Jonarox 3

a0 Haka3y MinicTepcTBa 0X0poHH
3n0poB’s Ykpainu «IIpo nep:xaBny
peecTpauiio (mepepeectpaiiio) JikapcbKuX
3ac00iB (MeANYHUX IMYHOOi0JIOrTYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiiHux MartepiajiB»

Bin 05 Gepe3ns 2024 poky Ne 374

MEPEJIK
JIKAPCBKHMX 3ACOBIB (MEJUYHUX IMYHOBIOJIOITYHUX ITPENAPATIB), IIIOJ0 SIKUX BYJIM BHECEHI
3MIHHU JO PEECTPALIMHUX MATEPIAJIIB, IKI BHOCATBHCS 10 JEP)KABHOI'O PEECTPY JIKAPCBKHUX
3ACOBIB YKPAIHHA

Hasea dopma eunycky 3asieHuK KpaiHa Bupo6Huk KpaiHa PeecmpauyitiHa npoyedypa Ymoeu Pekna Homep
JNikapcbko2o | (nikapcbka ¢popma, 3asieHUKa eupo6HuUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
DL- KpucTaniyHmm ToBapucTeo YkpaiHa ToBapucTBeo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | - - UA/15298/01/01
CYINb®OKAM | nopoLuok 3 oBMeXeHo Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y
®OPHA (cybecTaHuisa) y obmexeHo BiAMOBIAANBHICTIO napameTpax cneundikauivi Ta/abo AonycTuMmnx Mex,
KUCINOTA nonieTuneHoBux Bignosiaanb "GAPMXIM" BU3Ha4YeHMX y cneumdikauisx Ha Adl, abo
Millkax ans HiCcTIO BUXIOHWMI/MPOMIDKHWUIA NpOAYKT/peareHT, LWo
hapmaLeBTU4HOro "®APMXIM" BMKOPWCTOBYIOTBCS Y npoeci BupobHuutea API (iHwwi
3acTocyBaHHA 3MiHu) BunyyeHHs n. «Baxki metanuy» 3i cneuudikauii

A, Ta AK HacnigoK, BUNYyYeHHS 3 METOAIB KOHTPOS0
SIKOCTi. BBegeHHs 3MiH NnpoTarom 6-Tv MicsLiB nicns
3aTBepAKEHHS. 3MiHuM | Tuny - 3miHK 3 skocTi. ADI.
BupobHuuTeo. 3MiHM B npoueci BupobHuuTBa ADI

(iHWi 3MiHK) onNTUMI3auis napameTpiB TEXHOMOTYHOro

npotecy, a came: 3MiHa NopsiaKy A03yBaHHS,
nepeHeceHHs inbTpauii, BUKIIOYEHHS BiMXXMMaHHA Ta

NPOMMBAHHS Ha cTagii 1, a Takox, BUNyYeHHsI cTagii 2.

BBeaeHHs 3MiH NpoTsarom 6-Tu micauiB nicns

3aTBEPOKEHHS

ABUDJIOKC® | TabneTku, BKPUTI Abpun IHAisa AypobiHgo Papma IHAisA BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a - UA/14416/01/02

NniBKOBOIO dopmynenu Tlimiteq - OHIT VII TMny - 3MiHu 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom

obornoHkoto, no 500 H3 lNBT. JlTA. cepTudikaT BiaNoBiAHOCTI EBPONENChKIN

mr, no 10 TabneTok dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo

y 6nicTtepi, no 1 OHOBIEHoro cepTudgikarta BignosigHocTi abo

Gnictepy B BUNYyYEHHS cepTudikaTa BignoBiaHOCTI EBpONENCHKiIl

KapTOHHIN ynakoBLi capmakonei: gna A®l; gnsa BuxigHoro

maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYOTBCS Y BUPOOHUMUTBI ADIl; ans
[OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponevicbkin hapmakonei) - HoBui ceptudikat Big
HOBOrO BUPOGHKKa (3aMiHa abo JOMNOBHEHHST) NOAAHHSI
HOBOTO cepTudikaTa BignoBigHOCTI €BponechbKin
dapmakonei Ne RO- CEP 2019-023 - Rev 04 ansa
nitoyoi pevoBuHu Levofloxacin hemihydrate Big HoBoro
BupobHmka Neuland Laboratories Limited, India




2 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
(OONOBHEHHS)
3. | ABUDJIOKC® | TabneTku, BKpUTI Abpun IHAisA AypobiHago ®apma IHAisA BHECEHHS 3MiH A0 peecTpauiiHnx maTepianis: 3minu | 3a - UA/14416/01/01
nniBKOBOKO dopmynen Jlimiteq - FOHiIT VII Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHoOcCTI/lE- peuenmom
obonoHkoto, no 250 H3 lMBT. JTA. cepTudikaT BiANOBIAHOCTI €EBpONENChKi
mr, no 10 TabneTok chapmakonei/moHorpadii. NMogaHHsa HoBoro abo
y GnicTepi, no 1 OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
6nictepy B BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchbKin
KapTOHHIN ynakoBLi capmaxkonei: gna A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponeiickkin hapmakonei) - HoBui ceptudikar Big
HOBOrO BMPOGHMKa (3amMiHa abo JONOBHEHHS) MOgAHHS
HOBOTO cepTudikaTa BignoBigHOCTI €BponenchbKin
capmakonei Ne RO- CEP 2019-023 - Rev 04 gna
niroyoi pevoBunHu Levofloxacin hemihydrate Big HoBoro
BnpobHuka Neuland Laboratories Limited, India
(OONOBHEHHS)
4. | AOEMIMAC® TabneTkn, BKpUTI Banep Al HimeyvumH BCi cTagii HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |l 3a - UA/14101/01/01
NniBKOBOIO a BUpOBHMLUTBA: TMny - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
ob6onoHkoto, no 2,5 Banep AT, tbapmakoHarnagy. IHWi 3miHK, SKi He BBIAWNN Y Lien
mr; Ne 42: no 21 HimeuuunHa; po34in, siki BKMOYaTh NogaHHSA pe3yrnbTaTis
TabneTui y 6nictepi; BTOPUHHE AOCTifKeHb 4O KOMNETEHTHOro opraHy - lNMogaHHs
no 2 6nictepu B nNakyBaHHS: diHanbHOro 3BiTy NPO KriHiYHE JOCNIOKEHHS
KapTOHHIN nayui; Ne LLiteremanH 3aBepLueHoro gocrnimkeHHs dasm IV REPLACE (#
84: no 21 Tabnetui y JloHdpbepnakyHr & 18588/PH-41313) 6e3 3MiH 40 TEKCTY iHCTPYKUii Ansi
6nicTepi; no 4 TNorictiwep Cepsic MeONYHOro 3acTOCyBaHHS
onictepu B e.K., Himeuwunna
KapTOHHIN naywi
5. | ADEMNAC® TabneTku, BKPUTI Banep Al HimeyumH BCi cTagii HimeuumHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |l 3a - UA/14101/01/02
nniBKOBOO a BUpPOBHMUTBA: TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
obornoHkoto, no 2,0 Banep AT, dapmakoHarnsaay. IHwi 3mMiHW, SKi He BBINWNK y Liewn
mr; Ne 42: no 21 HimeyumnHa; po3ain, siki BKNoYaloTb NOAAHHSA pe3ynbTaTis
Tabnetui y 6nicrepi; BTOPUHHE [ocnigpkeHb 10 KOMNETEHTHOro opraHy - MNogaHHs
no 2 6nictepu B nakyBaHHs: iHanbHOro 3BiTy MPO KMiHiYHE JOCNIAKEHHS
KapTOHHiIN nayui; Ne LteremaHH 3aBepLueHoro gocnigkeHHs dasm IV REPLACE (#
84: no 21 Tabnetui y JloHdpbepnakyHr & 18588/PH-41313) 6e3 3MiH 40 TEKCTY iHCTPYKUii Ansi
6nictepi; no 4 JoricTiwep Cepsic ME[NYHOro 3aCTOCYBaHHs
Gnictepu B e.K., Himeuunna
KapTOHHIN nayui
6. | ADEMMNAC® TabneTkn, BKpUTI Banep Al HimeyumH BCi cTagii HimeyumHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |l 3a - UA/14101/01/03
nniBKOBOI a BMPOGHMLTBA: Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 1,0 Banep AT, dapmakoHarnsaay. IHwi 3mMiHW, SKi He BBINWNK y Liew
mr; Ne 42: no 21 HimeuuuHa; po34in, siKi BKMOYaTh NoAaHHSA pe3ynbTaTiB
TabneTui y 6nictepi; BTOPUHHE pocnigpkeHb 40 KOMNETEeHTHOro opraHy - MNogaHHs
no 2 6nictepu B nakyBaHHS: hiHanbHOro 3BiTy MPO KMiHiYHE AOCNIAKEHHSA
KapTOHHIN nayui; Ne LLiIteremanH 3aBepLueHoro gocnimkeHHs dasm IV REPLACE (#
84: no 21 TabneTui y JToHdepnakyHr & 18588/PH-41313) 6e3 3MiH [0 TEKCTY iHCTPYKLii Ans

6nictepi; no 4
Gnictepu B
KapTOHHIN nayui

TNorictiwep Cepsic
e.K., Himeyunna

MeONYHOro 3aCToCyBaHHA
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
7. | ADEMIMAC® TabneTkn, BKpUTI Bariep Al HimeuunH BCi cTagii HimeuyunHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu Il 3a - UA/14101/01/04
NniBKOBOIO a BMPOGHMLTBA: Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obonoHkoto, no 1,5 Banep AT, tbapmakoHarnagy. IHwWi 3miHK, SKi He BBIAWNN Y Len
mr; Ne 42: no 21 Hime4vuuHa; po3ain, siki BKMoYaloTb NOAaHHA pe3ynbTaTis
TabneTui y 6nictepi; BTOPUHHE AOCHifKeHb 4O KOMNETEHTHOro oprany - lNMogaHHs
no 2 6nictepu B nakyBaHHS: biHanbHOro 3BiTY NPO KNiHIYHE AOCNIAXEHHSA
KapTOHHIN nayui; Ne LTeremaHH 3aBepLueHoro gocnigpkeHHs dasn IV REPLACE (#
84: no 21 tabneTtui y JToHdepnakyHr & 18588/PH-41313) 6e3 3mMiH [0 TEKCTY iHCTpYKLii ANns
6nictepi; no 4 JoricTiwep Cepsic MeONYHOro 3acToCyBaHHS
Gnictepu B e.K., HimeyunHa
KapTOHHIN nayui
8. | AAEMNAC® TabneTkn, BKpUTI Bariep Al HimeuyunH BCi cTagii HimeuyunHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu Il 3a - UA/14101/01/05
NniBKOBOO a BMPOGHMLTBA: Tuny - 3MiHn Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 0,5 Banep AT, dapmakoHarnsaay. IHwi 3mMiHW, SKi He BBINWNW y Lewn
mr; Ne 42: no 21 Hime4vuuHa; po3ain, siki BKMo4alTb NO4aHHA pe3ynbTaTis
Tabnetui y 6nicrepi; BTOPUHHE [ocnigkeHb [0 KOMMNETEHTHOro oprany - MNogaHHs
no 2 6nictepu B naKyBaHHs: hiHanbHOro 3BiTy MPO KMiHiYHE AOCNIAKEHHSA
KapTOHHIN navui; Ne LLTeremaHH 3aBepLueHoro gocnigpkeHHs dasn IV REPLACE (#
84: no 21 Tabnetui y JToHdbepnakyHr & 18588/PH-41313) 6e3 3MiH [0 TEKCTY iHCTPYKLii ans
6nictepi; no 4 JloricTtiwep Cepsic MEeAMYHOro 3acToCcyBaHHS
Gnictepu B e.K., HimeyunHa
KapPTOHHIN nayui
9. | ASAINIH Tabnetku no 25 mr; AT YkpaiHa AT "KUIBCbKWM Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/4763/01/02
no 10 Tabnetok y "KNIBCbKW BITAMIHHAN Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 5 n 3ABOT" dapmakoHarnsaay (iHwi 3miHu) - OHOBMEHHS TEKCTY
6nictepis y navui BITAMIHHNA MapKyBaHHS MEPBUHHO| Ta BTOPMHHOI YNaKOBOK
" 3ABOO" nikapcbkoro 3acoby, a came BuUry4eHHsi iHpopmallii,
3a3HayeHoil POCINCbKOK MOBOI), Ta BUKITAAEHHS il
aHrmincopKo MOBOK. TepMiH BBEAEHHS 3MiH -
npoTsirom 6 MicsiliB nicns 3aTBepaKEHHS
10. | ASAMIH TabneTkn no 100 mr; AT Ykpaina AT "KMIBCbKUI BHECEHHS 3MiH 10 PEECTpaLiiH1X MaTepianis: 3MiHu | 3a - UA/4763/01/01
no 10 Tabnetok y "KNIBCbKW BITAMIHHAN THNy - 3MiHKU Woao Geanekn/edeKTUBHOCTI Ta peuenmom
6nicTtepi; no 5 n 3ABO[O" dapmakoHarnsgy (iHwi 3miHW) - OHOBNEHHSI TEKCTY
6nictepis y navui BITAMIHHNA YkpaiHa MapKyBaHHS MEPBUHHO| Ta BTOPMHHOI YNaKOBOK
v 3ABOL" nikapcbkoro 3acoby, a came BUIy4YeHHs iHcbopmalliii,
3a3HayeHol POCINCbKOK MOBOIO, Ta BUKIAAEHHS il
aHrmincopKo MOBOK. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 MicsLUiB Nicns 3aTBepAKEHHS
11. | A3unon TabneTku, BKPUTI AT "Apamven MonbLia AT "Apamvep MonbLa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a - UA/14380/01/02
NniBKOBOKO dapma” dapma” TexHiyHa nomurika (3rigHo Hakasy MOS Big peuenmom

obornoHkoto, no 500
mr, no 2 abo 3
TabneTtku B GnicTepi,
no 1 6nictepy B
KapTOHHIl kopobui

23.07.2015 Ne 460), BunpaBneHHS TEXHIYHOI MOMWIIKM,
3rigHo n.2.4. n.n.5 po3giny VI Hakazy MO3 YkpaiHu Big
26.08.2005p. Ne 426 (y pepakuii Hakasy MOS Ykpainu
Big 23.07.2015 p. Ne 460) y MeTofax KOHTPOIO SKOCTi
13 3a nokasHukom «Po3nagaHHs» B MeTofax
KOHTPONIO, @ CaMe HEKOPEKTHO 3a3HaY€HO NOCUIIaHHS
Ha po3gin 2.9.5. €Bp. Papm. (3aMiCTb KOPEKTHOTO
2.9.1. €Bp.®.) ansa npuBeaeHHs ao Cneumndikaii M3.
3asHayeHe BMMNpaBneHHs BiAMoBiAae MaTepianam
peecTpauinHoro Aockbe, a came po3giny Crneumdikauis
3aTBepakeHnx MKA N3




4 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
12. | A3uUnon TabneTkn, BKpUTI AT "Anamep Monblwa AT "Apamven MonbLlwa BHECEHHS1 3MiH O peecTpaLiiHuX maTepianis: 3a - UA/14380/01/01
NniBKOBOIO dapma” dapma” TexHiyHa nomurnka (3rigHo Hakasy MOS Big peuenmom
o6onoHkoto, no 250 23.07.2015 Ne 460), BunpaBneHHsi TEXHIYHOI MOMUIKM,
Mmr, no 3 TabneTku B 3rigHo n.2.4. n.n.5 po3giny VI Hakazy MO3 Ykpainu Big,
6nictepi; no 2 26.08.2005p. Ne 426 (y pepakuii Hakady MO3 Ykpainu
Gnictepu B Big 23.07.2015 p. Ne 460) y MeTogax KOHTPOSO SIKOCTI
KapTOHHiI kopooLi J13 3a nokasHukom «Po3nagaHHs» B MeToaax
KOHTPOI0, @ CaMe HEKOPEKTHO 3a3HayeHO MOCUMaHHs
Ha po3gain 2.9.5. €Bp. Papm. (3aMiCTb KOPEKTHOrO
2.9.1. €Bp.d.) ana npusegeHHs o Cneumdikauii MN3.
3a3HayeHe BUNpaBrieHHs Bignosigae martepianam
peecTpaLiiHoro gocke, a came po3ainy Cneundikadis
3aTBepakeHnx MKA N3
13. | ASUTPOMIL TabneTkn, BKpUTI "FOHik IHAisA FOHik IHAisA BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a - UA/7280/01/01
WH €BPO o6onoHkoto, no 125 dapmacbloT dapmackioTrkan TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
Mr; o 6 TabneTok y nKkan JlabopaTopis capmakoHarnsgy. BeegeHHs abo 3miHv oo
6nicTepi; mo 1 JTabopatopis (BipAaineHHs dipmun y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
6nictepy y kopobui " "I0x. b. Kemikana (BBEAEHHS y3aranbHEHMX AaHUX NPo cUCTeMy
(BiaaineHHs eHa capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
dipmu "Ix. dapmacbioTukana BigNoBiganbHoI 3a 34iMCHEHHSA chapMakoHarnsay;
B. Kemikans Nra.") KOHTaKTHOT 0co0M 3 (hapMakoHarnsigy 3asiBHuUKa ansi
eHa 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, SKWwo BoHa
dapmacbloT BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
ukana Jitg.") 3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
darna cuctemun chapmakoHarnsgy) 3miHa
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
hbapmakoHarnsg.
[Hitoua pepakuis: Dr. Ameya P. Satam. NponoHoBaHa
pepakuis: benikosa CeiTnaHa MuxainisHa. 3miHa
KOHTaKTHMX AaHNX YNOBHOBaXEHOI 0CObU 3asiBHUKA,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
34iICHEHHS OCHOBHOI AisNbHOCTI 3 dhapMakoHarnsgy
14. | ASUTPOMIL TabneTku, BKpUTI "HOHiK IHpia HOHik IHpia BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a - UA/7280/01/03
WH €EBPO obornoHkoto, no 500 dapmacbloT dPapmacbioTukan Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
mr; no 3 TabneTkn y nkan JlabopaTopis cbapmakoHarnsigy. BeegeHHs abo 3amiHv oo

6nicTepi; no 1
Gnictepy y kopobui

Jlabopatopis

(BipaineHHs
dipmu "Ix.
B. Kemikana
eHn
dapmacbloT
ukana Jitg.")

(BiogineHHst ipmu
"Ix. b. Kemikana
eHp,
dapmacboTukana
nra.")

y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHWUX Npo CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
3AiicHeHHs bapmakoHarnsigy B YKpaiHi, SKLWo BoHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianoBiganbHoi
3a 3[iCHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
cbapmakoHarnsg,.
Hitoya pegakuis: Dr. Ameya P. Satam. lNponoHoBaHa
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

pepakuisi: benikoBa CeitnaHa MuxannisHa. 3MiHa
KOHTaKTHMX JaHNUX YNOBHOBaXXeHOI 0cObU 3asiBHUKA,
BignoBiganeHoi 3a chapmakoHarnsag. 3miHa
MicLie3HaxXo4KeHHA MacTep-ganna cuctemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
34iiCHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy

15.

A3NTPOMIL
WH €BPO

TabneTku, BKpUTI
obonoHkoto, no 250
Mr; o 6 TabneTok y
6nictepi; no 1
onictepy y kopobui

"FOHik
dapmacblot
nkan
JlabopaTopis

(BiaaineHHs
dipmn "OXK.
B. Kemikans
eHg
dapmacbloT
vkans Jitg.")

IHaisa

HOHik
dapmacbioTmkan
JlabopaTopis
(BigaineHHs cipmun
"x. B. Kemikana
eHq
dapmacboTrkana
nra.")

IHaisa

BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHu oo
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHMX JaHUX NPO CUCTEMY
capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHST hapMakoHarnsgy;
KOHTaKTHOI 0cObM 3 hapMakoHarnsigy 3asiBHuUKa Ansi
30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, SKWwo BoHa
BigMiHHa Big yNOBHOBa)eHO! 0cobu, BignosigansHoi
3a 3[iMCHeHHA dhapmakoHarnagy (BKovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
cavina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOBaXeHOi 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
tbapmakoHarnag,.

[itoya pepakuis: Dr. Ameya P. Satam. NMponoHoBaHa
pepakuisi: benikoBa CsitnaHa MuxannisHa. 3miHa
KOHTaKTHMX AaHNX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BignoBiganbHoI 3a hapmakoHarnsg. 3MiHa
MiCcLie3Hax0MKEHHS MacTep-anna cuctemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dapMakoHarnsgy

3a
peuenmom

UA/7280/01/02

16.

AAMNIN®

Tabnetku no 50 mr
no 10 TabneTok y
6nictepi; no 3 abo 6
6nictepis y navui

AT
"®apmak”

YkpaiHa

AT "dapmak”,
YkpaiHa
(BMpPOOHMLTBO 3
npoaykuii in bulk
ipM-BMPOBHUKIB
Bnydapma
IHaycTpis
dapmaneBTUka
C.A., MNoptyranis
(BUpoGHULTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpOrb cepil,
Bunyck cepii), AET
JlabopaTopis
MpawnseT JlimiTeq,
IHAis
(BUpoGHULTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpOnb cepii,

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHnx maTepianis: 3minu |
TMNy - AgMiHICTpaTUBHI 3MiHW. BunyyeHHsi BUpoGHUYOi
OinbHUUi (BkMoYaroum ginbHuui anst A®I, npomixxHoro
npoaykTy abo roToBoro nikapcbkoro 3acooy, OinbHUL
ANsA NpoBeAeHHs NaKyBaHHS, BUPOOHWMKa,
BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBeAeHHs!
KOHTpOMto cepii) abo noctayanbHUKa BUXiAHOIO
marepiany, peareHTy abo JONOMiIXHOT pe4OBUHU
(sKWo 3a3Ha4veHo y focke) BunyyeHHs Bupo6Huka Al
MCH ®apmayem lNpanseT Jlimitea, IHais / MSN
Pharmachem Private Limited, India. 3anuwatotcbs
anbTepHaTuBHI BUpobHUku Adl: Medichem
Manufacturing (Malta) Ltd., Malta; Moehs BCN, S.L.,
Spain; Biocon Limited, India.

3a
peuerimom

UA/17556/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
BMNYyCK cepii))
17. | AUCAIN® Tabnetku no 50 mr AT YkpaiHa BMPOBOHMLITBO, Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu | - - UA/17555/01/01
in bulk: no 11,0 kry "dapmak” nepBuHHE Ta TMNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOI
GapabaHax BTOPUHHE OinbHUUi (BkMoYaroum ginbHuui ans A®I, npomixHoro
nakyBaHHs, npoaykTy abo roToBoro nikapcbkoro 3acoby, AinbHuLi
KOHTpOrb cepii, Ans NPOBEAEHHS MaKyBaHHS, BUPOBHMKa,
BUMYCK cepii: BignoBiganbHOro 3a BMMNycK cepil, Micue NpoBeAeHHs
AET Na6opatopi3s KOHTpoOrto cepii) abo noctavanbHUKa BUXiAHOTO
MpanseT JlimiTeq, MaTepiany, peareHTy abo JONOMiKHOI pEYOBUHM
IHgis (KO 3a3HAYeHO y Aocbe) BunyyeHHs BupobHuka Adl
BUPOBHMLTBO, MCH ®apmauem lNpanseT Jlimitea, IHaia / MSN
nepBUHHE Ta Pharmachem Private Limited, India. 3anuwatotcbs
BTOPUHHE anbTepHaTuBHI BUPOGHMKN ADI: Medichem
nakyBaHHs, Manufacturing (Malta) Ltd., Malta; Moehs BCN, S.L.,
KOHTpOrb cepil, Spain; Biocon Limited, India.
BUMYCK Cepil:
Bnydapma
IHaycTpia
dapmaneBTuka
C.A,, MNoptyranis
18. | AKHETIH® Kancynu no 8 mr; no Appan- XopsarTist C.M.B. Benbris BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3MiHu | 3a - UA/10316/01/01
10 kancyn y [aneHcbkun TexHonogxi CA Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuernmom
6nictepi; no 3 JTabopaTopi cepTudikaT BigNoBiAHOCTI €EBpONEnCchKin
Gnictepn y na.a. apmakonei/moHorpadii. NMogaHHsA HoBoro abo
KapTOHHIN kopobui OHOBIEHoro cepTudikarta BignosigHocTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBpONEnChKin
capmakonei: gna A®l; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBneHnn ceptudikar
Bif] y>ke 3aTBEepAKEHOro BUPOOHUKa - MogaHHsA
OHOBMEHOro cepTudikaTa BignoBigHOCTI €Bponeinchbkii
dapmakonei Ne R1-CEP 1996-082 - Rev 11
(3atBepokeHo: R1-CEP 1996-082 - Rev 10) ansa AdI
i30TpeTUHOIHY Bif 3aTBEpOXeHOro BupobHuka OLON
S.P.A
19. | AKHETIH® Kancynu rno 16 wmr; ApnpaH- XopgarTis C.M.b. Benbrisa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | 3a - UA/10316/01/02
no 10 kancyn y [aneHcbkui TexHonoaxi CA TMny - 3MiHu 3 sikocTi. CepTudikaT BignosigHocTi/l'E- peuenmom
6nictepi; no 3 JTabopaTopi cepTudikaT BignoBiAHOCTI €EBpoONenchKii
Gnictepn y " a.ao. dapmakonei/moHorpadii. NMogaHHA HoBoro abo

KapTOHHI kopobui

OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI €EBpONenchkin
capmakonei: gna A®l; gnsa BuxigHoro
maTepiany/peareHTy/npoMiKHOrO NPoaykKTY, Lo
BMKOPWCTOBYIOTBCS Y BUPOOHMLTBI API; ong
[OMOMIXXHOT pevoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHW cepTudikat
Bif y)ke 3aTBeppKeHOro BMpobHuka - MNogaHHA
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €BPONenchKiln
dapmakonei Ne R1-CEP 1996-082 - Rev 11




7 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
(3aTBepakeHo: R1-CEP 1996-082 - Rev 10) gns AdI
i30TPeTUHOIHY Bif 3aTBepAXeHoro BupobHuka OLON
S.P.A
20. | AKTEMPA® pO34MH Ans iH'ekuin, TOB «Pow YkpaiHa Bupo6HMuTBO Himeuumna/ BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3MiHu | 3a - UA/13909/02/01
162 mr/0,9 mn; 4 YkpaiHa» Hepo3dacosaHoi LLisenuapis TUNy - AGMIHICTpaTUBHI 3MiHW. BunyyeHHs BUpoBHMYOT peuernmom
nonepegHL0 NpoyKLUii, OinbHUUI (BKOYao4n ,qir!meui onsa Adl, npow!i>KHorq
HamnoBHEHUX nepBUHHe npoaykTy abo roToBoro nikapcbkoro 3acoby, OinbHuLi
wnpuua (KoXeH [nsi NPOBEAEHHSI MaKyBaHHS, BUPOOHMKa,
o6’emom 1 mn)y nakyBaHHA, BignoBigansHOro 3a BUNycK cepii, MicLie NpoBeAEHHS!
KapTOHHiIN Kopobyi; KOHTPOIb B KOHTpOIo cepii) abo noctadanbHUKa BUXiAHOTO
4 nonepenHLO npoveci marepiany, peareHTy abo JONOMDKHOT pe4OBUHN
HamnoBHEHUX BMPOGHMLTBA, (AKLLO 3a3HaYeHO Y AOCbE). BunyyeHHs BUpobHUYOI

wnpuua (KoxeH
o6’emom 1 mn) y
KapTOHHiIN kopooLi

BMNPOOYBaHHS Ha
CTepunbHiCTb Ta
GakTepianbHi
€HAOTOKCUHM:
Bettep ®apma-
PepTuryHr MrmoX i
Ko KI', HimeuunHa
BunpobysaHHsi Ha
CTepUIbHICTb Ta
GakTepianbHi
€HA0TOKCUHMU,
Bi3yanbHuUn
KOHTpOMb B
npoueci
BMPOGHMUTBA:
Bettep ®apma-
PepTuryHr Mrm6X i
Ko KI', HimeuunHa
Bettep ®apma-
PepTuryHr MrmoX i
Ko KI', HimeuunHa
BizyanbHui
KOHTpOMb B
npoueci
BMPOGHMUTBA:
Bettep ®apma-
PepTuryHr NM6X i
Ko KI', HimeyuunHa
BTopuHHe
nakyBaHHs,
BUNpobyBaHHs
KOHTPOMIO SKOCTi
(kpim

AinbHUUi Pow ®apma All, HimeudnHa 3 BunpoGyBaHHs
KoHTporto sikocTi [T13 (kpim BUNpobyBaHHSA Ha
CTepUnbHICTb Ta GakTepianbHi eHOOTOKCUHN).
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBepAKeHHS. 3MiHu | Tuny - 3miHK 3 akocTi. oToBuMIA
nikapcbkuii 3aci6. 3MiHK y BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY cepil Ta
KOHTPOIIO AKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa
abo goaaBaHHS AinbHULI, Ha SKi 30IACHIOETLCSA
KOHTpOnb/BUNpobyBaHHs cepii). BBegeHHs noaaTkoBol
YHKUIT 3 MPOBEAEHHS Bi3yanbHOro KOHTPONs B
npoueci BUpobHULTBA 40 BXe 3aTBepAXXeHOI AirnbHuLj
BetTtep ®apma-depturyHr 'm6X i Ko K,
AnzeHbaHwTpacce 2-4, IlaHrenapreH, bagen-
Broptembepr, 88085, HimeuunHa, sikuin 3giicHioe
BUNPoOYBaHHSA Ha CTEPUIBHICTb Ta GakTepianbHi
€HOO0TOKCMHU. BBeeHHs 3MiH NpoTArom 6-Tm MicsiLiB
nicnsi 3aTBepaKeHHs. 3MiHn | TUny - 3MiHKU 3 SKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHN Yy BUPOBHULTBI.
3miHa iMnopTepa/3miHu, WO CTOCYHTLCS BUMYCKY cepii
Ta KOHTPOJSIO AKOCTi FOTOBOTO NiKapCbKoro 3acoby
(3amiHa abo foaaBaHHS AinbHULI, Ha SKi
3[iNCHIOETLCS KOHTPONbL/BUNPOBYBaHHS cepii).
BBeneHHs gogaTkoBOi (OyHKLUiT 3 npoBeaeHHS
Bi3yanbHOro KOHTPONs B NpoLieci BUPOBHULTBA A0 BXe
3aTBepmkeHol AinbHuui Bettep ®apma-®epTuryHr
'm6X i Ko KI', MoocsiseH 2, PaBeHcbypr, BageH-
BropTembepr,88214, HimeuunHa, sikuit 3giicHoe
BUNPOOYBaHHSA Ha CTEPUIBHICTb Ta GakTepianbHi
€HOO0TOKCHWU. BBeaeHHs 3MiH NpoTsarom 6-Tu Micsiuis
nicnsi 3aTBepaKeHHs. 3MiHu | TURY - 3MiHKU 3 SKOCTI.
[oToBWI Nikapcbkui 3aci6. 3MiHN Yy BUPOOHMLITBI.
3miHa iMnopTepa/3miHu, Lo CTOCYHTbCSt BUMYCKY cepii
Ta KOHTPOJSO AKOCTi FOTOBOTO NikapCbKoro 3acoby
(3amiHa abo JoaaBaHHS OinbHULI, Ha SAKiN
30iNCHIOETLCSI KOHTPOIL/BUNPOBYBaHHS cepii).
3a3HayeHHs1 BUpobHuYoi AinbHuui Bettep ®apma-
®epTuryHr F'm6X i Ko KI', F'enbmyT-BeTep-LUTtpacce 10,
LLimanerr, PaBeHcbypr, BageH-BropTembepr,88213,
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
BMNPODOYBaHHS Ha HimeyvumHa, sika Gyna i € Aito4oto BUPOBHNYOI0
CTEpUMbHICTL Ta OiNbHULEIO 3 NPOBEAEHHSI Bi3yarbHOMO KOHTPOIO B
BakTepianbHi npoue“ci BUpobHMUTBA, a TaKkok neTani3aHiﬂ DyHKLT
GHAOTOKCMHI), KOHTpOb B I'IpOLl,eCI"BM'pOGHMI'.l,TBa ans
3apeecTpoBaHoi BUPOoBHMYOT AinbHULi BeTTep dapma-
BUnyck cepil: depturyHr F'm6X i Ko KT, LWWoTueHwTpacce 87 i 99-
®.XobdpmanH-J1s 101, PaBeHcBypr, bageH-Bloptembepr, 88212,
PO‘-'{ ”Tﬂ_r HimeuunHa. BBeeHHs 3miH NpoTArom 6-Tu MicsLiB
Lseiuapis nicns 3aTBepaKEHHSI.
21. | AKTIOPON TabneTtkn no 100 mr Mepnokewmi Kinp Mepokemi 1T Kinp BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a - UA/17654/01/01
no 10 TabneTtoky nTa (3aBog AZ), Kinp Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E- peuernmom

6nictepi, no 3, 6 abo
9 GnictepiB y
KapTOHHiIN kopobui

(nepBuHHE Ta
BTOPUHHE
nakyBaHHs);
Mepokemi T,
(LleHTpanbHui
3asog), Kinp
(BMPOGHMLTBO 3a
NMOBHUM LIMKIIOM)

cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEeHOro cepTudikarta BignosigHocTi abo
BUYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkiin
cdapmakonei: gna Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikat
BiJ y)Xe 3aTBEpXEHOro BUpPOOHUKA - MoAaHHS
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiln
dapmakonei Ne R1-CEP 2010-185 - Rev 01
(3aTBepokeHo: R1-CEP 2010-185 - Rev 00) ans
Airovoi pevoBmHM Amisulpride Big BxXe 3aTBepAKEHOrO
BnpobHvka SYMED LABS LIMITED. 3minu | Tvny -
3MiHu 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MoHorpadgii. NMogaHHA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUINYyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKil
capmakonei: gna A®I; gnsa BuxigHoro
maTepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikat
BiJ y)Xe 3aTBEPXEHOro BUPOBOHUKA - MOAaHHS
OHOBJIEHOTO cepTudikaTa BiANoBiAHOCTI €BPONENChHKIN
dapmakonei Ne RO-CEP 2016-028 - Rev 01
(3aTBepokeHo: RO-CEP 2016-028 - Rev 00) ans
Aitoyoi pevouHu Amisulpride Bif BXe 3aTBEpAXKEHOro
Bupo6Huka SUN PHARMACEUTICAL INDUSTRIES
LIMITED. 3minu | Tuny - 3miHn 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBRneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4eHHs ceptudpikata BiaNOBIAHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OOMOMDKHOI peqoBUHM (cepTudikaT BigNnoBigHOCTI
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
€Bponecbkin dapmakonei) - OHoBNeHu cepTudikaT
Bif YK€ 3aTBEPIKEHOr0 BUPOBOHUKA - MOAaHHS
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkin
dapmakonei Ne R1-CEP 2016-028 - Rev 00 ans
Aitoyoi pevosuHn Amisulpride Big BXe 3aTBepAXKEHOro
Bupo6Hrka SUN PHARMACEUTICAL INDUSTRIES
LIMITED
22. | AKTINPON Tabnetku no 200 mr Mepnokemi Kinp Mepokemi NTO Kinp BHECEHHS 3MiH A0 peecTpauiiHnx maTepianis: 3minu | 3a - UA/17654/01/02
no 10 Tabnetok y nTa (3aBog AZ), Kinp Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHOCTI/IE- peuenmom

6nictepi, no 3, 6 abo
9 6nicTepiB y
KapTOHHiIN kopoOLi

(nepBuHHe Ta
BTOPWHHE
nakyBaHHs);
Mepokemi IT[
(LlenTpanbHun
3aBog), Kinp
(BMPOGHMLITBO 3a
MOBHUM LKITOM)

cepTudikaT BiaNnoBiaHOCTI €BpONENChbKin
dapmakonei/MmoHorpadii. NMogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkii
capmakonei: gna A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BUKOPUCTOBYIOTBCSA Y BUPOOHULTBI ADI; ans
[OMOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHuU cepTudikaT
Bifl y)Ke 3aTBepAKeHOro BUpobHWKa - NoAaHHSA
OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI €EBPONENnChKin
capmakonei Ne R1-CEP 2010-185 - Rev 01
(3aTBepakeHo: R1-CEP 2010-185 - Rev 00) gnis
Aitoyoi pevosuHu Amisulpride Big BXe 3aTBepAXKeHOro
Bupo6Hvka SYMED LABS LIMITED. 3minu | Tvny -
3MiHu 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikar BiANoBIAHOCTI €EBpONENChKIN
dapmakonei/moHorpadii. NMogaHHsA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKiln
capmakonei: gna A®l; ana BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHW cepTudikat
Bif ke 3aTBepAKeHOro BUpobHUKa - MoAaHHSA
OHOBMEHOro cepTudikaTa BignoBigHOCTI €Bponeinchbkii
dapmakonei Ne RO-CEP 2016-028 - Rev 01
(3aTBepakeHo: RO-CEP 2016-028 - Rev 00) gnis
firovoi pevoBmHM Amisulpride Big BxXe 3aTBepaXeHOro
BmpobHunka SUN PHARMACEUTICAL INDUSTRIES
LIMITED. 3minu | Tuny - 3miHn 3 sikocTi. Ceptudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo BUny4eHHs1 cepTudgikaTa BignosigHoCTi
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMLTBI ADl; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkini hapmakonei) - OHoBNeHun cepTudikar
Bifl y)Ke 3aTBepAKeHOro BUpobHMKa - NoAaHHs




10 [TponoBkeHHs qonaTKa 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiin
dapmakonei Ne R1-CEP 2016-028 - Rev 00 gnist
niroyoi pevoBmHM Amisulpride Big BXe 3aTBEpKEHOTO
Bupo6Hrka SUN PHARMACEUTICAL INDUSTRIES
LIMITED
23. | AJICOKAM PO34MH ONs iH eKLiN, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmMx maTepianis: 3miHu | 3a - UA/18067/01/01
10 mr/mn no 1,5 mn akKujioHepHe aKuioHepHe Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuernmom
B amnyni; no 5 TOBapucTBo TOBapuUCTBO cepTudikaT BiANOBIAHOCTI €EBpONENChKi
amnyn y 6nictepi; no "Nekxim - "Nekxim - Xapkis" dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
1 6nicTtepy B nayui Xapkis" OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUITyYEHHS cepTudikaTa BignoBiAHOCTI EBpONEnChKiln
capmakonei: gna Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponeicbkin dhapmakonei) - OHoBNeHun cepTudikaT
Bif] y>Ke 3aTBEPAKEHOro BUPOOHWMKA - NOAAHHS
OHOBJIEHOrO cepTudikaTa BiaAnoBi4HOCTI €BpONenchKin
dapmakonei Ne CEP 2014-261 - Rev 01
(3atBepmkeHo: RO-CEP 2014-261 - Rev 03) ansa AdI
MeroKcMKaMy Bif, 3aTBepaKeHoro BupobHuka SWATI
SPENTOSE PVT. LTD., IHgis
24. | AlIb®OPT PO34uH NS iH eKuin, HenbTa LLisenuapi lgon Inay Jonym TypeydnHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |l 3a - UA/17527/01/01
OEKCA I.B. 50 Mr/2 mn; no 2 mn Mepiken a CatH. Be Tigx. TMny - 3MiHn 3 sikocTi. AL, (iHWi 3miHW) nogaHo peuenmom
B amnyni; no 3 abo MpomMoyLH3 AL OHOBMeEHy Bepcito macTep-danny Ha Ad|
no 6 amnyn y kaceri Al AekckeTonpodeHy TPOMeTamorny Bif, 3aTBEPAXEHOro
Ta y KapTOHHIN BMpo6HMKa Huangshi Shixing Pharmaceutical Co.,
Kopobui Ltd., Kutan. 3atBepmkeHa Bepcisi: SXYY-CTD-C05-
2017-V01. OHoBneHa Bepcis: SXYY-CTD-C05A-2017-
V03
25. | AMIKALMAO pO34unH ANng iH’ekuin, | ToBapucTeo YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a He UA/15452/01/01
250 mr/mn, no 2 mn 3 obmexeHo TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom nionse
abo 4 mny obmexeHo BiANOBiganNbHICTIO Ta/abo agpecu MicLsl NPOBaKEHHS OisiNbHOCTI ae
dnakoHax; no 1 Bignosigans dipma BUPOBHMKa/iMnopTepa rotoBoro nikapcbkoro 3acoby,
hnakoHy B navui 3 HicTio chipma "Hosodapm- BKIIOMAK04M AinbHULI BUNYCKyY cepii abo micLe
KapTOHY; No 2 Mn "HoBodapM- BiocuHTes" NpoBeAEHHS! KOHTPOIIO SIKOCTI. (QisSNbHICTb, 3a SKy
abo4 mny BiocuHTes" BiAMNOBiAae BUPOOHWMK/iMMOpTep, BKIOYAO4MN BAMYCK
cnakoHax; no 5 cepin) - 3miHa agpecy BupobHuKa ToBapucTBO 3
dnakoHiB y obmexeHoto BignoeiganbHicTio dipma "Hosodapm-
KOHTYpPHIl BiocuHTes". 3MiHM BHECEHO B iHCTPYKLit0 Anst
YapyHKOBIl ME[MYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y
ynakoBLi; no 2 po3gin "Micue3HaxomkeHHs1 BUpobOHMKa Ta agpeca
KOHTYPHi YapyHKOBI MicList NPOBaKEHHS MOro JisinbHOCTI" 3 BiANOBIAHUMM
yMakoBKM B nayli 3 3MiHaMK B TEKCTi MapKyBaHHS YNaKoBOK. TepMiH
KapTOHY BBeJEHHS 3MiH - NpoTSArom 6 Micsis nicns
3aTBEpAKEHHSA
26. | AMIKALMAO pO34uH ANng iH'ekuin, | ToBapucTBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3minHu | 3a - UA/15452/01/01
250 mr/mn no 2 mn 3 obmexeHow Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
abo4 mny obmexeHo BiAMOBIAANbHICTIO dapmakoHarnsagy. BeegerHs abo 3amiHn fo
nakoHax; no 1 Bignosigans dipma y3aranbHeHVX AaHnX Npo cuctemy papmakoHarnsgy
dnakoHy B nayui 3 HicTIO dpipma "HoBodapm- (BBEAEHHS y3aranbHeHMX AaHMX NPO CUCTEMY
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
KapTOHY; No 2 mMn "HoBodapm- BiocnHTes" chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
abo4 mny BiocnHTes" BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
hnakoHax; no 5 KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa onsi
¢nakoHiB y 3aiicHeHHs hapmakoHarnsgy B YkpaiHi, SKLo BoHa
KOHTYpPHIN BiAMiHHA Bi# ynoBHOBaxeHOi ocobu, BianoBigansHoi
YapyHKOBIN 3a 34ilicHeHHs1 hapmakoHarnsgy (BKrovarym
ynakoBLi; no 2 KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
KOHTYPHIi YapyHKOBI danna cuctemu apmakoHarnagy) 3mMiHa KOHTaKTHUX
yMakoBKM B Mauui 3 [AaHnX YNOBHOBAaXEHOI 0COOU 3asBHNMKA,
KapToHY BignosiganeHoi 3a chapmakoHarnsag. 3miHa
MicLie3HaxomKeHHS MacTep-canna cuctemm
capmakoHarnsgy Ta horo Homepa. 3MiHa micus
34iINCHEHHS OCHOBHOI AiANbHOCTI 3 dhapmakoHarnagy
27. | AMIHAIIOH®- | kancynu TBepai no AT YkpaiHa AT "KUIBCbKWM Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | bes - UA/1210/01/01
KB 250 mr; no 10 "KNIBCbKW BITAMIHHU TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenma
kancyn y 6nictepax; n 3ABOL" capmakoHarnagy (iHwi 3miHM) - OHOBMEHHSI TEKCTY
no 10 kancyn y BITAMIHHNA MapKyBaHHS MEPBUHHO| Ta BTOPMHHOI YNaKOBOK
6nictepi; no 5 M 3ABOO" nikapcbKkoro 3acoby, a came BUny4eHHs iHdopmalii,
GnicTepiB y navui 3a3Ha4yeHol POCINCLKOK MOBOLO, Ta BUKNAOEHHS il
aHrMincopKo MOBOK. TepMiH BBEAEHHS 3MiH -
npoTsarom 6 mMicauis nicnsa 3aTBEPLKEHHA
28. | AMIHAPTIH po3uunH ang iHdysin, | TOBAPUCT YkpaiHa TosapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a - UA/19661/01/01
42 mr/mn; no 100 mn BO 3 0BMexeHo TMny - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
y nnsawuj; no 1 OBMEXEH BiANoOBiganbHICTIO dapmakoHarnsgy. BeegerHs abo 3miHn go
nnswyi y navi (0],0) dipma y3aranbHEHUX AaHnxX Npo cuctemy papmakoHarnsgy
BIAMNOBIOA "Hosodapm- (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy
JIBHICTIO BiocuHTes" dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
«TOPIroBM BignoBiganbHoI 3a 34iCHEHHS chapMakoHarnsaay;
n aom KOHTaKTHOI 0CO0M 3 hapMakoHarnsigy 3asiBHuUKa Ansi
«HOBO®AP 34icHeHHs hapmakoHarnsagy B YKpaiHi, SKLLO BOHa
M- BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
BIOCUHTE 3a 34ilcCHeHHs1 hbapmakoHarnsgy (BKoYaym
3» KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
arnna cuctemu papmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHUX YNOBHOBaXEHOT 0CO0M 3asiBHYMKA,
BignoBiganbHoI 3a hapmakoHarnsg. 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
cbapmakoHarnsgy Ta noro Homepa. 3MiHa micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dapmMakoHarnsay.
29. | AMIHOKANP po34uH Ang iHdysin, | ToBapucTeo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a - UA/2018/01/01
OHOBA 50 mr/mn; no 100 mn 3 obmexeHo My - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
KUCINOTA y nnsawuj; no 1 obmexeHo BiANoBiganbHiCTIO dapmakoHarnsgy. BeeaerHs abo 3MiHu fo
nnswyi B navyi 3 Bignosigans cipma y3aranbHeHUX AaHuX Npo cuctemy hapmakoHarnsgy
kapToHy; no 100 mn HicTIo chipma "HoBodapm- (BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTeMy
y AAsiKax "HoBodapm- BiocuHTes" dapmakoHarnsigy, 3MiHa ynoBHoBaxeHoi ocobu,
BiocuHTes" BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;

KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
34icHeHHs hapmakoHarnsgy B YKpaiHi, Ko BoHa
BigMiHHa Bi yNOBHOBa)XeHOIT 0cobu, BignosigansHoi
3a 3[iCHeHHs dhapmakoHarnsgy (BKrovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHM ¥ po3MiLLeHHi MacTep-




12 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
darina cuctemu hapmakoHarnsgy) 3miHa KOHTaKTHUX
[JaHNX YNOBHOBaXEHOI 0cOOU 3asiBHIKA,
BignoBiganeHoi 3a chapmakoHarnsg. 3miHa
MicLie3HaxXo4KeHHA MacTep-ganna cuctemm
dapmakoHarnsay Ta noro Homepa. 3MiHa Micus
34iiCHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
30. | AMNIoguniH Tabnetku, no 10 mr "HOHik IHgis HOHik IHgis BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3MiHu | 3a - UA/15752/01/02
€BPO no 10 TabneTok y dapmacbiot dapmacbloTukan Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
KOHTYPHI nKkan JlabopaTopis capmakoHarnsgy. BeegeHHs abo 3miHv oo
YapyHKoBiIN ynakoBui | JlabopaTopis (BigaineHHs ipmun y3aranbHeHuX AaHux Npo cuctemy dapmakoHarnsgy
3 antomiHieBoil " "Ox. B. Kemikans (BBEOEHHS y3aranbHEHVX AaHWX Npo CUCTEMY
donbru (cTpuni), no (BiaaineHHs eHa capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
2 abo no 3 ctpuna 'y dipmn "OXK. dapmacbioTukana BiANOBiganNbHOI 3a 34iNCHEHHST hapMakoHarnsgy;
Kopobuii 3 B. Kemikans INra.") KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
nakyBanbHOro eHg 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BOHa
KapTOHYy dapmacbloT BigMiHHa Big yNOBHOBa)eHO! 0cobu, BignosigansHoi
vkans Jitg.") 3a 34ificHeHHs1 hbapmakoHarnsgy (Bkroyaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
cavina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOBaXeHOi 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
tbapmakoHarnag,.
[itoya pepakuin: Dr. Ameya P. Satam. NMponoHoBaHa
pepakuis: benikoBa CsitnaHa MuxavniBHa. 3miHa
KOHTaKTHMX AaHNX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BignoBiganbHoI 3a hapmakoHarnsg. 3MiHa
MiCcLie3Hax0MKEHHS MacTep-anna cuctemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dapMakoHarnsgy
31. | AMJioauniH TabneTku, no 5 mr "FOHik IHAisa FOHik IHAisA BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a - UA/15752/01/01
€BPO no 10 TabneTok y dapmacbloT PapmacbioTukan Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
KOHTYPHIl ukan INabopaTopis dapmakoHarnsagy. BeegerHs abo 3aminn o
YapyHKoBIV ynakoBui | JlabopaTopis (BipaineHHs dipmun y3ararnbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
3 antoMiHiesol " "x. B. Kemikana (BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTEMY
onbru (cTpuni), No (BipgineHHs eHg dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
2 abo no 3 ctpuna y dipmm "x. dapmacboTukan3 BiANOBIAANbHOI 3a 3AiNCHEHHS dhapmakoHarnsay;
kopobui 3 B. Kemikans Nra.") KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
nakyBarbHOro eHg 34icCHeHHs hapmakoHarnsgy B YKpaiHi, SKLWO BoHa
KapTOHYy dapmacbloT BigMiHHa Bif yNOBHOBa)eHOIT 0cobu, BignosigansHoi
ukana Jitg.") 3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaudm
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
canina cuctemu dhapmakoHarnsgy) 3miHa
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
capmakoHarnsg.
[itoua pepakuis: Dr. Ameya P. Satam. NponoHoBaHa
penakuis: benikoBa CeitnaHa MuxainisHa. 3miHa
KOHTaKTHMX AaHNUX YNOBHOBaXEHOI 0cobu 3asiBHUKA,
BiANoBiaanbHOI 3a dapmakoHarnag. 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
dapmakoHarnsgy Ta oro Homepa. 3MiHa Micus
3[iNCHEHHSA OCHOBHOI AiSNbHOCTI 3 dhapmakoHarnsgy
32. | APIJA® nopoLuok, no 19,55 r TOB YKpaiHa TOB YKpaiHa BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu | be3 - UA/8738/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

CYXA
MIKCTYPA
BIA KALWWO
OnA QITENA

y cbnakoHi; no 1
hbnakoHy B nauui 3
KapToHY

"TepHodap
M

"TepHodapm"

Tmny - 3MiHM 3 sikocTi. FoToBUIA NikapcbkMin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS roTOBOrO fikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeToaax
BMNPOOYBaHHS) BHECEHHS 3MiHN B METOZ, KOHTPOIO
113 3a nokasHukom «lgeHTudikauis aHicoBoi onii»
Aoy, 2.2.27), a came 3amiHa xpomaTtorpadivHoi
nnactuHku 3 Cop6cin-NMTCX-A®-B-Y® poamipom 10 x
15 cm Ha nnacTuHky Silica gel 60 Fs4 dhipmn «Merck»
po3mipom 10 x 20 cm. 3MiHu | TMNY - 3MiHK 3 IKOCTI.
[oToBMI Nikapcbkuin 3acib. KoHTponb roToBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneumdikauin
Ta/abo AoNyCTUMMX MeX roTOBOrO ikapCbKoro 3acoby
(iHLWi 3MiHW) BBEAEHHS NEPIOANYHOCTI KOHTPOSIO B
cneumndikauii M3 3a nokasHukom «MikpobionoriyHa
unctoTa». BunpobysaHHs 6yae nposogutucs: «**He
PYTUHHUIA TECT: AOMYCKAETLCS NPOBOAUTU KOHTPOIb
nepLUoi Ta KOXKHOI N'ATOT HacTynHOT cepii, ane He
pigwe HixX 1 cepii Ha pik».

peuernma

33.

APCETAM

PO34uH ANS iHAY3in,
1000 mr/100 mn, no
100 mn B
KOHTENHepi 3
noninponinexy; no 1
KOHTenHepy B
KapTOHHiIN kopobui

TOB
"BOPBAPT
C DAPMA"

YkpaiHa

[HouipHe
nianNpMEMCTBO
«OAPMATPENO»

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHa
3asiBHUKA (BnacHWKa peecTpaLiHoro NocBig4YeHHs )
(3rigHo Hakasy MOS Big 23.07.2015 Ne 460); 3miHu |
Tuny - AGMiHICTpaTuBHI 3MiHW. 3miHa Ha3BK
nikapcbkoro 3acoby - 3miHa Ha3BwW nikapcbkoro
3acoby: [itova pegakuis: Mapauetamon NponoHoBaHa
pepakuia: Apcetam; 3mim | Tuny - 3miHn wono
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BeegeHHs abo 3MiHM [0 y3aranbHeHWUX AaHNX Npo
cvctemy chapmakoHarnsgy (BBeAeHHS y3aranbHeHNX
[AaHuX nNpo cuctemy chapmakoHarnsgy, aMmiHa
ynoBHOBaxeHoI ocobu, BignoBiaansHoi 3a 3giNCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa BiJ
YMOBHOBAXEHOi 0cobM, BignoBigansHOI 3a 30iNCHEHHS
hapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHi MacTep-danna cuctemm
dapmakoHarnagy) - 3miHa ynoBHoBaXkeHoi 0cobu
3asBHWMKa, BignosiganbHoi 3a papmakoHarnsag. ditoya
penakuisi: Ctpwkak Apocnas IBaHoBWY. MNpornoHoBaHa
pepakuisa: bagbs OneHa AHaTtoniiBHa. 3miHa
KOHTaKTHMX AaHNUX YNOBHOBaXEHOI 0cobU 3asiBHUKA,
BignoBiganbHoI 3a chapmakoHarnsg. 3MiHa
MicLie3Hax0MKEHHS MacTep-channa cuctemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
34iCHEeHHS OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy

3a
peuerimom

He
nidnsie
ae

UA/20219/01/01

34.

APTEOXA®-
AOTENb

renb 5 %, no50r
abo 100 r B Ty6i; no
1 1y6i B nayui

MPAT
"®ITOPAPM

YkpaiHa

BianoBiganbHWn
3a BUpOBHMLTBO,
nepBUHHE,
BTOPWHHE
nakyBaHHsi,

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
3MiHu y BUpOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo

CTOCYHOTLCS BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO fikapcbkoro 3acoby (3amiHa abo foAaBaHHs

6e3
peuenma

nionsie
ae

UA/19470/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
KOHTPOIb SIKOCTi: BMPOGHMKa, Lo Bignosigace 3a BBe3eHHs Ta/abo
MPAT BMNYCK cepii) - He Bkovaoymn
«PITODAPM», KOHTPOMb/BUNpobyBaHHs cepii. 3MiHa
YkpaiHa MicLle3HaxomKeHHs BUpobHMYoT ainbHuui MPAT
BignoBiganbHun "®ITOPAPM" BignoBiganbHOi 3a BUMYCK cepii, He
3a BMNyCK cepii, BKITHOYAK04M KOHTPONbL/BUNPOBYBaHHSA cepii, 3
He BKIOYaun 3a3Ha4YeHHAM BUPOBHMYMX (DYHKLI 3aTBEPIKEHOT
KOHTpOnb/BUNpoby AinbHUUI. 3MiHK BHeceHi y po3ain "Micue3HaxomkeHHs
BaHHS cepii: BMpOGHMKa Ta agpeca Micus MpoBagXXeHHs Aoro
MPAT DisnNbHOCTI" B IHCTPYKUiO ANS MeANYHOro
"OITOPAPM", 3aCTOCYBaHHS Ta AK HAcMigoK - BiANOBIAHI 3MiHU y
YkpaiHa TEKCTi MapKyBaHHS1 YNaKoBKW fikapCbKoro 3acofy.
35. | APTPOKC poO34unH ANg iH'ekuin, | ToBapucTeo YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a He UA/14883/01/01
100 mr/Mnno 2 mny 3 oBMeXeHo TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom nidnsie
cdnakoHi; no 5 obmexeHo BiANOBIgaNbHICTIO Ta/abo agpecy Micua NpoBamKEHHS OisANbHOCTI ae
dnakoHiB y Bignosiganb dipma BUPOBHMKa/imnopTepa rotoBoro fikapcbkoro 3acoby,
KOHTYPHI HicTIo dhipma "Hoodapm- BKIIOYaK04M OinbHULI BUNYCKy cepii abo micue
YapyHKOBIN "HoBodapwm- BiocnHTes" NPOBEAEHHS1 KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
ynakoBLi; no 2 BiocuHTes" BiNoBigae BUPOOHUK/iIMNOpTEp, BKITKOYAKO4N BUMYCK
KOHTYPHi YapyHKOBI cepin) - 3miHa agpecu BupobHMKa ToBapunCTBO 3
YNakoBKKM Yy nayui 3 obmexeHoto BignosigansHicTio dipma "Hosodapm-
KapToHy BiocuHTes". TepmiH BBEAEHHS 3MiH - NpoTArom 6
MicsiLiB Micns 3aTBEpPOXKEHHS
36. | APTPOKC pO34uH ANg iH'ekuin, | ToBapucTBO YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH IO peecTpauiiHnx maTepianis: 3minu | 3a - UA/14883/01/01
100 mr/mn, no 2 mn 3 obmexeHo TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
y cbnakoHi; no 5 obmexeHo BiANOBiganNbHICTIO dapmakoHarnsgy. BeegerHs abo 3amiHn o
dnakoHiB y Bignosigans dipma y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
KOHTYPHIl HicTio chipma "Hosodapm- (BBEOEHHS y3aranbHeHVX AaHWX Npo cUcTemy
YapyHKOBIN "HoBodapMm- BiocuHTes" dapmakoHarnsgy, 3MiHa ynoBHOBaxeHoi ocobu,
ynakoBLi; o 2 BiocuHTes" BiNoBiganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTYPHi YapyHKOBI KOHTaKTHOI 0CO0M 3 hapMakoHarnsigy 3asiBHUKa Ansi
yrnakoBKu y navui 3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SKLLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBiganbHoi
3a 3[iNCHeHHA dhapmakoHarnsgy (BKnoYvaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
arna cuctemu papmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHUX YNOBHOBaXEHOT 0CO0M 3asiBHYMKA,
BiAnoBiganbHoI 3a chapmakoHarnsg. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
chapmakoHarnsgy Ta noro Homepa. 3miHa micus
34iCHEeHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
37. | ACAKON® cynosutopii Tinotc LLisenuapi BupobHuk, LLisenuapis/ BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | 3a He UA/4770/02/01
pekTanbHi no 500 dapma Al a BignoBigansHUn HimeuunHa My - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuenmom nidnsie
Mr; no 5 3a BUNYCK cepilt: hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui ae

CynosuTopiis y
6nictepi; no 4
6nictepu B kopobui
3 KapTOHY

TinoTtc ®apma Al
LLIseriuapis;
Bupob6Huk,
BianoBiganbHWn
3a [030BaHy
dopmy Ta

nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
01 MeQUYHOro 3acTOCyBaHHS Ha MiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo pgocnigkeHb 3 6e3nekn 3acToCyBaHHS MikapCbKoro
3acoby B nicnsapeecTpaLiiHuiA nepion, abo sk
pe3ynbTaT OUiHKM 3BITY 3 OCNiAKEHb, NPOBEAEHNX
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nakyBaHHS: BignoBigHO 4o NnaHy negiaTpuyHux gocnigxeHs (PIP)
Xaynt ®apma (3MiHYy y3romkeHo 3 KOMNETEHTHUM YNOBHOBaXEHUM
BronbiHr M'M6X, opraHom) 3MiHM BHECEHO [0 iHCTPYKLi AN MegUYHoro
Himeyumna 3acToCyBaHHs NikapcbKkoro 3acoby Ao po3ginis
"Ocobnuei 3axoam 6eanekn"”, "MobivHi peakuii”
BiZNOBIgHO O OHOBMEHOI iHhopMmaLii 3 6e3neku
[il0YoT peyoBUHU MecanasuHy 3rigHo 3
pekomeHaauisgsmm PRAC. 3minn | Tuny - 3MiHun wono
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM) 3MiHWM BHECEHO [0 iHCTPYKUIT ANs MeanyYHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3giny
"MoGiyHi peakuii" (pegakuinHa npaeka)
38. | ATAPAKC® TabneTkn, BKpUTI HOCb Benbris Bupo6HMLTBO 3a Benbris BHECEHHS 3MiH [0 peecTpauiHux maTtepianis: 3MiHu | 3a - UA/1872/01/01
NMiBKOBOO dapma C.A. MOBHUM LIMKITOM: Tuny - 3MiHK LWopo H6e3nekn/edeKTBHOCTI Ta peuernmom
o6onoHkoto, no 25 HOCB dapma, tapmakoHarnagy (iHwi 3amiHuM) 3miHM BHECeHo 4o
Mmr no 25 TabneTok y Benbrisi; TEKCTY MapKyBaHHS BTOPUHHOI YMaKOBKM NiKapCbKOro
6nictepi; no 1 HopatkoBa 3acoby B n. 8. «AATA 3AKIHYEHHA TEPMIHY
Gnictepy y BUpOGHMYa NMPNOATHOCTI», n. 12. «HOMEP
KapTOHHiIN kopooLi DiNbHUUSA, Ha AKin PEECTPAL|IMHOIO NOCBIOYEHHSA», n. 13.
30iACHIOETHLCS «HOMEP CEPIi NNIKAPCBKOIO 3ACOEY», n. 17.
KOHTPOrb cepil: «IHLWE»
AnabioTtuk HB,
Benbris;
CI'C a6 CimoH
CA, Benbrisi
39. | ATTAM/ KOHUeHTpaT ans Mdpbanszep CLUA Papmauis i CLA BHECEHHS 3MiH IO peecTpauiiHnx maTepianis: 3minu | 3a - UA/16311/01/01
ATGAM NpUroTyBaHHSA IHK. AnpxoH KomnaHi Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
NIM®OLIUTA pO34mnHy Ans Jinc cbapmakoHarnsigy. BeegeHHs abo 3amiHm oo
PHUMA iHdy3in no 50 mr/mm; y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
IMYHOINOBY | no 5 mn B amnyni; (BBEOEHHS y3aranbHEHVX AaHWUX Npo CUCTEMY
NiH, no 5 amnyny cbapmakoHarnsigy, 3miHa ynoBHOBaXKeHoi ocobu,
AHTUTUMOL, | kapTOHHIN naywi BigNoBiganbHoI 3a 34iCHEHHS hapMakoHarnsay;
UTAPHUNA KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
rnoeyniH 34icHeHHs hapmakoHarnsagy B YKpaiHi, SKLLO BOHa
(KIHCbKVIVI) BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3iCHeHHs hapmakoHarnsgy (Bkrovaudm
KOHTaKTHi AiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
davina cuctemu hapmakoHarnsgy) 3miHm go
y3ararnbHeHVX AaHuX Npo cuctemMy dapmakoHarnsgy
3asiBHUKA
40. | ATTEHTO® TabneTkn, BKpUTI MeHapiHi TTrokcemby BupobHuuTeo in Himeyvumna/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/13780/01/01
20/5 NniBKOBOIO IHTepHeLLoH pr bulk, koHTponb Ta IcnaHis T1ny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y peuenmom
obornoHkoto, no 20 an BMNYCK Cepin: napameTpax cneuudikadi Ta/abo AonycTMMmnX Mex,
mr/ 5 mrno 14 OnepenwoH [aivi CaHkio BU3HA4YeHWX y cneumdikauisx Ha Adl, abo
TabneTok y 6nictepi; c Opoyn Mm6X, BUXiAHWA/NPOMiXHUI NpoayKT/peareHT, Lo
no 1 abo 2 6nictepn | Jokcembypr HimeyuumHa; BVIKOPVICTOBYIOTBCS Y npoLeci BupobHuutea A®I
B KAPTOHHI Kopobui C.A. MakyBaHHs Ta (ooaaBaHHs abo 3amiHa (32 BUHSATKOM aKTUBHOT

BUMYCK Cepint:
BEPJIIH-XEMI AT,
HimeuuuHa;
BupobHuuTBO in

peyoBUHYM GionoriyHoro abo iMyHOMNoriYHoro
NOXOMKEHHS) NapameTpa crneundikadii 3 BianosigHUm
MEeTOAOM BMNPODbyBaHHs 3a pesynbTatamm
nocnimxeHb 3 6e3neku abo siKocTi) - 3BYXEHHS!
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bulk, kKOHTpONb
cepii: MeHapiHi-
®doH XenpeH
'M6X, HimeuyuunHa;
MakyBaHHs,
KOHTpOrnb Ta
BUNYCK cepii:
JlabopaTopioc
MeHapiHi C. A.,
Icnanis

napameTpiB cneuudikauii APl onvecaptaHy
megokcominy Ana N-HitposamiHis (NDMA 1a NDEA) y
KOMMIEKCHIM cneumdikadii, LWo 3aCTOCOBYETLCS
BUpo6HMKoM J13 gns Al Big ycix BUpOGHUKIB
(3atBepmxeHo: N-Nitrosodimethylamine(NDMA): NMT
2.400; N-Nitrosodiethylamine(NDEA): NMT 0.663 ppm;
3anponoHoBaHo: N-Nitrosodimethylamine(NDMA):
NMT 0.03 ppm; N-Nitrosodiethylamine(NDEA): NMT
0.03 ppm); 3minun | TMNY - 3MiHK 3 saikocTi. CepTuddikat
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponencbkin dapmakonei/MmoHorpadii. NogaHHA
HoBOro abo OHOBNEHOro cepTudikaTa BignoBIgHOCTI
abo Buny4eHHs ceptudikata BignoBigHOCTI
€sponelicbkin hapmakonei: ansa A®l; ona BuxigHOro
matepiany/peareHTy/npoMiXKHOTO MPOAYKTY, WO
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BigNoBiAHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHuU cepTudikaT
BiJ yXe 3aTBepKeHOro BUpobHuka - MNoaaHHs
oHoBneHoro CEP Ne R1-CEP 2012-398-Rev 01 ana
A®I onmecapTaHy MeLoKCOMIfy Big 3aTBEPO)KEHOrO
BMpobHmka Daiichi Sankyo Co., Ltd. (3aTBepaxeHo:
R1-CEP 2012-398-Rev 00). Ak Hacnigok, napameTpu
cneuudikauii ans N-HitposamiHisB (NDMA 1a NDEA)
6yno OHOBMEHO, i3 3aCTOCYBaHHSAM 0OMEXEHHS He
6inbwe 0.03 ppm. BignosigHWin OHOBNEHWI MeToA,
TeCcTyBaHHs AoaaeTtbes Ao nepernsHytoro CEP; 3MiHu
| Tuny - 3miHn 3 sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikar BiANOBIAHOCTI €EBpONENCHKIN
apmakonei/moHorpadii. NMogaHHsA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBpONenchKin
capmakonei: gna Ad®l; onsa sBuxigHoro
maTepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikat
Bif y)ke 3aTBepKeHOro BMpobHuka - MNogaHHA
oHoBneHoro CEP Ne R1-CEP 2015-140-Rev 00 ans
Ad| amnoguniHy 6ecunat Mpouec Il Big
3aTBepakeHoro BupobHuka CIPLA Ltd. (3aTBepaxeHo:
RO-CEP 2015-140-Rev 01); 3minu | Tvny - 3miHu 3
sikocTi. CepTudpikat BignosiaHocTi/lE-cepTudikat
BiAMOBIAHOCTI €Bponencbkin dpapmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHs cepTudikata
BignoBigHoCTi €Bponevickkin hapmakonei: ans Adl;
ONns BUXIQHOro MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
ONst AONOMIXXHOI peqyoBuHM (cepTudikaT BiAnoBigHOCTI
€Bponenckkin dapmakonei) - OHoBNeHu cepTudikaT
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Bif] y>Ke 3aTBepAXeHOro BUpOOHuMKa - MogaHHsA
oHoBneHoro CEP Ne R1-CEP 2005-237-Rev 02 ana
A®| amnoguniHy 6ecunart Big 3aTBEpKEHOr0
BUpobHuka Moehs Iberica S.L. (3aTBepaxeHo: R1-

CEP 2005-237-Rev 01); 3miHun | Tuny - 3miHn 3 SKOCTi.

Ceptudpikat BignosigHocTi/E-cepTudikaT

BiNOBIgHOCTI €Bponeinchkin tapmakonei/MoHorpadii.

MoaaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHoCTi abo BUNyYeHHs cepTudikata
BignoBigHocTi €Bponevickkin hapmakonei: ans Adl;
Ons BUXIQHOro MaTepiany/peareHTy/npoMixXHOro
NpoAYyKTY, O BUKOPUCTOBYIOTLCS Yy BUPOOHULTBI ADI;
ONs AONOMIKHOT pevoBuHM (cepTuddikat BignosigHoCTI
€sponelicbkint hapmakonei) - OHoBneHnn ceptudikar
BiJ yXe 3aTBepKeHOro BUpobHUKa - MNMoaaHHs
oHoBneHoro CEP Ne R1-CEP 2013-268-Rev 00 ans
A®| onmecapTaHy MeaoKCOMIny Bif 3aTBEPAXKEHOro
BUpobHuka Zhejiang Tianyu Pharmaceutical Co., Ltd
(3aTBepmkeHo: RO-CEP 2013-268-Rev 03). Zhejiang
Tianyu Pharmaceutical Co., Ltd ckopuctanacs
MOXIMBICTIO BHECTU AESAKI peAakuifiHi 3MiHW, a came
OHOBUTYK agpecy BUpobHuka. Po3ain 3.2.S.2.1
BiMNOBIOHO OHOBNEHO; 3MiHM | TMNY - 3MiHM 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BiAMNOBiAHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMeHoro ceptudikara
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHocTi €Bponeincbkini hapmakonei: ans Adl;
Ons BUXIQHOro MaTepiany/peareHTy/npoMixXHOro
NpPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI AdI;
Onsi JONOMiXXHOI peqoBUHU (cepTudikaT BignoBigHoCTI
€Bponelicbkint hapmakonei) - OHoBneHnn cepTudikar
BiJ yXe 3aTBepKeHOro BMpobHuka - MNMoaaHHs
oHoBneHoro CEP Ne R1-CEP 2013-268-Rev 01 ans
A®| onmecapTaHy MeOoKCOMIny Bif 3aTBEPAXKEHOro
BUpo6HuKa Zhejiang Tianyu Pharmaceutical Co., Ltd
(3aTBepmxeHo: R1-CEP 2013-268-Rev 00); 3MmiHu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiaNoBIAHOCTI €BpONENChKin
apmakonei/moHorpadii. NMoaaHHs HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI €EBpONenchkin
capmaxkonei: gna A®l; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOTO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponevicbkin apmakonei) - HoBuin ceptudikat Big,
HOBOrO BMpPOBHMKa (3amiHa abo JAONOBHEHHS)-
MopaaHHa HoBoro CEP Ne RO-CEP 2013-268-Rev 02
Ans Ailo4oi peyoBMHN oniMecapTaHy MedoKCOMIny Bif
BUpobHuka Zhejiang Tianyu Pharmaceutical Co., Ltd.
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ans HenoppibHeHoro A®I, Lo BUKOPUCTOBYETHLCS
BMpo6Hukom M3 Daiichi Sankyo Europe GmbH
(DSE); amiHn | Tvny - 3miHn 3 sikocTi. [oToBMNI
nikapcbkuii 3aci6. KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikaui Ta/abo
OOMNYCTUMMX MEX FOTOBOrO fikapCbKoro 3acoby
(DonoBHeHHs1 abo 3amiHa nokasHuka cneuundikauii 3a
pe3ynbTatamu gocnigxeHb 3 6e3nekn abo skocTi (3a
BUHATKOM NiKapcbkunx 3acobis
6ionoriYyHoro/iMyHONOrYHOro NOXOAXKEHHST)) -
[opasaHHAM nokasHvka domiwku N-HitposamiHy: N-
HitposoanmetunamiH(NDMA): < 2.40 ppm, N-
HitposoaunetinamiH(NDEA): < 0.663 ppm; Y pasi
HasBHOCTI 060X BuLLe3a3HavYeHnx N-HiTpo3amiHiB:
Bcboro (NDMA+NDEA): < 0.663 ppm - go
cneumdikauii Npy BUNYCKy cepii roTOBOro fikapcbKoro
3acoby 3 BiANoBigHUM MeToAoM KoHTporo (MeToa
KoMnaHii: Bu3Ha4eHHs gomiwok NDMA ta NDEA
METOAOM PiANHHOIT XpomaTtorpadii-mac-cnekTpoMeTpii-
mac-cnekrpomeTpis(LC-MS/MS) Ta npumiTkoto Lwoao
BM3HAYEHHS JaHOro NokasHvika BignoBigHoO A0
marepianis peecTpauiiHoro 4ocLe.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHs; 3MiHu | Tuny - 3miHuK 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(AOMOMDKHMX pEeYOBMHAX) FOTOBOTO NiKapCbKOro
3acoby (iHWi oNOMiXHi pe4oBUHM) - 3amiHa ofHiel
OOMOMDKHOI PEYOBUHM Ha iHLLY 3 TUMU CaMUMK
yHKLIOHaNbHNMMN XapakTepucTMkamMmmn Ta Ha ToOMy
camomy piBHi - 3amiHa ogHiei 4ONOMiXXHOI pe4oBUHM
LLentono3n MikpokpucTarniyHol cunikoBaHoi Ha ABi
OOHOKOMMOHEHTHI MIKpOKpUCTaniyHy Lientonosy Ta
KPeMHito giokeua KonoigHuin 6e3sogHuin ans
BUpoGHKKa Menarini-Von Heyden GmbH. BeeaeHHs
3MiH NPOTArom 6-Tu MICSILB MiCNs 3aTBEPOKEHHS;
3miHu | TMny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKuii
3aci6. 3MiHM y BUpOOHMUTBI. 3MiHM ¥ npoueci
BUPOBHMLTBA rOTOBOTO JlikapCbKoro 3acoby,
BKITH0HAKOUM NPOMDKHUIA NMPOAYKT, L0 3aCTOCOBYETLCS
npu BUpOBHULITBI rOTOBOTrO fikapcbkoro 3acoby (iHLwi
3MiHN) - HesHayHa 3miHa y npoueci BMpobHuLTBa
rOTOBOIO fikapCbKOro 3acoby - BUNpaBneHHs
Opykapcbkoi nomunku B po3agini 3.2.P.3.3. BeBegeHHs
3MiH NPOTArom 6-Tu MiCSILB MiCNsi 3aTBEPKEHHS;
3MiHn | TUny - 3miHm 3 gkocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencokin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo BUny4eHHs1 cepTudgikata BignoBiaHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoOro
MaTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
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BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHu cepTudikaT
BiJ y)Xe 3aTBepKeHOro BMpobHuka - MNogaHHsA
oHoBneHoro CEP R1-CEP 2013-268-Rev 02 Big BXe
3aTBepakeHoro BupobHuka APl onmecapTaHy
mMegokcominy - Zhejiang Tianyu Pharmaceutical Co.,
Ltd (satBepmxeHo: R1-CEP 2013-268-Rev 01); 3miHu |
Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHoOcCTI/IE-
cepTudikaT BiaNoBIAHOCTI €BpONEnChbKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUYYEHHS cepTudikaTa BignoBigHOCTI €EBponenchkin
capmakonei: gna A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BigNoBiAHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHuU cepTudikaT
BiJ yXe 3aTBepKeHOro BUpobHuka - MNoaaHHs
oHoBrnieHoro CEP R1-CEP 2013-105-Rev 02 Big yxe
3aTBepakeHoro BupobHuka APl onmecapTaHy
Megokcominy - Chinoin Pharmaceutical and Chemical
Works Private Co., Ltd. (3aTBepaxeHo: R1-CEP 2013-
105-Rev 01). Ak Hacnigok, Ha3By BUPOBHMKa Aitoyoi
peyoBuHM oHoBneHo 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd. Ha EuroAPI Hungary
Ltd; 3minm | Tvny - 3miHm 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo BuUny4eHHs cepTudikata BignoBigHoCTI
€Bponelicbkin hbapmakonei: ans A®l; ona BuxigHoOro
matepiany/peareHTy/npoMiXKHOTO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOGHUMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBneHnn ceptudikar
BiJ yXe 3aTBepKeHOro BMpobHuka - MNMoaaHHs
oHoBrneHoro CEP R1-CEP 2012-398-Rev 02 Big yxe
3aTBepakeHoro BupobHuka A®| onmecapTaHy
Megokcominy - Daiichi Sankyo Co., Ltd.
(3aTBepakeHo: R1-CEP 2012-398-Rev 01). Ak
HacnifokK 3amMiHa Ha3BM BUPOBHUKa NPOMIDKHOTO
npoaykty ans A®l, wo surotoensietTbcs Daiichi
Sankyo Co., Ltd. 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd Ha EuroAPI Hungary
Ltd; 3minm | Tuny - AaMiHicTpaTVBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinbHULi (BKTtoYatoum ginbHuui ans Adl,
NPOMIKHOIO NPOAYKTY abo roTOBOro NiKapCbkoro
3acoby, AinbHULI ANs NPoBeAEHHS NaKyBaHHS,
BMpo6HMKa, BiANOBIAANbLHOIO 3a BUMYCK Cepiit, MicLie
NpoBeAEHHS KOHTPOIO cepii) abo nocTavanbHuka
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
BUXIQHOrO MaTepiany, peareHTy abo ONOMIXKHOT
PEYOBUHY (SIKLLIO 3a3HAYEHO Y AOCLE) - BunyyeHHs
BUpPOGHMYOT ainbHuui ana A®l amnogmnivy 6ecunaty
BupobHuka CIPLA Limited, IHgis Wwo 3HaxoauTbes 3a
agpecoto Plot No D-7, D-27, M.1.D.C. Industrial Area
Kurkumbh Village, Pune India-413 802 Daund,
Maharashtra
41. | ATTEHTO® TabneTku, BKpUTI MeHapiHi Niokcemby BrpobHuuTBO in Himeuumna/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 3a - UA/13780/01/02
40/10 NNiBKOBOO IHTEepHeLLoH pr bulk, kKOHTpONb Ta IcnaHia Tmny - 3MiHm 3 sikocTi. A®I. KoHTponb ADL. 3miHa y peuenmom
o6onoHkoto, no 40 an BUMYCK Cepiit: napameTpax cneundikaui Ta/abo JonyCTUMUX MEX,
mr/ 10 mr, no 14 OnepenoH Haivi CaHkio BU3Ha4YeHWX y cneumdikauisx Ha AdI, abo
TabneTtok y 6nicrepi; c KOpoyn M6X, BUXIOHWMI/MPOMIDKHWUIA NpOOYKT/peareHT, LWo
no 1 abo 2 6nictepu | Jltokcembypr HimeuumnHa; BUKOPUCTOBYIOTLCS Y Npoleci BupobHuutea AdI
B KapTOHHIN kopobui C.A. MakyBaHHA Ta

BUMYCK Cepiit:
BEPIIH-XEMI AT,
HimeuuunHa;
Bupo6HMLTBO in
bulk, kKOHTpONb
cepin: MeHapiHi-
®doH XenpeH
'm6X, HimeuunHa;
MakyBaHHS,
KOHTpOnb Ta
BUMYCK Cepint:
JlabopaTtopioc
MeHapiHi C. A.,
Icnanis

(monaBaHHsa abo 3amMiHa (32 BUHATKOM aKTUBHOI
peyoBuMHM GionoriyHoro abo iMyHONoriYHOro
NOXOM)KEeHHs) NapameTpa crneundikadii 3 BianosigHUm
MeToA0M BUMPOOyBaHHA 3a pesynbTatamu
nocnimpkeHb 3 6e3nekn abo SKocTi) - 3ByXKEHHS
napameTpie cneuudikauii A®l onvecaptaHy
megokcominy ans N-HitposamiHis (NDMA 1a NDEA) y
KOMMJEKCHIN cneumdikadii, LWo 3aCTOCOBYETLCSA
BUpo6HmKom J13 gns ADI Big ycix BUpOGHUKIB
(3atBepmxeHo: N-Nitrosodimethylamine(NDMA): NMT
2.400; N-Nitrosodiethylamine(NDEA): NMT 0.663 ppm;
3anponoHoBaHo: N-Nitrosodimethylamine(NDMA):
NMT 0.03 ppm; N-Nitrosodiethylamine(NDEA): NMT
0.03 ppm); 3miHun | Tuny - 3miHn 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHsA
HoBoro abo oHoBrneHoro ceptudikaTa BiANOBIQHOCTI
abo BuUny4eHHs cepTudikata BignoBigHoCTI
€Bponelicbkint hapmakonei: ansa A®l; ona BuxigHoOro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, Lo
BMKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikat
Bifl y)Ke 3aTBepAKeHoro BUpobHuKa - MoaaHHs
oHoBrieHoro CEP Ne R1-CEP 2012-398-Rev 01 gns
A®I onmecapTaHy Me4oKCOMIfyY Big 3aTBEPOKEHOro
BMpo6GHuka Daiichi Sankyo Co., Ltd. (3aTBepaxeHo:
R1-CEP 2012-398-Rev 00). Ak Hacnigok, napameTpu
cneuudikauii ans N-HitposamiHis (NDMA 1a NDEA)
6yno OHOBNEHO, i3 3aCTOCYBaHHSIM OOMEXEHHS He
6inbwe 0.03 ppm. BignoBigHuii OHOBNEHU MeTO,
TecTyBaHHSA AoaaeTbest Ao nepernsHytoro CEP; 3miHn
| Tuny - 3miHn 3 sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNoBIAHOCTI €EBpONENChKiN
apmakonei/moHorpadii. NMoaaHHs HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkin
capmakonei: gna A®I; ansa BuxigHoro
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
€Bponeicbkin dapmakonei) - OHOBNeHU cepTudikaT
Bif y)ke 3aTBEpKEHOro BUPOGHUKa - MNMoaaHHs
oHoBneHoro CEP Ne R1-CEP 2015-140-Rev 00 ans
A®Il amnoaumniny 6ecunart MNpouec |l Big
3aTBepakeHoro BupobHuka CIPLA Ltd. (3aTBepaxeHo:
RO-CEP 2015-140-Rev 01); 3minu | Tuny - 3miHn 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencokin dapmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BignoBigHoCTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €Bponewickkin hapmakonei: ans Adl;
Ons BUXigHOro matepiany/peareHTy/npomMixkHOro
NpoAYyKTY, O BUKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI;
Ons AONOMIKHOT pevoBuHM (cepTuddikat BignoBiaHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHuU cepTudikaT
BiJ yXe 3aTBepKeHOro BUpobHuka - MNoaaHHs
oHoBneHoro CEP Ne R1-CEP 2005-237-Rev 02 ana
A®Il amnoguniHy 6ecunaT Bi4 3aTBEPIYKEHOTO
BMpobHuka Moehs Iberica S.L. (3aTBepaxeHo: R1-
CEP 2005-237-Rev 01); 3miHu | Tny - 3miHn 3 SKOCTiI.
CepTudikat BignosigHocTi/E-cepTudikaT
BiAMNOBiAHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBreHoro cepTudikara
BignoBigHOCTi abo BUny4eHHs cepTudikata
BignoBigHocTi €Bponeinchkini hapmakonei: ans Adl;
Ons BUXIQHOro MaTepiany/peareHTy/npoMixXHOro
NpPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI AdI;
Onsi JONOMiXXHOI peqoBUHU (cepTudikaT BignoBigHoCTI
€Bponelicbkint hapmakonei) - OHoBneHnn ceptudikar
BiJ yke 3aTBepAkeHOro BMpobHuka - MNoaaHHs
oHoBneHoro CEP Ne R1-CEP 2013-268-Rev 00 ans
A®| onmecapTaHy MeOoKCOMIny Bif 3aTBEPAXKEHOro
BUpo6HuKa Zhejiang Tianyu Pharmaceutical Co., Ltd
(3aTBepmxeHo: RO-CEP 2013-268-Rev 03). Zhejiang
Tianyu Pharmaceutical Co., Ltd ckopuctanacs
MOXJIMBICTIO BHECTU AesKi pefakuinHi 3miHu, a came
OHOBWTY agpecy BUpobHuka. Poaain 3.2.5.2.1
BiNoOBIgHO OHOBNEHO; 3MiHM | TUNY - 3MiHM 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BiANOBigHOCTI E€Bponenchkii papmakonei/MmoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro ceptudikara
BignoBigHOCTI abo BUNy4YeHHs cepTudikata
BignoBigHocTi €Bponeicbkini hapmakonei: ans Adl;
ONns BUXIQHOro MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, O BUKOPUCTOBYOTLCS Y BUPOOHMLTBI ADI;
Onst AONOMiXXHOI peqoBUHU (cepTudikaT BignoBigHoCTi
€Bponelicbkini hapmakonei) - OHoBNeHun cepTudikar
Bif] y>Ke 3aTBepkeHoro BUpobHuka -lMogaHHs
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

oHoBneHoro CEP Ne R1-CEP 2013-268-Rev 01 ans
A®| onmecapTaHy MeAOKCOMInYy Bif 3aTBEpAXKEHOro
BUpobHuka Zhejiang Tianyu Pharmaceutical Co., Ltd
(3aTBepmkeHo: R1-CEP 2013-268-Rev 00); 3MmiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiaNnoBiaHOCTI €BpONEnchbKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEHOro cepTudikaTa BignosigHocTi abo
BUYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkiin
capmakonei: gna Ad®l; gnsa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBiaHOCTI
€Bponewicbkin bapmakonei) - HoBuin ceptudikat Big
HOBOrO BUPOGHMKA (3amMiHa aGo AONOBHEHHS) -
MNoaaHHsa HoBoro CEP Ne RO-CEP 2013-268-Rev 02
4N 4ilo4oi peYoBUHM ofiMecapTaHy MeaoKCOMIny Big
BupobHuka Zhejiang Tianyu Pharmaceutical Co., Ltd.
ons HenoppibHeHoro A®I, Lo BUKOPUCTOBYETHCS
Bupo6Hmkom 13 Daiichi Sankyo Europe GmbH
(DSE); 3MiHu | Tuny - 3miHn 3 sikocTi. FoToBUiA
nikapcbkuii 3aci6. KoHTponb roToBoro fikapcbkoro
3acoby. 3miHa napameTpiB cneundikadiv Ta/abo
[OMNyCTUMKX MEX FOTOBOTO fikapCbKoro 3acoby
(monoBHeHHs abo 3amMiHa nokasHuka cneuudikauii 3a
pe3ynbTaTtamu gocnimxkeHb 3 6e3nekm abo AkocTi (3a
BMHSITKOM fikapCbkux 3acobis
6ionoriyHoro/iMyHONOr4YHOro NMOXOMXEHHST)) -
AopasaHHAM nokasHuka fomiwku N-Hitposaminy: N-
HitposzoanmetunamiH(NDMA): < 2.40 ppm, N-
HitposoaunetinamiH(NDEA): < 0.663 ppm; Y paasi
HasBHOCTi 000X BuLLe3a3HavyeHnx N-HiTpo3amiHiB:
Bcboro (NDMA+NDEA): < 0.663 ppm - fo
crneundikaLii npy BUNYCKy cepii roTOBOro fikapcbKoro
3acoby 3 BiANoBigHUM MeToAoM KoHTporo (MeToa
KoMnaHii: Bu3Ha4eHHs gomiwok NDMA ta NDEA
MeTOAOM PiAUHHOI XpomaTorpadii-mac-cnekTpoMeTpii-
mac-cnektpomeTpis(LC-MS/MS) Ta npumiTkoto Lwoao
BM3Ha4YeHHS JaHOro NokasHvka BiAnoBigHO A0
MaTepianis peecTpauiiHoro OCbE.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHs1; 3MiHu | Tuny - 3miHK 3 akocTi. FoToBMIn
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(BOMOMIDKHMX pEeYOBMHAX) FOTOBOTO NiKapCbKOro
3acoby (iHWi JONOMiXHI pe4oBUHM) - 3amiHa OfHiEl
OOMOMDKHOI PEYOBUHM Ha iHLY 3 TUMU CaMUMK
yHKLIOHaNbHNMMN XapaKkTepucTkamMmmn Ta Ha TOMy
caMoMy piBHi - 3amiHa ogHi€l ZONOMIDKHOT pe4YOBUHN
LLentono3n MiKpokpucTanivyHol cunikoBaHoi Ha ABi
OOHOKOMMOHEHTHI MiKpOKpUCTaniyHy Lientonosy ta
KPEMHIl gioKkecua KonoigHuin 6e3sogHui ons
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

BUpobHmka Menarini-Von Heyden GmbH. BeeaeHHsi
3MiH NPOTArom 6-Tu MICSILIB MiCNs 3aTBEPOXKEHHS;
3MiHn | TMnYy - 3MiHM 3 SKocTi. [OTOBMI NikapcbKuii

3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM ¥ Npoueci
BMPOGHMLTBA rOTOBOIO fikapcbKoro 3acoby,

BKIH0HAKUM NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS

npv BUpOBHMUTBI rOTOBOrO fikapcbkoro 3acoby (iHLwi
3MiHu) - HesHayHa 3miHa y npoueci BupobHuuTBa

rOTOBOrO fikapCbKoro 3acoby - BUNpaBneHHst
OpyKapcbKoi noMunku B po3aini 3.2.P.3.3.
BBeneHHs 3MiH NnpoTarom 6-Tu MicauiB nicns
3aTBepAKEHHSI; 3MiHK | TMNy - 3MiHM 3 SIKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBneHoro cepTudikara
BignoBigHocTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €Bponewicbkin dapmakonei: ansa Adl;
Ons BUXigHOro matepiany/peareHTy/npomMixXHOro

NpPOAYKTY, O BUKOPUCTOBYIOTLCS Y BUPOOHULTBI A,

Ons AONOMIKHOT pevoBuHM (cepTuddikat BignoBiaHOCTI

€Bponeicbkin dapmakonei) - OHoBNeHuUn cepTudikaT

BiJ yXe 3aTBepKeHOro BUpobHuka - MNoaaHHs
oHoBneHoro CEP R1-CEP 2013-268-Rev 02 Bia BXxe
3aTBepakeHoro BupobHuka APl onmecapTaHy
mMepokcominy - Zhejiang Tianyu Pharmaceutical Co.,
Ltd (saTBepmxeHo: R1-CEP 2013-268-Rev 01); 3miHu |
Tuny - 3MiHu 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUINYyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKil
capmakonei: gna A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXXKHOTO MPOAYKTY, Lo
BUKOPUCTOBYIOTBCS Y BUPOGHMUTBI ADIl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBneHnn ceptudikar
BiJ yXe 3aTBepKeHOro BMpobHuka - MNMoaaHHs
oHoBrneHoro CEP R1-CEP 2013-105-Rev 02 Big yxe
3aTBepakeHoro BupobHuka A®| onmecapTaHny

Megokcominy - Chinoin Pharmaceutical and Chemical

Works Private Co., Ltd. (3aTBepmxeHo: R1-CEP 2013-
105-Rev 01). Ak Hacnigok, Ha3By BUpobHMKa Aito4yol
peyoBuHM oHoBneHo 3 Chinoin Pharmaceutical and

Chemical Works Private Co., Ltd. Ha EuroAPI Hungary

Ltd; 3minu | Tuny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencokin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo BUny4eHHs1 cepTudgikata BignoBigHOCTI
€Bponelicbkint hapmakonei: aons A®l; onsa BuxigHoro
MaTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHu cepTudikaT
BiJ y)Xe 3aTBepKeHOro BMpobHuka - MNogaHHs
oHoBrieHoro CEP R1-CEP 2012-398-Rev 02 Big yxe
3aTBepakeHoro BupobHuka APl onmecapTaHy
Megokcominy - Daiichi Sankyo Co., Ltd.
(3atBepaxeHo: R1-CEP 2012-398-Rev 01). Ak
Hacnigok 3miHa Ha3BW BUPOBHMKA NPOMIXKHOrO
npogykty anst A®l, wo surotoensietbest Daiichi
Sankyo Co., Ltd. 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd Ha EuroAPI Hungary
Ltd; 3minm | Tuny - AgMmiHicTpaTuBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinbHULi (BKTtoYatoum ainbHuui ans Adl,
NPOMIXKHOrO NMPOAYKTY abo roToBOro MikapcbKoro
3acoby, AinbHULI ANs NpoBeAEeHHS NaKyBaHHS,
BMpobHMKa, BiANOBIAANbLHOIO 3a BUMYCK Cepiii, MicLe
NpPOBeAEeHHs KOHTPOItO cepii) abo nocTavanbHuKa
BUXiOHOrO MaTepiany, peareHTy abo ONOMiXKHOT
PEYOBUVHM (SIKLLIO 3a3HAYEHO Y AOCLE) - BunyyeHHs
BUpoGHMYOT ainbHuui ans A®l amnogmnivy 6ecunaty
BupobHmka CIPLA Limited, IHgis wo 3HaxoauTbes 3a
appecoto Plot No D-7, D-27, M.1.D.C. Industrial Area
Kurkumbh Village, Pune India-413 802 Daund,
Maharashtra

42.

ATTEHTO®
40/5

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 40
mr/ 5 mr, no 14
TabneTok y 6nictepi;
no 1 abo 2 Gnictepu
B KapTOHHIN kopobui

MeHapiHi
IHTepHeLLoH
an
OnepenioH
c
JTrokcembypr

JTrokcemby
pr

Bupo6HmLTBO in
bulk, koHTponb Ta
BUMYCK Cepint:
[Haiyi CaHkio
FOpoyn Mm6X
HimeyumnHa;
MakyBaHHA Ta
BUMYCK Cepint:
BEPNIH-XEMI AT,
HimeuuuHa;
BupobHuuTBOo in
bulk, koHTponb
cepin: MeHapiHi-
®oH XengeH
m6X, Himevuuna;
MakyBaHHS,
KOHTpOmnb Ta
BUMYCK Cepint:
JlabopaTtopioc
MeHapiHi C. A.,
Icnanis

HimewumHa/
IcnaHia

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu |
Tuny - 3MiHu 3 sikocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikadi Ta/abo AonycTUMmUX MeX,
BM3Ha4eHuX y cneuudikauisx Ha AdI, abo
BUXiAHWA/NPOMiXXHWI NpoayKT/peareHT, Lo
BMKOPVCTOBYIOTbCS Y npoLeci BupobHuutea AdI
(nonaBaHHsa abo 3aMiHa (32 BUHATKOM aKTUBHOI
peyoBMHYM GionoriyHoro abo iMyHOMnoriYHoro
NoxoXeHHs) napameTpa crneumdikauii 3 BignosigHUM
MeToA0M BUMPOOyBaHHA 3a pesynbratamu
pocnimxeHb 3 6e3neku abo sKoCTi) - 3BYXEHHSI
napameTpis cneuudikauii APl onmecaptaHy
megokcominy ans N-HitposamiHisB (NDMA 1a NDEA) y
KOMMIEKCHIN cneuudikadii, o 3acTocoBy€eETbCSA
BUpoGHuKom J13 ans A®I Bif ycix BUPOGHMKIB
(satBepmkeHo: N-Nitrosodimethylamine(NDMA): NMT
2.400; N-Nitrosodiethylamine(NDEA): NMT 0.663 ppm;
3anponoHoBaHo: N-Nitrosodimethylamine(NDMA):
NMT 0.03 ppm; N-Nitrosodiethylamine(NDEA): NMT
0.03 ppm); 3miHun | TUny - 3MmiHK 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoigHoCTi
€Bponencokin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBRneHoro ceptudikaTa BiANOBIQHOCTI
abo BUny4eHHsi cepTudgikata BignoBiaHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoOro
MaTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo

3a
peuerimom

UA/13781/01/01




25 [TponoBkeHHs qonaTKa 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHu cepTudikaT
BiJ y)Xe 3aTBepKeHOro BMpobHuka - MNogaHHs
oHoBneHoro CEP Ne R1-CEP 2012-398-Rev 01 ans
A®| onmecapTaHy MeoKCOMIny Bif 3aTBEpAXEHOro
BnpobHmka Daiichi Sankyo Co., Ltd. (3aTBepaxeHo:
R1-CEP 2012-398-Rev 00). Ak Hacnigok, napameTpu
cneundgikauii gns N-HitTposamiHie (NDMA 1a NDEA)
6yno OHOBIEHO, i3 3aCTOCYBaHHAM OOMEXeHHS He
6inbwe 0.03 ppm. BignoBsigHWin OHOBNEHWI MeToA,
TecTyBaHHs1 fodaetbes 4o nepernsiHyto CEP; 3miHn |
Tmny - 3MiHmn 3 sikocTi. CepTudikaT BignosiaHocCTI/lE-
cepTudikaT BiANOBIAHOCTI EBPONENCHKIN
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBpoONenchKin
cdapmakonei: gna Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHuU cepTudikaT
Bif] y>ke 3aTBEepAXXEeHOro BMpoOHuKa - MogaHHsA
oHoBneHoro CEP Ne R1-CEP 2015-140-Rev 00 ans
A®| amnogunivy 6ecunat Mpouec Il Big
3aTBepakeHoro BupobHuka CIPLA Ltd. (3aTBepaxeHo:
RO-CEP 2015-140-Rev 01); 3minu | Tvny - 3miHu 3
sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiAMOBIAHOCTI €Bponencoki hapmakonei/moHorpadii.
MogaHHs HoBoro abo OHOBMEHOrO cepTudikaTa
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHOCTI €Bponevickkin hapmakonei: ans Adl;
Ans BUXigHoro matepiany/peareHTy/NpoMiXXHOro
NpPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI AdI;
ONst AONOMIXXHOI peqoBuHM (cepTudikaT BiANoBIgHOCTI
€Bponelicbkint hapmakonei) - OHoBneHnn ceptudikar
BiJ yXe 3aTBepKeHOro BMpobHuka - MNMoaaHHs
oHoBneHoro CEP Ne R1-CEP 2005-237-Rev 02 ans
A®| amnogunivy 6ecunat Bif 3aTBEpAXXEHOrO
BMpoGHMKa Moehs Iberica S.L. (3aTBepmxeHo: R1-
CEP 2005-237-Rev 01); 3miHu | Tny - 3miHn 3 SiKOCTiI.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BiANOBigHOCTI E€Bponenchkii papmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHoOCTi abo BUNy4YeHHs ceptudikata
BignoBigHocTi €Bponeicbkini hapmakonei: ans Adl;
ONns BUXIQHOro MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, O BUKOPUCTOBYOTLCS Y BUPOOHMLTBI ADI;
Onst AONOMiXXHOI peqoBUHU (cepTudikaT BignoBigHoCTi
€Bponelicbkini hapmakonei) - OHoBNeHun cepTudikar
Bif] Y>Ke 3aTBepAKEHOro BUpPOOHMKa - MogaHHs
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

oHoBneHoro CEP Ne R1-CEP 2013-268-Rev 00 ans
A®| onmecapTaHy MeAOKCOMInYy Bif 3aTBEpAXKEHOro
BUpobHuka Zhejiang Tianyu Pharmaceutical Co., Ltd
(3aTBepmkeHo: RO-CEP 2013-268-Rev 03). Zhejiang
Tianyu Pharmaceutical Co., Ltd ckopuctanacs
MOXIMBICTIO BHECTU AesKi peAakuiniHi 3MiHW, a came
OHOBUTYK agpecy BUpobHuka. Po3gin 3.2.S.2.1
BigMNoOBIgHO OHOBNEHO; 3MiHM | TMNY - 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/E-cepTudikaT

BiNOBIgHOCTI €BponeWnchkin thapmakonei/MmoHorpadii.

MogaHHA HoBOro abo oHoBMeHoro cepTudikara
BignoBigHocTi abo BUNyYeHHs cepTudikata
BignoBigHocTi €Bponevickkin hapmakonei: ans Adl;
ONns BUXIQHOro MaTepiany/peareHTy/npoMixXHOro
NpPOAYKTY, O BUKOPUCTOBYIOTLCS Y BUPOOHULTBI A,
ONs AONOMIKHOT pevoBuHM (cepTuddikat BignosigHoCTi
€sponeicbkint hapmakonei) - OHoBNeHnn ceptudikar
BiJ yXe 3aTBepKeHOro BUpobHuKa - MNMoaaHHs
oHoBneHoro CEP Ne R1-CEP 2013-268-Rev 01 ans
A®| onmecapTaHy MedoKCOMIny Bif 3aTBEPAXKEHOro
BUpobHuka Zhejiang Tianyu Pharmaceutical Co., Ltd
(3aTBepmkeHo: R1-CEP 2013-268-Rev 00); 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BianoBigHOCTI €BpONenchbKin
apmakonei/moHorpadii. NMogaHHsA HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUINYyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKil
capmaxkonei: gna A®l; gna sBuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOGHUMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponewicbkin bapmakonei) - HoBuin ceptudikat Big,
HOBOro BUPOGHKMKa (3aMiHa abo JOMNOBHEHHS) -
MNoaaHHsa HoBoro CEP Ne RO-CEP 2013-268-Rev 02
ONS Oilo4oi peYOBUHM OfiMecapTaHy MeaoKCOMIny Bif
BMpobHuka Zhejiang Tianyu Pharmaceutical Co., Ltd.
anst HenogpibHeHoro A®I, Wo BUKOPUCTOBYETLCH
Bupo6Hukom 13 Daiichi Sankyo Europe GmbH
(DSE); 3minHun | Tuny - 3mMiHn 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikadiv Ta/abo
[OMYyCTUMMUX MEX FOTOBOTO MiKapCbKoro 3acoby
(monoBHeHHs abo 3aMiHa nokasHuka cneuudikauii 3a
pe3ynbTaTtamu gocnimxkeHb 3 6e3nekn abo AkocTi (3a
BVMHSATKOM MikapCbKux 3acobis
6ionoriyHoro/iMyHONOrYHOrO NMOXOMXEHHS)) -
[oaaBaHHAM nokasHuka Jomiwkn N-HitposamiHy: N-
HitposoanmetunamiH(NDMA): < 2.40 ppm, N-
HitposoauvetinamiH(NDEA): < 0.663 ppm; Y paasi
HasIBHOCTiI 060X BuLLe3a3Ha4YeHnx N-HiTpo3amiHis:
Bcboro (NDMA+NDEA):< 0.663 ppm - go
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

cneumdikaLii npy BUNycKy cepii roToBOro nikapcbkoro
3acoby 3 BignoBigHMM MeToaoM koHTponto (MeTop
KomnaHii: Bu3Ha4yeHHs gomiwok NDMA ta NDEA
MEeTOAOM PiaUHHOI XpomaTorpadii-mac-cnekTpoMeTpii-
mac-cnektpomeTpis(LC-MS/MS) Ta npumiTkoto woao
BM3HaYeHHS JaHOro NokasHvika BignosigHo Ao
Marepianis peecTpauiiHoro 4ockLE.
BBeaeHHs 3MiH NnpoTsArom 6-Tu micauiB nicns
3aTBepAKeHHs1; 3MiHK | Tuny - 3miHK 3 akocTi. FoToBMI
nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa y cknagi
(BOMOMIKHMX peYOBMHAX) FOTOBOTO NiKapCLKOro
3acoby (iHLWi AoNOMiXKHI pe4yoBMHW) - 3amiHa ogHiel
[OMOMIDKHOT PEYOBMHU Ha iHWY 3 TUMKU cCamuMn
PyHKLIOHaNbHNMMN XapakTepucTkammn Ta Ha ToMy
caMoMy piBHi - 3aMiHa ogHi€l ONOMDKHOT pe4YoBUHN
LLeNono3n MikpoKpucTarnivyHoi cunikoBaHoi Ha ABi
OOHOKOMMOHEHTHI MIKpOKpUCTaniyHy Lientonosy ta
KPEMHito giokcua KonoigHuin 6e3sogHui ons
BUpo6HmKka Menarini-Von Heyden GmbH. BeeaeHHsi
3MiH NPOTSArom 6-TV MICSILB MiCNsi 3aTBEPOKEHHS;
3MiHuM | TUNYy - 3MiHK 3 aKkocTi. FoToBUI NikapCbkKin
3aci6. 3MiHM y BUPOGHULTBI. 3MiHM ¥ npoueci
BUPOBHMLTBA rOTOBOIO JliKapCbKOro 3acoby,
BKITH0HAKOUMN NPOMKHUIA NPOAYKT, L0 3aCTOCOBYETLCS
npu BUpOBHULTBI rOTOBOrO fikapcbkoro 3acoby (iHLwi
3MiHN) - HesHayHa 3miHa y npoueci BMpobHuuTBa
rOTOBOrO fikapcbKoro 3acoby - BUNpaBneHHst
Apykapcbkoi nomunku B po3agini 3.2.P.3.3. BeegeHHs
3MiH NPOTArom 6-TW MICSILB MiCNs 3aTBEPOKEHHS;
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTI
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo BuUny4eHHs cepTudgikaTa BignosigHoOCTI
€Bponelicbkin hapmakonei: ans A®l; ona BuxigHoOro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OMOMIXXHOIT peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkini hapmakonei) - OHoBNeHun cepTudikar
Bif ke 3aTBepAKeHOro BUpoGHUKa - MNMoaaHHs
oHoBneHoro CEP R1-CEP 2013-268-Rev 02 Big Bxe
3aTBepakeHoro BupobHuka A®| onmecapTaHny
mMegokcominy - Zhejiang Tianyu Pharmaceutical Co.,
Ltd (saTBepmxeHo: R1-CEP 2013-268-Rev 01); 3minu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEeHoro cepTudikarta BignosigHocTi abo
BUINYyYEHHS cepTudikaTa BignoBiaHOCTI EBpoNENChKil
capmakonei: gna A®l; gnsa BuxigHoro
MaTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, Lo
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BUKOPUCTOBYIOTLCS Y BUPOBHMLTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHu cepTudikaT
BiJ y)Xe 3aTBepKeHOro BMpobHuka - MNogaHHs
oHoBrieHoro CEP R1-CEP 2013-105-Rev 02 Big yxe
3aTBepakeHoro BupobHuka APl onmecapTaHy
mMegokcominy - Chinoin Pharmaceutical and Chemical
Works Private Co., Ltd. (3aTBepmxeHo: R1-CEP 2013-
105-Rev 01). Ak Hacnigok, Ha3By BUpobHMKa Aito4yol
peyoBMHM oHoBNeHo 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd. Ha EuroAPI Hungary
Ltd.; 3MmiHu | TMNy - 3miHK 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponencbkin dapmakonei/MmoHorpadii. NMogaHHA
HoBOro abo OHOBMNEHOro cepTudikaTa BignoBIgHOCTI
abo Buny4YeHHs ceptudpikata BignoBiAHOCTI
€Bponelicbkin hbapmakonei: ana A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHuUn cepTudikaT
BiJ y)Xe 3aTBEpXEHOro BUpOBHUKa - MoAaHHS
oHoBrieHoro CEP R1-CEP 2012-398-Rev 02 Big yxe
3aTBepakeHoro BupobHuka APl onmecapTaHy
mMegokcominy - Daiichi Sankyo Co., Ltd.
(3aTBepakeHo: R1-CEP 2012-398-Rev 01). Ak
Hacnigok 3amMiHa Ha3BM BUPOBHUKA NPOMIDKHOTO
npoaykty ans A®l, wo surotoensietbcs Daiichi
Sankyo Co., Ltd. 3 Chinoin Pharmaceutical and
Chemical Works Private Co., Ltd Ha EuroAPI Hungary
Ltd.; 3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinbHULi (BKtoYatoum ginbHuui ans Adl,
NPOMIXXHOrO NMPOAYKTY abo roTOBOro MikapCbKoro
3acoby, AinbHULI Ans NpoBeAEeHHS NaKyBaHHS,
BMpo6HMKa, BiANOBIAANbLHOIO 3a BUMYCK Cepiii, MicLe
npoBeAeHHs KOHTPOMo cepii) abo noctavansHuka
BUXigHOro MaTtepiany, peareHTy abo JONOMiIXKHOI
PEYOBYVHM (SIKLLIO 3a3HAYEHO Y AOCbE) - BunyyeHHs
BUpoGHMYOT ainbHui ana A®I amnogmnivy 6ecunaty
Bupo6GHuKa CIPLA Limited, IHais wo 3HaxoauTbCs 3a
appecoto Plot No D-7, D-27, M.1.D.C. Industrial Area
Kurkumbh Village, Pune India-413 802 Daund,
Mabharashtra

43.

BEMNAHTEH®
nntoc

cnpen HaLKipHUiA,
po34uH; no 30 mny
dnakoHi 3
po3npuckyBayem Ta
NnacTUKOBOO
KpuLLeYKoto; no 1
hnakoHy B
KapTOHHI kopobui

Banep
KoHcblomep
Kep Al

LLisenuapi
A

NixTeHxenbaT
mMeX
dapmavonTiwe
Pabpik

Himeyunna

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu |
TMny - 3MiHu 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponeinchKii
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUNYYEHHS cepTudikaTa BignoBiaHOCTI EBpoNeEnchKil
capmakonei: gna A®l; gnsa BuxigHoro
MaTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo

be3
peuenma

UA/7805/02/01
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[TponoBkeHHs noaarka 3

Pekna

Homep

Ne
n/n

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢ghopma,

3asieHuK

Kpaina

3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

MyeaH
Hs*

peecmpauyiliHo2o
noceid4yeHHs1

3acoby

ynakoeka)

BUKOPUCTOBYIOTLCSA Y BUPOBHMLTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHu cepTudikaT
BiJ y)ke 3aTBepXeHOro BUpobHUKa - MoAaHHs
OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI €EBpONENnCchKin

dapmakonei Ne R1-CEP 2017-128 - Rev 00
(3aTBepakeHo: RO-CEP 2017-128 - Rev 01) gns Al
XMOPrekcuanHy AUIMIOKOHATY Bif 3aTBEPAKEHOrO
BnpobHmka MEDICHEM S.A., Spain

3a

UA/12087/01/01

44,

BI®PEH®

kancynu no 250 wmr;
no 10 kancyn y
6nictepi; no 1, 2
abo 6 GnicTepis B
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
YTOYHEHHS1 HanncaHHsA YMOB BiANycKy B Hakasi
MO3 Ykpaium Ne 253 Big 15.02.2024 B npoueci
BHECEHHSA 3MiH (3MiHu | Tuny - 3miHun 3 sikocTi. AdI.
KoHTponb A®I. 3miHa y meTopax BunpobyBaHHa API
abo BMXigHOro maTtepiany/npomixxHOro
NpoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
BUpo6HMLUTBa AD| (HE3HAYHI 3MiHWN Y 3aTBEPAKEHUX
MeTogax BUNpobyBaHHs) - HeaHayHi 3aMiHM y
3aTBEpAKEHNX MeTodax BUNpobyBaHHsA AD| deHibyTy
3a nokasHvkom “CynpoBigHi AOMILLKK™ a came: 3MiHa
KINbKICTb iIHXEKLin pO34YMHHMKa Ta BUNPOOOBYBAHOIO
PO34MHY; BHECEHHS 3MiH CTOCOBHO HEBPAXOBYBaHOIO
MiHiMymy; 3MiHn | TUny - 3miHn 3 gkocTi. [oToBKN
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa po3mipy
YMNaKOBKW FOTOBOIO NikapCbKOro 3acoby (3miHa
KinbKOCTi oguHUUb (Hanpuknag TabneTok, amnyn
TOLL) B ynakoBLi:) - 3MiHa no3a gianazoHom
3aTBEPPKEHNX PO3MIPIB YNAKOBKW - BBEAEHHS
[o4aTKoBOro po3mipy ynakosku: no 10 kancyn y
GnicTepi no 6 GnictepiB B KApTOHHI NayLi 3
BigNOBIgHMMM 3MiHaMK 0 po3giny “Ynakoska” MKA
J13. 3MiHM BHECEHO B iHCTPYKLitO AN MEAWNYHOIO
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"YnakoBka" (3miHa po3Mipy ynakoBku). BBeaeHHS 3miH
npoTarom 6-Tu MicsuiB nicns 3aTBepAXeHHS; 3MiHu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsay (iHwi 3amiHu) - 3MiHM BHECEHO B
TEKCT MapKyBaHHS! NEPBUHHOI Ta BTOPUHHOI YNaKOBOK,
a came y n. "IHWE" koHkpeTn3oBaHo iHdopMaL;io
LLIOA0 TEXHIYHOT iHbopMaLLii Ta MoroTuny 3asiBHMKA.
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicnsa
3aTBepAKeHHs). Pefakuis B Hakasi - 6e3 peuenTa.
BipHa peaakuis - 3a peuyenTom.

peuenmom

3a

UA/11931/01/01

45.

BniMon

pO34MH Ans iHdYs3in,
10 mr/mn, no 50 mn
abo 100 mny
dnakoHi; no 1
dnakoHy B
KapTOHHIl ynakoBLi

"OHik
dapmacbloT
vkan
JlabopaTtopis

(BipaineHHs

dipmu "x.

IHaisa

"FOHik
dapmacbioTumkan
JlabopaTtopis"
(BiogineHHst ipmu
"Ix. b. Kemikana
eHn,

IHaisa

dapmacbioTnkana

BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
cbapmakoHarnsigy. BeegeHHs abo 3miHv oo
y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHWUX Npo CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,

BignoBiganbHoI 3a 34iMCHEHHS dhapMakoHarnsay;

peuerimom




30 [TponoBkeHHs qonaTKa 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
B. Kemikansa Nra.") KOHTaKTHOI 0CO0M 3 (hapMakoHarnsigy 3asiBHUKa Ans
eHf 3AiNCHEHHNA hapmakoHarnsgy B YKpaiHi, SKLLO BOHa
dapmacbloT BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
vkans Jita.") 3a 34ificHeHHs1 hapmakoHarnsgy (BKrovaryum
KOHTaKTHi AjaHi) Ta/abo 3MiHW y po3MilLeHHi macTep-
cavnina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0cobU 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarmsa.
[itoya pepakuin: Dr. Ameya P. Satam. NMponoHoBaHa
pepakuisi: benikosa CeitnaHa MuxannisHa. 3MiHa
KOHTAKTHMX JAHMX YNOBHOBaXXEHOI 0COOM 3asBHMKA,
BignoBiganeHoi 3a chapmakoHarnsg. 3miHa
MicLie3HaxXo4XKeHHA MacTep-ganna cuctemm
bapmakoHarnsgy Ta noro Homepa. 3miHa micus
34iINCHEHHS OCHOBHOI AiANbHOCTI 3 dhapmakoHarnagy
46. | BO3YNI® TabneTkn, BKpUTI Mdpaiizep CWA BUPOBHMUTBO, Himeuumnna/ BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3miHu | 3a - UA/17245/01/01
NMiBKOBOO Eny.Ci.Ni. nakyBaHHs, Yexis TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
o6onoHkoto, no 100 Kopnopenw KOHTPOSb AKOCTI Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiniHoro
Mr, no 14 TabneTok H Ta BUMYCK cepii: noceigyeHHs) - 3MiHa agpecu 3asiBHUKa
y bnicTepi; 2 Mdpansep
Gnictepn y MeHodeKk1ypuHr
KapTOHHiIN kopooLyj; Hownunen M'eX,
no 120 TabneTok y Himeuunna
cdnakoHi, 1 donakoH BUPOBHMUTBO,
Y KapTOHHilA kopobui KOHTPOIb SIKOCTi:
Ekcenna M'm6X &
Ko. KI', HimeyunHa
TECTyBaHHs npu
[OCHioKEHHi
cTabinbHoCTi:
KBiHTa-AHaniTuka
C.p.0., Yexis
47. | BO3YNI® TabneTku, BKPUTI Mdpanzep CLUIA BMPOGHMLTBO, Himeuumna/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/17245/01/02
NniBkOBOIO Eny.Ci.Ni. nakyBaHHS, Yexis TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
o6onoHkoto, no 500 Kopnopewww KOHTPOIb SIKOCTi Ta/abo agpecu 3asBHUKA (BNAcHUKa peecTpauiniHoro
Mr; no 14 TabneTok H Ta BUNYyCK cepii: noceigyeHHs) - 3MiHa agpecu 3asiBHUKa
y bnicTepi; 2 Mdpanzep
onictepn y MeHtodekyypuHr
KapTOHHiIl kopobuyj; Donuneng Mv6X,
no 30 TabneTok y HimevuunHa
dnakoHi, 1 donakoH BMPOGHMLTBO,
Y KapTOHHIlA kopobuUi KOHTPOrb SIKOCTi:
Ekcenna MM6X &
Ko. KT, HimeuunHa
TECTYBaHHs npu
LOCTioKEHHI
cTabinbHoCTi:
KeiHTa-AHaniTuka
C.p.o., Yexis
48. | BO3YNI®P TabneTtkn, BKpUTI Mdparizep CWA BUPOBHMLTBO, Himeuumnna/ BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3miHu | 3a - UA/17245/01/01
NNiBKOBOKO Eny.Ci.li. nakyBaHHS, Yexis Tmny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
ob6onoHkoto, no 100 Kopnopeww KOHTPOSb SIKOCTI chbapmakoHarnagy (iHwi 3miHu) - OHOBMNEHHS TEKCTY
mr; no 14 TabneTok H Ta BUNYCK cepii: MapKyBaHHS1 YNakoBOK nikapcbkoro 3acoby, a came:
y bnicTepi; 2 Mdbansep BUOANEHHS TEKCTY MapKyBaHHS YNaKOBOK 3i CTUKEPOM
Gnictepun y MeHodeKk1ypuHr YKpaiHCbKOK MOBOIO. TepMiH BBEAEHHS 3MiH -
KapTOHHil kopobLyj; Oonuneng MvbX, npoTsArom 9 MicsuiB nicns 3aTBepaKEHHS
no 120 TabneTok y HimeyunHa
conakoHi, 1 donakoH BUPOBHMUTBO,
Y KapTOHHIN kopobui KOHTPOIb AKOCTI:
Ekcenna 'mM6X &
Ko. KI', HimeyunHa
TECTYBaHHs npu
LOCTioKEHHI
cTabinbHoCTi:
KBiHTa-AHaniTvka
C.p.o., Yexig
49. | BO3YNI® TabneTkn, BKpUTI Mdpaiizep CWA BUPOBHMUTBO, Himeuumnna/ BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3miHu | 3a - UA/17245/01/02
NMiBKOBOO Eny.Ci.NMi. nakyBaHHs, Yexis Tuny - 3MiHK Wwopo 6e3nekn/edeKTBHOCTI Ta peuernmom
o6onoHkoto, no 500 Kopnopenw KOHTPOSb AKOCTI capmakoHarnagy (iHwi 3miHM) - OHOBMEHHSI TEKCTY
mr; no 14 TabneTok H Ta BUMYCK cepii: MapKyBaHHS YNakoBOK fikapcbkoro 3acoby, a came:
y bnicTepi; 2 Mdpanszep BUAANEHHS TEKCTY MapKyBaHHS yMakoBOK 3i CTUKEPOM
Gnictepn y MeHodeKk1ypuHr YKpaiHCbKOK MOBOI. TepMiH BBEAEHHS 3MiH -
KapTOHHiIN kopooLyj; Hownunen M'eX, npoTsarom 9 micauis nicnsa 3aTBEpPPKEHHA
no 30 TabneTtok y HimeyunHa
cdnakoHi, 1 donakoH BUPOBHMUTBO,
Y KapTOHHilA kopobui KOHTPOIb SIKOCTi:
Ekcenna M'm6X &
Ko. KI', HimeyunHa
TECTyBaHHs npu
[OCHioKEHHi
cTabinbHoCTi:
KBiHTa-AHaniTuka
C.p.0., Yexis
50. | BPOHXO- Kancynu no 7 mr; no OM dapma LLisenuapi OM dapma CA LLisenuapis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a - UA/18521/01/01
BAKCOM 10 kancyn y CA a Tuny - 3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y peuenmom
aorPochi 6nictepi; mo 1 abo napameTpax cneuudikauiv Ta/abo AonycTumMmnx mMex,

no 3 6nictepu B
KapTOHHiI kopobui

BM3HaYeHuX y cneuudikauisx Ha AdI, abo
BUXiAHWA/NPOMiXXHWI NpoayKT/peareHT, Lo
BVIKOPVICTOBYIOTBCS Y npoLeci BupobHuuytea A®I
(3BY>KEHHSI OMYCTUMUX MEX, BUSHAYEHNX Y
cneuudikauii) 3miHa KpuTepiiB NPUAHATHOCTI ANs
iaeHTuiKaLii aktTuBHoro iHrpegieHTa B OM-85
KOHLIEHTpaTi (MPOMiXKHWUIA MPOAYKT, Lo
BMKOPWCTOBYETbLCS MPY BUroToBMNEHHI ADI) meTogom

Y® cnektpodotomeTpii. 3miHm | Trny - 3miHKM 3 AkocTi.

ADI. KoHTponb AdI. 3miHa y MeToAax BUNpoOyBaHHS
A®I| abo BuxigHOro MaTtepiany/npoMixxHoro
NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
BUPOGHMLTBA ADI (HE3HAYHI 3MiHU Y 3aTBEPIKEHUX
mMeToaax BunpobyBaHHs1) 3MiHU B po3aini
3.2.5.2.4 KoHTpOnb KPUTUYHUX CTafii Ta MPOMIKHOI
npoaykuii, a came 3MiHv B MetoAi Y®-igeHTudikauii
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

Ans npoMixkHoro npoaykty OM-85 - BBeA€HHS PO34MHY
Ans nepesipku BignosigHocTi (conformity solution),
OUiHKM NpuAaTHOCTI cMcTeMu, nepernsgy
po3paxyHkoBoi hopmMynu, A4S BUNpo6oByBaHOro
3paska BBOAUTLCA iNbTpyBaHHA 3paska. 3minu | Tuny
- 3MiHu 3 sikocTi. ADL. KoHTponb A®l. 3miHa y
napameTpax cneundikaui Ta/abo JonyCTUMUX MEX,
BM3Ha4yeHux y crneundikauisx Ha Adl, abo
BUXIOHWMI/MPOMDDKHWUIA NPOAYKT/peareHT, LWo
BUKOPMCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(3BY>KEHHSI JONYCTUMUX MEX, BUSHAYEHMX Y
cneundgikauii) 3miHa Bumor cneuudikauii A®I (OM-85
Lyophilizate) 3a nokasHunkom «lgeHTudikauis»
meTogom Y®-cnekrpodpotomeTpii. 3miHu | Tuny -
3MiHun 3 akocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHsa APl abo BMXiaHOrO
marepiany/npoMiKHOro NpoaykTy/peareHTy, LWwo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuutea Ad|
(He3HayHi 3MiHM y 3aTBEpIAXXEHUX MeToaax
BMNpobyBaHHsA) 3miHW B meToai YP-ineHTudikauii AdI
(OM-85 Lyophilizate), a came BBeAeHHSI po3uMHy ans
nepesipku BignoeigHocTi (conformity solution), ouiHkM
npuaaTHOCTI cucTemu, AN BUNpoboByBaHOTO 3paska
BBOAUTLCA iNbTPyBaHHS 3paska, 3MiHa B
po3paxyHkoBil coopmyni. 3MiHu | TUNY - 3MiHKU 3 AKOCTI.
["oToBMI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikawin
Ta/abo AoNYCTMMMX MEX roTOBOrO fikapcbKoro 3acoby
(3BY>XE€HHSA gonycTMMUX Mex) 3MiHa KpuTepiiB
NPUAHSITHOCTI ANs NokasHuka cneumndikauii M3
«lgeHTudikauis metogom Y® cnekrpooToMeTpiin.
3miHu | TMny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
y MeTogax BMnpobyBaHHS roTOBOrO MikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPAXEHNX MeToAax
BuNpobyBaHHs) 3miHW B MeTodi BunpobysaHHs 113 3a
nokasHukom Y®d-igeHtudikauii A®l, a came BBefeHHs
pO34uHy ANns nepesipku BignosigHocTi (conformity
solution), ouiHKkK NpuaaTHOCTI cucTeMu, Ans
BMNpo60oBYBaHOro 3pa3ka BBOAMTLCS (PiNbTPyBaHHS!
3paska, 3MiHa B po3paxyHKoBi dpopmyri. 3MiHn | Tuny
- 3miHu 3 gkocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikauivi Ta/abo AonycTUMKUX MeX,
BM3Ha4YeHuX y cneuudikauisx Ha AdI, abo
BUXIOHWI/MPOMDKHWUIA NPOJYKT/peareHT, LWo
BMKOPUCTOBYIOTLCS Y npoLeci BupobHuutea AdI
(3BY>KEHHSI JONYCTUMUX MEX, BUSHAYEHMX Y
cneuudikauii) 3miHa KpUTepiiB NPUAHATHOCTI ANS
KoHUeHTpaTy OM-85 (npomixkHuiA NpoayKT) 3a
nokasHukom «laeHTudikauis metogom HPTLC», a
came BMaaneHHs nokasHvka koedilieHTa
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
yTpumyBaHHs (Rf). Hapasi nnaHwetn HPTLC i3
3pas3koM MPOMOHYETLCS OLHIOBATM LUMISIXOM

MOPIBHSAHHSA 3 NNaHLIETaMM1 3 KOHTPOSTbHUM PO34YNHOM,
AKi TECTYIOTbCS OAHOYACHO, TOMY POPMYIOBaHHSA
LIbOro KpUTEPI0 NPUIHATHOCTI Byno BignoBiaHoO
nepernsiHyTo. 3MiHum | Tuny - 3MiHu 3 sikocTi. ADI.
KoHTponb A®l. 3MiHa y napameTpax cneumdikawin
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha A®l, abo BUXIGHUA/NPOMIXKHWIA
npoAyKT/peareHT, Lo BUKOPUCTOBYHOTLCH Y NPOLIEC
BMPOGHMLTBa ADI (3BY>KEHHS AOMYCTUMUX MEX,
BU3Ha4YeHuX y cneumdikauii) 3miHa kputepiie
npurHsaTHocTi ans A®lI OM-85 (niodinisaT) 3a
nokasHukom «lgeHTudikauis metogom HPTLC», a
came BuAaneHHs nokasHuka koediuieHta
yTpumyBaHHs (Rf). Hapasi nnaHwetn HPTLC i3
3Pa3KoM NPOMOHYETLCS OLHIOBATM LUMISXOM
NOPIBHSAHHSA 3 NNaHLLIETaMM1 3 KOHTPOSIbHUM PO34YNHOM,
AKi TECTYIOTECS OAHOYACHO, TOMY (hOPMYIIHOBaHHS
LibOro KpUTEpIto NPUNHSATHOCTI Oyrno BiANOBiAHO
nepernsHyTo. 3MiHu | Tuny - 3MiHKM 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb roToBoro fikapcbkoro
3acoby. 3miHa napameTpiB cneundikadiv Ta/abo
AOMYyCTUMMX MEX rOTOBOTO NiKapCcbKoro 3acoby
(3BY)XEHHSI JONYCTUMUX MEX) -
3MiHa kpuTepiiB npunHaTHOCTI ans A®lI OM-85
(niodpinizaTt) B cneumdikauii MNNM3 3a nokasHWKOM
«laeHTundikauis metogom TLLUX», a came BuaaneHHs
nokasHuka koediuieHTa yTpumyBsaHHs (Rf). Hapaai
nnaHweTn BETLLX i3 3paskoM nponoHyeTbCst
OLIiHIOBATM LLUMAXOM MOPIBHAHHA 3 NMaHLWeTamu 3
KOHTPOMbHUM PO34YMHOM, SKi TECTYIOTbCA OOHOYACHO,
TOMY POPMYIIHOBaHHS LIbOr0 KPUTEPIt0 MPUAHATHOCTI
6yno BignoBigHo nepernsHyTo. 3MiHu | Tuny - 3MiHn 3
akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHUIA/MPOMIXHUIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BMPOGHMLTBa ADI (3BY>KEHHS AOMYCTUMUX MEX,
BM3HaYeHUX y cneundgikadii) HeaHauHi 3MiHu B
KpUTEPISiX MPUIAHATHOCTI 3@ NMOKa3HUKOM
«lpeHTndikauis metogom BEPX» ans koHUeHTpaTy
OM-85 (NpoMiXXHWIA MPOAYKT, WO BUKOPUCTOBYETLCSI
ons surotoBneHHsa A®l). MponoHyeTbes
BVIKOPVICTOBYBATU PO34MH MOPIBHAHHS, KU
TECTYeTbCS Pa3oM i3 pO34MHOM 3pa3ka Ans
BM3HaveHHss BEPX-npodinto 3paska, Tomy
OpPMYIOBaHHS LibOro KPUTEPIO NPURHATHOCTI Byno
BiANoOBigHO nepernsiHyTo. 3MiHu | TUny - 3MiHu 3

sKkocTi. [oTOBMI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneumdgikauin
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

Ta/abo [oMyCTUMMX MEX FOTOBOTO MikapCbKoro 3acoby
(3BYXE€HHSA AonycTMMUX Mex) HesHauHi 3MiHu B
KpuTepiax npunHaTHocTi 13 3a noka3HMKOM
«loeHTndikauia metogom BEPX». BEPX-npodine
3paska Hapasi OLHIOETLCS LUMSIXOM MOPIBHSAHHSA 3
npodinem eTanoHHOro PO34nHY, MPOTECTOBAHOIO
04HOYacHO, ToMy (POPMYSIHOBAHHS LibOro KpUTepito
npurMHATHOCTI 6yno BiAnoBigHO nepernaHyTo. [itoya
pepakuia BEPX HaaBHicTb ABOX XxapakTepHux nikiB A i
B, wo entotoTb nicna 7 xs MNpodine BEPX 'y
BiAMOBIAHOCTI 3 KOHTPOMNbLHUM Npodinem BEPX.
[NponoHoBaHa peaakuis
BEPX HasBHicTb ABOX xapakTepHux nikis A i B, wo
entotoTb nicna 7 x8 MNpodins BEPX y BignosigHocTi 3
nopieHsNbHUM npocbinem BEPX. 3MiHu | Tuny - 3MiHu
3 sikocTi. ADI. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JOMYCTUMUX MEX, BUSHAYEHUX Y
cneundikauisix Ha A®l, abo BUXIgHUA/NPOMIXKHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BNpo6HMUTBa AD| (BUNMYyYEHHSA HE3HAYHOrO NOKa3HMKa
AKOCTI (HanpvKknag BUNYYEHHs 3acTapinoro
nokasHuka)) BunyyeHHs igeHTudikauii 4ONOMDKHUX
peyoBuH i3 cneundikauii APl — ctaHgapTM3oBaHOro
niogoinizaty OM-85, ockinbku NPUCYTHICTb LMX
[OMOMIXKHMX PEeYOBUH 3abe3nevyeTbcs AOTPUMaHHAM
niroumnx npasun GMP, a oTke KOHTpOrb nifg vac
BMPOGHMYOro npouecy € goctaTHim. Kpim Toro, ans
OOMOMDKHUX PEYOBUH, LLO NPUCYTHI Y cknaai
niocpinizaty OM-85, Hemae obmexeHb LLoao 6eaneku,
i U 3MiHa He BNNMBaE Ha SKICTb NPOAYKTY. 3MiHu |
TMny - 3MiHK 3 sikocCTi. [oTOBMIA Nikapcbkui 3aci6.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTuMmnx Mex
roTOBOrO NikapCbKoro 3acoby (BMNy4YeHHsI He3Ha4YHOro
nokasHuka (Hanpuknag, 3acTapinoro nokasHvika, Takoro
SIK 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB UK
cmakoBux fobaBok)) BunyueHHst ineHTudikauii
AOMNoMiXHMX pevoBuH MaHiTy, MarHito cteaparty,
Kpoxmarnto npexenaTuHiaoBaHoro i3 cneuudikaii
N3, ockinbkn BoHa He € 060B’sI3KOBOKO AN KOHTPOMHO
J13, NnpuCyTHICTb LUX AONOMIKHUX PEYOBUH
3abe3neyvyeTbcst 4OTPMMaHHAM Aitoumx npasun GMP,
a oTXe KOHTPOb Mif Yac BUPOBHMYOro npoLecy €
pocrtatHim. Kpim Toro, onst LONOMiKHUX PEYOBUH, LLO
NPUCYTHI Y cknagi nikapcbkoro 3acoby, Hemae
obmexeHb Lwopao 6e3neky, i Us 3MiHa He BNMBae Ha
AKICTb NpoaykTy. 3miHn | Tuny - 3miHn 3 akocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikauin
Ta/abo JoMyCTUMUX MEX, BUSHAYEHUX Y
crneundikauisix Ha A®l, abo BUXIgGHUA/MPOMIXKHUIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYHOTLCH Y NPOLIEC
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
BUpobHMUTBa AD| (3BY)KEHHS [OMYCTUMUX MEX,
BM3HaYeHUX y cneundikauii) HesHayvHi 3MiHn B
KpUTEPIAX NPUAHATHOCTI, BUSHAYEHMX Y cneumdikaLii
Ha A (ctaHgapTm3oBaHuii niocpinizat OM-85) 3a
nokasHukom «laeHTudikauis metogom HPLC».
[MponoHyeTbCS BUKOPUCTOBYBATH PO3UYNH MOPIBHAHHS,
AKUA TECTYETHCHA Pa3oM i3 pO34YMHOM 3paska Ans
BM3Ha4veHHss BEPX-npodinto 3paska, Tomy
hopMynOBaHHS LibOro KpUTEPIt0 NPUUHATHOCTI Byro
BiAMNOBIgHO NepernsHyTo
51. | BAJIbCAKOP | Tabnetku, BKpUTI KPKA, o.4., CnoBeHis BupobHuk, CnoseHis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a - UA/9450/01/02
®H 80 nniBKOBOK HoBo mecTo BigNoOBiganbHUN TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
ob6onoHkoto, 80 3a BMPOGHULTBO capmakoHarnagy (iHwi 3miHM) 3MiHM BHECEHO Y TeKCT
mr/12,5 mr; no 14 «in bulk», MapKyBaHHS NikapCbKoro 3acoby BTOPVMHHOI yNakoBKK
TabneTtok y 6nicrepi; nepBUHHE Ta n.17 IHWE Ta nepsuHHOi ynakosku n.6 IHWE, a came
no 2, no 4 abo no 6 BTOPUHHE KOHKPETU30BaHO iHbopMaLito Npo forotun
6nictepis B kopobuyj; nakyBaHHs, BupobHuka. TepMiH BBEAEHHS 3MiH - NPOTSAromM 6
no 15 tabnetok y KOHTPOSb Ta MicAUiB Micnsa 3aTBEPAXEHHSA
6nicTepi; no 2 abo 4 BUNYyCK cepii:
6nictepu B kOpoOLi KPKA, a.a., Hoso
mecTo, CrioBeHisi;
BupoGHuK,
BiAnoBiganbHWn
3a KOHTPOIb cepii:
KPKA, a.4a., Hoso
mecTto, CrnoBeHis;
Bupob6Huk,
BigNoBiganbHUN
3a KOHTPOIb Cepii:
Keminab g.o.0.,
CnoBeHisi
52. | BAP®APUH TabneTku no 2,5 wr; Takepa ABcTpis Opidpapm MonbLa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a He UA/7897/01/01
HIKOMEL no 100 TabneTok y ABCTpis ManydekuypiHr YTOYHEHHS1 peecTpauinHoi npoueaypu B Hakasi MO3 peuenmom nionsiz
dnakoHi; no 1 meX Monbwa Cn. 3 0.0. Ykpainn Ne 2182 Big 22.12.2023 B npoueci BHECEHHS ae
dnakoHy B 3MiH - 3minn Il Trny - 3miHK Wwoao
KapTOHHiI kopobui 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsay. 3miHu y
KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS! Ta iHCTPYKUii ANA MeANYHOro
3acTOCyBaHHS Y 3B’A3KY i3 HOBMMUW AaHUMM 3 SIKOCTI,
OOKMIHIYHUMM, KNIHIYMHUMW AaHUMK Ta AaHUMK 3
dapmakoHarnagy - 3MiHM BHECEHO B iHCTPYKLit0 Ans
MELMYHOrO 3aCTOCYBaHHs NikapcbKoro 3acoby Ao
po3ginis "OcobnueocTi 3actocyBaHHs" Ta "MobiyHi
peakuii". BBeaeHHs 3MiH NpoTArom 6-Tu MicsLiB micns
3aTBEPOKEHHS.
53. | BEBOMHI Tabnetku 3 Acrtennac HinepnaH ABapa CLWA/ BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3MiHu | 3a - UA/14359/01/01
mMoaudikoBaHUM dapma an dapmachbtoTikan Hinepnangm TMny - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
BUBINbHEHHAM, 6 tOpon B.B. TekHonogxwuc IHK., dapmakoHarnsgy. BeenerHs abo 3aMiHu fo

mr/0,4 mr; no 10 CLIA ( y3aranbHeHuX AaHnX Npo cuctemy papmMakoHarnsgy
TabneTok y 6nictepi; BMpO6HMLTBO bulk (BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTEMY
no 1 abo no 3 ); Actennac dapmakoHarnsigy, 3MiHa ynoBHoBaxeHoi ocobu,
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

Gnictepu B
KapTOHHIN ynakoBLi

dapma HOpon
B.B., Higepnanan
(NepBUHHE i
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SIKOCTI,
BUNYCK cepii)

BignoBiganeHoi 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnaay 3asiBHuKa Ans
3iicHeHHs hapmakoHarnsgy B YkpaiHi, Ko BoHa
BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi

3a 3[iMCHeHHA dhapmakoHarnagy (BKnoYvaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darina cuctemu hapmakoHarnsgy) 3miHa KOHTaKTHUX
[JaHNX YNOBHOBaXEHOI 0CcOOU 3asiBHYKA,
BignoBiganbHoi 3a hapMakoHarnag. 3mMiHa KOHTaKTHOI
ocobu 3asiBHMKA, BignoBiganbHOI 3a hapmakoHarnsg B
YkpaiHi. [itova pegakuisa: Bipcta Onbra BacuniBHa.
[NponoHoBaHa peaakuis: BonteHko AHTOH
[eopriioBnY. 3MiHa KOHTAKTHUX OAHWUX KOHTAKTHOT
ocobu 3asBHUKA, BiANOBIAANLHOI 3a hapmakoHarnsg B
YkpaiHi

54.

BIBPOLIUN

Kpanni HasanbHi; no
15 mn y cknsHomy
cnakoHi 3
noninponineHoBow
KPULLIKOO-
KpanenbHuueto; no 1
¢nakoHy B
KapTOHHiIN kopobui

XaneoH KX
CAPI

LLisenuapi
a

XaneoH KX
C.a.p.n.

LLsenyapis

BHECEHHS 3MiH [0 peecTpauiinHx maTepianis: 3MiHu |
TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
noceigyeHHs1) 3miHa Ha3Bwu 3asiBHMKa 3 [CK
KoHcblomep Xenckep CAPIJI, Lseriuapia Ha XaneoH
KX CAPJ, Leewnuapisi. TepMiH BBEAEHHSI 3MiH -
npoTsrom 6 micsuiB nicns saTBepmKeHHs. 3MiHu | Tuny
- AgmiHicTpaTuBHi 3mMiHW. 3MiHa HaMeHyBaHHA Ta/abo
agpecu Micua NpoBagKeHHs OisinbHOCTI
BUPOGHYMKa/iMnopTepa roToBoro nikapcbkoro 3acoby,
BKIIOMAK04M AinbHULI BUNYCKY cepii abo micue
NpoBEeAEHHS KOHTPOJHO SIKOCTI. (QisNbHICTb, 3a SKy
BiAMNOBigae BUPOOHMK/iMNOPTEp, BKNOYAKUN BUMYCK
cepin) 3miHa Ha3BM Ta agpecy BUPOOHUKA rOTOBOrO
nikapcbkoro 3acoby. 3MiHM BHECEHO B iHCTPYKLIO Ans
ME[MYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3ainu "BupobHuk" Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micusi pOoBagXeHHSs Aoro
aignbHOCTI" 3 BiANOBIAHMMN 3MiHAMW B TEKCTi
MapKyBaHHS yrnakoBOK. TepMiH BBEAEHHS 3MiH -
npoTsirom 6 MicsiLiB Nicnsi 3aTBEpPAXKEHHS.

6e3
peuenma

nidnsie
ae

UA/4564/01/01

55.

BIPOCTAT®

TabneTku, BKPUTI
NniBKOBOIO
obonoHkoto, no 500
Mr no 7 Tabnetok y
6nictepi, no 3
Gnictepu y navui

AT
"KUIBCHKM
n
BITAMIHHM
7 3ABOL"

YkpaiHa

AT "KWTBCBKN
BITAMIHHUM
3ABOL"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMnNy - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLs NPOBaKEHHsI QisiNbHOCTI
BUPOGHKMKa (BKINOYaK4n, 3a HeobXigHOCTI, Micue
NpoBeAeHHS KOHTPOMI SIKOCTi), abo BnacHWKa macTep-
aina Ha ADI, abo noctavanbHuka Adl/BuxigHoro
maTepiany/peareHTy/npoMiKHOrO NPoaykKTY, Lo
3aCTOCOBYIOTLCA Y BUPOOHMUTBI API (AKLLO 3a3HaYeHO
y AOCbE Ha Nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTIi EBpoNechbkKin
hapmakonei y 3aTBepMXeHOMy [OCbe, abo BUPOOHMKa
HOBOI JONMOMiXXHOT PEYOBUHMU (SIKLLIO 3a3HaYeHO Y
nocbe) 3miHa agpecu BupobHuka A®I Laxxain ®apma
pyn Yannrkoy KoHi ®apmacetotikan Ko., Jita.

3a
peuenmom

UA/19436/01/02

56.

BIPOCTAT®

TabrneTku, BKPUTI

AT

YkpaiHa

AT "KUIBCbKUW

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu |

3a

UA/19436/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
NNiBKOBOO "KUIBCbKW BITAMIHH/I TMNy - AGMiHICTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
obonoHkoto, no 250 7 3ABOT" Ta/abo agpecu MicLs NPOBaMKEHHS QisnNbHOCTI
Mr no 7 TabneTok y BITAMIHHU BUPOGHMKA (BKIMOYao4uun, 3a HEOOXiAHOCTI, MicLe
6nictepi, no 3  3ABOO" NPOBEAEHHST KOHTPOIIO AIKOCTI), abo BnacHuka macTep-
6nictepu y nayui chaiina Ha A®l, abo noctayansHuka Adl/BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aCTOCOBYIOTLCS Y BUPOOHMUTBI API (SIKLLO 3a3HaYeHO
y AOCbE Ha nikapCbkuii 3acib) 3a BiACYTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
chapmakonei y 3aTBepmxeHoMy foCbe, abo BUpOBHMKa
HOBOI AOMOMIDKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
nocbke) 3miHa agpecy BupobHuka A®I LLaHxain dapma
'pyn YaHnkoy KoHi ®apmacetoTikan Ko., Jl14.
57. | BITANIMIA KOHUeHTpaT ans dpeseHiyc HimeyvumH Ppeseniyc Kabi LLseuis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/16590/01/01
PO34MHy ans Kabi a Ab Tmny - 3MiHun 3 sikocTi. CepTudikaT BignosiaHocCTI/lE- peuenmom
iHdy3in; no 10 mny Honunang cepTudikaT BianoBigHOCTI €BpONenchbKin
CKIISHI amnyni; no m6X dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
10 amnyny OHOBJEHOro cepTudikarta BianosigHoCTi abo
KapTOHHiIN kopooLi BUYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkiin
capmakonei: gna A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikat
BiJ yke 3aTBepKeHOro BUpobHuKa - MNMoaaHHs
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €EBPONENnCchKin
dapmakonei Ne R1-CEP 2004-301 - Rev 01
(3aTBepakeHo: R1-CEP 2004-301 - Rev 00) ans AdI
peTuHony nanbMiTaTy Bif 3aTBEPAXEHOro BUPOBHMKa
DSM Nutritional Products Ltd., LLiBeiuapis
58. | BITANIMIA KOHUeHTpaT ans DdpeseHiyc HimeyvumH Ppeseniyc Kabi LLseuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/16591/01/01
Ona OIten pPO34mnHy Ans Kabi a Ab Tmny - 3MiHun 3 sikocTi. CepTudikaT BignosigHOCTI/IE- peuenmom
iHdy3in; no 10 mny Honunang cepTudikaT BignoBigHOCTI €EBponenchkii
CKIsHIM amnyni; no m6X apmakonei/moHorpadii. NMogaHHsA HoBoro abo
10 amnyn y OHOBIEHOro cepTudikarta BignosigHocTi abo
KapTOHHiI kopobui BUINYyYEHHS cepTudikaTa BignoBiaHOCTI EBpoNechbkin
capmaxkonei: gna Ad®l; ana BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHUMLTBI ADIl; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkini hapmakonei) - OHoBNeHun cepTudikar
Bif ke 3aTBEpKeHOro BUpOOHUKa - MNMoaaHHs
OHOBMEHOro cepTudikaTta BignoBigHOCTI €Bponeinchbkii
dapmakonei Ne R1-CEP 2004-301 - Rev 01
(3aTBepakeHo: R1-CEP 2004-301 - Rev 00) ans AdI
peTuHOMy NanbMiTaTy Bif 3aTBEPAXKEHOIrO BUPOOHMKa
DSM Nutritional Products Ltd., LLIBeiuapis
59. | BOTPIEHT™ TabneTku, BKPUTI Hosapric LLsenuapi "nmakco Bennkom Icnanisi/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a - UA/12035/01/02
NniBKOBOO dapma Al A C.A,, Icnanis Benuka Tuny - 3MiHn 3 sikocTi. A®Il. Cuctema peuernmom
obornoHkoto, no 400 (BMpOBHWMK Ans BputaHisa KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3MiHa y

mr; no 30 TabneTok

NnakyBaHHA Ta

6e3nocepeaHii ynakoLi AP (sikicHi Ta/abo KinbkicHi
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
y cbnakoHi; no 1 BUNYCKY cepii); 3MiHM CKnagy) BHECEHHS 3MiH 40 maTepianis
hbnakoHy B nakco peecTpauinHoro gocke p.3.2.S.6 Cucrema
KapTOHHiI kopooLi OnepenwHc FOK KOHTeWHep/3aKynoptoBarnbHUii 3acio, a came 3MiHa
IimiTen, Benuka aHTUCTaTUYHOrO areHTa, Ik BUKOPUCTOBYETLCH B
Bputanis marepiani NepBMHHOI yNakoBKn (MoNieTMneHoBOMy
(BMPOGHMK nakeTi HU3bKOI LWinbHOCTi) 3aTtBepakeHo: Primary
Hepo3adhacoBaHoi packaging material for Pazopanib hydrochloride drug
npoaykuii) substance Anti-static low-density polyethylene (LDPE)
bags Polybatch VLAG66MED 3anponoHoBaHo: Primary
packaging material for Pazopanib hydrochloride drug
substance Anti-static low-density polyethylene (LDPE)
bags Polybatch VLA77MED
60. | BOTPIEHT™ TabneTkn, BKpUTI Hoeapric LLsenuapi "makco Bennkom Icnanis/ BHECEHHS 3MiH [0 peecTpauiHux maTtepianis: 3MiHu | 3a - UA/12035/01/01
NMiBKOBOO dapma Al a C.A,, Icnanis Benuka Tuny - 3MiHn 3 skocTi. A®l. Cuctema peuernmom
o6onoHkoto, no 200 (BUPOBHWMK ans BpuTaHis KOHTeWHep/3aKynoptoBanbHuii 3aci6. 3miHa y
mr; no 30 TabneTok nakyBaHHs Ta 6e3nocepepHin ynakosui A®I (sikicHi Ta/abo KinbKicHi
y donakoHi; no 1 BWMNYCKy cepii); 3MiHW CKnagy) BHECEHHS 3MiH A0 MaTepianis
¢nakoHy B nakco peecTpauinHoro gocke p.3.2.S.6 Cuctema
KapTOHHiIN kopooLi OnepenwHc 0K KOHTelHep/3aKynoptoBarnbHUii1 3acio, a came 3MiHa
IimiTen, Benvka aHTUCTaATUYHOTO areHTa, SIKU BUKOPUCTOBYETLCH B
BputaHia mMaTepiani NepBMHHOI yNakoBKuM (nosnieTurneHoBoOMy
(BMPOGHUK nakeTi HU3bKOI LWinbHocTi) 3aTtBepa)xeHo: Primary
Hepo3dhacoBaHoi packaging material for Pazopanib hydrochloride drug
npoaykuii) substance Anti-static low-density polyethylene (LDPE)
bags Polybatch VLA66MED 3anponoHoBaHo: Primary
packaging material for Pazopanib hydrochloride drug
substance Anti-static low-density polyethylene (LDPE)
bags Polybatch VLA77MED
61. | BOTPIEHT™ TabneTkn, BKpUTI HoBaprtic LLisenuapi "makco Bennkom Icnanis/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a - UA/12035/01/01
NniBkOBOIO dapma Al a C.A,, IcnaHis Benvka Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 200 (BMpOBHYMK Ans BpuTtaHisa dapmakoHarnsgy. 3miHa yactotu Ta/abo TepmiHiB
mr; no 30 TabneTok nakyBaHHs Ta NOAAHHS PerynspHoO OHOBITIOBAHUX 3BITiB 3 6e3neku
y chnakoHi; no 1 BUMNYCKy cepii); nikapcbkunx 3acobiB - 3MiHM y YacToTi Ta TepMiHax
hnakoHy B nakco NoAaHHs peryrnsipHo OHOBMIOBAHOIO 3BiTYy 3 6e3neku
KapTOHHIN kopobui OnepenwHc FOK Hitoywa pepakuis: Yactota nogaHHs perynsipHo
Nimiten, Benuka OHOBMOBaHOro 3BiTy 3 6e3neku 1 pik. KiHueBa aata
BpuTaHis Ans BkntoveHHs AaHnx go POS36 - 18.10.2018 p. ata
(BUPOBHWMK nopaHHs - 27.12.2018 p. MNponoHoBaHa pepakuisi:
Hepo3adhacoBaHoI YacTtoTa nogaHHs perynsipHo OHOBOBAHOTO 3BITY 3
npoaykuii) 6e3nekn 3 poku. KiHueBa faTa Ans BKMHOYEHHS AaHMX
0o POSEB - 18.10.2024 p. OaTta nogaHHs - 16.01.2025
p. PekomeHgoBaHo 0 3aTBEpMKEHHS BiANOBIAHO A0
nepioanMYHOCTI NOAAHHS PerynsipHO OHOBIOBAHMX
3BiTiB 3 6e3neku nikapcbkmx 3acobiB y €C
62. | BOTPIEHT™ TabneTku, BKPUTI Hosapric LLsenuapi "nmakco Bennkom Icnanis/ BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a - UA/12035/01/02
NniBKOBOKO dapma Al a C.A., IcnaHis Benvka TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 400 (BMpOBHWMK Ans BputaHisa dapmakoHarnsgy. 3miHa yactotu Ta/abo TepmiHiB

mr; no 30 TabneTok
y donakoHi; rno 1
hnakoHy B
KapTOHHI kopobui

nakyBaHHs Ta
BUWMYCKy cepii);
makco
OnepenwHc FOK

nofaHHsi perynsipHo OHOBMIOBaHMWX 3BITiB 3 6e3neku
nikapcbkunx 3acobiB - 3MiHM y YacToTi Ta TepMiHax
NoJAaHHs PerynsipHoO OHOBMOBAHOIO 3BiTy 3 6e3neku
Litova pegakuisi: YactoTa nogaHHsa perynsipHo
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
Nimiten, Benuka OHOBIOBAHOrO 3BiTy 3 6e3neku 1 pik. KiHueBa gata
BpuTaHis ans BktoveHHs aaHux go PO36 - 18.10.2018 p. data
(BMPOGHMK noAaHHs - 27.12.2018 p. MNponoHoBaHa pegakuis:
Hepo3dacoBaHoi YacToTa nogaHHs perynsipHo OHOBIOBAHOrO 3BIiTY 3
npoaykuii) 6e3nekn 3 poku. KiHueBa faTa Ans BKMHOYEHHS AaHMX
0o POSE - 18.10.2024 p. [aTta nogaHHs - 16.01.2025
p. PekomeHaoBaHO 40 3aTBEPPKEHHS BigNoBIOHO A0
nepioaNYHOCTI NOAAHHS PErynspHO OHOBIIOBAHMX
3BiTiB 3 6e3nekn nikapcbkmx 3acobis y €C
63. | FEKCAKCUM cycneHsis gns CaHodpi ®paHuia BUPOBHMLTBO PdpaHuis/ BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3MiHu | 3a He UA/13080/01/01
® / HEXAXIM iH’exuin; mo 0,5 mn Mactep roToBOro YropwuHa TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom nionse
BAKUMHA (1 po3a) B Hepo3dacoBaHOro Ta/abo agpecy Micua NpoBamKEHHS OisANbHOCTI ae
onsa nonepeaHL0 npoaykTy, BUPOGHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
MPO®INAKT 3anoBHEHNX BTOPVHHE BKITHOYAK04M AinNbHULI BUMYCKY cepii abo micue
UKHn wnpuuax 3 1-eto nakyBaHHS NPOBEAEHHS1 KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
OUDTEPI, (abo 2-ma) (wnpuun), BignoBigae BUPOOHUK/iMNopTep, BKIHOYaO4M BUMYCK
NMPABLA, OKPEMWUMMU rofkamu, KOHTPOIb SIKOCTI, cepint) - 3miHa Ha3BK Ta agpecu BUPOOHMYOI OinbHUL
KALUJTIOKY no 1 wnpwvuy B BUMYCK Cepiit: B M. ByganewT, wo Bignosigae 3a BTOpuHHE
(AUENONAP KapTOHHIN ynakoBLyj; CaHodpi MNacrep, nakyBaHHsi Ta BUNYycK cepiii. 3MiHn BHeceHo B MKA,
HUA no 0,5 mn (1 gos3a) B DdpaHLuis iHCTPYKLUilO AN MeQMYHOro 3aCTOCYBaHHS IiKapCbKOro
KOMMOHEHT | nonepegHbo BUPOBHMLTBO 3aco0by 040 HaiMeHyBaHHS Ta MiCLIe3HaXOMKEHHS
), FENATUTY 3anoBHEHUX roToBOro BMPOBHMKA 3 BiANOBIAHUMW 3MiHAMW Y TEKCTI
B wnpuuax 3 1-eto Hepo3dacoBaHoro MapKyBaHHS yMakoBKM Mikapcbkoro 3acoby. TepmiH
PEKOMBIHA (abo 2-ma) npoaykTy, BBEAEHHS 3MiH NpoTarom 6 micauis nicns
HTHA, OKpeMumu rofnkamu, 3anoBHEHHS, 3aTBEePAKEHHS
noniomieni no 1 wnpuuy B BTOPUHHE
TY cTaHgapTHO- nakyBaHHs1,
IHAKTUBOBA | ekcnopTHin KOHTPOrb SIKOCTI,
HATA ynakoBLi, sika BUNYCK Cepin:
3AXBOPIOB MiCTUTBCS Y CaHodi MacTep,
AHb, KapTOHHiI kopobui 3 dpaHuis
CMPUYUHEH | iHcTpykKuieto ans BTOPUHHE
nx MeanyHoro nakyBaHHsi, BUMYCK
HAEMOPHIL 3acToCyBaHHS; No cepint:
us Tuny B 0,5 mn (1 posa) B CaHodi-ABeHTic
KOH'IOFOBA | nonepegHbo 3pT., YropwimHa
HA, 3anoBHEHUX
AACOPBOBA | wnpuuax 3 1-et0
HA, PIOKA (abo 2-ma)

OKPeMVMU rofikamu,
no 10 wnpwuuis B
KapTOHHIN ynakoBLi;
no 0,5 mn (1 po3a) B
nonepenHL0
3aMnoBHEHWX
wnpuuax 3 1-eto
(abo 2-ma)
OKPeMVMU rofikamu,
no 10 wnpwuuis B
CTaHAapTHO-
EeKCMOopTHIN




40 [TponoBkeHHs qonaTKa 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
ynakoBLi, ska
MiCTUTBCA Y

KapTOHHiIN kopobLi 3
iHCTpyKLUieto ons
Mean4Horo
3acTOCyBaHHsi; Mo
0,5 mn (1 posa) y
dnakoHax, no 10
nakoHiB y
KapTOHHIN ynakoBLyj;
no 0,5 mn (1 go3a) y
c¢nakoHax, no 10

c¢nakoHis B
CTaHAapTHO-
EKCNOPTHIN
ynakoBLi, ska
MiCTUTBCA Y
KapTOHHiIN kopobui
64. | FEKCACINPE cnpert opoMyko3Huin, | JlaGopaTtopii ®paHuin JTaGopaTopii ®paHuin BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3MmiHu | 6e3 - UA/6180/01/01
n 750 mr/30rmo 30ry Bywapa Bywapa TMny - 3MiHK 3 gKoCTi. [0TOBMI Nikapcbkuin 3acib. peuenma
aepo3osibHOMY Pekopgaarti Pekoppaarti 3MiHM y BUpoBHMUTBI. 3MiHK BUNpobyBaHb abo
dnakoHi; no 1 [0NyCTUMMX MEX, BCTAHOBIEHUX y crneuudikauisx, nig
dnakoHy B yac BMPOOHMLITBA rOTOBOrO MikapCbKOro 3acoby
KapTOHHiIl kopobui (BUNYYEHHS HECYTTEBOIrO BUNPOBYBaHHS B MPOLIEC]
BUPOGHMLUTBA). BuganeHHs oguHuLi BUMiptOBaHHS
[epy Ans LWBMAKOCTI NepeMillyBaHHsA Ha eTani
NPUroTyBaHHS PO34YMHY Ta Aeski pegakuinHi npaBku.
65. | TEHOTPOIIH | nopoluok Mdbanszep CLUA Mdpanszep Benbrisa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a - UA/11798/01/02
® nioginizoBaHWn Ta IHK. MeHtodek4ypuHr TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
PO3YMHHWK ANs Benbris HB Ta/abo agpecy 3asiBHVKa (BnacHWKa peecTpauiiHoro
po34nHy Ans noceigyeHHs ) - 3MiHa agpecy 3asiBHUKa.

iH ekuin no 36 MO
(12 mr); 1 abo 5
nonepegHLo
HamnoBHEHUX PYYOK,
o MicTaTb 1
ABOKaMepHui
KapTpumxK (NnepegHs
Kamepa 3 NMOpPOLLKOM
Ta 3agHs kamepa 3
PO3YMHHMKOM MO
1,13 mn (M-kpeson,
maHiT (E 421), BOOa
ANs iH'eKUin)) KoXHa,
Y KapTOHHIlA kopobLi;
1 abo 5 nonepegHLO
HamnoBHEHUX PYYOK,
o MicTaTb 1
ABOKaMepHui
KapTpumK (NnepegHs
Kamepa 3 NOpPOLLKOM
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
Ta 3agHs kamepa 3
PO34MHHMKOM MO
1,13 mn (M-kpeson,
MaHiT (E 421), Boga
ONs iH eKLin)) KoXHa,
Y KapTOHHI kopoobLli
3i CTUKepom
66. | TEHOTPOIIH | nopoLuok Mdpansep CLUA MOBHUA LKA Benebris/ BHECEHHS 3MiH A0 peecTpauiiHnx maTepianis: 3minu | 3a - UA/11798/01/01
® nioginizoBaHui Ta IHK. BUPOGHMUTBA, Himeyumna TMNy - AGMiHICTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
PO3YMHHUK NS BUMYCK Cepii: Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
PO34UHY ANS iH'eKuin Mdpanszep noceigyeHHs ) - 3MiHa agpecy 3asiBHUKa.
no 16 MO (5,3 wr); 1 MeHtodekdypuHr
nonepeaHL0 Benbria HB,
HarnoBHeHa pyuKa, Benebriga
wo Mictutb 1 BUPOBHMUTBO in
OBOKamMepHuin bulk, kKOHTpONb
KapTpumx (nepepHs AKOCTi, NEPBUHHE
Kamepa 3 NMOpOLLKOM nakyBaHHsi
Ta 3agHs kamepa 3 Betep ®apma-
PO34YMHHUKOM NO DepTuryHr FM6X i
1,14 mn (M-kpeson, Ko. KT, HimewunHa
MaHiT (E 421), Boga
Ans iH'ekuin)), y
KapTOHHiIN kopooLyj;
1 nonepeaHbLO
HanoBHeHa pyu4ka,
wo Mictutb 1
ABOKaMepHui
KapTpumx (nepegHs
Kamepa 3 NMOpOLLKOM
Ta 3agHs kamepa 3
PO3YMHHMKOM MO
1,14 mn (M-kpe3on,
maHiT (E 421), BOOa
Ans iH’ekuin)), y
KapTOHHiIl kopobui 3i
CTUKEPOM
67. | TEHOTPOIIH | nopoluok Mdbanzep CLUA NMOBHUW LKN Benebris/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a - UA/11798/01/01
® nioginizoBaHWn Ta IHK. BMPOOHMLTBA, Hime4vunHa Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
PO3YMHHUK ANst BUMYCK cepii: dapmakoHarnsgy. BeenerHs abo 3amiHn go
PO34UHY ONS iH'eKLin Mdpansep y3aranbHeHuX AaHnX Npo cuctemy dpapmakoHarnsgy
no 16 MO (5,3 mr); 1 MeHiodekyypuHr (BBEOEHHS y3aranbHEHVX AaHWUX Npo CUCTEMY
nonepegHLo Benebria HB, dapmakoHarnsigy, 3MiHa ynoBHoBaxeHoi ocobu,
HamnoBHeHa pyyka, Benbris BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
o Mictutb 1 BMPOGHMLTBO in KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
ABOKaMepHui bulk, koHTponb 34icHeHHs hapmakoHarnsgy B YKpaiHi, SKLWO BOHa

KapTpumx (nepenHs
Kamepa 3 MOPOLLIKOM
Ta 3a4Hs Kamepa 3
PO3YMHHMKOM MO
1,14 mn (M-kpeson,

AKOCTi, NEPBUHHE
nakyBaHHs
Betep ®apma-
®epTuryHr MM6X i
Ko. KI', HimevyunHa

BigMiHHa Bif yNOBHOBa)XeHOI 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
davina cuctemu hapmakoHarnsay) 3miHm go
y3aranbHeHuX AaHux Npo cucTemy chapmakoHarnsgy
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

MaHiT (E 421), Boga
Ans iH'ekuin)), y
KapTOHHiIN kopobLi 3
MapKyBaHHsAM
YKpaiHCbKOI Ta
aHrnincebKol
moBamu; 1
nonepegHbLo
HanoBHeHa py4ka,
o mictutb 1
OBOKaMepHui
KapTpumx (nepegHs
Kamepa 3 NMOpOLLKOM
Ta 3agHs kamepa 3
PO3YMHHWKOM MO
1,14 mn (M-kpeson,
maHiT (E 421), BOAa
Ons iH'ekuin)), y
KapTOHHiIN kopobLi 3
MapKyBaHHSAM
aHrnincokoto abo
iHLLIOIO IHO3EMHOI0
MOBOHO 3i CTUKEPOM
YKpaiHCbKOIO Ta
aHrnincbKo
MoBaMu

3adABHUKa.

68.

FEHOTPOMNIH
®

MOPOLLIOK
niocpinizoBaHu Ta
PO3YMHHWK ANst
PO34MHY Ans

iH ekuin no 36 MO
(12 mr); 1 abo 5
nonepeaHLo
HanoBHEHWUX PYYOK,
Lo MicTATb 1
ABOKaMepHui
KapTpumx (NepeaHs
Kamepa 3 MOpPOLLKOM
Ta 3a4Hs Kamepa 3
PO34YMHHMKOM MO
1,13 mn (M-kpeson,
maHiT (E 421), BOAa
Ans iH'eKUin)) KoxHa,
Y KapTOHHIl KOopoobLUi
3 MapKyBaHHSAM
YKpailHCbKOI MOBOIO;
1 abo 5 nonepepnHLO
HanoBHEHWUX PYYOK,
o MicTaTb 1
OBOKaMepHUi
KapTpuax (nepegHsi

Mdpanzep
IHK.

CLA

Mdpansep
MeHtodekyypuHr
Benbria HB

Benbria

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
cbapmakoHarnsigy. BeegeHHs abo 3amiHm oo
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHWUX Npo CUCTEMY
cbapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBiganbHoi
3a 3iCHeHHs hapmakoHarnsgy (Bkrovaudm
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
(haina cuctemu papmakoHarnsgy) 3miHu go
y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
3as1BHMKA.

3a
peuerimom

UA/11798/01/02
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
Kamepa 3 MOpOLLKOM
Ta 3agHsa kamepa 3
PO3YMHHMKOM MO
1,13 mn (M-kpeson,
maHiT (E 421), BOAa
ONs iH eKLin)) KOXHa,
Y KapTOHHI kopoobLli
3 MapKyBaHHAM
aHrnincekoto abo
iHLLIOIO IHO3EMHOIO
MOBOHO 3i CTUKEPOM
yKpaiHCbKOW Ta
aHrnincbKo
MoBaMu1
69. | FTENAPUH- PO34MH AN iH'EKUIN, ToBapucTeo YkpaiHa ToBapucTBeo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3MiHu | 3a - UA/10826/01/01
HOBO®APM 5000 MO/mn; no 2 3 obmMexeHow TMny - 3MiHK Wwopao 6eanekn/edeKTUBHOCTI Ta peuenmom
M, 4 Mnabo 5mny | obmexeHor BignoBiganbHiCcTO capmakoHarnsgy. BeegeHHs abo 3amiHm oo
cdnakoHi; no 5 Bignosiganb cipma y3aranbHeHuX 4aHux Npo cuctemy dapmakoHarnsgy
dnakoHiB y HicTio dhipma "Hoodapm- (BBEAEHHSI y3aranbHEeHMX AaHUX NPo cUCTeMy
KOHTYPHIl "Hosodapm- BiocnHTes" dapmakoHarnsay, 3MiHa YnoBHOBaXeHOi ocobu,
YapyHKOBIN BiocnHTes" BiANOBIganNbHOI 3a 34iNCHEHHST hapMakoHarnsgy;
ynakosui; no 1 KOHTaKTHOI 0co0M 3 (hapMakoHarnsigy 3asiBHUKa Ansi
KOHTYPHIl 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
YapyHKOBIN yrnakoBLi BigMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBigansHoi
B MayLj 3 KApTOHY 3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
aina cuctemu papmakoHarnsgy) 3mMiHa KOHTaKTHUX
[AaHnX YNOBHOBaXEHOI 0CObU 3asiBHMKa,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
34iICHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
70. | TENATOKC KOHLIeHTpaT Ans TOB YkpaiHa KoHTponb, Bunyck YkpaiHa/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a He UA/12890/01/01
po34MHy Ans «PAPMACE cepii: HimeuunHa Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom nionse
iHdysin, 500 mr/mn; I» TOB cepTudikar BiaNoBIAHOCTI EBpONENChKIN ae
no 10 mn B amnyni; "®APMACEST", apmakonei/MmoHorpadii. 3miHW, noB'A3aHi 3
no 10 amnyn y navui YkpaiHa HeobXiaHICTI0 NpMBeAeHHs Y BiANOBIAHICTb A0
3 KapTOHY BTopuHHa moHorpadii APY abo €sponelickkoi dpapmakonei, abo
ynakoBka, iHLWOI HaLioHanbHOT dhapmakonei aepxasu €C (3miHa
KOHTpOIb: y cneuudikauisix, noB's3aHa 3i amiHamu B ®Y, abo
XONOMNAK €Bponevicbkin dapmakonei, abo iHLWin HauioHamnbHin

depnaKkyHrcTexHik
MM6X, HimeuunHa
BupobHuuTBO
Hepo3adhacoBaHoI
npoaykuii,
nepBUHHA Ta
BTOPWHHA
ynakoBka,
KOHTPO~b:
XONOMNAK

dapmakonei aepxasu €C) npuBeaeHHs cneuudikauii
[OOMOMDKHOT peqoBUHM Boda Ans iH'ekuin “in bulk” y
BignoBigHicTb fo Bumor EP “Water for injections in
bulk” 04/2017:0169.3minu | TNy - 3miHK WwWono
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy (iHwi
3MiHW) 3MiHM BHECEHO [0 iHCTPYKLIi ANs MeAUYHOro
3acTocyBaHHs nikapcbkoro 3acoby y po3ain "MobiyHi
peakuii" Loao BaXNMBOCTI 3BiTYBaHHS NPO NOGiYHi
peakuii. BBeaeHHs 3MiH npoTsirom 6-tu micauiB nicns
3aTBepAKeHHs. 3miHu | Tuny - 3miHK 3 akocTi. [oToBMN




44
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

depnakyHrcTexHik
'ME6X, HimeyumHa

nikapcbkuii 3aci6. 3MiHM y BUpOBGHULTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOMIO SIKOCTi FOTOBOTO Nikapcbkoro 3acoby (3amiHa
abo gopaBaHHSA BUPOGHMKa, LUO Bignosigae 3a
BBe3eHHs1 Ta/abo Bunyck cepii) - Bkroyatoum
KOHTPOMb/BUNpobyBaHHs cepii. 3MiHa
MicLle3HaxXomKeHHS BUPOOHMYOT ainbHuui TOB
"®APMACEIN", wo Bignosigae 3a KOHTPONb, BAMNYCK
cepii. 3MiHM BHECEHO A0 IHCTPYKLIT AN MeguyHoro
3aCcTOCyBaHHsI NikapcbKoro 3acoby B po3Ain
"MicuesHaxoaeHHs BUpobHMKa Ta agpeca micus
NPOBAMPKEHHA MOro QiAnNbHOCTI", AK HAacnigok -
BiANOBIAHI 3MiHW Y TEKCTi MapKyBaHHS yNakoBKU
nikapcbkoro 3acoby. BeeaeHHs 3MiH npoTsarom 6-tu
MicsiLiB nicnsi 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK
wopo 6e3nekun/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHWwi 3MiHK). OHOBMEHHS TEKCTY MapKyBaHHSA
nikapcbkoro 3acoby, a came BUIy4eHO BUKNaOEHHS
TEKCTY POCICbKOK MOBOHO Ta 3a3Ha4eHOo NoroTun
3asiBHUKa/BMPOOHWKa. BBeaeHHst 3MiH mpoTarom 6-Tu
MicsuiB nicns saatBepakeHHs. 3MiHu | Tuny -
ApOMiHicTpaTUBHI 3MiHW. BunyyeHHs BUpOGHNYOIT
OinbHUUi (BkMoYaroum ginbHuui anst A®I, npomixxHoro
npoaykTy abo rotToBoro nikapcekoro 3acoby, ginbHuLi
NS NPOBEAEHHSI MaKyBaHHS, BUPOOHMKa,
BignoBigansHOro 3a BUNycK cepil, Micue NpoBefeHHs
KOHTporto cepii) abo noctayanbHUKa BUXigHOIO
marepiany, peareHTy abo JONOMiIXXHOT pe4oBUHU
(SKLLO 3a3HaY4YeHO y [OChE) BUIYHEHHS PYHKLT
BUNYCKy cepii Anst BupobHuyoi ginbHuui XONOMAK
®epnakyHrcTexHik TM6X BaHxodwtpace 20, 73453
ABTCIrMIOHA-YHTEPrpbOoHiHreH, HimeyumHa. 3miHn
BHECEHO [0 iHCTPYKUiT ANs MeANYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby B po3ain "Micue3HaxomKeHHs
BMpOBHVKa Ta agpeca Micus NpoBagXKeHHSs oro
LisinbHOCTI", K HACMiAoK - BiAMOBIAHI 3MiHWN y TEKCTi
MapKyBaHHS! yNakoBKU MikapcbKoro 3acoby.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEpPKEHHS!

71.

FEPUENTUH
®

niodpinizat ans
KOHLEHTpaTy Ans
PO34MHy Ans
iHdy3in no 440 wr;
niocpinizat ans
KOHLeHTpaTy Ans
PO34MHy Ans
iHdy3in y donakoHi,
pasom 3 20 mn
PO34MHHYMKa
(PO3YMHHUK:
GakTepiocTaTuyHa

TOB «Pouu
YkpaiHa»

YkpaiHa

Bupo6HuuTBO
Hepo3dhacoBaHoi
npoaykuii,
nepBuHHe
nakyBaHHs,
BUNpPOBYyBaHHs
KOHTPOIO SIKOCTi
(TinbKn
CTepUIbHICTb Ta
MeXaHiyHi
BKITIOYEHHS):
[keHeHTek IHK.,

CLUA/
LLisenuapis

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu |
Tmny - 3MiHK 3 gxkocTi. A®l. BupobHuuTBO. 3MiHM
BMNpobyBaHb abo JoNyCTUMUX MEX Y NpoLeci
BMpOGHMUTBa AQDI, Lo BCTAHOBNEHI Y crnieumdikaLisx
(mopaBaHHs abo 3amiHa BUNpobyBaHHSA 3a
pe3ynbTaTaMmu gocnigkeHb 3 6e3nekun abo sKocTi)
AoAaBaHHA HOBOrO MeToAy BUNpoOyBaHHSA B NpoLeci
BMPOBHMLTBA Ait040I pe4oBUHM TpacTy3dymaby - MNJ1P
Leptospira, ons 060x BUpOBHUKIB Ait040i peHOBUHM -
Genentec, Inc. (Vacaville) USA ta Roche Singapore
Technical Operations Pte. Ltd., Singapore. BBegeHHs
3MiH NpOTSArom 6-TW MiCSILIB NiCNsi 3aTBEPAXKEHHS.

3a
peuenmom

UA/13007/01/02
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
BoAda Ans iH’ekuin 20 CLUA; 3MmiHun | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb ADI.
M1, WO MICTUTb [xeHeHTekK IHK., 3miHa y napameTpax cneuudikauin ta/abo
1,1% 6eH3unosoro CLUA; [OMYCTUMUX MEX, BUBHAYEHUX y crneundikaLisix Ha
CNMpTY Ta BoAy And BTopuHHe A®I, abo BUXiZHMIA/MPOMIDKHUIA NPOAYKT/peareHT, Wwo
iH’eKUIN) y dprakoHi B nakyBaHHs, BMKOPWUCTOBYIOTBCS Y Npoueci BupobHuutea Ad|
KapTOHHiIN kopooLi BUNpobyBaHHSA (OonoBHeHHS creumdikaLii HOBUM NOKA3HWMKOM SIKOCTi
KOHTPOIHO SIKOCTI, Ta BignoBiAHMM METOAOM BUNPOBYBaHHS) AOMNOBHEHHS
BUMNYCK cepil: cneumdikauii gito4oi pevoBuHM TpacTy3ymady
. XodhdpmaHH-I15 NOKa3HUKOM SIKOCTi - KOHTPOIb MikpOGionoriYyHoro
Pow N, HaBaHTaxeHHs (< 10 KYO/10 mn) gns o6ox
LLisenuapis; BMPOGHMKIB Aitoyoi pevoBnHu - Genentec, Inc.
PO34MHHUK: (Vacaville) USA ta Roche Singapore Technical
Bupo6bHuLTBO Operations Pte. Ltd., Singapore. BeegeHHsi 3amiH
Hepo3dacoBaHoi npoTarom 6-Tu micauiB nicns 3aTBepaXkeHHs 3MiHu |
npoayKuii, Tmny - 3MiHun 3 sikocTi. A®l. BUpobHULTBO. 3MiHK
nepBuHHe BMNpobyBaHb abo AONYCTUMMX MEX Y NPOoLeCi
nakyBaHHs, BMpOGHMLUTBa ADI, Lo BCTAHOBIEHI Y crieumdikaLisax
BTOPUHHE (mogaBaHHs HOBOro BUNPOBYBaHHS Ta A0MNYCTUMMX
nakyBaHHs1, MeX) AoAaBaHHs anbTepHaTMBHOIO MeToay Ans
BUNPOOyBaHHSA BU3HAYEHHS KOHLEeHTpaLii Oinka TpacTtyaymaby
KOHTPOIIO SIKOCTI, (SoloVPE) B npoueci KOHTporto BUPOGHUYOro npoLecy
BUMYCK Cepil: ans 06ox BUpoOHMKIB Aitoyoi pevoBuHM - Genentec,
. XodpdpmaHH-T14 Inc. (Vacaville) USA Tta Roche Singapore Technical
Pow NTa, Operations Pte. Ltd., Singapore. BBegeHHs 3miH
LLisenuapis npoTarom 6-Tu MicsuiB nicns 3aTBepaAXeHHs. 3MiHu |

TMny - AgMiHICTpaTUBHI 3MiHW. BunyyeHHsi BUpobHu4oi
OinbHULI (BKNtoYaroum ainbHuui anst ADI, npomixxHoro
npoaykTy abo roToBoro nikapcekoro 3acoby, ginbHWLi
ANs NPOBeAEHHs MaKyBaHHSA, BUPOBHMKa,
BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBefeHHs
KOHTporto cepii) abo noctayanbHUKa BUXigHOIO
MaTepiany, peareHTy abo JOMOMDKHOI pEYOBUHM
(SIKLLO 3a3HaYeHO Y [OChE) BUIyYEHHS] BUPOGHMKA -
. XodbdmaHH-I1sa Pow J1T4, MpeHsaxepwtpacce 124,
4070 Basens, LWBenuapis, BignosigansHoro 3a
BUNpPobyBaHHSA KOHTponto sKocTi J13.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEepAKEHHS. 3MiHK | Tuny - 3miHK 3 skocTi. ADI.
BupobHuutBo. 3MiHM BUNpobyBaHb abo AonyCcTUMMX
Mex y npoueci BupobHuutea A®l, o BCcTaHOBMEHI Y
cneuudikayiax (iHLWi 3MiHW) Y3rooKeHHs
BUNPobyBaHHsA MikomnasMu 3a JOMOMOror
BUKopucTaHHsA meToauku MNP gnsa mikonnasmu,
BKITOYaK0UM AOAATKOBUIA MO3UTUBHUI KOHTPOIb
(>kvBWIA KOHTPOIb 3 AoAaBaHHsAM M. orale) ans girovoi
peyYoBMHM TpacTy3ymabdy Anst 060x BUPOGHMKIB Aitoyoi
peyoBuHYM - Genentec, Inc. (Vacaville) USA Tta Roche
Singapore Technical Operations Pte. Ltd., Singapore.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEepAKEHHS. 3MiHN | Tuny - 3miHK 3 skocTi. ADI.
Bupo6HMLTBO. 3MiHM BUNpobyBaHb abo JonyCTUMMUX
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

MeX y npoueci BupobHuutea AdI, Lo BCTaHOBNEH Y
cneumdikauisx (iHLWi 3MiHW) HE3HaYHI 3MiHM LLLOAO
onucy KynbTUBYBaHHS KMITUH Ta 360py KNiTUH, onucy
NpOoLEeCy OUYULLEHHS Ta MoaundikaLii, KOHTPOIo
KPUTUYHKX CTagdin Ans TpacTydymaby Ta npomixkHOro
NPOAYKTY TpacTy3ymMaby 3 METO0 y3rogXXeHHsi onucy
npouecy BUpobHMLTBA Ta AOMYCTUMUX MEX Ha
BMpobHWYiN ainaHui Genentec, Inc. (Vacaville), USA
(3.2.8.2.2) Ta (3.2.5.2.4) 3 ycima iHWNMK
3apeeCTPOBaHMMM BUPOBHNYUMU AiNsTHKaMW;
OHOBMEHHSA 3 METOI0 BKITIOYEHHS MeX BUNpobyBaHb B
npoueci BMpobHuuUTBa Ans bakTepiansHoro
eHaoTokeuHy, pH Ta nonicop6aty 20 ana 6ydepHux
PO3YMHIB ANS OCTATOYHOrO OYMLLIEHHS Y MPOLEC
BUPOBHMLTBA filo40i pevyoBMHN TpacTy3yMaby Ta
NMPOMDKHOrO NPOAYKTY TpacTydymaby Ans 06ox
BMPOBHMKIB Ajtoyoi pevosuHu - Genentec,
Inc(Vacaville), USA Ta Roche Singapore Technical
Operations Pte. Ltd., Singapore, 6e3 3miH y
BanigoBaHOMy MpoLeci Ta NpurotyBaHHi 6ydepHoro
po34mHy. BBeaeHHs 3aMiH NpoTarom 6-Tu micauis nicna
3aTBepMKeHHs. 3MiHK | Tuny - 3miHn 3 skocTi. ADI.
BupobHuuTteo. 3MiHn BUNpobyBaHb abo 4onyCcTMmx
Mex y npoueci BupobHuutea A®l, o BCTaHOBMEHI y
cneuudikayisx (iHLWi 3MiHW) HE3HaYHi 3MiHU B OMNKCI
KyNbTUBYBaHHS KNiTUH Ta 360py KNiTWH, @ TakoX Y
KOHTPOMi KPUTUYHUX CTaAin Ans TpacTyaymaby Ta
NPOMIXHOrO NPOAYKTY TpacTydymaby 3 MeToto
Y3rO[PKEHHS ONWCY NpoLecy BUPOOHMLTBA Ta MEX Ha
BUPOGHWUI ginsHui Roche Singapore Technical
Operations Pte. Ltd., Singapore 3 ycima iHwW1MKn
3apeecTpoBaHNMK BUPOBHMYMMU AinsiHKaMK.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3 sikocTi. MoToBMI
nikapcbkuii 3aci6. KOHTpornb roToBOro nikapcbkoro
3aco0y (iHLwWi 3MiHW)
3MiHM y cneuudpikauii Ans roToBoro NpoaykTy, a came:
a) BKIMIOYEHHS [0AaTKOBOI 3HaYYyLLOi Lndpu Ans
nokasHuka «Bmict Bogn»; 6) pogaBaHHsA meToay
BUNPODYBaHHS AN BU3HAYEHHS BMICTy BOAM Ha
OCHOBiI METOAMKN BUMPOMIHIOBAHHS1 BIIMXKHBOTO
iHdppayepBoHoro crnekTpansHoro gianasoHy (NIR) sk
anbTepHaTUBHOro Mmetoady Ao metoay Kapna ®iwepa
npu BUNYCKy; B) AoAaBaHHA BMICTy Binka metogom
Y®-cnekTpockonii (rpaBiMeTpuyHNMIA) Sk
anbTepHaTUBHUIA MeToA A0 06'EMHOr0 NPUroTYBaHHS
ONs AiNsSHOK roTOBOro nNpoaykTy. Lle meTon Bxe
BMpoBafXeHW Ans BunpobyBaHHs Aito4oi pevyoBUHM
npu Bunycky. r) BuganeHHs 3 Cneuudikauii rotoBoro
npoaykTy iHopMaLjii LLoJo onncy KOHTENHepy, Lo
06ymMOoBneHo TUM, Lo 3rigHo pekomeHaadii ICH Q6B
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
[aHa iHpopmaUiga 3a3HayvaeTbCa B po3aini
peecTpauiiHoro gocke P.7 i He noTpebye aetanisauii
B Cneuudpikauii rotoBoro npogykty. Takox gaHa 3amiHa

nornomoxe BUpiBHATYU CrneumdikaLlito roToBoro
npoayKTy 3apeecTpoBaHy B YKpaiHi 3 Cneumdikauieto
roTOBOrO NPOAYKTY 3apeecTpoBaHy B iHLIMX KpaiHax
CBIiTY, TaK sk YKpaiHa eanHa kpaiHa ge onuc
KOHTeNHepy Bko4eHo B CneuyndikaLlito roToBoro
NpoAyKTy Ha AaHUA MOMEHT; I') BuAaneHHs onvcy
BiAHOBNEHOro PO34mnHY, TaK SK AaHa iHopmauia
aybnioe iHdopmaLiio, LWo 3a3HayveHa B «Konboposa
wkana €sp. Papm». Takox pesynbTaT KOMipHOT raMu
BignoeigHo Ph.Eur, noBHicTto Bignosigae
BCTaHOBMEHVMM BUMOram i € 6inbLu 06'eKTMBHO
BEJIMYMHOLO; ) NPUBEAEHHS NPUMITOK B Cneumdikauii
roTOBOro NPOAYKTY Y BiAMNOBIQHICTb 40 OpUriHanbHOro
[OKYMEHTY peecTpauiiHoro JOCkbe, a caMe po3ainy
P.5.1 [laHa 3MiHa TakoX CTOCYETbCA 3aTBEPMAKEHNX
MeTogaiB KOHTPOMO AKOCTI Ta NPU3BOAUTL A0
BHECEHHS 3MiH 0 MeToziB KOHTPOSO AKOCTI.
3anponoHoBaHa 3MiHa He YWHUTb HECMPUSATIINBOIO
BMSIMBY Ha SIKICTb, 6e3neYHicTb Ta e(peKTUBHICTb
rotosoro nikapcbkoro 3acoby MEPLIEMTUH®,
niodpinizaTt AN KOHUEHTPATY ANA PO34nHY ANs iHDY3in
no 440 mr y dnakoHi Ne 1 y KoMnneKTi 3 pO34MHHUKOM
no 20 mn y dnakoHi Ne 1. BBeaeHHs 3amiH npotsarom 6-
TV MicsiB nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3miHK
3 gKkocTi. FoToBUIA nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo [ONYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHK) 3MiHM 4O NPOTOKONYy
nicnspeecTpauinHoro BUBYEHHS Ansi FOTOBOrO
NPOAYKTY Ta y cneuudikauii npyu BUNYycKy ANs roTOBOro
npoaykTy, a came: a) lonoBHeHHst MeTogom CE SDS
NGS y HeBigHOBMIOBaNbHUX YMOBaX MOKa3HMKa
«YucToTa» 3 KpUTEPIAMU NPUAHSATHOCTI A1 OCHOBHOTO
nika Ta Cymu nonepefHix nikis 3amiHu. Lis 3amiHa
meToay npu cTtabinbHOCTI NNaHyeTbes ANs
BiJKNafeHoro BNpoBaXeHHs; 6) 3BY)XeHHSI KpUTepiiB
NPUAHSITHOCTI NPY BUMYCKY Ta CTabinbHOCTI Ansi
HEBUOUMUX YACTOK; B) 3MiHa NOKa3HUKIB
«MNpo3sopicTb/onanecueHTHICTb» Ta «Konip
BiHOBIEHOrO PO34KHY», O 06YMOBMNEHO
NPVBEAEHHSIM JAHMX NOKa3HWKIB Y BiANOBIAHICTb 40
NOKPAaLLEHOro Ta 00’ EKTUBHILLIOTO METOAY TECTYBaHHS
BignoBigHo oo €sp. ®apm., BiANOBIAHO A0 CBITOBMX
npakTvk Ansa [epuenTuHy, 3By)XeHHS KpuTepiis
NPUAHSTHOCTI AN noka3Huka pH, wo 6a3yeTbcs Ha
icTopii BUpOGHMLITBA Ta 3BYXXEHHSI KpUTEpIiB
NPUAHSATHOCTI ANS NOKasHWKa YncTtoTn metogom SE
HPLC (moHOoMep) Ha OCHOBI icTOpii BUpoBHULTBA Ta
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

BKITIOMEHHS OAATKOBOro AECATKOBOrO 3HaKy Ans
KpaLLoro BiJobpaxeHHs MOXIIMBOCTEN MeTOoAY; )
3BY)XXEHHS KPUTEPIiB NPUAHATHOCTI ANs NoKasHuKa

yuctotn metogom IE-HPLC ans nika 3 Ta nika 4, wo
6a3yeTbcs Ha icTopii BUpOOGHULTBA Ta NpUBEAEHHI
cneuumdikaLii roToBoro nikapcbkoro 3acoby y
BigNoBIgHICTb 40 cneumdikaLii 3aTBepa)KeHOT B
LLisenuapii 3 meTolo rapMoHisadii indpopmallii, a Takox
BKITIOMEHHS 1OAATKOBOro AECATKOBOro 3HaKy Ans
KpaLLoro BifobpaxeHHs1 MOXMBOCTEN MeToay; I')
3amiHa MeToay CTEpPUNbHOCTi METOLOM BUTOKY renito
abo BMTOKYy GapBHMKa (anbTepHaTUBHWIA), 4O4AHOTO
Ons 3abeaneyeHHst LinicHocTi repmeTumaadii
KOHTerHepa npu cTabinbHOCTI; 4) BUOANEHHS
BMNpoOyBaHHS BMICTY BOAWU, OCMONSNbHOCTI Ta
BakTepianbHNX eHOO0TOKCKHIB Npu cTabinbHocTi; [aHa
3MiHa TaKoX CTOCYeTbCs 3aTBepaXeHnx Metogis
KOHTPOIO SIKOCTi Ta NPU3BOAUTL A0 BHECEHHS 3MiH 0
MeTogiB KOHTPOMO AKOCTi. 3anponoHoBaHa 3MiHa He
YMHWUTb HECTIPUSITIIMBOTO BMIIMBY Ha SKICTb,
6e3neyHicTb Ta edPEeKTUBHICTL FOTOBOTO fikapCbKOoro
3acoby NEPLIEMNTUH®, niodinisat ons KoHueHTpaty
ANs po3yunHy Ans iHdysin no 440 mr y cdornakoHi Ne 1y
KOMMNEKTi 3 pO34MHHMKOM no 20 mn y conakoHi Ne 1.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBepAKEHHs. 3MiHu | Tuny - 3miHK 3 akocTi. FoToBMIN
nikapcbkuii 3aci6. KoHTporb roToBoro nikapcbkoro
3acoby. 3miHa y meTogax BunpobyBaHHS rOTOBOro
nikapcbkoro 3acoby (iHLwwi 3aMiHu y meToAax
BMNpobyBaHb (BKIOYakoum 3amMiHy abo JONOBHEHHS))
3MiHM [0 CTaH4APTHOrO 3pa3ska roToBOro NiKapCbKoro
3acoby, a came: a) NpUroTyBaHHS Ta kBanidikauis
HOBOrO NMEePBUHHOIO CTaHAAPTHOro 3paska; b)
nonpaeka 115t 3apeeCcTPOBaHOI0 3HAYEHHST aKTUBHOCTI
ONst BTOPUHHOIO KOHTPOMbHOro 3pa3ka. BeeaeHHs
3MiH NPOTArom 6-TW MICSILB MiCNs 3aTBEPKEHHS.
3miHu | TNy - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby. 3miHa
y MeToaax BMNpobyBaHHSA roTOBOrO MikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPKEHUX MeToAax
BUNPOOYBaHHS) He3HaYHi 3MiHW y 3aTBEPKEHNX

MeTofax BMNpobyBaHHSA Nikapcbkoro 3acoby, a came: -
OHOBIIEHHS1 ONUCY MeToay BUNPOoGyBaHHS

ineHTUdikauii TpacTyaymaby; - OHOBNEHHS Onucy
meToay BUNpobyBaHHS YNCTOTU METOLOM

ekckno3nsHoi BEPX; - oHoBneHHs onvcy metoay
BUNpobyBaHHA YnctoTn metogom |IO-BEPX; -

OHOBIEHHS OMUCY MeTOAY BUMPOOyBaHHS aKTUBHOCTI;

- OHOBMEHHS ONUCy MeToay BUNPOBYBaHHS BUOUMUX

yacTok. BBeaeHHs 3miH npoTsArom 6-Tv MicsLiB nicnst

3aTBepaKeHHA
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n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
3MiHu | TMNy - AgMiHicTpaTUBHI 3MiHW. BunyyeHHs

BMPOGHMYOI AinbHULI (BKMoYaoum ginbHuui ans Adl,
NPOMIKHOrO NPOAYKTY abo roToBOro MikapCbkoro
3acoby, AinbHULI A4NS NPOBeAeHHA NaKyBaHHS,
BMPOOHWKa, BiANOBIAaNbLHOrO 3a BUMYCK cepilt, Micue
NPOBEAEHHS KOHTPOIO cepii) abo nocTtavanbHuKa
BUXiQHOrO MaTepiany, peareHTy abo ONOMiXKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y AOCLE) BUINYHYEHHS
BUPOGHMYOT AinbHULi [PkeHeHTek IHK., 1000 Hbto
XopawseHc Bewn, Bakasinn, CA 95688, CLUA 3
BUNpobyBaHHsA koHTponto AkocTi 13 (Tinbkn
CTEPUIbHICTb Ta MeXaHiyHi BKIoYeHHs). BBeaeHHsi
3MiH NPOTAroM 6-Tn MICALIB NiCNs 3aTBEPOXKEHHS.
3miHu Il Tuny - 3milm 3 axkocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikadi Ta/abo
[ONyCTUMMX MEX, BU3HAYEHUX Y cneumaikauisax Ha
A, abo BMXiGHWA/NPOMDKHUIA NPOAYKT/peareHT, LWo
BUKOPUCTOBYIOTLCS Y Npoueci BupobHuutea ADI (iHwwi
3MiHW) JoAaBaHHA A4OAATKOBOro napameTpy y
cneuudikauito Ana adyKo3nnbOBaHUX rMiKaHIB 3
BiANOBIAHMM METOAOM KOHTPOIIO MPY BUMYCKY -
rigpocbinbHa B3aeMogis 2-amiHo6eH3amigy, MeTogom
yNbTPaBNCOKOEEKTUBHOI PiAVHHOI XxpomaTropadii (2-
AB HILIC-YBEPX) y gitouiii pe4oBuHM TpacTydymaby
npu BUNYcKy Anst 060X BUPOOHWKIB it040i pe4OoBUHM -
Genentec, Inc. (Vacaville) USA ta Roche Singapore
Technical Operations Pte. Ltd., Singapore. BBegeHHs
3MiH NPOTSArom 6-Tu MiCAILiB NiCNs 3aTBEPOKEHHS.
3Minn |l Tuny - 3miHn 3 skocTi. A®IL. BupobHuuTtso.
3MmiHu BUNpobyBaHb abo AoNyCTUMKX MeX Y Npoueci
BMpOo6HMUTBa ADI, Lo BCTAHOBNEHI Y crnieumdikaLisx
(iHLWi 3MiHK)
3MiHa JOMYyCTUMUX MEX, LLIO 3aCTOCOBYOTLCS Y
KOHTpOri B NpoLieci BUPOGHMLTBA Ait040i pevoBUHU
TpacTydymaby Ta NpOMIKHOrO NMPOAYKTY TpacTy3ymabdy
ansa 06ox BUpOOHMKIB Aitoyoi peyoBuHM - Genentec,
Inc. (Vacaville) USA Tta Roche Singapore Technical
Operations Pte. Ltd., Singapore. BBegeHHs 3MiH
NpoTArom 6-Tu MicsiLiB Micnsi 3aTBepaKeHHS. 3MiHu |l
Tmny - 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneundikai Ta/abo JonyCcTUMUX MeX,
BM3Ha4eHuX y cneuudikauisx Ha AdI, abo
BUXiAHWA/NPOMiXHUI NpoayKT/peareHT, Lo
BMKOPVCTOBYIOTBCS Y npoLieci BUpobHuutea A®I (iHwwi
3MiHM) 3MiHM Y MapameTpax crneuundikaLin Ta
gonyctummnx mex Ha A®| npu Bunycky, LWo
BVIKOPVICTOBYIOTBCS Y npoLeci BupobHuutea A®I
TpacTy3ymaby Ta MPOMDKHOIO NPOAYKTY
TpacTy3dymaby, a Takox 3MiHM crneuudikauin
npomixHoro npoaykty A®| Tpactysymaby 3a

NPOTOKONOM cTabinbHOCTI. BBEAEHHSI 3MiH NPOTArOM
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3acoby ynakoeka) Hs* noceid4yeHHs1
6-TV MicaUiB nicns 3aTBepPOKEHHS
72. | TMEHCNPEN crnpev HasanbHUi, O-p Pepni'c IHgis "meHmapk IHgis BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHn | 3a - UA/14550/01/02
[030BaHUi, JTabopaTopi dapmacbioTukana TMny - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom
cycnenasis, 50 c NTa. Iira. hapmakoHarnsgy. 3miHa yactoTu Ta/abo TepmiHiB
Mkr/go3y no 60 abo nofaHHsi perynsipHo OHOBMIOBaHMWX 3BITiB 3 6e3neku
120 po3y nikapcbkux 3acobis. 3MiHa 4acToTn Ta TEPMiHY
nonieTuneHoBomy nofaHHsi perynsipHo OHOBIHOBAHOIO 3BiTYy 3 Ge3neku
dnakoHi; no 1 nikapcbkoro 3acoby: [litoua pegakuis: Yactora
cdnakoHy 3 nogaHHs PO3b — 5 pokis KiHueBa gata ans
003Y4YMM HaCOCOM- BKMOYeHHst aaHux ao PO3b — 22.05.2022p.; NaTta
posnunoBayem, nopaHHs — 20.08.2022p. NponoHoBaHa pedakuis:
3aKpUTUM YacToTta nogaHHsa PO3b6 — 3 poku; KiHueBa gata ons
KOBMa4ykom, y BKMoYeHHs aaHux go PO3b — 22.05.2023 p.; daTta
KapTOHHiIN kopobui nopaHHs — 20.08.2023 p. PekomeHpgoBaHo Ao
3aTBEpAKEHHSA BIAMNOBIAHO 00 NEPIOANYHOCTI NoAAHHS
perynsipHoO OHOBMOBaHMWX 3BiTiB 3 6e3neku nikapcbkux
3acobiB y €BponericbkoMy Cotosi.
73. | FTNMIOKO3A- pPO34MH ans iHdysin, | ToBapucTBO YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | 3a He UA/6284/01/01
HOBO®APM 50 mr/mn; no 200 mn 3 obmexeHoto TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom nionse
abo 250 mn, abo obmexeHo BiAnoBiganbHICTO Ta/abo agpecy Micus NPOBaKEHHST OiANbHOCTI ae
400 mn, abo 500 mn Bignosiganb cbipma BUPOGHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
y nnswkax; no 250 HicTio chipma "Hosodapm- BKII0NAK04M AinbHULI BUNYCKY cepii abo micue
mn abo 500 mny "Hosodapm- BiocnHTes" NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy
naketax BiocuHTtes" BigMNoBigae BUPOOHMK/iMNOpTEp, BKNOYAKUN BUNYCK
cepin) 3miHa agpecu BMpoOHuka ToBapmcTBO 3
obmexeHoto BignosiaanbHicTio ipma "Hosodapm-
BiocnHTes": 3MiHM BHECEHO B iHCTPYKLi0 Ans
MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain "Micue3HaxoaxeHHst BAPOOHMKa Ta agpeca
MicUsi NpoBaKeHHS NOro JisinbHOCTI" 3 BiANOBIAHUMN
3MiHaMm B TEKCTi MapKyBaHHS ynakoBOK. TepMiH
BBEOEHHS 3MiH - NPOTArom 6 MicsiyiB nicns
3aTBEPOKEHHS.
74. | TNMIOKO3A- po3uuH Ang iHdysin, | ToBapucTeo YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a - UA/6284/01/01
HOBO®APM 50 mr/mn, no 200 mn 3 obmexeHo TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
abo 250 mn, abo obmexeHo BiANoOBiganbHICTIO dapmakoHarnsgy. BeegerHs abo 3miHn o
400 mn, abo 500 mn Bignosigans dipma y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
y nnswkax; no 250 HicTIo chipma "HoBodapm- (BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTeEMY
mn a6o 500 mny "HoBodapm- BiocuHTes" dapmakoHarnsigy, 3MiHa ynoBHOBaxeHOoi ocobu,
naketax BiocnHTe3" BignoBiganbHoI 3a 34iCHEHHS hapMakoHarnsay;

KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
34icHeHHs hbapmakoHarnsagy B YKpaiHi, KO BoHa
BigMiHHa Big yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3[iNCHeHHA dhapmakoHarnsgy (BKrovaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
davina cuctemu hapmakoHarnsgy) 3miHa KOHTaKTHUX
[aHUX YyNOBHOBaXEHOT 0CO0M 3asBHWMKA,
BignoBiganbHoi 3a hapmakoHarnsg. 3MiHa
MicLie3Hax0oMKeHHS MacTep-canna cuctemm
cbapmakoHarnsgy Ta noro Homepa. 3MiHa micus
34iCHEeHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
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3acoby ynakoeka) Hs* noceid4yeHHs1
75. | OANAUUH Kpem BariHanbHui 2 Mdparizep CWA dapmadis i CLWA BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a - UA/1903/03/01
MIXBOBUN %; no 20 r y Ty6i; no IHK. AngxoH Komnari Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
KPEM 1 1y6i pasom 3 3 Jinc capmakoHarnsigy. BeegeHHs abo 3amiHv oo
annikatopamu B y3aranbHeHVX AaHnX Npo cucTeMy dbapmakoHarnsgy
KapTOHHiN kopobui (BBEAEHHS y3aranbHEHVX AaHWX NPo cUCTeMy
chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BignoBiganeHoi 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnaay 3asiBHuKa Ans
34iicHeHHs hapmakoHarnsgy B YkpaiHi, KO BoHa
BigMiHHa Big yNOBHOBa)XeHOI 0cobW, BignosigansHoi
3a 3[iMCHeHHA dhapmakoHarnsgy (BKnoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemu hapmakoHarnsay) 3miHm go
y3aranbHeHUxX AaHux Npo cuctemy chapmakoHarnsgy
3asiBHUKA.
76. | OANTALUMH L kancynu no 300 wmr; Mdpaiizep CWA dapeBa AMbGyas ®paHuin BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3miHu | 3a - UA/1903/02/02
no 8 kancyny IHK. TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
6nictepi; no 2 Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpaLiniHoro
Gnictepu B noceigyeHHs) - 3MiHa agpecu 3asiBHUKa
KapTOHHiIN kopobui
77. | OANTAUMH L} kancynu no 150 mr; Mdparizep CWA dapeBa AMbGyas ®paHuin BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3MiHu | 3a - UA/1903/02/01
no 8 kancyny IHK. TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
6nictepi; no 2 Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiniHoro
Gnictepu B noceigyeHHs1) - 3MiHa agpecu 3asiBHUKa
KapTOHHiIN kopobui
78. | DANALUWH L kancynu no 150 wmr; Mdbanszep CLUA dapea Ambya3s ®paHuis BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a - UA/1903/02/01
no 8 kancyny IHK. Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nicTepi; no 2 dapmakoHarnsagy. BeegerHs abo 3aminn o
onictepu B y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
KapTOHHiIl kopobui (BBEOEHHS y3aranbHEHVX AaHWUX Npo CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3[iCHeHHs dhapmakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
davina cuctemu hapmakoHarnsgy) 3miHm go
y3ararnbHeHVX AaHuX Npo cuctemMy dapmakoHarnsgy
3asBHUKA.
79. | OANTAUMH L kancynu no 300 wmr; Mdparizep CWA PapeBa Ambya3s ®paHuia BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3MiHu | 3a - UA/1903/02/02
no 8 kancyny IHK. Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom

6nictepi; no 2
Gnictepu B
KapTOHHIl kopobui

cbapmakoHarnsigy. BeegeHHs abo 3amiHv oo
y3aranbHeHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEOEHHS y3aranbHEHWX AaHWUX NPo CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
3AiicHeHHsA hbapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BigMiHHa Bi yNOBHOBaXeHOIT 0cobu, BignosigansHoi
3a 3[ilcHeHHs1 hbapmakoHarnsgy (Bknoyarum
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
anna cuctemu apmakoHarnagy) 3miHm oo
y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
3asiBHUKA.
80. | AANALMH U pO34MH Ans iH'ekuin, Mdpanzep CLWA Mdpansep Benbrisa BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3miHu | 3a - UA/10372/01/01
POCDAT 150 mr/mn; no 2 mn IHK. MeHtodekdypuHr TMNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom
abono4 mne Benbria HB apmakoHarnagy. BeegeHHsi abo 3amiHm oo
amnyni; no 1 amnyni y3aranbHeHVX AaHuxX Npo cuctemy dapmakoHarnsgy
y bnicTtepi; no 1 (BBEOEHHS y3aranbHeHVX AaHWX Npo cUcTeMy
6nictepy B chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
KapTOHHiIN kopobuyj; BiANOBIAANbLHOI 3a 3AiNCHEHHS dbapMmakoHarnsay;
no 2 mn a6o no 4 mn KOHTaKTHOI 0CO0M 3 (hapMakoHarnsigy 3asiBHuKa Ansi
B amnyni B 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BoOHa
KapTOHHiIN kopobLi BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 34ificHeHHs1 hapmakoHarnsgy (Bkroyarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
danna cuctemu papmakoHarnsgy) 3miHm oo
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
3asiBHUKA.
81. | AEKPICTON® | kpanni opanbHi, TOB "MIBE YkpaiHa Mibe MmM6X HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a - UA/20117/01/01
KPAMMI po3umH 20000 YKPATHA" ApuHanmiTTenb Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosiaHocTI/lE- peuenmom
MO/mn; cepTudikaT BigNoBiAHOCTI €EBpONEnCchKin
no 10 Mn po3uunHy y dapmakonei/moHorpadii. NMogaHHA HoBoro abo
dnakoHi- OHOBIEHOro cepTudgikata BignosigHocTi abo
KpanenbHuLi 3 BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKin
KPULLIKOIO, LLIO dapmackonei: ana A®l; ona BUXigHOro
3arBUHYyeTbCS; no 1 maTepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
nakoHy y nayui BMKOPWCTOBYIOTECS Y BUPOOHMLTBI APIl; ang
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkinn hapmakonei) - HoBui ceptudikaT Big
HOBOrO BMpOOHMKa (3amiHa abo ONOBHEHHS)
popaHHs HoBoro CEP Ne R1-CEP 2016-266-Rev 00
ans gitoyoi pevosuHu Cholecalciferol Big HoBoro
BMpob6HuKa Fermenta Biotech Limited, IHais
(BONOBHEHHS).
82. | OENO- cycneHsisi ansi Mdpanzep CLUIA Mdpanzep Benbris BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a - UA/10030/01/01
MEOPON iH'ekuin, 40 mr/mn; IHK. MeHtodekyypuHr My - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
no 1 mMn y donakoHi; Benbria HB dapmakoHarnsagy. BeegerHs abo 3aminn fo
no 1 conakoHy B y3ararnbHeHVX AaHuX Npo cuctemMy dapmakoHarnsgy
KapTOHHiIl kopobuyi (BBEOEHHS y3aranbHeHVX AaHWX Npo cUCTeMy
cbapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsagy 3asiBHvKa Ans
3AiicHeHHs bapmakoHarnsgy B YkpaiHi, K0 BoHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosiganbHoi
3a 3[iCHeHHs dhapmakoHarnsgy (BKrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
(haina cuctemu papmakoHarnsgy) 3miHu oo
y3aranbHeHVX AaHnX Npo cuctemy papmakoHarnsgy
3asiBHUKA
83. | OENO- cycneHsisa ans Mdpanzep CWA Mdgpansep Benbris BHECEHHS 3MiH 40 peecTpauinHmx matepianis: 3MiHu | 3a - UA/11244/01/01




53 [TponoBkeHHs qonaTKa 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
NMPOBEPA® iH’ekuin, 150 mr/mn; IHK. MeHtodbekdypuHr TMNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom
no 1 mMn cycneHsii y Benbria HB apmakoHarnagy. BeegeHHsi abo 3amiHm oo
dnakoHi abo y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
3anoBHeHOMY (BBEOEHHS y3aranbHeHVX AaHWX Npo cUcTeMy
wnpwui, no 1 bapmakoHarnsgy, 3MiHa ynoBHOBaXXeHoi ocobu,
hnakoHy abo 1 BignoBiganbHoI 3a 34iCHEHHS hapMakoHarnsay;
LUNpULY B KAPTOHHIM KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa onsi
KopobuLi 3AiNCHEHHSA hapmakoHarnsgy B YKpaiHi, AKLLO BOHA
BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
3a 34ilicHeHHs1 hapmakoHarnsgy (BKrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MiLLieHHi MacTep-
daiina cuctemu hapmakoHarnsay) 3miHm go
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
3asBHUKA.
84. | OUHACTAT niocpinizat ans Mdpaiizep CWA BTOPUHHE Benbrisi/ BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3MmiHu | 3a - UA/2525/01/01
PO34YMHY ANS iH'eKUin IHK. nakyBaHHS, BUMYCK CLIA/ TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom
no 40 wr; 5 cepii: ITanis Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiniHoro
c¢nakoHiB 3 Mdbansep noceigyeHHs1). 3miHa agpecu 3asiBHKKA.
nioginizatom y MeHodeKk1ypuHr
KOMMIEKTi 3 5 Benbria HB,
amMnynamm Benbria
PO3YMHHMKA NO 2 M BUPOBHMUTBO in
(HaTpito xnopwug, bulk, nepsuHHe
BOAa AN iH'eKkuin) y nakyBaHHs:
KapTOHHiI kopobui dapmadis i
AngxoH KomnaHi
Nnc, CWA
BUPOGHWKM ANsi
PO3YMHHMKA:
MOBHUI LMK
BMPOGHMLTBA Ta
BUMYCK:
Mdpanzep
MeHtoekyypuHr
Benbris HB,
Benbris
MOBHUI LMK
BMPOGHMLTBA Ta
BUMYCK:
AkTasic ITanis
C.n.A., lItania
85. OUHACTAT niodpinizat gns Mdparizep CLUIA BTOPUHHE Benebrisi/ BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3MiHn | 3a - UA/2286/01/02
PO34MHY AN iH'eKuin IHK. nakyBaHHsi, BUMYCK CLA My - AoMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs peuenmom
no 40 wr; 10 cepii: Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiniHoro
dnakoHiB 3 Mdpansep noceigyeHHs). 3miHa agpecu 3asiBHKKA.
niodpinizatom y MeHiodekyypuHr
KapTOHHiIl kopobuyi Benbria HB,
Benbris

BMPOGHMLTBO in
bulk, nepBuHHE
nakyBaHHS:
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
dapmadis i
AngxoH KomnaHi
JIIC, CLWA
86. | AUHACTAT nioginizat Ans Mdpansep CLUA BTOPUHHE Benebris/ BHECEHHS 3MiH A0 peecTpauiiHnx maTepianis: 3minu | 3a - UA/2286/01/02
PO34UHY ANs iH'eKLuin IHK. nakyBaHHs1, BUMYCK CLWA Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
no 40 wmr; 10 cepii: capmakoHarnsgy. BeegeHHs abo 3miHv oo
hbnakoHiB 3 Mdpanzep y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
nioginizatom y MeHtodek4ypuHr (BBEAEHHS y3aranbHEHVX AaHWX NPo cUCTeMy
KapTOHHiI kopooLi Benbria HB, chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
Benbris BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
BUPOBHMUTBO in KOHTaKTHOI 0cObM 3 hapMakoHarnsigy 3asiBHuUKa Ansi
bulk, nepsuHHe 30iNCHEHHs hapmakoHarnsaay B YKpaiHi, SKWwo BoHa
nakyBaHHS: BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
Papmauis i 3a 3[iMCHeHHA dhapmakoHarnagy (BKovaym
AngxoH KomnaHi KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
JINC, CWA daiina cuctemu hapmakoHarnsay) 3miHn go
y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
3asBHUKA.
87. | BUHACTAT nioginizat Ans Mdpansep CLUA BTOPUHHE Benebris/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a - UA/2525/01/01
PO34UHY ANS iH'eKuin IHK. nakyBaHHs1, BUMYCK CLUA/ Tuny - 3MiHK Wwopo H6esnekn/edeKTBHOCTI Ta peuernmom
no 40 mr; 5 cepii: ITania capmakoHarnsgy. BeegeHHs abo 3miHm oo
dnakoHiB 3 Mdpansep y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
nioginizatom y MeHtodekqypuHr (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy
KOMNNekTi 3 5 Benebria HB, dapmakoHarnsgy, 3aMiHa ynoBHOBaXeHoi ocobu,
amMnynamu Benebriga BiANOBIAANbLHOI 3a 3AiNCHEHHS dhapmakoHarnsay;
PO3YUHHKKE NO 2 M1 BMPOGHMLTBO in KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
(HaTpito xnopwuga, bulk, nepBuHHe 3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SKLWO BOHa
BOAa Ans iH'eKuin) y nakyBaHHS: BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
KapTOHHiIN kopooLi dapmadis i 3a 34ilCHeHHs1 hbapmakoHarnsgy (BKnoYaym
AnpxoH KomnaHi KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
Nnc, CWA danna cuctemu papmakoHarnagy) 3miHm oo
BUPOBHVKM ANs y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
PO3YMHHWKa: 3asBHUKA.
MOBHUI LMK
BMPOGHMLTBA Ta
BUMYyCK:
Mdpanzep
MeHodek4ypuHr
Benebria HB,
Benbris
NMOBHWI LMKN
BMPOGHMLTBA Ta
BUMYyCK:
AkTaBic ITanis
C.n.A., Itania
88. | AUNPOCHNAH | cycneHsis ans OpraHoH LLisenuapi [na amnyn: PpaHuis/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/9168/01/01
® iH'ekuin; mo 1 mn B CeHtpan lct A Bupo6Huik in bulk, Benbrisa TMny - 3MiHK 3 SKocTi. [0TOBMI Nikapcbkui 3acib. peuernmom
amnyni; no 5 amnyn MM6X nepBUHHE KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHK) -
B KapTOHHIN naKkyBaHHs: OHOBIEHHS BXe 3aTBEPAKEHVNX METOAIB KOHTPOO
kopobui; no 1 mn B CEHEKCI HSC, SIKOCTi NikapcbKoro 3acoby, a came BUKNAAEHHS] TEKCTY
nonepegHbLo PpaHuis; OEepXaBHOI MOBOHO 3riAHO Cy4acHWUX BUMOT; 3MiHu |




55 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
HanoBHEHOMY Bupo6Huk 3a Tmny - 3MiHM 3 sikocTi. FoToBUIA NikapcbkMin 3acib.
wnpuui; no 1 MOBHUM LIMKITOM: KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
LUNpULY B KOMMMEKTI OpraHoH Xenct MeToAax BUNpobyBaHHS roTOBOrO fikapcbkoro 3acoby
31abo 2 6B, benbris; (oHOBREHHSs Npoueaypu BUNpobyBaHH:A ans
CTEepUnbHUMMU [na nonepeaHLo npuBeAeHHS y BIANOBIAHICTb 3i 3MIHEHOO 3aranbHO
rornikamv B HaMoBHEHMX cratTeto [IdY abo €Bponelicbkoi dhapmakonei) -
nnacTuKoBOMY LnpuuiB: BunyyeHHs onucy metoaukn «O6’eM HanoOBHEHHS»
KOHTEViHepi B BrpobHuk 3a MKA N3 mnpocnan, cycneHsia ans iH’ekuin no 1 mn s
KapTOHHiI kopooLi NOBHUM LIMKMOM: amnynaH Ne5,3 meToo npmMBedeHHs y BiANOBIAHICTb A0
CEHEKCI HSC, EP ta p.3.2.P.5.
®paHuis;
Bupo6Huk 3a
NMOBHUM LIMKIIOM:
OpraHoH XewcT
68, Benbris
89. | AUDPITIOKAH kancynu no 50 wmr, Mdpaiizep CWA PapeBa Ambya3s ®paHuin BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a - UA/5970/02/01
® no 7 kancyny IHK. Tuny - 3MiHK Wwopo 6e3nekn/edeKTBHOCTI Ta peuernmom
6nictepi; no 1 cdapmakoHarnsgy. BeegeHHs abo 3miHv oo
6nictepy B y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
KapTOHHIN ynakoBLji (BBEAEHHSI y3aranbHEHMX JaHUX NPO CUCTEMY
capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHST hapMakoHarnsgy;
KOHTaKTHOI 0cObM 3 hapMakoHarnsigy 3asiBHuUKa Ansi
3AicCHeHHs hapmakoHarnsagy B YKpaiHi, KO BoHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[iNCHeHHA dhapmakoHarnagy (BKnoYvaym
KOHTaKTHi AiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
arnna cuctemu papmakoHarnsgy) 3miHu oo
y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
3asiBHUKA
90. | AUPIIOKAH kancynu no 100 mr, Mdbanszep CLUA ®apeBa Ambyas ®paHuis BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a - UA/5970/02/02
® no 10 kancyn y IHK. Tuny - 3MiHK Wwopo 6e3nekn/edeKTBHOCTI Ta peuernmom
6nicTepi; no 1 dapmakoHarnsgy. BeegerHs abo 3miHn go
6nictepy B y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
KapTOHHIN ynakoBLji (BBEAEHHSI y3aranbHEHWX JaHUX NPO CUCTEMY
dapmakoHarnsay, 3MiHa ynoBHOBaXeHOoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
34icHeHHs hbapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianoBiganbHoi
3a 3[iCHeHHSA dhapmakoHarnsgy (BKrovaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
(haina cuctemu papmakoHarnsgy) 3miHu oo
y3aranbHeHVX AaHnX Npo cuctemy papmakoHarnagy
3asiBHUKA
91. | AUPINIOKAH kancynu no 150 wr, Mdbanszep CLUA PapeBa Ambya3s ®paHuis BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | bes - UA/5970/02/03
® no 1 kancyniy IHK. Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenma

6nicTepi; no 1
6nictepy B
KapTOHHIl ynakoBLi

dapmakoHarnsgy. BeenerHs abo 3amiHn o
y3aranbHeHUX AaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSI y3aranbHEHMX JaHUX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHoBaxeHoi ocobu,
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

BignoBiganeHoi 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobM 3 hapmakoHarnsiay 3asiBHuKa ans
34iicHeHHs hapmakoHarnsgy B YkpaiHi, SKLO BoHa
BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi

3a 3[iMCHeHHA dhapmakoHarnagy (BKnoYvaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
davina cuctemu hapmakoHarnsgy) 3miHn go
y3ararnbHeHVX AaHuX Npo cucTeMy dbapmMakoHarnsgy
3asiBHUKA

92.

OUDJTIOKAH
®

PO34MH A8 iHyY3in,
2 mr/mn; no 50 mn
abo 100 mny
dnakoHi; no 1
hbnakoHy B
KapTOHHIN ynakoBLi

MNdpanzep
IHK.

CLA

PapeBa Ambya3s

®paHuia

BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu |
Tuny - 3MiHK LWopo 6e3nekn/edeKTBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHSI y3aranbHEHMX JaHUX NPO CUCTEMY
capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiAnoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
KOHTaKTHOI 0cObM 3 hapMakoHarnsigy 3asiBHuUKa ansi
30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BOHa
BigMiHHa Bifg yNOBHOBa)eHOI 0cobu, BignosigansHoi
3a 3[iMCHeHHA dhapmakoHarnsgy (BKnoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemu papmakoHarnsay) 3miHn go
y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
3asiBHUKA

3a
peuernmom

UA/5970/01/01

93.

LONOKC
PETAPQ

TabneTkun, BKpUTI
NniBKOBOIO
060nnoHKol0,
NPOSIOHrOBaHHOI Aii
no 100 mr; no 10
TabneTok y 6nictepi;
no 1, no 2, abo no
10 GnictepiB y
kopooui

"FOHik
dapmacbloT
vkan
Jlabopartopis

(BipgineHHs
dipmu "Ix.
B. Kemikansa
eHg
dapmacbloT
nkans Jitg.")

IHais

FOHik
dapmackioTurkan
INabopaTopis
(BipoineHHs dipmun
"x. B. Kemikana
eHp
dapmacboTukan3
nra.")

IHAisa

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn o
y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHWX Npo cUcTemy
dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 3aiMCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0CO0M 3 hapMakoHarnsigy 3asiBHUKa Ansi
3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SKLLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBiganbHoi
3a 3[iNCHeHHA dhapmakoHarnsgy (BKnoYvaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
YNOBHOBaXEHOT 0CObU 3asiBHMKA, BignoBigansHoi 3a
capmakoHarnsg.

Litoya pepakuis: Dr. Ameya P. Satam / [ip. Ames
Carawm. lNMponoHoBaHa pepakuis: benikosa CeiTnaHa
MwuxainisHa. 3MiHa KOHTAKTHUX AaHWX YNOBHOBaXEHOT
ocobu 3asiBHUKA, BiANOBIganbHOI 3a hapMakoHarnsga.
3MiHa MicLue3HaxodXkeHHs MacTep-daina cucremun
dapmakoHarnsgy Ta oro Homepa. 3MiHa Micus
34iNCHEHHS1 OCHOBHOI AiANbHOCTI 3 dapMakoHarnsay.

3a
peuernmom

UA/3939/02/01

94.

AOCTUHEKC

TabneTtku no 0,5 wmr;
no 2 abo no 8
TabneTok y cnakoHi;
no 1 dnakoHy B
KapTOHHI kopobui

NOANIEP
IHK.

CLA

Mdpansep ITanis
C.p.n.

ITania

BHECEHHS 3MiH O peecTpaLinHmMx maTtepianis: 3MiHu |
Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta
cbapmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEOEHHS y3aranbHEeHVX AaHnX Npo cUCTeMy

3a
peuerimom

UA/5194/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa onsi
3aiicHeHHs hapmakoHarnsgy B YkpaiHi, SKLo BoHa
BiAMiHHA Bi# ynoBHOBaxeHOi ocobu, BianoBigansHoi
3a 34iliCHeHHs1 hapmakoHarnsgy (Bkroyayum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu apmakoHarnagy) 3miHm oo
y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
3asiBHUKA

95.

ErNOHIN®

kancynu no 50 wmr;
Ne 30 (15x2): no 15
kancyn y 6nictepi;
no 2 6nictepu B
KapTOHHiIN kopooLyj;
Ne 30 (30x1): no 30
Kancyn y 6nicrepi;
no 1 Gnictepy B
KapTOHHiIN kopooLi

Heypakcdap
M
Ap3Henmitte
nb MTM6X

Himeuumn
a

OEJNTb®APM
OPKOH

®paHuia

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHa
3asBHuKa J13 (MIBI) (BnacHuka peecTtpauiiHoro
noceigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
460) TepmiH BBEAEHHSA 3MiH - MPOTArom 6 micsuiB
nicns 3aTBepAXeHHst; 3MiHu | Tuny - 3MiHM Wwoao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX aHWX Npo
cuctemy chapmakoHarnsay (BBeAeHHs y3ararbHeHnx
OaHuX Npo cuctemMy hapMakoHarnsigy, aMmiHa
YMOBHOBaXEHOi 0cO6M, BignoBiganbHOI 3a 30iNCHEHHS
thapMakoHarnagy; KoHTakTHoi ocobu 3
chapmakoHarnagy 3asgBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YKpaiHi, SKLW0 BOHa BiAMiHHA Big
ynoBHOBaXeHoI ocobu, BignosigansHoi 3a 34iNCHEHHS
hapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHW Y po3MilLleHHi MacTep-caiina cuctemu
dapmakoHarnsgy)- 3mMiHa ynoBHOBaXeHoi ocobu
3asBHuMKa, BignosiganeHoi 3a hapmakoHarnsag. ditoya
pepakuisi: Xoaakiscbka TeTsHa BayecnasiBHa.
[MponoHoBaHa pepakuis: Fernanda Pulido Velasco.
3MiHa KOHTaKTHMX AaHWNX YNOBHOBaXEHOI 0cobu
3asBHUKA, BiAMNOBIAaNbHOI 3a hapmakoHarnsag.
BBeneHHst KOHTaKTHOT 0cobW 3asBHMKA,
BignosiganbHoI 3a 34iMCHEHHs hapmakoHarnsay B
YkpaiHi.

MponoHoBaHa pepakuis: JaHinosa llapuca
BonoammupisHa. BBeAeHHSI KOHTaKTHUX AaHUX
KOHTaKTHOT 0cobu 3asiBHUMKA, BignosigansHoi 3a
30iCHeHHs1 hapmakoHarnaay B YkpaiHi. 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
chapmakoHarnsgy Ta horo Homepa.
3MiHa Micus 3AiMCHEHHS OCHOBHOI AisANbHOCTI 3
dapmakoHarnsigy

3a
peuerimom

UA/3818/02/01

96.

ErNOHIN®

TabneTtku no 200 wmr;
Ne 12 (12x1): no 12
TabneTok y 6nictepi;
no 1 Gnictepy y
KapTOHHI kopobui

Heypakcdap
M
Ap3HelnmiTTe
nb MM6X

HimeyuunH
a

LENBOAPM
LDKOH

®paHuis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHa
3asiBHUka 113 (MIBI) (BnacHWka peecTpauiiHoro
nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
460) TepmiH BBEEHHSA 3MiH - MPOTArom 6 micsuiB
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBepneHHs abo 3MiHM 00 y3aranbHEHWX faHUX Npo
cucTeMy cpbapMakoHarnsiay (BBEAEHHS y3ararnbHEHUX

3a
peuerimom

UA/3818/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

[aHuX Npo cucteMy chapMakoHarnsigy, amiHa
yNoBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 3aiNCHEHHS
hapMakoHarnagy; KoHTakTHoi ocobu 3
chapmakoHarnagy 3agBHUKa ANs 30iIMCHEHHA
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
yNOBHOBa)eHOi 0cobu, BignosiganbHoI 3a 30iNCHEHHS
thapmakoHarnagy (Bkrovarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHI MacTep-chaiina cuctemu
dapmakoHarnagy) 3miHa ynoBHOBaXeHoi 0cobu
3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsag. Hitoya
penakuisi: Xoaakiecbka TeTsHa BsayecnagiBHa.
MponoHoBaHa peaakuia: Fernanda Pulido Velasco.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsg.
BBeneHHst KOHTaKTHOT 0cobK 3asBHMKA,
BiAnNoBiganbHOI 3a 34iNCHEHHA hapmMakoHarnagy B
YkpaiHi.

[NponoHoBaHa peaakuis: Oaxinosa Jlapuca
BonogmmupisHa. 3MiHa MicLle3Haxo4KeHHss MacTep-
hanina cuctemu chapmMakoHarnsgy Ta moro Homepa.
3miHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy.

97.

ErMOHIN®

PO34MH Ans iH'ekuin,
100 mr/2 mn; Ne 6:
no 2 Mn B amnyni;
no 6 amnyn y
KOHTYPHUX YapyHKax
Y KapTOHHilA kopobui

Heypakcdap
M
Ap3HenmiTTe
nb MmM6X

Himeuumn
a

OEJNTb®APM
OPKOH

®paHuia

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHa
3asiBHuka 113 (MIBI1) (BnacHWka peecTpauiiHoro
nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
460) TepmiH BBEAEHHSA 3MiH - MPOTArom 6 micsuiB
nicnsi 3aTBepaXeHHs:; 3MiHn | Tuny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHWX Npo
cucTemMy chapmakoHarnsay (BBeAeHHs y3ararnbHeHUX
[AaHuX nNpo cuctemy chapmakoHarnsgy, aMiHa
YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asiBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
ynoBHOBaXeHoI ocobu, BignosiaansbHoi 3a 34iNCHEHHS
hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y po3MilLleHHi MacTep-daiina cuctemu
apmakoHarnsigy) - 3MiHa ynoBHoBaxeHoi ocobu
3asBHWKa, BignosiganbHoi 3a papmakoHarnsag. ditoya
pepakuis: Xoaakiecbka TeTsHa BsayecnasiBHa.
lMponoHoBaHa pepakuis: Fernanda Pulido Velasco.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
BBeaeHHs1 KOHTaKTHOT 0cobK 3asBHMKA,
BignosiganbHOI 3a 34iMCHEeHHs hapmakoHarnsay B
YkpaiHi.

MponoHoBaHa peaakuis: JaHinosa Jlapuca
BonoagmmupisHa. BBeAeHHSI KOHTaKTHUX AaHUX
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
34ircHeHHs bapmakoHarnagy B YkpaiHi. 3miHa

3a
peuerimom

UA/3818/03/01




59 [IpomoBxkeHHs goaaTka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
MicLie3HaxXo4KeHHA MacTep-ganna cuctemu
dapmakoHarnsgy Ta noro Homepa.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy
98. | ENIKBIC TabneTku, BKpUTI Mdpansep CLUA Bvpo6HuuTBO, CLUA/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | 3a - UA/13699/01/01
NNiBKOBOO IHK. KOHTPOIb AKOCTI ITanis/ TMNy - AGMiHICTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
obonoHkoto, no 2,5 Ta KOHTpOIb Himeuvumna/ Ta/abo agpecu 3asBHUKA (BNacHMKa peecTpaLiiHoro
mr; no 10 TabneTok SKOCTi Npwn Ipnangis nocBigyeHHs). 3mMiHa agpecu 3asiBHUKA.
y BnicTepi; no 2 BUNYCKY cepii:
Gnictepn y nayui 3 Bpicton-Mawepc
KapTOHy 3 Ckgibb
MapKyBaHHAM MeHodeKk1ypuHr
aHrnincekoto abo KomnaHi, CLLA
iHLWO iIHO3EMHOK MakyBaHHs,
MOBOHO 3i CTUKEPOM KOHTPOMb SIKOCTI
YKpaiHCbKOK MOBOIO; Ta BUMYCK cepii:
no 10 TabneTtoky KataneHt AnarHi
6nictepi; no 2 c.p.n., Itania
6nictepn y nayui 3 nakyBaHH4,
KapTOHy 3 KOHTPOMb SKOCTI
MapKyBaHHAM npw BUNYycKy cepii
YKpalHCbKOI0 MOBOKO Ta BUMYCK cepii:
Mdpanzep
MeHtoekyypuHr
Hownunena MeX,
HimeyunHa
BMPOGHMLTBO,
KOHTPOMb SIKOCTI
npu BUNYCKy cepii:
Mdpawnzep IpnaHais
dapmacbioTikans,
Ipnangis
BUNYCK cepii:
Copas
JTabopaTopis T/A
Bpicton-Manepc
CkBibb
dapmachbtoTikan
OnepenLuHs,
EkctepHan
MeHtodbekvypuHr,
Ipnangis
99. | ENIKBIC TabneTku, BKPUTI Mcpanzep CLUIA Bupo6HuuTBO, CLUA/ BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis: 3miHu | 3a - UA/13699/01/02
NniBKOBOO IHK. KOHTPOMb SIKOCTI ITanis/ TMnNy - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
obornoHkot, no 5 mr; Ta KOHTPOIb Himeuumna/ Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
no 10 TabneTok y AKOCTi Npu Ipnangis noceigyeHHs). 3miHa agpecu 3asiBHUKA.
6nictepi; no 6 BUWMYCKy Cepil:
GnicTepiB y nayui 3 Bpicton-Manepc
KapTOHY Ckgibo
MapKyBaHHSAM MeHodek4ypuHr
aHrnincbKow abo Komnasi, CLLUA




60 [TponoBkeHHs qonaTKa 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
iHLIOO iIHO3EMHOLO MakyBaHHs,
MOBOIO 3i CTUKEPOM KOHTPOMb SKOCTI
YKpaiHCbKOI MOBOIO; Ta BMNYyCK cepii:
no 10 Tabnetok y KataneHT AHarHi
6nictepi; no 3 abo c.p.n., Itanis
no 6, aéo no 10 nakyBaHHs,
GnicTepiB y nayui 3 KOHTPOIb AKOCTi
KapTOHy 3 npu BUNYCKy cepii
MapKyBaHHSIM Ta BMNYyCK cepii:
YKpaiHCbKOI MOBOIO; Mdparzep
no 14 tabnetoky MeHtodek4ypuHr
6nictepi; no 2 Hownunen MeX,
Gnictepn y nayui 3 HimevuunHa
KapTOHY 3 BUPOBHMLTBO,
MapKyBaHHSAM KOHTPOMb SIKOCTI
YKpalHCbKOIO MOBOKO npw BMNYCKy cepii:
Mdcbansep Ipnangis
dapmachkioTikans,
Ipnangis
BUMNYCK Cepil:
Copas
JTaGopaTtopis T/A
Bpicton-Mawiepc
CkBibb
dapmachbtoTikan
OnepenLuns,
EkctepHan
MeHtodekdypuHr,
Ipnangis
100. | ENIKBIC TabneTku, BKPUTI Mdpanzep CLUIA BupobHuuTBoO, CLUA/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a - UA/13699/01/01
NniBkOBOIO IHK. KOHTPOSb SIKOCTI ITanis/ Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 2,5 Ta KOHTpOIb Himeyuumna/ dapmakoHarnsagy. BeegerHs abo 3aminn o
mr; no 10 TabneTok AKOCTi Npu Ipnangis y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsgy

y bnicTepi; no 2
Gnictepn y navui 3
KapToHy 3
MapKyBaHHAM
aHrnincekoto abo
iHLLIOIO iIHO3eMHOIO
MOBOIO 3i CTUKEPOM
YKPaiHCbKOK MOBOIO;
no 10 TabneTok y
GnicTepi; no 2
Onictepn y nayui 3
KapToHy 3
MapKyBaHHAM
YKPaiHCbKOK MOBOIO

BUNYCKY cepii:
Bpicton-Mawiepc
CkBi66
MeHtodekyypuHr
Komnasi, CLLUA
MakyBaHHs,
KOHTPOMb AKOCTi
Ta BUMYCK cepii:
KataneHT AHarHi
c.p.n., Itanis
nakyBaHHs,
KOHTPOMb AKOCTI
npuv BUNYyCKy cepii
Ta BUMYCK cepii:
Mdpansep
MeHiodekdypuHr
Hownuneng M'moX,
HimeuumnHa

(BBEOEHHS y3aranbHEHVX AaHWUX NPo CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS hapMakoHarnsaay;

KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi

3AiicHeHHs bapmakoHarnsigy B YkpaiHi, SKLLO0 BOHA

BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosiganbHoi
3a 3[iCHeHHs hapmakoHarnsay (Bkrovaudm

KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
(haina cuctemu papmakoHarnsgy) 3miHu go

y3ararnbHeHVX AaHuX Npo cuctemMy dapmakoHarnsgy

3asiBHMKA
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BUPOBHMUTBO,
KOHTPOMb SKOCTI
npv BUNYCKY cepii:
MNdpansep IpnaHaia
dapmachbioTikans,
Ipnangis
BUNYCK cepii:
Copas
JTabopaTtopis T/A
Bpicton-Mawepc
CkBib6
dapmachbtoTikan
OnepenLwuHs,
EkctepHan
MeHodeK1ypuHr,
Ipnangis

101.

ENIKBIC

TabneTkn, BKpUTI
NniBkOBOIO
060roHKoto, Mo 5 mr;
no 10 Tabnetok y
6nicTepi; no 6
GnicTepiB y nayui 3
KapToHY
MapKyBaHHAM
aHrnincokoto abo
iHLLIOIO iIHO3eMHOo
MOBOIO 3i CTUKEPOM
YKpailHCbKOIO MOBOIO;
no 10 Tabnetok y
6nicTepi; no 3 abo
no 6, abo no 10
GnicTepiB y nayuj 3
KapToOHy 3
MapKyBaHHAM
YKPaiHCbKOK MOBOI;
no 14 tabnetoky
GnicTepi; no 2
onictepn y nayui 3
KapToHy 3
MapKyBaHHAM
YKpPaiHCbKOKO MOBOIO

Mdpanzep
IHK.

CLA

BupobHuuTBo,
KOHTPOMb AKOCTI
Ta KOHTPOIb
AKOCTi Npun
BUMYCKY cepil:
Bpicton-Mawepc
Cksibb
MeHtoekyypuHr
Komnarni CLUA
MakyBaHHS,
KOHTPOMb AKOCTI
Ta BUNYyCK cepii:
KataneHTt AnarHi
c.p.n., Itanis
nakyBaHHs,
KOHTPOMb SKOCTI
npwv BUNYyCKy cepil
Ta BUNYyCK cepii:
Mdpanzep
MeHtodekyypuHr
Honunenn MeX,
HimeyunHa
BMPOGHMLTBO,
KOHTPOMb AKOCTi
npu BUNYCKy cepii:
Mdpawnzep IpnaHais
dapmacbioTikans,
IpnaHpis
BUNYCK cepii:
Copas
JTabopaTopis T/A
Bpicton-Manepc
Ckgib6
dapmachbtoTikan
OnepenLuHs,

CLUA/
ITanis/
Himeuumnna/
Ipnangis

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHv oo
y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHWUX Npo cUCTeEMy
capmakoHarnsgy, 3MiHa ynoBHoBa)keHoi ocobu,
BigNoBiganbHoOI 3a 34iNCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ans
3AicHeHHs bapmakoHarnsaay B YKpaiHi, Ko BoHa
BigMiHHa Bi yNOBHOBaXeHOIT 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaudm
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
danna cuctemu papmakoHarnsgy) 3miHm oo
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsay
3asiBHUKA

3a
peuerimom

UA/13699/01/02
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
ExkcTtepHan
MeHtodbekvypuHr,
Ipnangis
102. | ENI®OP TabneTku Mdpansep CLUA Bvpo6HuuTBO, IpnaHaia/ BHECEHHS 3MiH A0 peecTpauiiHnx maTepianis: 3minu | 3a - UA/14972/01/01
NPOMNOHroBaHoI Aji Eny.Ci.Mi. nepBuHHe Ta HimeyvunHa Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
no 100 mr; no 14 Kopnopeww BTOPUHHE capmakoHarnsgy. BeegeHHs abo 3miHv oo
TabneTok y 6nicTepi; H nakyBaHHs y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
no 2 bnictepu B KOHTPOIb AKOCTI: (BBEAEHHS y3aranbHEHVX AaHWX NPo cUCTeMy
KapTOHHiI kopooLi MNdpansep IpnaHaia chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
dapmackioTikans, BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
Ipnangis; KOHTaKTHOI 0cObM 3 hapMakoHarnsigy 3asiBHuUKa Ansi
[NepBuHHE Ta 30iNCHeHHs hapmakoHarnsaay B YKpaiHi, AKWwo BoHa
BTOPUHHE BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
nakyBaHHS, BUMYCK 3a 34ilcHeHHs1 hbapmakoHarnsgy (Bkrovayum
cepii: MNdansep KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
MeHodeKk1ypuHr daiina cuctemu hapmakoHarnsay) 3miHn go
Honuneng M'vbX, y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsay
HimeyuunHa 3asBHMKA
103. | ENI®OP TabneTku Mdpansep CLUA BupobHuuTBo, IpnaHais/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a - UA/14972/01/02
NPOMOHIroBaHoI Aji Eny.Ci.NMi. nepBuHHe Ta HimeyunHa Tuny - 3MiHK Wwopo H6esnekn/edeKTBHOCTI Ta peuernmom
no 50 mr; no 14 Kopnopenw BTOPUHHE cdapmakoHarnsgy. BeegeHHs abo 3miHv oo
TabneTok y 6nictepi; H nakyBaHHsi y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
no 2 6nictepu B KOHTPOIb SKOCTI: (BBEOEHHS y3aranbHEHVX AaHNX Npo CUCTeEMyY
KapTOHHiI kopobui Mdpawnzep IpnaHais dapmakoHarnsgy, 3aMiHa ynoBHOBaXeHoi ocobu,
dapmachbroTikans, BiANOBIAANbLHOI 3a 3AiNCHEHHS dhapmakoHarnsay;
Ipnangis; KOHTaKTHOI 0CO0M 3 hapMakoHarnsigy 3asiBHuUKa Ansi
MepBuHHE Ta 3AicCHeHHs hapmakoHarnsaay B YKpaiHi, Ko BoHa
BTOPUHHE BigMiHHa Bi yNOBHOBaXeHO! 0cobu, BignosigansHoi
nakyBaHHS, BUMYCK 3a 34ilCHeHHs1 hbapmakoHarnsgy (BKnoYaym
cepii: MNdpansep KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
MeHtodek4ypuHr danna cuctemu papmakoHarnagy) 3miHm oo
Honunena MvbX, y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
HimeyuunHa 3asBHMKA
104. | EHBPEN® PO34UH ANS iH'eKUin, Mdbanszep CLUA KOHTPOMb SKOCTI IpnaHais/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/16786/01/01
50 mr/mn; 4 Eny.Ci.NMi. nikapcbkoro Benbrisa TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
nonepeaHLo Kopnopeiiwu 3acoby B Ta/abo agpecu 3asBHUKa (BNacHMKa peecTpauiiHoro
HamnoBHEHiI LLNPULM H nonepeaHLo noceigyeHHs ). 3miHa agpecu 3asBHUKa
no 0,5 mn (25 wmr) HaMOBHEHMX
abo no 1 mn (50 mr), Lnpuuax:
abo 4 nonepefHbO Mdbansep Ipnena
HamnoBHEHi PyYKM Mo dapmaceyTukarnc,
1 mn (50 wmr), 4 IpnaHgis
TaMIMOHU 3i CMIUPTOM BUPOOHMLTBO
y NNacTUKOBOMY nikapcbkoro
KOHTeNHepi; 3acoby B
nnacTVKOBUIA nonepeaHL0
KOHTeVHep y HanoBHEHUX
KapTOHHI kopobui wnpuuax,

KOHTPOJSIb SIKOCTi
nikapcbKoro
3acoby B
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
nonepeaHLo
HanoBHEHWX
wnpuvuax, Kpim
Tecty "bioaHanis
anonTosy";
CKNagaHHs i
TecTyBaHHS
nonepeaHLo
HanoBHEHWX
py4okK;
MapKyBaHHS1,
BTOPWHHE
nakyBaHHS, BUMYCK
cepii rotoBoro
nikapcbKkoro
3acoby:
Mdpansep
MeHodeKk1ypuHr
Benbria HB,
Benbris
105. | ENIPYBIUUH KOHLeHTpaT anga EBEBE ABCTpis MOBHUN LMK ABcTpisi/ BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a - UA/4356/01/01
"EBEBE" PO34mMHY Ans dapma BUpOGHMUTBA: Himeyunna TMNy - AgMiHICTPaTMBHI 3MiHW. BunyyeHHs BUPOGHMNYOI peuenmom
iHdy3in, 2 mr/mn no lec.m.6.X. PAPEBA YHTepax OinbHUUi (BkMoYaroum ginbHuui anst A®I, npomixxHoro
5 mn (10 wr), abo no Hdpr.KI 'mM6X, ABCTpis; npoaykTy abo rotToBoro nikapcekoro 3acoby, AinbHULi
25 mn (50 wmr), abo BUWMNYCK cepil: [Ons NPOBEAEHHSI MaKyBaHHS, BUPOOHMKa,
no 50 mn (100 mr), EBEBE ®apma BiANOBIAANLHOrO 3a BUMYCK CEpil, MiCLie MPOBEeAEHHS
abo no 100 mn (200 ec.m.6.X. Hor. KOHTporto cepii) abo nocTavanbHUKa BUXIAHOTO
Mr) y donakoHi; no 1 KI, ABcTpis; marepiany, peareHTy abo JONOMiIXHOT pe4OBUHU
hnakoHy B kKopoOLyi KOHTpOnb/B1Npoby (sKLWo 3a3HaYveHo y focke) BunyyeHHA noctayanbHuka
BaHHs cepii: MMJ1 A®| SYNBIAS PHARMA LIMITED. 3anuwatoTtbes
Mikpobionoriwec anbTepHaTMBHI BUpobHuku Sicor S.R.L., ITania Ta
Mptocdbnabop Gemini Pharmchem Mannheim GmbH, HimeuunHa
'mM6X, ABCTpis;
KOHTpOnb/BUNpoby
BaHHS cepii:
Nabop NIC CE &
Ko. KT, Himew4unHa
106. | EMIPYBIUUH PO34MH AN iH EKLN, Mepak HimeyuunH BTopuHHe HimeyumHa/ BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3MiHu | 3a - UA/10941/01/01
MEOAK 2 mr/mn, no 5 mn, [esenbwad a nakyBaHHs, Yecbka TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenmom
abo no 10 mn, abo T dorop MapKyBaHHS, Pecny6nika KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
no 25 mn, aéo no 50 KniHiwe KOHTpOrb Ta napameTpiB cneuudikauin Ta/abo AonycTMMmnX mex
mn, abo no 100 mny | LWneuianbnp BUNYCK cepii: roTOBOro MikapcbKoro 3acoby (iHLi 3MiHW) HE3HaYHiI
donakoHi; no 1 enapaTte Mepak 3MiHU gonycTUMUX Mex cneuudikadii 113 3 meToto
hnakoHy B KOpoOLyi M6X lesenbwadT drop npuBefeHHs y BiANOBIAHICTb 4O MaTepianis
KniHiwe peecTpauiinHoro Aocbe. 3MiHu | Tuny - 3MiHK 3 SIKOCTi.
LWneuianenpenapa "oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
Te M6X, nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHS
HimevuunHa; roTOBOrO MikapCbKoro 3acoby (iHLi 3MiHW) HE3HaYHiI

BupobHuTBO "in
bulk", nakyBaHHs,
MapKyBaHHs Ta

3MiHM y MeTofax BunpobyBaHHs 113 3a nokasHnkamu
«KinbkicHe BU3Ha4eHHs enipybilmnHy rigpoxnopuay
meTogom BEPX» Ta «BrnsHayeHHs cynyTHiX AOMILLOK
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
KOHTpOrb cepil: metogom BEPX».
OHkoTtek ®apma
MpopakwH M'vbX,
HimeyumnHa;
Bupo6HuLTBO "in
bulk", nakyBaHHs,
MapKyBaHHs Ta
KOHTpOIb cepii:
OHkomen
MeHboheKYepiHr
a.c., Yecbka
Pecny6nika
107. | ENIPYBIUUH- | po3unH gns iH'ekuin, TOB «TeBa YkpaiHa CingaH ®apma PymyHis BHECEHHS 3MiH [0 peecTpauiHMx maTepianis: 3miHu | 3a He UA/20210/01/01
TEBA 2 mr/mn, no 5 mn YkpaiHa» CPIl TMny - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom nidnse
abo 25 mn dapmakoHarnagy. 3miHa y KOpOoTKili xapakTepucTumui ae
nikapcbKkoro 3acoby nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
y CKIISHOMY ANs MeAUYHOTO 3acTOCYBaHHA Ha NiACTaBi perynspHo
dnakoHi; no 1 OHOBJHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
hbnakoHy B abo gocnigxeHb 3 6e3neku 3acTocyBaHHS MikapcbKoro
KapTOHHiIN kopobui 3acoby B nmicnspeecTpauiiHiin nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTY 3 4OCMIAXEHb, NPOBEAEHUX
BignoBigHO 4o nnaHy negiaTpuyHux gocnigxeHs (PIP)
(iHWi 3MiHKM) 3MiHK BHECEHO B IHCTPYKLUiO ANS
ME[MYHOro 3aCTOCYBaHHs Nikapcbkoro 3acoby Ao
po3giny "3acTtocyBaHHs y nepiof BariTHocTi abo
rogyBaHHs rpyaa” BignoBigHO 40 OHOBMEHOT
iHcpopMmalii Lwoao 6e3nekn 3acTocyBaHHS Aito4voi
peyoBuHWN. TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MiCsILiB Micnsi 3aTBEPOKEHHSA
108. | EPFOLIETAN TabneTku, BKpUTI AT YkpaiHa AT "KUIBCbKUIA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MiHu || 6es - UA/17457/01/01
NriBKOBOKO "KNIBCbKW BITAMIHHAN !Ny - 3MiHK 3 sikocTi. A®L. BupoBHMUTBO. 3MiHa peuenma
obornoHkoto no 5 wr; n 3ABO[T" BMPOGHVKa BMXiQHOrO/MPOMIXXHOIO NPOAYyKTYy/peareHTy,
no 10 TabneTok y BITAMIHHU LLI0 BUKOPUCTOBYHOTLCS Y BUPOBOHMYoMy npoueci AP,
6nicTtepi; no 1 abo 3 n 3ABOO" abo 3miHa BMpobHUKa (BkMovaruu, e HeobxigHo,
onictepn y nayui Micue npoBefeHHs KOHTponto skocTi) APl (3a
BiiCyTHOCTI cepTudikaTa BignoBigHOCTI €Bponeinchkii
dapmakonei y 3aTBepaKeHOMy A0ChE)(BBEAEHHS
HOBOro BMpobHuka APl 3 HagaHHAM MacTep-danna Ha
AQI) - BBeAeHHs1 BUpobHUKa APl neBoLEeTUPU3NHY
avrigpoxnopuagy Hunan Jiudian Hongyang
Pharmaceutical Co., Ltd., Kutan Ha 3amiHy
3aTBepakeHoro BupobHuka APl Hunan Jiudian
Pharmaceutical Co., Ltd., Kutawn
109. | ECKANEN Tabnetkn no 1,5 mr BAT YropwumHa BAT "leneoH YropwumHa BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3MiHu | 3a - UA/4789/01/01
no 1 Tabnetuyiy "'epeoH PixTep" TMny - 3MiHu 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom
6nicTepi; no 1 PixTep" cepTudikaT BignoBigHOCTI €EBpONenchKii

6nictepy pasom 3
KapTOHHUM
dyTnsipom ans
36epiraHHs Gnictepa
B KAPTOHHIN

dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkin
capmakonei: gna A®l; gnsa BuxigHoro
MaTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
ynakoBLi BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHu cepTudikaT
BiJ y)Xe 3aTBepykeHOro BMpobHuka - MNogaHHsA
oHosneHoro CEP gns ajtoyoi peyoBuHmn
nesoHoprecTtpeny Ne R1-CEP 1999-141-Rev 04
(3aTBepmkeHo: R1-CEP 1999-141-Rev 03) Big
3aTBepkeHoro BMpobHuka Gedeon Richter Plc.,
Hungary
110. | ECKONAH- TabneTkn, BKpUTI CaHoBernb TypeyumnH CaHosenb Insy TypeydnHa BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a He UA/9680/01/02
CAHOBEIb NniBKOBOKO Insy CaHai a CaHai Be TMny - 3MiHKM Wopao 6esnekn/edeKTUBHOCTI Ta peuenmom nidnse
o6onoHkoto, no 20 Be Tupxapet A.LLL dapmakoHarnagy. 3miHa y KOpoTKili xapakTepucTumui ae
mr; no 10 TabneTok TuoxapeTt nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
y bnicTtepi; no 3 A.LL. ANs MeAUYHOTO 3acTOCYBaHHA Ha NiACTaBi perynspHo
Gnictepn y OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
KapTOHHiIN kopoOLi abo gocnigkeHb 3 6e3neku 3acTocyBaHHS Nikapcbkoro
3acoby B nicnApeecTpauiiHui nepion, abo sk
pe3ynbTaT OUiHKM 3BiTY 3 4OCMiAXEHb, NPOBEAEHNX
BignoBigHO 4o nnaHy negiaTpuyHux gocnigxeHs (PIP)
(3MiHY y3ropkeHo 3 KOMNETEHTHUM YNOBHOBaXEHUM
opraHom)
3MiHV BHECEHO [0 iHCTPYKLIT AN MeguyHoro
3acToCcyBaHHS NikapCbKoro 3acoby y posainu:
"OcobnusocTi 3actocyBaHHs", "lMobiuHi peakuii”
BiMOBIAHO 4O OHOBMEHOI iHpopMaLlii 3 6e3neku
Lit0401 pevyoBUHN.
111. | ECKONAH- TabneTku, BKpUTI CaHoBenb Type4uunH CaHoBenb Insy TypeyunHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a He UA/9680/01/03
CAHOBEIb NniBKOBOKO Insy CaHai a CaHai Be TMny - 3MiHKM Wopao 6e3nekn/edpeKTUBHOCTI Ta peuenmom nidnse
obornoHkoto, no 40 BE Tumxapet A.LL. dapmakoHarnsgy. 3mMiHa y KOpoTKili XapakTepucTui ae
mr; no 10 TabneTok Tupxapet nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPyKUil
y bnicTtepi; no 3 A.LL. ANs MEAUYHOTO 3acTOCYBaHHA Ha NiACTaBi perynspHo
onictepn y OHOBJTHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
KapTOHHiI kopobui abo gocnigxeHb 3 6e3neku 3acToCcyBaHHS MikapcbKoro
3acoby B nicnspeecTpadiliHuin nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTY 3 4OCMIMKEHb, MPOBEAEHUX
BiANOBIgHO A0 NnaHy neaiaTpuyHux gocnigxeHs (PIP)
(3MiHY y3romxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
OopraHom)
3MiHU BHeCEeHO [0 iHCTPYKUii Ans MeaMyHoro
3acTocyBaHHs nikapcbkoro 3acoby y posainu:
"OcobnusocTi 3actocyBaHHA", "MMobiuHi peakuii”
BiQMNOBIAHO 4O OHOBMEHOI iHpopMaLlii 3 6e3neku
[iloY40i pevoBUHMU.
112. | ECKONAH- TabneTkn, BKpUTI CaHoBenb Type4uumH CaHoBenb Insy TypeyunHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a He UA/9680/01/01
CAHOBEIJb NNiBKOBOO Inay CaHai a CaHai Be Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom nionse
oboroHkoto, no 10 BE Tumxapet A.LL. dapmakoHarnsgy. 3mMiHa y KOpoTKili XapakTepucTui ae
mr; no 10 TabneTok Tupxapet nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKUT
y 6nicTepi; no 3 A.L. AN MeguyHoro 3acTocyBaHHS Ha MigcTasi perynsipHo

onictepn y
KapTOHHiIl kopobuyi

OHOBJTHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
abo pgocnigkeHb 3 6e3nekn 3acToCyBaHHS MikapCbKoro
3acoby B nicnsipeecTpauiiHuin nepioa, abo sik
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
pe3ynbTaT OUiHKM 3BiTY 3 4OCMiMXEHb, MPOBEAEHUX
BigMNOBIQHO 40 MnaHy negiaTpuuHux gocnigxeHs (PIP)
(3MiHy y3romkeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHU BHECEHO A0 IHCTPYKUIT ANS Mean4Horo
3acTocyBaHHS NikapCcbKoro 3acoby y po3ainu:
"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
BiAMNOBIAHO 4O OHOBIEHOI iHbopMalLii 3 6e3neku
Lit0401 pevyoBUHM.
113. | ECNA- TabneTtku, Wo Ecnapma HimeuunH BUPOBHMLTBO IcnaHis BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu | 6e3 - UA/17918/01/02
BACTUH® ANCnepryloTbes B m6X a Hepo3dacoBaHoro TMny - 3MiHK 3 gKoCTi. [0TOBMI NiKapcbkuin 3acib. peuenma
POTOBI MOPOXHWHI npoaykTy, KoHTpOsb roTOBOro nikapcbkoro 3acoby. 3miHa y
no 20 mr no 10 nepBuHHE MeToAax BUNpobyBaHHS rOTOBOrO NikapCbkoro 3acoby
TabneTok y 6nictepi, nakyBaHHs, (He3HayHa 3MiHa y 3aTBEepAXKeHNX MeTodax
no 1 6nictepy B BTOPUHHE BMUNpobyBaHHs) He3HayHa 3MiHa 32 NOKa3HUKOM
ynakoBLji nakyBaHH4, "Po3uunHeHHs" meTogom BEPX y 113
KOHTPOIb SIKOCTI,
BUMYCK Cepil:
JlaBopaTtopioc
MegikameHTOC
IHTepHacboHanec,
C. A, IcnaHis
114. | ECNA- TabneTku, WO Ecnapma HimeyvumH BMPOBHMLTBO Icnanis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | bes - UA/17918/01/01
BACTUH® AncnepryoTbes B m6X a Hepo3dpacoBaHoro TMny - 3MiHK 3 sikocCTi. [oTOBMIA Nikapcbkui 3acib. peuenma
POTOBI NOPOXKHWUHI NpoAyKTY, KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
no 10 mr no 10 nepBuHHE MeToAax BUNpobyBaHHsSI FOTOBOTO JikapCbKOro 3acoby
TabneTok y 6nictepi, nakyBaHHs1, (He3HayHa 3MiHa y 3aTBepOKEeHNX MeTodax
no 1 6nictepy B BTOPUHHE BMUNpobyBaHHs) He3HayHa 3MiHa 32 MOKa3HUKOM
ynakoBLi nakyBaHHs, "Po3unHeHHs" metogom BEPX'y 113
KOHTPOIb SIKOCTI,
BUNYCK cepii:
JlabopaTtopioc
MepikameHTOC
IHTepHacboHanec,
C. A., IcnaHis
115. | ECMEPANb® | tabnetku no 500 mr; | Heypakcdap | HimeuumH Codpapumekc - MopTyranis BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3miHa 3a He UA/5332/01/01
Ne 20: no 20 M a InaycTpia Kimika e 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom nidnse
TabneTok y dnakoHi, | Ap3HenmitTe dapmaceyTika, nocsigyeHHs ) (3rigHo Hakasy MO3 Big 23.07.2015 Ne ae
no 1 pnakoHy B nb MM6X CA. 460) TepMmiH BBEAIEHHSI 3MiH - NPOTsArom 6 micsuis

KapTOHHiIl kopobuyi

nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM [0 y3aranbHEeHWX AaHNUX Npo
cuctemy chapmakoHarnsagy (BBeAeHHs y3ararbHeHnx
[aHUX Npo cucTeMy papMakoHarnsigy, amiHa
ynoBHOBaXeHoI ocobu, BignoBiaansHoi 3a 3giNCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3a 34iCHEHHS
dapmakoHarnsay (BKIoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHi MacTep-ganna cucTtemm
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
tapmakoHarnagy) 3miHa ynoBHOBaXeHoi 0cobu
3asBHMKA, BiANOBiAanbHoI 3a hbapmakonarnsag. [itoya
pepnakuisa: Xogakiscbka TeTsHa BayecnasiBHa.
MponoHoBaHa pegakuisi: Fernanda Pulido Velasco.
3MiHa KOHTaKTHWX AaHUX YNOBHOBAaXEHOT 0Cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
BBeneHHsi KOHTaKTHOT 0cobK 3asiBHMKA,
BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsay B
YkpaiHi.
[NponoHoBaHa pepakuis: faxinosa Jlapuca
BonogmmupiBHa. 3miHa MicLle3Haxo4)KeHHs MacTep-
banna cuctemn hapmakoHarnagy Ta noro Homepa.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
116. | EBPO®EB TabneTkn, BKpUTI €Bpo Benwka [eHecbapm CA peuis BHECEHHs1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/18053/01/01
NNiBKOBOO Jlandbkep BpuTtaHia TexHi4YHa nomwuska (3rigHo Hakaly MOS3 Big 23.07.2015 peuenmom
obornoHkoto, no 80 Iitg Ne 460) TexHiyHa nomunka B MKA - BunpaeneHnHs
Mr; no 14 TabneTok TEXHIYHOT MOMUIIKN NOB’sI3aHO 3 HEBIPHUM NepeknaaomM
y BnicTepi; no 1 abo abpeBiaTypu (KONOHiEyTBOPIOKOYA OAUHMLSA) Y
no 2, abo no 4, abo cneuudikauii .12 MKA Ha ykpaiHCbKy MOBY
no 6, abo no 7
GnictepiB y
KapTOHHiIN kopobui
117. | EBPO®EB TabneTku, BKPUTI €Bpo Benuka leHedpapm CA Mpeuis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/18053/01/02
NniBKOBOO TNandkep BpuTtaHisa TexHi4Ha nomunka (3rigHo Hakady MO Big 23.07.2015 peuernmom
obornoHkoto, no 120 Iitg Ne 460) TexHiyHa nomunka B MKA - BunpaeneHHs
Mr; no 14 TabneTok TEXHIYHOT MOMUIIKN MOB’A3aHO 3 HEBIPHUM MepeknaaomM
y bnicTtepi; no 1 abo abpesiaTypu (KOMNOHiEyTBOPIOKOYa OANHNLA) Y
no 2, abo no 4, abo cneuudikauii n.12 MKA Ha ykpaiHCbKy MOBY
no 6, abo no 7
Gnictepi y
KapTOHHiIN kopobui
118. | 3ABEOOC® niogpinizat Ans Mdpanzep CLUIA Kopaen ®apma ITanis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/9322/01/01
po34nHy Ans IHK. INatina C.n.A. TMNy - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
iHdy3in no 5 mr; 1 Ta/abo agpecu 3asBHUKA (BNAcHUKa peecTpauiniHoro
dnakoH 3 noceigyeHHs). 3miHa agpecu 3asiBHKKA.
nioginizatom B
KapTOHHiIN kopobui
119. | 3ACIMOKIANU | 36ip no 60 r a6o no MpAT YkpaiHa MpAT "MikTpasu" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis: 3miHu | 6e3 - UA/6044/01/01
BWI 3BIP Ne 75 r y naukax 3 "NikTpasun" TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuenma
2 BHYTPILLHIM dapmakoHarnsay (iHwi 3amiHn). 3mMiHu BHeceHo y n. 17.
(CEOATUBH naketom; no 1,5ry IHLLE TekcTy MapKyBaHHS yNakoBKW fikapCbKOro
MI;1) GinbTp-nakeTi; No 3acoby. BBeaeHHsi 3MiH npoTaromM 6-Tn micsauiB nicns
20 inbTp-nakeTiB y 3aTBEePPKEHHS
nayui; no 1,5ry
GinbTp-nakeTi; No
20 inbTp-nakeTiB y
navui 3 BHYTPILIHIM
nakeTom
120. | 3UBOKC PO34MH Ans iHdY3in, Mdpanizep CLUA PpeseHiyc Kabi Hopseris BHECEHHS 3MiH [0 peecTpauinHMx maTepianis: 3MiHu | 3a - UA/1969/02/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
2 mr/mn; no 300 mn IHK. Hopre AC TMNy - AGMiHICTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
B CUCTeMi Ans Ta/abo agpecy 3asiBHVKa (BNacHWKa peecTpauiiHoro
BHYTPILLHEOBEHHOTO nocsigyveHHs) - 3MiHa agpecu 3asBHUKa
BBEAEHHS; Mo 1
cucTeMmi B ynakoBLi 3
namiHoBaHoi
donbrn 3
MapKyBaHHAM
yKpaiHCbKO Ta
aHrnincebKol
moBamu; no 100 mn
B CUCTeMi ans
BHYTPILLHEOBEHHOTO
BBEeAEHHS; no 1
cUCTeMI B ynakosLii 3
namiHoBaHoi
donbrm 3
MapKyBaHHAM
yKpaiHCbKOW Ta
aHrMiNcbKO
mMoBamu abo MOBOIO
KpaiH-uneHis €C i3
CTUKEPOM
YKpalHCbKOO MOBOKO
121. | 30NOTOTUC | TpaBamo 75ty MpAT YkpaiHa MpAT "MiktpaBun" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis: 3miHu | 6es - UA/8472/01/01
AYHUKA naykax 3 BHYTPILUHIM "NikTpaBun" TMny - 3MiHKM Wopao 6e3nekn/edeKTMBHOCTI Ta peuenma
TPABA naketom; no 1,5ry dapmakoHarnsgy (iHwi amiHm). 3miHn BHeceHi y n. 17.
dinbTp-nakeTi; No IHLLE TekcTy MapKyBaHHS1 YNakoBKW fikapCbKOro
20 cinbTp-nakeTiB y 3acoby. BBeaeHHsi 3mMiH npoTarom 6-Tu micsauiB nicns
naydui 3 BHYTPILHIM 3aTBEePAKEHHS
naketom; no 1,5ry
dinbTp-nakeTi; No
20 cinbTp-NakeTiB y
navuj
122. | IBPAHC kancynu no 100 mr, Mdbanszep CLUA Mdpanszep HimeyunHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/15747/01/02
no 7 kancyny Eny.Ci.Ni. MeHtodekyypuHr TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
6nictepi; no 3 Kopnopei Oonuneng Mm6X Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
onictepn y H noceigyeHHs). 3miHa agpecu 3asBHUKa
KapTOHHI kopobui
123. | IBPAHC kancynu no 125 mr Mdpawnizep CLUIA Mdpansep HimeuunHa BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu | 3a - UA/15747/01/03
no 7 kancyny Eny.Ci.Ni. MeHtodek4ypuHr TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
6nictepi; no 3 Kopnopewww Doruneng M'moX Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiniHoro
Gnictepu y H noceigyeHHs1). 3miHa agpecu 3asiBHUKa
KapTOHHiIN kopobui
124. | IBPAHC Kancynu rno 75 mr no Mdbanzep CLUA Mdpanszep HimeyumHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/15747/01/01
7 kancyn y 6nictepi; Eny.Ci.Ni. MeHiodekyypuHr TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs peuenmom
no 3 Gnictepuy Kopnopeww Doruneng M'moX Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpaLinHoro
KapTOHHiIN kopooLi H noceigyeHHs1). 3miHa agpecu 3asiBHUKa
125. | IMOBAKC cycneHsisa ans CaHodi PpaHuia BUPOGHULITBO DpaHuis/ BHECEHHS 3MiH [0 peecTpauiinHmx matepianis: 3MiHu | 3a He UA/14266/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

nonio® iH’ekuin no 0,5 mn (1 MacTep Hepo3dhacoBaHoOro YropwuHa TMNy - AGMIHICTPaTUBHI 3MiHWU. BunyyeHHs BUPOGHUYOI peuenmom nidnse

BAKLUUHA [o03a) y nonepegHbo npoaykTy, OinbHuUi (BkMovaroum ginbHuui ans A®I, npomixHoro ae

onsd 3anoBHEHOMY KOHTPOIb AKOCTi npoaykTy abo roToBoro nikapcbkoro 3acofy, AinbHUL

MPO®IIAKT wnpuui 3 Hepo3dacoBaHOro ONs NPOBEAeHHs NaKyBaHHS, BUPOOHMKa,

UKH MPUKPINNEHo0 NPOAYKTY, BiANOBIAANLHOrO 3a BUMYCK Cepili, MiCLie MPOBEAEHHS

noniomieni rosnkoto (abo 2-ma BTOPUHHE KOHTPOSO cepii) abo noctavanbHUka BUXIQHOTO

TY OKpEMUMU rorkamu); nakyBaHHs, marepiany, peareHTy abo JONOMiIXXHOT pe4yoBUHU

IHAKTUBOBA | no 1 wnpuuy B KOHTPOMb SKOCTI (AKLLIO 3a3HaYeHO Y A0CbE) - BunyyeHHs dyHKuii

HA PIOKA KapTOHHiIN kopobLyj; Ta BUNycK cepii NEPBMHHOIO NaKyBaHHS (3aMOBHEHHS LUNPULIB) Ans

no 0,5 mn (1 go3a) y
nonepeaHLo
3anoBHEHOMY
wnpuui 3
MPUKPINIIEHO0
rosnkoto (abo 2-ma
OKpPEMUMU ronkamu)
B CTaHOApTHO-
EKCNOPTHIN
ynakoBLi, ska
MiCTUTBCA Y
KapTOHHiI kopobLi 3
iHCTpyKLUieto ans
MeANYHOro
3aCTOCYBaHHS;

no 5 mn (10 go3) y
nakoHi 3 3axXMCHUM
koBnaykom; no 1 abo
10 dpnakoHis B
KapTOHHIN kopobLyj;
no 5 mn (10 go3) y
NakoHi 3 3axXMCHUM
koBnaykom; no 1 abo
10 dpnakoHis B
cTaHgapTHO-
€KCMOPTHIN
ynakoBLji, sika
MiCTUTBCA Y
KapTOHHiI kopobui 3
iHCTpyKLUi€eto ans
MeANYHOro
3aCTOCYBaHHS

(ans nonepeaHLO
3anoBHEHMX
LNpuLiB);
BMPOBOHMLTBO
Hepo3dacoBaHOro

npoAaykry,
KOHTPOMb AKOCTI
Hepo3hacoBaHOro
NPoAyKTy,
HanoBHEHHS
(nepBuHHe
nakyBaHHsi),
BTOPWHHE
nakyBaHHs1,
KOHTPOMb AKOCTI
Ta BUNyck cepii
(ansa dnakoHiB):
CaHodi MacTep,
®paHuis;
BMPOBHMLTBO
Hepo3cacoBaHOro
npoAaykTy,
KOHTPOSb SIKOCTi
Hepo3cacoBaHOro
NPOAYKTY,
HanoBHEHHS
(nepBuHHe
nakyBaHHs1) Ta
iHCMeKTyBaHHS,
BTOPWHHE
nakyBaHHs,
KOHTPOSIb SIKOCTi
Ta BUMycK cepii
(ans nonepegHLO
3anoBHEHMX
wnpuuiB);
BUPOGHULTBO
Hepo3dacoBaHoro
npoAyKkTy,
KOHTPOMb AKOCTi
Hepo3dacoBaHoro
NpoAYKTY,

BUpobHMYOT ainbHULi CaHodi MacTtep 1541 aBeHto
Mapcenb Mep’e, 69280 Mapci m'ETyanb, ®paHuia Ta
npuBeAeHHsT PyHKLIN 3apeecTpoBaHX BUPOOHUKIB
(CaHodpi Mactep, Banb-ge Pon, ®paruis; CAHODI
BIHTPOM IHOACTPIA, ®paHui; CaHodi-ABeHTic 3pT.,
YropwuHa) 4o maTtepianie peecTpauiiHoro gocbe 6e3
3MiH y BUpoBHMYOMY npoueci. TepMiH BBe4EHHS 3MiH -
npoTArom 6 mMicAUiB Micnsa 3aTBepmMKeHHS. 3MiHu | Tuny
- 3MiHK 3 sikocTi. FoToBMIA Nikapckkuin 3aci6. Onuc Ta
cknag (iHwi 3miHK) - MNprBeAeHHs cknagy SONOMIKHOT
peyoBuHM (cepenosuile 199 3 conamu XeHkca) y
BigMNOBIgHICTb 4O BUPOGHMYOIT JOKYMEHTaUii Woao
OAVHWLb BUPaXXEHHS KOHLEeHTpaLii 3 Mr/n Ha r/n.
3miHu | TMny - 3miHmn 3 AkocTi. FoToBUIA NiKapCbKnii
3aci6. 3MiHM y BUpoOHMUTBI. 3MiHM Y npoueci
BMPOGHMLTBA rOTOBOIO fikapcbKoro 3acoby,
BKITH0HA04M NPOMDKHUIA NMPOAYKT, L0 3aCTOCOBYETLCS
npu BUpOBHULITBI rOTOBOTO fikapcbkoro 3acoby
(He3HayHa 3MmiHa y npoueci BUpobHuLTBA) -
MpuBeaeHHs onucy BUpOBHMYOro NpoLecy roToBoro
Hepo3adacosaHoro npoaykTy (Final Bulk Product) y
BiOMOBIAHICTb O MOTOYHMX BUPOOHUYMX NPAKTUK, a
came: BHECEHHS iHpopmalLlii Npo MOXNMBICTb
06’egHaHHsA cepii 5 cybeTaHuin (ouunweHoro
OndTepIiHOro aHaTOKCKMHY, OYULLEHOTO NPaBLEBOrO
AHATOKCUHY, OYMLLEHUX KALLMOKOBOrO aHATOKCUHY i
inamMmeHTHOro reMarmioTUHIHY, iHaKTMBOBaHOIO
TpUBaNEHTHOro NonioMieniTHOro KOHLUEHTpaTy) Ans
DOCSITHEHHST LiNbOBOI KOHLUEHTpaLii cy6cTanuii. 3MiHm |
TMny - 3MiHK 3 SKocTi. [0TOBMI Nikapcbkui 3acib.
3MiHM y BUpoBHMLUTBI. 3MiHM y npoueci BUpoGHMLTBa
roTOBOrO NiKapCcbKoro 3acoby, BKIYa4M NPOMKHUIMA
NpOoAYKT, L0 3aCTOCOBYETLCH NPU BUPOBOHULTBI
roTOBOrO fikapcbKkoro 3acoby (He3HayHa 3miHa y
npoteci BMpobHmuTBa) - [logaBaHHs iHpopmaliii,
BigMNOBIOHO 4O BUPOGHMYOT NPaKTMKK, NPO MOXIMBICTb
06’egHaHHA cepii KOHLIEHTPOBaHOI TPMBaNEHTHOI
Ait0YOT pevyoBUHU NPU BUPOOHULTBI hiHanbHOro
Hepo3adacosaHoro npoaykTy (Final Bulk Product) ans
M3y donakoHax. 3miHu | TNy - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkui 3aci6. 3MiHN Yy BUPOOHMLITBI.
3miHa po3mipy cepii (BkI4Ya4m gianasoH po3mipy
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
HaMoBHEHHS cepii) rotToBoro nikapcbkoro 3acoby (Macwtab ans
(nepBuHHE nikapcbkoro 3acoby 6ionori4Horo/iMyHonoriYHoro
nakyBaHHsi), NOXOMKEHHS 36inbLUMBCA/3MEHLLMBCSA 6€3 3MiHN
BTOPUHHE BMPOBHMYOro npouecy (Hanpuknag ayontoBaHHS MiHii))
nakyBaHHs, - OHoBREHHs iHdopMaLii Npo po3Mip cepii diHanbLHoro

KOHTPOMb SIKOCTI
Ta BUNycK cepii
(ansa dnakoHiB):
CaHodpi MNacrep,
dpaHuis;
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii (ansa
nonepeaHbLo
3aMoBHEHNX
wnpuuis Ta
nakoHiB):
CaHodi-ABeHTiC
MpawusiT Ko. JlTa4.,
Mnatdopma
NOriCTUKM Ta
ancTpmbyuii y m.
Bypanewr,
YropLmHa;
3arMoBHEHHS Ta
iHCneKkTyBaHHA
Lnpuuis,
KOHTPOMb SIKOCTI
(cTepunbHicTb)
(mns nonepegHbO
3aMoBHEHNX
wnpuuiB):
CAHO®I
BIHTPOIM
IHOACTPIA,
DdpaHLuis

Hepo3dacoBaHOro NPOAYKTY BignNoBigHO A0
BUPOBHMYOT JoKyMeHTauii, 6e3 3amiHM po3Mipy cepil,
LLIO 3aCTOCOBYETLCS NpU BUPOBHMLTBI [T13 y
nonepeaHbO 3anoBHEHWX Wnpuuax. 3aTBepa)eHo:
The batch size of a Final Bulk Product rangers from 20
liters to 500 liters for filling. 3anpnoHoBaHo: The batch
size of a Final Bulk Product rangers from 400 liters to
500 liters for filling. 3miHn | TMNY - 3MiHK 3 SKOCTI.
[oToBMI Nikapcbkni 3aci6. 3MiHN Yy BUPOOHMLITBI.
3miHa po3mipy cepii (BkMtoYaoum gianasoH po3mipy
cepii) rotToBoro nikapcbkoro 3acoby (Macwrtab ans
nikapcbkoro 3acoby 6ionoriyHoro/iMmyHonoriYHoro
NOXOKEHHS 306iNbLUMBCSA/3MEHLLNBCA 6e3 3MiHn
BMpPOBHMYOro npouecy (Hanpuknag ayontoBaHHS niHii))
- OHoBREHHs iHdopMaLii Npo po3Mip cepii iHanbHoro
Hepo3dacoBaHOro NPOAYKTY BignoBigHO 40
BUPOBHMYOT JoKyMeHTaLUii, 6e3 3amiHuM po3Mmipy cepil,
LLIO 3aCTOCOBYETLCA Npy BUPOOHUUTBI 13 y
cdnakoHax.
3atBepaxeHo: The batch size of a Final Bulk Product
rangers from 20 liters to 500 liters for filling.
3anpnoHoBaHo: The batch size of a Final Bulk Product
rangers from 400 liters to 500 liters for filling. 3MiHu |
TMny - 3MiHK 3 gKoCTi. [O0TOBMI Nikapcbkuin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnx Mex
rOTOBOrO MiKapCbKOro 3acoby (3BY)XEHHS JOMYCTUMMX
MeX, BU3Ha4YeHux y crneumdikauii Ha nikapcbki 3acobu,
ONs AKX OTPUMYETBLCA JO03BIN Ha BUNYCK cepil Big
0oiLliiHOro perynsTopHOro opraHy) - 3ByXeHHS
KpUTEpIiiB NPUNHATHOCTI ANS nokasHuka Bacterial
endotoxin content 3 < 5MO/po3a oo < 5MO/no3a 3
MEeTOI NpUBEAEHHS Y BiANOBIAHICTb A0 MOHOrpadii
0214 “Poliomyelitis vaccine (inactivated)” gitouoro
BuaaHHs €sp. Papm. ans M3 y nonepegHbLo
3anoBHeHWX wnpuuax. 3MiHm | Tuny - 3MiHW 3 FKOCTi.
["oToBMI Nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin
Ta/abo [ONYCTUMMX MeX roTOBOrO MiKapCbKoro 3acoby
(3BY>KEHHSI JONYCTUMUX MEX, BUSHAYEHMX Y
cneuudikaLii Ha nikapcbki 3acobu, Ans sKnx
OTPUMYETbLCS [03BIiN Ha BUMYCK cepii BiA odiLiiHOro
PErynsTopHOro opraHy) - 3By>KeHHs KpuUTepiiB
NPUNHATHOCTI AN Noka3Huka Bacterial endotoxin
content 3 < 5MO/po3a fo < 5MO/go3a 3 meToto
NpvBEAEHHSs Y BiANOBIAHICTb A0 MoHorpadii 0214
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

“Poliomyelitis vaccine (inactivated)” gito4oro BugaHHs
€sp. ®apm. ansa M3 y dnakoHax. 3miHum | Tuny -
3MiHM 3 skocTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTpornb
roTOBOro Nnikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauiv Ta/abo 4ONYCTUMMX MEX rOTOBOrO
nikapcbKkoro 3acoby (fonoBHeHHs cneuudikauii HoBUM
NOKa3HMKOM 3 BiANOBIAHUM MeTOO0M BUNPOOyBaHHS) -
[opnaBaHHsA nokasHuka Poliovirus identification go
cneumdikaLii rotoBoro nikapcbkoro 3acoby npu
BUNYCKY BiAMNOBIAHO 40 MoHorpadii 0214 €sp. Gapm.
ana 13 y nonepeaHbo 3anoBHEHUX wnpuuax. 3MiHu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMit 3aci6.
KoHTpOsb roTOBOro Nnikapcbkoro 3acoby. 3miHa
napameTpiB cneundikadi Ta/abo 4oNyCTUMUX MEX
roTOBOrO MikapCbKoro 3acoby (4OMOBHEHHSI
cneumdikawii HOBMM MOKa3HMKOM 3 BiAnoBigHUM
MeToA0oM BMNpoOyBaHHs1) - [lonaBaHHsi NokasHuka
Poliovirus identification go cneuudikauii rotoBoro
nikapcbKkoro 3acoby npu BMMNycKy BigmnoBigHoO A0
moHorpadii 0214 €sp. ®apm. anda M3 y dnakoHax.
3MiHn | TMny - 3MiHK 3 sKocTi. [OTOBMI Nikapcbkuii
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
y MeToaax BMnpobyBaHHSA roTOBOrO MikapCbKoro
3acoby (iHwWwi 3MiHW y MmeTodax BuUnpobyBaHb
(Bkntoyaro4mn 3amiHy abo AONOBHEHHS)) - HesHauHi
BUNpaBrieHHs y MeToaax BunpobysanHs 1,3 wo
BUMYCKAETLCS y NONEpPEeAHbO 3anoBHEHMX LUNpULUAX, a
came: - Residual Formaldehyde Content - 2-
Phenoxyethanol Content - Protein Content - D-antigen
content (by parallel line method) PegakuiiiHi npasku y
poaginax 3.2.P.5.2 Ta 3.2.P.5.3. OHOBNEHHSs kpuTEPIto
NPUAHSATHOCTI ANS nokasHuka Onuc nikapcbkoro
3acoby y po3aini 3.2.P.5.1 Cneuwndikauii npu Bunycky
Ta TepMiHy NpMAaaTHOCTI BIANOBIAHO A0 TEXHOMOTYHOT
AoKkymeHTauii (6e3 XXoaHUX 3MiH y BUPOOHUYIN
npakTuui). 3MiHK BHECEHI B iIHCTPYKLO ANS MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain "ikapcbka
dopma" (OCHOBHI i3nKO-XiMiYHi BNacTnBocTi). TepMmiH
BBEAEHHS 3MiH - NPOTArom 6 MicsiiB nicns
3aTBepAKEHHS. 3MiHM | Tuny - 3miHK 3 sikocTi. MoToBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro nikapcbkoro
3acoby. 3miHa y MeToax BMNpobyBaHHsI rOTOBOIO
nikapcbkoro 3acoby (iHLi 3MiHM y MeToaax
BMNpoOyBaHb (BKIOYaouM 3amiHy abo JONOBHEHHS)) -
HesHauHi BUNpaBneHHst y Metogax BUNpobyBaHHS
N3, wo BunyckaeTbcs y onakoHax, a came: -
Residual Formaldehyde Content - 2-Phenoxyethanol
Content - Protein Content - D-antigen content (by
parallel line method). PegakuiiHi npaBku y po3sainax
3.2.P.5.2 Ta 3.2.P.5.3. OHOBREHHS KpUTEpIto
NPUNHATHOCTI AN NokasHuka Onuc nikapcbkoro
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

3acoby y po3agini 3.2.P.5.1 Cneumdikauii npu Bunycky
Ta TepMiHy NpMAaTHOCTI BIANOBIAHO 4O TEXHOMOTYHOT
[OKyMeHTaUii (6e3 )ogHWUX 3MiH Y BUPOOHMYIN
npakTumui). 3MiHN BHECeHi B iIHCTPYKLi0 Anst MeanyHoro
3acToCcyBaHHS nikapcbkoro 3acoby y po3ain "ikapcbka
dopma" (OCHOBHI (Di3NKO-XiMiYHI BMACTUBOCTI).
TepMmiH BBeAEHHS 3MiH - NPOTArom 6 micsauie nicnsa
3aTBepAKeHHs. 3MiHu | Tuny - 3miHK 3 akocTi. [oToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeHep/3akynoproBanbHuii 3aci6. 3miHa y
NEepPBUHHIN yNakoBLii FOTOBOrO fikapcbkoro 3acoby (Tun
KOHTelHepa abo foAaBaHHS HOBOTO KOHTEWHepa) -
BunyyeHHs nepBMHHOI yNakoBKu, WO HE NPU3BOAUTL
[0 MOBHOIO BUITYYEHHS NiKapCbKOro 3acoby 3 NeBHO
curnoto aii abo y neBHil nikapcokin oopmi - BuaaneHHi
OpoMXNOpPBYTUNOBUX NIYHXXEPHUX NPOBOK Ta
HaKOHEYHUKIB, a TaKoXX BpOMBYTUNOBUX NNYHXEPHUX
npo6ok Ha BUPOOHWUIN AinbHUL 1541 aBeHio Mapcenb
Mep’e, 69280 Mapci m’ETyanb, ®paHuis y 38’A3Ky 3
BUITyYEHHAM (PyHKLiT NEPBMHHOIO NakyBaHHS
(3anOBHEHHS LWNPULIB) HA Ui AiNbHUU.

126.

IMOBAKC
nonio®
BAKUUHA
ansa
MPO®INAKT
WKKN
noniomieni
TY
IHAKTUBOBA
HA PIOKA

cycneHsia ans
iH'ekuin no 0,5 mn (1
[osa); y
nonepeaHLo
3anoBHEHOMY
wnpuui 3
NPUKpPINneHo
ronkoto (abo 2-ma
OKPeMUMU rofikamu);
no 1 wnpuvuy B
KapTOHHIN kopobLyj;
no 0,5 mn (1 posa) y
nonepeaHLo
3anoBHEHOMY
wnpuui 3
NPUKpPINneHo
ronkoto (abo 2-ma
OKpPeMVMU rofikamm)
B CTaHAapTHO-
€KCMOPTHIN
ynakoBLi, sika
MiCTUTbCA Y
KapTOHHiIn kopobui 3
iHCTpyKLUi€eto Ans
Mean4Horo
3aCTOCYBaHHS; no 5
mn (10 gos) y
NakoHi 3 3axXMCHUM
koBnaykom; no 1 abo
10 dnakoHis B

CaHodi
MacTep

®paHuin

BUPOBHMLTBO
Hepo3dacoBaHoro
npoAaykry,
KOHTPOMb AKOCTI
Hepo3dacoBaHoro
NPOAYKTY,
BTOPWHHE
nakyBaHHs1,
KOHTPOMb AKOCTI
Ta BUNyck cepii
(ansa nonepegHbO
3anoBHEHMX
wnpuuiB);
BMPOBHMLTBO
Hepo3cacoBaHOro
npoaykry,
KOHTPOSIb SIKOCTi
Hepo3cacoBaHOro
NPOAYKTY,
HanoBHEHHS
(nepBuHHE
nakyBaHHs1),
BTOPWHHE
nakyBaHHs1,
KOHTPOMb AKOCTi
Ta BUMycK cepii
(ans dnakoHiB):
CaHodi MacTep,
®paHuis;
BUPOGHULITBO

PdpaHuis/
YropwwmHa

BHECEHHS 3MiH 40 peecTpauinHMx maTtepianis: 3miHu |
TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecy Micua NpoBamKEHHS OisANbHOCTI
BMpPOOHWKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
BKIIOMAK04M AinbHULI BUNYCKY cepii abo micue
NpoBEeAEHHS! KOHTPOIIO SIKOCTI. (QisSNbHICTb, 3a SKy
BiAMNOBigae BUPOOHMK/iMNOPTEp, BKNOYAKUN BUMYCK
cepin) - 3miHa Ha3BW Ta agpecy BUPOOHNYOI AinNbHUL
B M. ByganewT, wo Bignosigae 3a BTOPUHHeE
nakyBaHHsi Ta BUNycK cepin. TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicsILiB Micnsi 3aTBEPOKEHHS.

3a
peuernmom

He
nionsie
ae

UA/14266/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

KapTOHHiIN kopobLyj; Hepo3dacoBaHOro

no 5 mn (10 gos) y npoaykTy,

bnakoHi 3 3aXMCHUM KOHTPOIb AKOCTi

koBnaykom; no 1 abo Hepo3dacoBaHoro

10 conakoHis B npoayKTy,

cTaHgapTHO- HanoBHEHHSI

EeKCNOPTHIN (nepBuHHE

ynakoBLi, sika nakyBaHHs1) Ta

MICTUTBCS Y iHCNEeKTyBaHHS,

KapTOHHiIN kopobLi 3 BTOPUHHE

iHCTpyKLUi€eto ans nakyBaHH4,

Megun4yHoro
3aCTOCyBaHHA

KOHTPOMb AKOCTI
Ta BUNYyCK cepil
(ansa nonepegHbO
3anoBHEHMX
LNpuLiB);
BMPOGHMLTBO
Hepo3dacoBaHOro

npoaykry,
KOHTPOSb SKOCTi
Hepo3dacoBaHOro
NPOAYKTY,
HanoBHEHHS
(nepBuHHE
nakyBaHHs1),
BTOPWHHE
nakyBaHHs,
KOHTPOMb AKOCTI
Ta BUMyCK cepil
(mns dnakoHiB):
CaHodi MacTep,
®paHuis;
BTOPWHHE
nakyBaHHs, BUMYCK
cepii (ans
nonepeaHLo
3anoBHEHNX
Lwnpuuis Ta
dnakoHiB):
CaHodi-ABeHTIC
3pT., YropwuHa;
3amnoBHEHHS Ta
iHCMNeKTyBaHHs
Lnpuuis,
KOHTPOSIb SIKOCTi
(cTepunbHicTb)
(ansa nonepegHbO
3anoBHEHMX
wnpuuiB):
CAHO®I
BIHTPOI
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

IHOACTPIA,
DpaHuis

127.

IMYCTAT

TabneTkn, BKpUTI
obonoHkoto, no 50
mr; no 10 TabneTok
Y KOHTYpPHI
YapyHKOBI
ynakosui; no 1
KOHTYPHI
YapyHKOBIN ynakoBLj
y nayui

MpAT
"®apmaueBT
n4yHa cipma

"NapHuus"

YkpaiHa

MpAT
"PapmaueBTUYHa
dipma "OapHuusa"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu |
TUny: 3MiHW 3 siKoCTi. FOTOBMIA Nikapcbkuii 3acio.
KoHTpornb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneundikaui Ta/abo 4oNyCTUMUX MEX
roTOBOrO fikapCbKoro 3acoby (iHwi 3miHu) CynyTHsi
3MiHa: 3MiHu 3 sikocTi. [oToBMI Nikapcbkuin 3aci6.
KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA roTOBOrO fikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX meTodax
BUNpobyBaHHS) - NpMBEAEHHA BUMOr cneumdikauii 3a
nokasHukom «MikpoGionoriyHa uncrtota» y
BiAnoBigHicTb €0, 2.6.12, 2.6.13, 5.1.4. gnsa
no3syeaHHs 50 mr. 3miHu | Tuny: 3MiHK 3 SKOCTI.
["oTOBMI Nikapcbknii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax BunpobyBaHHS
roTOBOrO flikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBepOKEHMX MeTofax BUNpobyBaHHS)
BHECEHHS 3MiH A0 MeToay BunpobysaHHs 13 ans
[o3yBaHHs 50 Mr 3a noka3HMKOM «Po34nMHeHHs» (OPY,
2.2.25), a came 4ns NpUroTyBaHHsS PO34MHY
NOpiBHAHHA NepeabavyeHo BUKOPUCTaHHS
BHYTPILLHBOrO CTaHAapPTHOro 3pa3sky HapiBHi 3 PC3
O®Y. BHeceHo pefakuinHi npasku, siki oopMneHi
3rigHO 3 pekoMeHaauisgsMu i ctunictukoro JPY.

6e3
peuyenma

UA/9052/01/01

128.

IMYCTAT

TabneTku, BKpUTI
obonoHkoto, no 100
mr; no 10 TabneTok
Y KOHTYpHIN
YapyHKOBIN
ynakosui; no 1
KOHTYpPHIn
YapyHKOBIN ynakoBLi
y nayui

MpAT
"®apmaueBT
n4yHa cipma

"OapHuus”

YkpaiHa

MpAT
"dapmaueBTUYHa
dipma "OapHuuga"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
Tuny: 3miHM 3 AkocTi. [0ToBMIA NikapcbKuii 3acio.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTuMmnx Mex
roToBOro nikapcbkoro 3acoby (iHwwi 3mMiHN)CynyTHS
3MiHa: 3MiHu 3 akocTi. FoToBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPobyBaHHSA roTOBOrO fikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeToaax
BUNpobyBaHHs) - NpuUBEAEHHS BUMOT crieuudikaLii 3a
nokasHukom «MikpobionoriyHa yncrtoTar» y
BianoBigHicTb €0, 2.6.12, 2.6.13, 5.1.4. ans
nosyBaHHs 100 mr. 3miHu | Tuny: 3MiHK 3 siKOCTi.
"oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BMnpobyBaHHS
roTOBOrO fikapCbKoro 3acoby (He3HayHa 3MiHa y
3aTBEpAKEHNX MeToAax BUNPobyBaHHS)
BHECEHHS 3MiH [0 MeToay BunpobyeaHHsA M3 gns
Ao3yBaHHs 100 Mr 3a NOKasHUKOM «PO34YMHEHHS»
(OdY, 2.2.25), a came Ans NpUrotTyBaHHs PO34nHY
NOpiBHAHHSA NepeabavyeHo BUKOPUCTaHHS
BHYTPILLHBOrO CTaHAapTHOro 3pa3ky HapieHi 3 PC3
O®Y. BHeceHO peakuinHi npasku, ki odpopMneHi
3rigHO 3 pekoMeHgauisgsmu i ctunictnkor JPY

6e3
peuyenma

UA/9052/01/02

129.

IHOOMETAL]

cynoauTopii no 50 mr

AT

Bonrapis

AT "Cocapma"

Bonrapis

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu |

3a

UA/10242/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
WUH no 6 cynosuTopiis y "Codpapma” Tmny - 3MiHM 3 sikocTi. FoToBUIA NikapcbkMin 3acib. peuenmom
CODAPMA cTpuni; no 1 ctpuny 3MiHu y BUpoGHMUTBI. 3amiHa abo BBeOEHHS
B KAPTOHHI nayui [04aTKOBOI AinbHMLI BUPOBHMLTBA 4NA YacTuHU abo

BCbOro BUPOOHMYOro NpoLiecy roToBOro NikapCbKoro
3acoby (QinbHULSA, Ha Sk NpoBOAATLCS Byab-siKi
BUPOOHWUI CTagii, 3a BUHATKOM BUMYCKY CepilA,
KOHTPOIIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs1, ANs1 HECTEPUIbHUX NiKapCbKnx 3acobiB).
3amiHa ginbHuui BupobHuuTea AT "Codhapma” 3a
appecoto: Byn. InieHcbke woce, 16, Codgis, 1220,
Bonrapia ans YacTvHy BUpobHuYoro npouecy
roTOBOrO JlikapCbKoro 3acoby (4inbHUUSA, Ha sKin
npoBoasTbCsA byab-ski BUPOGHMYI CTagii, 3a BUHATKOM
BWMNYCKY CEPIl, KOHTPOMIO SKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO MaKyBaHHS, As1 HECTEPUITbHUX
nikapcbkux 3acobiB), a came: BBEAEHHSI B
ekcnnyaTauilo HOBUX NPUMILLEHb ANA BUPOOHMLTBA
cynosuTopiiB y 6yaieni 3 BUpOOHMLTBA TBEPANX
nikapcbkux dopm AT "Codhapma” 3a agpecoto: Byr.
InieHcbke woce, 16, Codis, 1220, Bonrapis Ta
OfHOYacHe NPUNUHEHHA ekcnnyaTauii npuMilleHb ons
BUPOBHMLTBA cyno3uTopiie — uexy «CynoauTtopii» 3a
Tieto X camoto agpecoto: Byn. InieHcbke woce, 16,
Codpisi, 1220, Bonrapisi. 3MiHn | TUnNy - 3MiHK 3 SIKOCTi.
[oToBWI Nikapcbkuii 3aci6. 3MiHN Yy BUPOBHULTBI.
3amiHa abo BBeAeHHsI 4OOATKOBOI AiNbHULI
BMPOGHMLUTBA ANs YacTUHM abo BCboro BUpobHUYoro
npoLiecy roToBoro nikapcbkoro 3acoby (AinbHuusa ans
NEepBUHHOIO NakyBaHHS). 3amiHa AinbHULI
BupobHuuTBa AT "Cocbapma” 3a agpecoto: Byr.
InieHcbke woce, 16, Codis, 1220, Bonrapis ons
YaCTUHU BUPOBHNYOro NpoLecy roToBOro nikapcbkoro
3acoly (AinbHULSA AN NEPBUHHOIO NakyBaHHs), a
came: BBEiEHHsI B eKcrnyaTaLilo HOBUX NPUMILLEHb
ANs NEPBMHHOIO MaKyBaHHA CynoavTopiis y byaisni 3
BMPOGHMLTBA TBEPANX Nikapcbkux doopm AT
"Codpapma" 3a agpecoto: Byn. InieHcbke woce, 16,
Codisa, 1220, bonrapisi Ta ogHOYacHe NPUNMHEHHS
ekcnnyaradii npuMilLeHb ANA NePBUHHOMO NaKyBaHHS
cyno3uTtopiie — Lexy «CynosuTtopii» 3a Tieto x camoro
appecoto: Byn. InieHcbke woce, 16, Codgis, 1220,
Bonrapisa. 3minn | Tuny - 3miHn 3 skocTi. [oToBMNIA
nikapcbkuii 3aci6. 3miHu y BUpoGHMUTBI. 3amiHa abo
BBEAEHHS A0A4ATKOBOI AiNbHULL BUPOOHMLTBA NS
YacTuHU abo BCbOro BUPOBHMYOro NpoLiecy roToBoro
nikapcbkoro 3acoby (4inbHWULSA ANt BTOPUHHOTO
nakyBaHHs1). 3amiHa ginbHuUUi BUpobHuLTBa AT
"Codhapma" 3a agpecoto: Byn. InieHcbke woce, 16,
Codisi, 1220, Bonrapis Ans 4acTUHN BUPOBHUYOTO
npoLecy roToBOro fikapcbkoro 3acoby (ginbHuUs ons
BTOPWHHOIO NaKyBaHHS), a came: BBEAEHHS B
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
ekcnnyaradilo HOBUX NPUMILLEHb A5 BTOPUHHOIO
nakyBaHHs cynoauTtopiis y 6yaisni 3 BUpobHMLTBa
TBEpAMX Nikapcbkux oopm AT "Codhapma” 3a
agpecoto: Byn. InieHcbke woce, 16, Codis, 1220,
Bonrapis Ta ogHo4acHe NpUNUHEHHs ekcnnyaTauii
npuMiLLeHb ANS BTOPUHHOIO NakyBaHHS Cyrno3nTopiiB
— uexy «Cynosutopii» 3a Tieto X CaMol agpecoto: ByJl.
InieHcbke woce, 16, Codis, 1220, Bonrapis. 3miHu |
Tmny - 3MiHK 3 sikocTi. FoToBUIA Nikapcbkmii 3acib.
3MiHM y BUpobHMUTBI. 3MiHa iMnopTepa/3amiHu, LWwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO SKOCTI
roToBOrO fikapcbKkoro 3acoby (3amiHa abo foaaBaHHs
OiNbHWLI, Ha K 3OINCHIOETLCA
KOHTPOnb/BUNpobyBaHHs cepii). 3amiHa ginbHuui AT
"Codhapma" 3a agpecoto: Byn. InieHcbke woce, 16,
Codis, 1220, bBonrapisi, Ha sKi 30iNCHIOETbLCS
KOHTPOrnb/BUNPOOYBaHHS cepii, a came: BBEAEHHS B
ekcnnyaradilo HOBUX NPUMILLEeHb Ans
KOHTpOto/BUNpoByBaHHs cepii cyno3uTopiie y byaisni
3 BUpOGHMLTBA TBEpAWX Nikapcbkux chopm AT
"Codhapma" 3a agpecoto: Byn. InieHcbke woce, 16,
Codis, 1220, bonrapisi Ta ogHoOYacHe NPUNMHEHHS
ekcnnyaTauii npuMileHb ans
KOHTpOM/BUNpobyBaHHs cepii cyno3utopiie — Lexy
«Cyno3suTopii» 3a Tiet X caMoto agpecoto: ByI.
InieHcbke woce, 16, Codist, 1220, Bonrapis.

130. | IHAITA TabneTku, BKpUTI Mcpanzep CLUIA BMPOGHMLTBO, Himeuumna/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/14080/01/01
NniBkOBOIO Eny.Ci.Ni. BTOPWHHE Ta Yexis TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs peuenmom
ob6onoHkoto, no 1 mr; | Kopnopenw nepBuHHE Ta/abo agpecu 3asBHUKA (BNAcHUKa peecTpaLiniHoro
no 14 tabnetoky H nakyBaHHS, noceigyeHHs1) - 3MiHa agpecu 3asiBHUKa
6nicTepi; no 2 abo 4 TECTyBaHHs npu
Gnictepn y BUWMYCKy cepil,

KapTOHHiI kopobui TEeCTyBaHHs npu
[LOCTioKeHHI
cTabinbHocCTI,
BUMYCK cepii:

Mdpanzep
MeHtodek4ypuHr
Doiuneng Mv6X,
HimevuunHa
TECTYBaHHs npu
[LOCHioKEHHI
cTabinbHoCTi:
KBiHTa-AHanituka
C.p.o., Yexis

131. | IHIITA TabneTku, BKPUTI Mdpanzep CLUA BMPOGHMLTBO, Himeuumna/ BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHn | 3a - UA/14080/01/02
NniBKOBOO Eny.Ci.Ni. BTOPWHHE Ta Yexis TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
obornoHkoto, no 5 mr; | Kopnopeiiw nepBuHHe Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
no 14 tabnetoky H nakyBaHHs, noceigyeHHs) - 3MiHa agpecu 3asiBHUKa

6nictepi; no 2 abo 4
Gnictepu y

TECTYBaHHs npu
BUNYCKY cepi,
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
KapTOHHiI kopooLi TECTyBaHHA npun
OOCHiMKEHHI
cTabinbHocTi,
BUMYCK Cepii:
Mdpansep
MeHodeKk1ypuHr
Hownuneng MoX,
HimeuyunHa
TECTyBaHHs npu
LOCTioKEHHI
cTabinbHocTi:
KBiHTa-AHaniTuka
C.p.o., Yexia
132. | IHNITA TabneTkn, BKpUTI Mdpanszep CLUA BMPOGHMLTBO, Himeyvumna/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a - UA/14080/01/01
NNiBKOBOO Eny. Ci. Mi. BTOPVHHE Ta Yexiga TMny - 3MiHK Wwopao 6eanekn/edeKTMBHOCTI Ta peuenmom
o6onoHkoto, o 1 mr; | Kopnopenw nepBuHHE capmakoHarnsgy. BeegeHHs abo 3miHv oo
no 14 tabnetok y H nakyBaHH4, y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
6nicTepi; no 2 abo TeCTyBaHHs npu (BBEOEHHS y3aranbHeHVX AaHWUX Npo CUCTEMY
no 4 Gnictepu B BUMYCKY cepil, capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
KapTOHHiIN kopobui TECTyBaHHs npun BiANOBIAANbLHOI 3a 3AiNCHEHHS bapmakoHarnsay;
LOCTioKEHHI KOHTaKTHOT 0cO0M 3 (hapMakoHarnsigy 3asiBHUKa Ansi
cTabinbHocTi, 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BOHa
BUMYCK Cepii: BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
Mdbansep 3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaym
MeHtodekyypuHr KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
Honuneng MmbX, danna cuctemu papmakoHarnsgy) 3miHm oo
HimeuuunHa; y3aranbHeHVX AaHuX Npo cuctemMy dapmakoHarnsgy
TECTyBaHHs npu 3asiBHUKA
[OCHioKEHHi
cTabinbHoCTi:
KBiHTa-AHaniTuka
C.p.0., Yexis
133. | IHNITA TabneTku, BKPUTI Mdpanzep CLUIA BMPOGHMLTBO, Himeuumna/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3minHu | 3a - UA/14080/01/02
NniBkOBOIO Eiv. Ci. Mi. BTOPWHHE Ta Yexis Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 5 mr; | Kopnopewww nepBuHHe dapmakoHarnsagy. BeegerHs abo 3aminn o
no 14 tabnetoky H nakyBaHHs1, y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy

6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI kopobui

TECTyBaHHs npu
BUWMYCKy cepil,
TECTyBaHHs npu
[LOCHioKEHHI
cTabinbHocCTI,
BUMYCK cepii:
Mdpansep
MeHtodek4ypuHr
Donuneng Mv6X,
Hime4vuuHa;
TECTYBaHHS Mpu
LOCTioKEHHI
cTabinbHoCTi:
KBiHTa-AHanituka
C.p.o., Yexis

(BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTEMY
cbapmakoHarnsgy, 3miHa ynoBHOBa)keHoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS hapMakoHarnsay;

KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi

3AiicHeHHs bapmakoHarnsigy B YkpaiHi, SKLLO0 BOHA

BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosiganbHoi
3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaum

KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
(paina cuctemu papmakoHarnsgy) 3miHu go

y3ararnbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy

3asiBHMKA
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3acoby ynakoeka) Hs* noceid4yeHHs1
134. | IHONAMIH PO34MH ONs iH eKLiN, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a - UA/16007/01/01
10 mr/mn; no 1,5 mn akKujioHepHe aKuioHepHe Tmny - 3MiHn 3 akocTi. CepTudikat BignosigHocTiI/lE- peuernmom
B amnyni; no 100 TOBapUCTBO TOBapUCTBO cepTudikaT BiaNnoBiaHOCTI €BpONenchbKin
amnyn y nayi; no "Nekxim- "NekxiMm-Xapkis" dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
1,5 mn B amnyni; no Xapkis" OHOBIEHOroO cepTudikata BignosigHocTi abo
5 amnyn y nayui; no BUYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkiin
1,5 mn B amnyni; no capmakonei: gna Adl; gnsa BuxigHoro
5 amnyn y 6nicTepi; matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
no 1 Gnictepy B BUKOPUCTOBYOTLCS Y BUPOBHULTBI ADI; ans
navuj [OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
€sponelicbkint hapmakonei) - OHoBNeHnn ceptudikar
BiJ y)Xe 3aTBEpXEHOro BUpPOBHUKa - MoAaHHS
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiln
dapmakonei Ne CEP 2014-261 - Rev 01
(3aTBepakeHo: RO-CEP 2014-261 - Rev 03) gns AdI
MeroKcMKaMy Bif, 3aTBepaKeHoro BupobHuka SWATI
SPENTOSE PVT. LTD., IHgis.
135. | NOOUKCAHO | posumH ans iH'ekuin, "HOHiK IHpia "HOHiK IHpia BHECEHHS 3MiH [0 peecTpauiinHmx maTepianis: 3miHu | 3a - UA/16675/01/01
I - OHIK 320 mr/mn; no 50 mn | dapmackioT dapmackioTrkan TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
abo no 100 mny ukan INabopaTopis" dapmakoHarnsagy. Beegerns abo 3aminn go
dnakoHi; no 1 JlabopaTopis (BigaineHHs cipmun y3aranbHeHWX 4aHux Npo cuctemy dapmakoHarnsgy
dnakoHy y " "I0x. b. Kemikana (BBEAEHHS y3aranbHEHMX AaHUX NPo cUCTeEMY
KapTOHHIN ynakoBLji (BipaineHHs eHq chapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
dipmn "OXK. dapmacbioTukansa BignoBiganbHoi 3a 34iNCHEHHSA hapMakoHarnsaay;
B. Kemikans Nra.") KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
eHf 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
®dapmacbloT BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBiganbHoi
vkana Jita.") 3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
yMNOBHOBaXeHOi 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
capmakoHarnsg,.
Ditoywa pepakuis: Dr. Ameya P. Satam / [ip. Ames
Cartam. NponoHoBaHa pepakuisi: Benikoa CeiTnaHa
MwuxainiBHa. 3MiHa KOHTAKTHUX AaHVX YNOBHOBaXXEHOT
ocobu 3asiBHUKaA, BiANOBIganbHOI 3a hapMakoHarnsg.
3MiHa Micue3HaxodkeHHs1 MacTep-daina cucremu
chapmakoHarnsgy Ta noro Homepa. 3miHa micus
34iCHEeHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
136. | KAOCINA® MOPOLLOK ANs TOB «Pouu YkpaiHa Bupo6HuuTBO LLIsenuapis/ BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHn | 3a - UA/13770/01/01
KOHLeHTpaTy ans YkpaiHa» Hepo3dhacoBaHoi HimeuunHa Tmny - 3MiHun 3 sikocTi. API. BUpobHuULTBO. 3MiHK peuenmom
pO34MHy Ans npoaykuii, BUNpobyBaHb abo AONYCTUMMX MEX Y NPOLECi
iHdy3in no 100 wmr; 1 nepBUHHE BMpOGHMLUTBa ADI, Lo BCTAHOBNEHI Y cneumdikaLisx
hnakoH 3 MOPOLLKOM nakyBaHHs, (ooaaBaHHst HOBOroO BMNPOBYBaHHS Ta A4OMNYCTUMMX
B KapTOHHII kopobui BTOPUHHE mex) - onaBaHHsa metony SoloVPE B sikocTi
nakyBaHHs1, anbTepHaTUBHOIO METOAY BU3HAYEHHS! KOHLIEHTpaLii
BUNPOOyBaHHSA 6inka ans 3paskiB TpacTy3ymaby B npoueci
KOHTPOIMHO SIKOCTI, BMPOGHMLTBA, 6€3 3MiH 10 MOTOYHMX MEX B NPOLECI
BUMYCK cepii: BMPOGHMLTBA. 3anponoHOBaHWI anbTepHaTUBHUIA
. XodpdpmaHH-T4 MeTo[ TeCTyBaHHA KOHLeHTpaulii 6inka SoloVPE
Pow Jitg, BUKopucToBye cnektpodotomeTp SoloVPE Slope i
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LLsenuapis; npautoe Ha TOMY X aHaniTUY4HOMY NPUHLMNI
BunpobyBaHHs (nornuHaHHs Y®/BMAMMOI AiNAHKM CnekTpa BiAnoBigHO

KOHTPOIIO SIKOCTI:
Pow [iarHocTuke
'MEX, HimeyunHa

00 3akoHy Jlam6epta — Bepa), Lo 1 NoTo4YHO
3apeecTpoBaHui MeTog. [JaHi 3MiHM BHOCATLCA B
pamKkax OHOBMEHHS1 CUCTEMU KOHTPOSHO NiKapCbKoro
3acoby, MeToH AKOi € 3abe3neyeHHs HanexHoro
KOHTPO aTpubyTiB AKOCTi Ta NiATPUMKA NOTOYHUX
ranysesux ctanaapTis; 3MiHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTodax BUNpoOyBaHHS
A®I abo BuxigHoro matepiany/npomMixHoro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLEC
BMpobHMuTBa ADI (iHWi 3MiHM Yy MeTogax
BUNPOOYBaHHS (BKtoYa4um 3aMmiHy abo [ONOBHEHHS)
Ad| abo BMXigHOro/NPOMIDKHOrO MPOAYKTY) -
OHoBReHHs MeToAy BUNPODBYBaHHS MpW BUNYCKY —
«BwusHaueHHs BmicTy nonicopbaty 20 3a gonomoroto
yopecLEeHTHOro MiLeNAPHOro aHanidy» 3MiHO
KiNbKOCTi 3paskiB B NPOTOKOMI iHXXEKTYBaHHA Ta
BMNPOBaOKEHHSI HOBOTO KPUTEPI0 NMPUNHATHOCTI
CUCTEeMU Anst TOYHOCTI Ha BUPOBHUYIN AinbHMLI
Genentech Inc Vacaville; 3miHn | Tuny - 3miHm 3
skocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JOMYCTUMUX MEX, BUSHAYEHUX Y
cneundikauisix Ha A®l, abo BUXIgHUA/NPOMIXKHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BUpobHMLTBa ADI (ONOBHEHHS cneuudikadii HOBUM
NoKa3HWKOM SIKOCTi Ta BignoBigHMM MeToA40M
BUNPODYyBaHHS) - BnpoBamKkeHHs1 4OAaTKOBOro MeToay
BUNPOOYBaHHSA NPy BUMYCKY AN NPOMiKHOI PEYOBUHM
TpacTty3ymaby: «BunpobyBaHHs BioHaBaHTaXeHHs»;
3MiHu | TUny - 3miHu 3 skocTi. APl. KoHTponb AdI.
3miHa y meToaax BunpobysaHHA A®| abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHNX MeToAax
BUNpoOyBaHHS) - OHOBNEHHSI KPUTEPIt0 NPMAATHOCTI
cucTeMu (po3gaineHHs) Ans Metogy BUNpobyBaHHs
NPOMDKHOrO MPOAYKTY TpacTy3ymaby «laeHTudikauis
nenTuaHUM KapTyBaHHaM» («Peptide map UV»); 3MiHu
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
KoHTpOmb roToBOro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA roTOBOrO fikapcbKoro 3acoby
(iHwWi 3miHKM y MeTopax BUNpobyBaHb (BKMHOYa4u
3amiHy abo JonoBHeEHHs1)) - BHeceHHs 3miH Ao
marepianis peecTpauifiHoro OCLE 3 METOH
NpVBEAEHHS Y BiAMNOBIAHICTb A0 OPUriHANbLHOIO AOCHE,
a came 3MiHa NpUroTyBaHHs Ta kBanidikaLis HoBoOro
NMepBMHHOIO CTAHAAPTHOrO 3pa3ka, a TakoX
KOpUryBaHHs 3Ha4Y€HHS aKTUBHOCTi 3apeecTPOBaHOIoO
BTOPWHHOIO CTaHAAPTHOrO 3paska; 3MiHu | Tuny -

3miHn 3 skocTi. ADPl. BupobHuuTBO. 3MiHM
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BunNpobyBaHb abo AONYCTUMMX MEX Y NpOoLeCi
BMpOGHMUTBa AQDI, L0 BCTAHOBIEHI Y crieumdikaLisix
(iHWi 3MiHK) - OHOBNEHHS KOHTPOSIO B NPOLECI
BMPOGHLMTBA 3@ NOKa3HUKOM « TecTyBaHHS Ha
Mikonnasmy» LWnsxoM BnposagkeHHs metody MIP
MiKOMnna3amu, BKIYaym NO3MTUBHWUIA KOHTPOIb; 3MiHM
| TMny - 3MiHu 3 sikocTi. ADL. BupobHmuTBo. 3MiHM
BMNpobyBaHb abo JoMyCTUMUX MEX Y NpoLeci
BUpobHMUTBa ADI, L0 BCTAHOBIEHI ¥ cneumdikauisx
(iHWi 3miHK) - HeaHauHi 3miHu B onuci ctagii «Cell
culture and Harvest description» npomiXHOro NpoaykTy
TpacTy3ymaby ans BupobHuka Roche Singapore, w06
y3roavTi ONncC Npouecy Ta NiMiT 3 ycima iHWnmn
OiNstHKaMn. Y TOYHEHO CENEKTUBHI Ta HECENEKTUBHI
JianasoHun cknagy cepefoBuLY AN eTanis
KYNbTUBYBAHHS KNITWUH. He3Ha4yHa 3miHa B .
3.2.S.2.4.KOHTPOnb KPUTUYHUX CTagil i MPOMIKHOI
npoaykuii, npouec ounweHHs (Process purification)
OHOBMEHO, LWOG BKMOYUTU TECTYBAHHS KOHLIEHTpaLii
6inka; 3miHn | Tnny - 3miHm 3 sikocTi. ADI.
Bupo6HMLTBO. 3MiHK BUNpobyBaHb abo JonycTUMUX
MeX y npoueci BupobHuutea ADI, Lo BCTaHOBNEHI Y
cneuudikauiax (iHwi 3MiHW) - HesHayHi 3MiHn B onuci
cragii «Cell culture and Harvest description»
NPOMIDKHOrO MPOAYKTY TpacTy3ymaby Ans BUpobHuka
Vacaville:

a) BupaneHHs HekpuTnyHoro nokasHuka MIP-tecty Ha
napBoBipycC rpu3yHis(3a 48 roauH go 36opy Bpoxato)
Ans KynbTypu knituH Vacaville. 6) BuganeHHs
HEeKpUTUYHOI AeTani poboTu: «biopeakTopu
aBTOMAaTWUYHO NIATPUMYIOTb HAAMULLKOBUA TUCK
npnbnmsHo 2 psig 3a 4ONOMOroto knanaHa
perynoBaHHs TUCKY». HeaHauHi 3miHv onucy posainy
3.2.5.2.2 Purification and Modification description
BUpobHuKa Vacaville onsa y3romkeHHss onvcy npolecy
Ta NiMiTiB 3 yciMa iHLIMMW BiNSHKaMW MPOMiXKHOIO
npoaykTy TpacTy3ymaby:

- JlonaTtkoBuii Neperik KPUTUYHUX NapaMeTpiB
NpOoLeCy OYULLEHHA METOLOM KaTiOHOOOMiHHOI (SP
Sepharose Fast Flow) xpomatorpadii:
NPUAHSTHWIA giana3oH KOHOYKTMBHOCTI Anst 6ydepa
NSt BPIBHOBAXEHHS,

- BuganeHHs HeKpuTMYHMX onepauiiHnx aeTtanen i3
NpoLIeCy OYMLLIEHHS KaTiOHOOBMIHHOT XpomaTorpadii:
rpagieHTHi getani ona onepawii rpagieHTHOI NPOMUBKM
- Po3zpin «Purification and Modification» oHoBneHo,
o6 nepepaxyBatu kBanicikoBaHWM Yac BUTPUMKA
npouecy (Process Hold Time)

HesHauHa 3miHa B po3gini 3.2.S.2.4 KoHTpornb
KPUTUYHKX CTagin Ta NPOMiKHOI NpoaykLii, a came
BMAaneHHs MOHITOpUHIY pH Ha eTani iHakTuBauji
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BipycCy, 41181 rapMOHi3aLii onucy 3 iHWKMK ZinbHUUAMU;
3MiHn |l Tuny - 3miHn 3 akocTi. A®L. KoHTponb AdI.
3miHa y napameTpax cneuudikadi Ta/abo
[ONyCTUMMX MEX, BU3HAYEHUX Y cneumaikauiax Ha
A®I, abo BMXiZHU/NPOMiKXHUIA NPOAYKT/peareHT, wo
BUKOPUCTOBYHOTLCSA Y Npoueci BupobHuutea ADI (iHwwi
3MiHu) - [logaBaHHA HOBOro napameTpy cneumdikawji
npun BUMYCKY AN adyKo3MNboBaHNX rMikaHiB (4-
11,7%) 3 BiANOBIZHUM METOLOM BUNPOOYBaHHSA
PiAMHHOT XpoMaTorpadii-yrnbTpa-BUCOKOEEKTUBHOI
pianHHOI xpomaTorpadii rigpodinbHOT B3aemogii 2-
amiHo6eH3amigy (2-AB HILIC-UHPLC), ans
NPOMIKHOrO NPoAYKTY TpacTy3dymaby; 3miHu Il Tuny -
3MmiHn 3 AkocTi. A®Pl. BupobHuuTBo. 3MiHM
BMNpobyBaHb abo AONYCTUMMX MEX Y NPOLECi
BMpobHMUTBa ADI, L0 BCTAHOBNEHI Y cneumdikavisix
(iHWi 3MiHW) - B pamkax OHOBMEHHS cucTemmn
KOHTPONMIO MikapcbKoro 3acoby NponoHyTbLCS
HaCTYMHi 3MiHW 0 BUNPOByBaHb NPOMIXKHOrO NPOAYKTY
TpacTy3ymaby:

a) BUNyYeHHs1 BU3HaYeHHs NpoTeiHy A B AKOCTI
BUNPOOYBaHHSA AN KOHTPOSO Ha BUPOOHNYMX
ninbHMusax Vacaville, Roche Singapore 1a Lonza
Singapore ans npvBegeHHs y BiAMOBIAHICTb A0 BCiX
iHLWIMX OinbHUUb;
©0) 3amiHa BUSIBNEHHST MiKOMIa3My METOLOM CEHCOPHOT
MNP Ha meTog MJIP y peanbHoMy yaci 6e3 3miHn
KpUTepiiB MPUAHATHOCTI.

B) 3aMiHa NOTOYHOrO MEeToAY BUSIBIIEHHS MAPBOBIpYCY
rPU3YHIB Ha OCHOBI iHOMKATOPHUX KNiTUH (324K aHani3s)
Ta TpaguuinHoro metody MNJIP ans BusBnNeHHs
napBoBipycy rpu3yHiB Ha metop NJIP y peansHomy
yaci 6e3 3MiHW KpUTePpIiB NPUAHATHOCTI.

r) KPUTUYHI NapameTpu Npouecy ineHTUdIkoBaHiI Ta
AofaHi o peectpadii BUpobHuuTBa TpacTy3ymaby -
3MiHM 0O KOHTPOSO GiOHaBaHTaXXEHHS:

- 3BY)XEHHS1 Ta rapMOHi3aLlisi MeX KOHTPOmo
bioHaBaHTaXxeHHs BigNoBigHO 40 rnobansHoro
ctaHpapTy sikocti MAH gnsa mikpobionoriyHoro
BUMNPOOYBaHHS HECTEPUIBHUX MaTepianis.

- MeTop 6ioHaBaHTaxeHHss TAMC 6yno oHoBneHo Ans
3paskiB KynbTypu KNniTWH nepeg 3éupanHam (PHCCF)
[ONsi TECTYBaHHS, BUSIBIIEHHS Ta NepepaxyHKy
aepoTonepaHTHUX aHaepoOHNX OpraHi3miB.
BHeceHHs 3MiHM [0 BEpXHbLOT MexXi TemnepaTypu
BUTPUMKM Ha eTarni TEXHOMOrYHOro npotecy, sika byna
NMOMUIKOBO Bka3aHa B focke gk 33 °C 3amictb 30 °C;
Lie OHOBIIEHHS JOKYMEHTaLil Mae Ha MeTi NPMBECTU
[00CbE Y BigNoOBiQHICTb 4O OCHOBHOIO NPOTOKOY
BUPOOHMLTBA cepii AinbHWLI Ta BanigoBaHOro craTycy,
BCi AiNbHULI NpautoBany B Mexax binbLl )KOpCTKoi
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n/n

JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

137.

KAOCIUIA®

MEXi.

[N OHOBMNEHHS peecTpaLiiHOro A0CkE AiNbHULb
Vacaville, Roche Singapore BkntoYeHHs1 Mex
BMNpoOyBaHb y Npoueci BUpoOHWLTBA ANs
GakTepianbHux eHOoToKcKHIB, pH Ta nonicopbaty 20
BydepiB onsa iHaNbHOro oYnLLEHHs 6e3 3MiH Jo

BanigoBaHOro NpoLecy Ta NpuUroTyBaHHsi bydepis;

3MiHn |l Tuny - 3miHn 3 akocTi. A®L. KoHTponb AdI.

3miHa y napameTpax cneuudikadi Ta/abo

[ONyCTUMMX MEX, BU3HAYEHUX Y cneumaikauiax Ha

A, abo BMXiGHWUIA/NPOMDKHUIA NPOAYKT/peareHT, LWo
BUKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea AD!I (iHwwi
3MiHW) -
3MiHa B1MoOr cneuudikauii NpOMIDKHOro NPOAyKTY
TpacTty3ymaby npuv BUMYCKy, a came:

a) 3BY)XEeHHS KpUTepiiB NPUNUHATHOCTI Ans pH npu
BUNYCKY;

6) 3BY)XE€HHS1 KpUTEPIIB NPUNHSATHOCTI BUMYCKY Arsi
EKCKIMH3NBHOT BUCOKOEMDEKTUBHOI PiANHHOI
xpomatorpadii (SE-HPLC) ans moHomepy.

B) 3amiHa HaniBkinbkicHoro metogy KE-ACH Ha
KinbkicHuii metog KE-[CH y HeBigHOBMNIOBaHMX
YyMOBaXx 3 KpUTEPIAMU NPUAHSATHOCTI ANs OCHOBHOIO
niky Ta cyMu nonepegHix nikis, WO 3aMiH0e
HaniBkinbkicHuii metog KE-OCH-NGS npwu Bunycky.
r) 3BY)XEHHS KpUTEPIiB NPUAHATHOCTI BUMYCKY ANS
YUCTOTW 38 AONOMOrO iIOHOOGMIHHOT
BUCOKOE(EKTUBHOI piAnHHOI Xxpomatorpadii (10-
BEPX) (nik 4) Ta foaaBaHHA AeCATKOBOro 3HaKy A0
KpUTEpIiB NPUAHATHOCTI AN nikis 3 Ta 4.

r') JopaBaHHsa %G2 Ta %Man5 B sikocTi foAaTKOBUX
XapakTepuCTUK/opM rmikaHiB 4ns po3noainy rnikaHis
MeTOAOM PiAUHHOI Xpomatorpadii rigpodineHoi
B3aemogii BEPX.

) BuoaneHHsi BU3Ha4YeHHs1 akTUBHOCTI 3a I0NMOMOro
GionoriyHoro aHanisy.
€) 3BYXEHHS KpUTepiiB NPUAHATHOCTI NpY BUMNYCKY Anst
% aFuc onsa npvBedeHHs y BiANOBIAHICTb 40 NOTOYHUX
3apeecTpoBaHUX KpUTEPIiB MPUAHATHOCTI ANS
NPOMIDKHOrO NPOAYKTY TpacTy3ymaby

MOPOLLIOK AN
KOHLeHTpaTy Ans
PO34MHy Ans
iHdy3iv no 160 mr; 1
cbnakoH 3 NOPOLLKOM
B KapTOHHII kopobui

TOB «Polu
YkpaiHa»

YkpaiHa

BupobHuuTBO

npoaykuii,
nepBuHHE
nakyBaHHs1,
BTOPWHHE
nakyBaHHs,
BUNpPOBYyBaHHs
KOHTPOIMIO AKOCTI,
BUNYCK cepii:

d.XodpdpmaHH-I15

Hepo3dhacoBaHoI

LLsevinapis/
Himeyumna

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3MiHu |
T1ny - 3MiHu 3 sikocTi. A®l. Bupo6HMUTBO. 3MiHK
BMNpobyBaHbL abo JoNyCTUMUX MEX Y NpoLeci
BUpobHMUTBa ADI, 1110 BCTAHOBNEHI Y cneuudikauisx
(nopaBaHHA HOBOrO BMNPOBYBaHHS Ta 4ONYCTUMUX
mex) - onaBaHHsa metony SoloVPE B sikocTi
anbTepHaTVBHOIO METOAY BU3HAYEHHS KOHLIeHTpaLii
6inka ons 3paskiB TpacTy3ymaby B npoLeci
BMPOOHMLTBA, 6€3 3MiH 10 MOTOYHMX MeX B NPOLiECi
BMPOGHMLTBA. 3anponoHOBaHWI anbTepHaTUBHUN

MeTof TECTYBaHHs KOHLeHTpaulii 6inka SoloVPE

3a
peuerimom

UA/13770/01/02
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KOHTPOIIO SIKOCTI:
Pow [iarHocTnke
'M6X, HimeyunHa

[0 3akoHy JlamGepta — Bepa), Lo 1 NoTo4YHO
3apeecTpoBaHuii meToA. [aHi 3mMiH1 BHOCATLCS B
pamMKax OHOBJIIEHHSI CUCTEMU KOHTPOSHO MiKapCbKoro

3acoby, MeToH sKOi € 3abe3neyeHHs HanexHoro
KOHTPOI aTpubyTIB AKOCTI Ta NIATPUMKA NOTOYHUX
ranyseBux ctangapTie; 3MiHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax BUNpoOyBaHHSA
A®I abo BuxigHoro matepiany/npoMikHoro
NpoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
BMpobHMuTBa ADI (iHWi 3MiHM Yy MeTogax
BMNPOOyBaHHA (BKMOYao4m 3amiHy abo JONOBHEHHS)

A®I abo BUXigHOro/NPOMiXKHOIO NPOAYKTY) -

OHoBREeHHs MeToady BUNPobyBaHHS Npy BUMYCKY —
«BwusHaueHHs BmicTy nonicopbaty 20 3a gonomoroto

bnyopecLEeHTHOro MiLeNApHOro aHanizy» 3MiHO

KiNbKOCTi 3pas3kiB B NPOTOKONI iHXXEKTYBaHHA Ta
BMPOBa[>KEHHS HOBOIO KPUTEPIto MPUAHATHOCTI
cUCTeMU Anst TOYHOCTI Ha BUPOBHUYIN AinbHMLI
Genentech Inc Vacaville; 3minn | Tuny - 3miHm 3
akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo BUXigHUIA/NPOMIXKHUIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLECI
BUpoGHMLUTBa ADI (DonoBHEHHS cneuudikauii HoBUM
NoKa3HWKOM SIKOCTi Ta BignoBigHMM MeTo40M
BMNpoOyBaHHS) - BnpoBagXeHHs 4oAaTKOBOro MeToay
BUNPoBYBaHHS NpY BUMYCKY Ans NPOMiXKHOT peYOBUHM
TpacTty3ymaby: «BunpobyBaHHs BioHaBaHTaXeHHs»;
3MiHn | TUny - 3miHm 3 akocTi. APl. KoHTponb AdPI.
3MiHa y MmeTogax BunpobysaHHs AD| abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPWCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPAKEHNX MeToAax

BUNpobyBaHHs) - OHOBMNEHHSI KPUTEPIO NPUAATHOCTI

cvcTeMu (po3aineHHs) Ans Metogy BUNpobyBaHHs

NPOMDKHOrO MPOAYKTY TpacTy3ymaby «laeHTudikauis

nenTuaHUM kapTyBaHHaM» («Peptide map UV»); 3MiHu

| Tuny - 3miHn 3 sikoCTi. FOTOBMI Nikapcbkui 3aci6.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPobyBaHHS rOTOBOrO fikapcbkoro 3acoby
(iHwWi 3mMiHM y MeTopax BunpobyBaHb (BKoYaoun
3amiHy abo JonoBHEHHST)) - BHeceHHs 3miH Ao
mMaTepianis peecTpauiiHoro 4OCbe 3 METOI0

NPVIBEAEHHS Y BiAMOBIAHICTb 1O OPUTiHANBLHOIO AOCHE,

a came 3MiHa NpUroTyBaHHs Ta kBanidikaLis HoBoOro
NepBUHHOIO CTaHAAPTHOrO 3pa3ka, a TakoX
KOPUryBaHHSI 3HAYEHHs1 aKTUBHOCTi 3apeECTPOBaHOTO

BTOPWHHOIO CTaHAAPTHOro 3paska; 3miHu | Tvny -

83
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
Pow ITg, BUKopucToBye cnekTpodotomeTp SoloVPE Slope i
LLisenuapis; npautoe Ha TOMY X aHaniTM4HOMY NPUHLMMI
BunpobyBaHHs (nornuHaHHsA Y®/BMOUMOI AinsiHKM cnekTpa BignoBigHO
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

3MiHn 3 skocTi. A®l. BupobHuuTBO. 3MiHM
BMNpobyBaHb abo JoMyCTUMMX MeX y npoueci
BUpobHMUTBa ADI, L0 BCTAHOBIEHI ¥ cneuudikavisx
(iHWi 3MiHK) - OHOBNEHHS KOHTPOSHO B NPOLECI
BMPOOHLMTBA 3a NOKa3HWMKOM «TeCTyBaHHS Ha
Mikonnasmy» LWASXOM BnpoBampkeHHs metogy MNJ1P
MiKonna3amu, BKIHYa4m NO3UTUBHUIN KOHTPOSb; 3MiHU
| Tvny - 3minn 3 sikocTi. A®I. BupobHuuTBO. 3MiHK
BunNpobyBaHb abo AONYCTUMMX MEX Y NpOoLeCi
BUpobHMUTBa ADI, L0 BCTAHOBIEHI Y cneuudikavisx
(iHwWi 3MiHN) - HesHayHi 3miHn B onuci ctagaii «Cell
culture and Harvest description» npomixxHoro npogykTy
TpacTy3ymaby ans BupobHuka Roche Singapore, w06
Y3roguTK OMNMC Npouecy Ta MiMiTK 3 ycima iHLLIMMK
[insiHKkaMy. YTOYHEHO CeneKkTUBHI Ta HeCeneKTUBHI
JianasoHun cknagy cepefoBuL AN eTanis
KynbTUBYBaHHS KNiTWH. He3HayHa 3miHa B .
3.2.S.2.4.KoHTpOnb KPUTUYHKX CTagil i NPOMiKHOT
npopykuii, npouec ounweHHs (Process purification)
OHOBMEHO, W06 BKMOYUTM TECTYBAHHSA KOHLIEHTpaLii
Ginka; 3miHn | Tuny - 3minHm 3 sikocTi. ADI.
Bupo6HMLTBO. 3MiHK BUNpobyBaHb abo JonycTUMUX
MeX y npoueci BUpobHuutea AdI, WO BCTAaHOBNEH Y
cneuudikauisx (iHwi 3MiHK) - HeaHayHi 3MiHM B onuci
ctagii «Cell culture and Harvest description»
NPOMIDKHOTO MPOAYKTY TpacTy3ymaby Ans BUpobHuka
Vacaville:

a) BupaneHHs HekpuTnyHoro nokasHuka MIP-tecty Ha
napBoBipyc rpu3yHis(3a 48 rognH Jo 360py Bpoxario)
ans kynbTypu knitnH Vacaville. 6) BuganeHHs
HEeKpUTUYHOI AeTani poboTu: «biopeakTopu
aBTOMaTWUYHO NIATPUMYHOTb HAZAMMULIKOBUA TUCK
npubnumsHo 2 psig 3a JonoMoroto knanaHa
perynoBaHHs TUCKY». HeaHauHi 3miHv onucy posainy
3.2.S.2.2 Purification and Modification description
BUpobHMKa Vacaville 4nsa y3romkeHHs onmcy npolecy
Ta nNiMiTiB 3 ycimMa iHW1MKM GinsHKaMy NPOMiXXHOro
npoaykTy TpacTyaymaby:

- JlonaTtkoBuiA Neperik KPUTUYHUX NapamMeTpiB
NpoLiecy OYULLIEHHS METOAOM KaTioHOOBMiHHOT (SP
Sepharose Fast Flow) xpomaTtorpadii:
NPUIAHSTHWIA giana3oH KOHOYKTUBHOCTI Ans 6ydepa
[0St BPIBHOBAXEHHS;

- BuoaneHHs HeKpUTUYHMX onepauinHux aeTanew i3
NpoLIeCy OYMLLIEHHS KaTiOHOOBMIHHOT XpomaTorpadii:
rpagieHTHi getani Ansa onepawii rpagi€eHTHOI MPOMUBKY
- Po3gin «Purification and Modification» oHoBneHo,
o6 nepepaxyBatu kBanicikoBaHWI Yac BUTPUMKM
npouecy (Process Hold Time)

HesHauHa 3miHa B po3gini 3.2.S.2.4 KoHTporb
KPUTUYHMX CTagin Ta NPOMiXKHOI NpoAyKLii, a came
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

BUAanNeHHs MOHITOpUHrY pH Ha eTani iHakTuBauji
BipycCy, 4N rapMOHi3aLii onucy 3 iHWWMK AinbHUUAMY;
3MiHu Il Tuny - 3miHn 3 akocTi. ADI. KoHTponb AdI.
3miHa y napameTpax cneuudikadi Ta/abo
A0NyCTUMMUX MEX, BU3HAYEHMX Y crieumdikaLisax Ha
A®I, abo BUXiZHMIA/MPOMIDKHUI NPOAYKT/peareHT, Wwo
BUKOPUCTOBYIOTLCA Y Npoueci BupobHuutea AD!| (iHwwi
3MiHn) - [logaBaHHA HOBOro napameTpy cneumdikadii
npv BUNYcKy Anst adpyko3mnboBaHMX rnikaHie (4-
11,7%) 3 BiANOBIZHUM METOAOM BUNPOOYBaHHS
pianHHOT xpomaTtorpadii-ynbTpa-BucokoedekTMBHOI
pianHHOT XpomaTorpadii rigpodinbHOI B3aeMogii 2-
amiHo6eH3amigy (2-AB HILIC-UHPLC), ans
NPOMIDKHOTO MPOAYKTY TpacTy3ymaby; 3miHu Il Tuny -
3MiHn 3 sikocTi. ADl. BupobHuuTBO. 3MiHM
BMNpobyBaHb abo AONYCTUMMX MEX Y NPOoLeCi
BUpobHMUTBa ADI, 1110 BCTAHOBMEHI ¥ cneuudikavisx
(iHWi 3miHW) - B pamkax OHOBMNEHHSI cucTemmn
KOHTPONMO MikapcbKoro 3acoby NponoHyTbLCS
HaCTYMHi 3MiHM [0 BUNPOGyBaHb NPOMIXKHOIO MPOAYKTY
TpacTy3symaby:

a) BUNyYeHHs1 BU3HaYeHHs NpoTeiHy A B AKOCTI
BMNPOOYBaHHA AN KOHTPOIO Ha BUPOOHNYMX
ainbHuusx Vacaville, Roche Singapore Ta Lonza
Singapore ans npvBeaeHHs y BiAMOBIAHICTb A0 BCiX
iHLIMX OinbHULb;

6) 3aMiHa BUSBNEHHS MiKOMMa3My METOLOM CEHCOPHOI
MNP Ha meTog MJIP y peanbHoMy yaci 6e3 3miHn
KpUTEpIiB MPUNHATHOCTI.

B) 3amiHa MOTOYHOrO METOAY BUSIBNIEHHS NApBOBipyCY
rPU3YHIB Ha OCHOBI iHONKATOPHUX KNiTUH (324K aHanis)
Ta TpaguuinHoro metoay MNJIP ans BusiBNeHHA
napBoBipycy rpusyHis Ha metog NJ1P y peansHomy
yaci 6e3 3MiHW KpUTEPpIiB NPUAHATHOCTI.

r) KPUTUYHI NapameTpu NpoLecy ifeHTUdIKoBaHI Ta
AofaHi o peecTpadii BUpobHuuTBa TpacTydymaby -
3MiHWN [0 KOHTpOto BioHaBaHTaXeHHS:

- 3BY)XEHHS Ta rapMOHi3aLlisi MeX KOHTPOmo
bioHaBaHTaXKeHHS BiAMOBIAHO A0 rnobansHoro
ctaHgapTy sikocti MAH anst mikpobionoriyHoro
BMNPOOYBaHHSA HECTEPUIBHMX MaTepianis.

- MeTop GioHaBaHTaxxeHHss TAMC 6yno oHoBneHo ans
3paskiB KynbTypu kniTuH nepeg 36upanHsm (PHCCF)
ONsi TECTYBaHHS, BUSIBIIEHHS Ta NepepaxyHKy
aepoTonepaHTHUX aHaepobHNX OpraHi3miB.
BHeceHHs 3MiHV 40 BEPXHbLOI MexXi TemnepaTypu
BUTPUMKM Ha eTani TEXHOSOrYHOro npoLecy, sika byna
NMOMUIKOBO Bka3aHa B flocke gk 33 °C 3amictb 30 °C;
Lie OHOBIEHHS AOKyMeHTaUil Mae Ha MeTi NpMBeCTU
[OCbE Y BifnoBigHICTb 4O OCHOBHOIO MPOTOKOMY
BUPOBHMLTBA cepil AinbHWLI Ta BanigoBaHOro craTycy,
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BCi AiNbHWLi NpautoBany B Mexax b6inbLu )XOpCTKoi
MeXxi.

[ns OHOBNEHHSA peecTpauiiHOro A0CbE AiNbHULBb
Vacaville, Roche Singapore BkntoYeHHs1 Mex
BMNpobyBaHb Y npoLeci BUpObHULTBA Ans
BakTepianbHNX eHOO0TOKCKHIB, pH Ta nonicopbaty 20
Bydepi onsa iHaNbHOroO oYnLLEHHS 6e3 3MiH Jo
BanifoBaHOro NpoLecy Ta NpuroTyBaHHs bydepis;
3MiHu Il Tuny - 3miHn 3 skocTi. API. KoHTponb AdI.
3miHa y napameTpax cneuudikadi Ta/abo
[OMyCTUMUX MEX, BU3HAYEHUX y crieundikauisx Ha
A®I, abo BUXiZHMI/MPOMDXKHWIA NPOAYKT/peareHT, Wwo
BUKOPUCTOBYIOTLCS Y Npoueci BupobHuutea Ad!| (iHLwi
3MiHN) -
3miHa BuMor cneuudikauii NpoMiXKHOro NpoayKTy
TpacTty3ymaby npuv BUMYCKy, a came:

a) 3BY)XeHHS KpuTepiiB NPUUHATHOCTI Ans pH npu
BUMNYCKY;

6) 3BY)XEHHS KpUTEPIiB NPUNHATHOCTI BUNYCKY ANs
€KCKIT03VBHO| BUCOKOEEKTUBHOI PiAUHHOI
xpomatorpadii (SE-HPLC) gns moHomepy.

B) 3amiHa HaniBkinbkicHoro metogy KE-ACH Ha
Kinbkichui metog KE-ACH y HeBigHOBNIOBaHMX
YyMOBaXx 3 KpUTEPISIMU NPUAHSITHOCTI ANs1 OCHOBHOTO
niky Ta cyMu nonepegHix nikis, O 3aMiH0e
HaniBkinekicHui metog KE-ACH-NGS npwu Bunycky.
r) 3BY)XEHHSI KpUTEPIiB NPUAHATHOCTI BUMYCKY ANsi
YUCTOTU 33 AONOMOro iIOHOOGMIHHOT
BMCOKOEEKTUBHOI piAgnHHOI xpomatorpadii (10-
BEPX) (nik 4) Ta fogaBaHHsA AeCATKOBOro 3HaKy A0
KpUTEpITB NPUAHATHOCTI AN nikis 3 1a 4.

r') DopaBaHHs %G2 Ta %Man5 B sikocTi JoaaTKOBKX
XapakTepucTuk/opMm rnikaHiB Ans po3nodiny rnikaHis
MeTOAOM PiAUHHOI Xpomatorpadii rigpodineHoi
B3aemogii BEPX.

) BuoaneHHsi BU3Ha4YeHHs1 akTUBHOCTI 3a I0NMOMOro
GionoriyHoro aHaniay.
€) 3BYXeHHS KpUTepiiB NPUAHATHOCTI MPY BUMYCKY Ans
% aFuc onsa npvBedeHHs y BiANOBIAHICTb 40 NOTOYHUX
3apeecTpoBaHNX KpUTEPITB NPUAHATHOCTI ANs
NPOMIDKHOrO MPOAYKTY TpacTy3ymaby

138.

KANEHAYNU
KBITKH

kBiTkM Mo 30 r abo
no 50 r y naykax 3
BHYTPILLHIM
naketom; no 1,5ry
dinbTp-nakeTi; No
20 inbTp-nakeTiB y
nayui abo y nayui 3
BHYTPILLHIM
naketom; no 1,5ry
dinbTp-nakeTi B

MpAT
"NikTpasun"

YkpaiHa

MpAT "Mliktpasn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHu |
Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsay (iHwi 3amiHn). 3miHu BHeceHo y n. 17.
IHLLE TekcTy MapKyBaHHS yNakoBKW fikapCbKOro
3acoby.BBeaeHHst 3miH npoTtsrom 6-T1 MicauiB nicns
3aTBEpAKEHHS

6e3
peuenma

UA/6047/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
iHaMBIgyansHomMy
nakeTuky; no 20
inbTp-nakeTis y
navuj
139. | KBEPTUH TabneTku xyBarnbHi My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 BiJOMOCTel Npo nikapcbkuii 3acib y bes nignar UA/0119/02/01
no 40 mr; no 10 akuioHepHe aKuioHepHe [ep>xaBHOMY peecTpi Nikapckux 3acobis o4O 3MiHN peuenma ae
TabneTok y 6nicTepi; | TOBapucTBO TOBapuUCTBO cTaTycy peknamyBaHHs (byno: He nidnszae; cmarno:
no 3 bnictepu B "HaykoBo- "HaykoBo- nidnseae) Ha nigctasi Hakady MO3 Ykpainu Big
nasui; no 90 BUPOBHMYMI BUPOBHWYMI 07.08.2023 Ne 1416 «[IMpo BHeceHHs1 3MiHWN 8o
TabneTok y LEHTp LEeHTp Mepeniky ocobnuneo Hebe3nevHnx, HebeaneyuHmx
KOHTewHepax; no 90 "Bopuuariscb "BopLuariBcbkui iHpeKUinHUX Ta napasuTapHnx XBopob NOANHM i
TabneTok y KU XiMiKo- XimiKo- HocincTBa 36yAHUKIB LMX XBOPOOG» (NUCT-
KOHTerHepi; no 1 tapmaueBT bapmaLeBTUYHNIA niareepoxkeHHs O «[depxaBHUA eKCNePTHUN LEHTP
KOHTEVHepy B nayui VNYHWN 3aBof" MO3 Ykpainu» Big 20.02.2024 Ne 389/2.4-24)
3aBog”
140. | KBETUKCON TabneTkn, BKpUTI 3AT JIntoBcbka KOHTPOIb SKOCTI, HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/19569/01/01
XR NniBKOBOO «®apmnira» | Pecny6nik nepBuHHe Ta TMny - 3MiHK 3 gKocCTi. [O0TOBMI NiKapcbkuin 3acib. peuernmom
o6ornoHKoto, a BTOPUHHE

NPOSIOHroBaHoI Aji,
no 50 mr no 10
TabneTtok y 6nicrepi;
no 3 6nictepu B
KapTOHHIN nayui

nakyBaHHs, BUMYCK
cepii: Mepkne
MM6X HimeuunHa;
BMPOBHMLTBO
Hepo3dhacoBaHoi
npoaykuii: Mepkne
'M6X, HimeyunHa

KoHTpOsb AOMNOMIDKHMX PEYOBUH (iHLLI 3MiHWN)
BUMYYEHHS AeTanbHOI iHpopmalii LWoao Yactotn
TecTyBaHHS 3 N.3.2.P.4.2. AHaniTu4Hi MeTogukm ons
BCiX 4ONOMIKHUX peyoBuH. BuganeHHs posginy
«Banigauis aHaniTM4HUX METOAMKY ANt AOMOMIKHUX
peyosuH Opadry 6inun, Opadry kopu4HeBuin Ta
Opadry 0BTUIA, OCKINbKM Liel JOKYMEHT CTOCYETHCS
3aranbHVX aHaniTUYHMX NPOLEAYP | BBAXKAETLCA
3actapinum. 3miHu | Tuny - 3miHm 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb JOMOMiKHUX peYOBUH.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX AN AONOMDKHOI PEYOBUHM (BUIYYEHHS 3i
cneuudikaLii He3Ha4YHOro NokasHuKa (Hanpuknag
3acTapinoro NokasHvka)) BunyyYeHHsi 3i cneuudikadii
[OMOMiXKHOI pe4OBUHN MIKPOKPUCTaNIYHOT LIENonosmn
3acTapinoro nokasHuka «Poamip 4acTuHok» 3a
[A0MOMOrol CUTOBOrO aHanisy. TakoX BHOCATLCA
peAakLUinHi NpaBKky B Ha3By COPTY ANA
MIKPOKPUCTaniYHOT LIefonosu, WO y3roaKyeTbes 3
Ha3BOIO COPTY, 5ika BUKOPUCTOBYETLCS Ha AiNbHUL
Bupo6HuuTea 113 Merckle GmbH. 3minn | Tuny -
3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuid 3aci6. KoHTpornb
[OOMOMDXHMX peqyoBUH. 3MiHa napameTpiB
cneumdikauii Ta/abo JonycTMMmMx Mex ansi
[OOMOMIXKHOT peqoBUHU (BUNYYEHHS 3i cneuundikauii
He3Ha4yHoro nokasHuka (Hanpuknag 3actapinoro
NoKasHUKa)) BUIy4eHHs 3i cneundikaLii 4ONoMiXKHOT
peyoBuHY rinpomenosun 2208 4M CR 3acTapinoro
nokasHuka «Po3mip 4acTUHOK» 3a A4OMOMOrOI0
CWTOBOrO aHanisy. 3miHu | Tuny - 3miHu 3 AKOCTi.
[oToBMI Nikapcbkuii 3aci6. KoHTponb JONOMiXHMX
pedvoBuWH. 3MiHa NnapameTpiB cneyndikauiv Ta/abo
OONYCTUMUX MEX AN ONOMDKHOI pe4oBUHM (iHLLi
3MiHK)
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

OHOBIEHHS napameTpy «Onuc» B cneumdikawii
AonoMikHMX pevoBuH Opadry KOPUYHEBWIA | XKOBTUNA,
aHarnoriyHo, sk 3a3HaveHo ans Opadry Ginui.
Pepakuinni amiHm B n.3.2.P.1.0nuc i cknapg 13, a came
3a3Ha4YeHo NPUMITKYy Ha MOCUIaHHS Ailo4oro BUAAHHSA
Ph.Eur; pegakuinHi npasku B
n.3.2.P.4.1.Cneuudcikauis. 3mitun | Tuny - 3MiHm 3
sikocTi. FoToBMIA Nikapcbkuid 3aci6. KoHTponb
[OOMOMiXHMX peqyoBUH. 3MmiHa y MeToaax
BUNPOOYBaHHSA LOMNOMIXKHOI pe4OBUHM (HE3HaYHi 3MiHK
y 3aTBEPAXEHNX MeToAax BUNpobyBaHb) OHOBMEHHS
MeToay BunpobyBaHHs «KinbkicHe BU3HAYEHHsI» ONns
[OMOMIDKHOI peYoBUHM HaTpito uMTpaTy 6e3BogHoro, a
came gogaBaHHA popmMynu pospaxyHky. Metoa
BUNPOOYBaHHS He 3MiHMBCS. 3MiHK | Tuny - 3MiHK 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencoki apmakonei/moHorpadii.
3MiHW, NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb 40 MoHorpadii APY abo €BponencbKoi
apmakonei, abo iHLWOi HauioHanbHOT hapmakonei
nepxasu €C (3miHa y cneumndikauisix, nos'sa3aHa 3i
3miHamu B [1®Y, abo €Bponelickbkini hapmakonei, abo
iHWIiN HauioHanbHIN dapmakonei aepxasun €C)
OHOBIEHHS crneundikaLii AONOMIXXHOI pe4yoBUHM
rinpomenosu BignoBigHO Ao MoHorpadii Ph.Eur.
TakoX BHOCATbLCA pefakuiiHi NpaBky B HA3BY COPTY
Ans rinpoMenosu, Wo y3rogXXyeTbCsl 3 Ha3BOK COPTY,
sika BUKOPUCTOBYETBCS Ha AinbHULi BUpobHMUTBa 13
Merckle GmbH - lNnpomenosa 2208 4M CR,
lnpomenosa 2208100 LV, lNnpomernosa 2910 5 LV.
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€Bponevicbkin dapmakonei/MmoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y BiANOBIOHICTb
0o moHorpadii PY abo €sponencbkoi hapmakoneri,
abo iHWoi HauioHanbHOI hapmakonei aepxasmn €C
(iHWi 3MiHK) 3MiHK B cneuundikaLii Ta MeToai KOHTpono
[LOMOMIDKHOI pe4OBUHM HaTpito LuMTpaTy 6e3BogHoro, a
came OHOBMEHHs1 meTony «laeHTudikauis. Hatpiny,
3MiHa nocunanHs 3 USP <491> Ha Ph.Eur. 2.3.1.
Takox Buny4vaetbca n.3.2.P.4.3.Banigauis
aHaniTmyHux metoguk. 3miHu | Tuny - 3MiHM 3 FKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BiAMOBIAHOCTI €Bponencoki papmakonei/MmoHorpadii.
3MiHK, NoB'sA3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTbL A0 MoHorpadii AdPY abo €BponericbKol
dapmakonei, abo iHLWOoi HauioHanbHOT dhapmakonei
nepxasu €C (iHwWi 3miHM) 3mMiHW B cnevumdikauii Ta
METOAi KOHTPOSO JOMOMDKHOI PEYOBUHMW HATPIlO
unTpaTy 6€3BOAHOrO, a Came OHOBIIEHHSI METOAY
«laeHTudikauis. Liutpatuy, amiHa nocunaHHsa 3 USP
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

<191> Ha Ph.Eur. 2.3.1. Takox Buny4aeTbCcsi
n.3.2.P.4.3.Banigauis aHanitM4Hnx metogmk. 3minn |
Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHoOcCTI/IE-
cepTudikaT BiaNoBiaHOCTI €BpONEnChbKin
dapmakonei/moHorpadii. 3mMiHW, noB'A3aHi 3
HeoOXiaHICTIO NpMBeaeHHs Yy BignoBIgHICTb A0
MoHorpadii IdY abo €Bponelicbkoi dhapmakonei, abo
iHLWOT HauioHanbHoi hapmakonei Aepxasu €C (iHLwi
3MiHM) 3MiHK B cneuudikadii Ta MeTogi KOHTpOoro
[OOMOMDKHOT peqoBUHU HaTpito uuTpaTy 6e3BoaHoro, a
came OHOBIEHHS meToay «BTpaTa B maci npu
BUCYLLYBaHHi», NOTOYHE NocunaHHs Ha metog USP
<921> 3amiHeHo Ha Ph.Eur. 2.2.32. Takox
BunyyaeTbcs n.3.2.P.4.3.Banigauia aHanitnyHmx
MEeToAMK

141.

KBETUKCON
XR

TabneTkn, BKpUTI
NniBKOBOIO
060noHKol10,
NPOSIOHroBaHoI Aji,
no 150 mr no 10
TabneTtok y 6nicrepi;
no 3 Gnictepu B
KapTOHHIN nayui

3AT
«Papmnira»

JlntoBcbka
Pecny6nik
a

KOHTPOSb SIKOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi, BUMYCK
cepii: Mepkne
'M6X HimeuumnHa;
BUPOBHMLTBO
Hepo3dhacoBaHoi
npoaykuii: Mepkne
'M6X, HimewunHa

Himeyumna

BHECEHHS 3MiH O peecTpaLlinHUX maTepianis: 3MiHu |
TMny - 3MiHK 3 gKoCTi. [0TOBMI Nikapcbkuin 3acib.
KOHTpOsb AONOMIDKHMX PEHOBUH (iHLLi 3MiHWN)
BUNYYEHHA AeTanbHOi iHhopMauii Wwoao 4actotn
TecTyBaHHS 3 N.3.2.P.4.2. AHaniTu4Hi MeTogukm ons
BCiX 4ONOMIKHUX peyoBuH. BuganeHHs posginy
«Banigauis aHaniTM4HMX MeToaMK» ANs AONOMIKHUX
peyosuH Opadry 6inun, Opadry kopu4HeBuin Ta
Opadry 0BTUIA, OCKINbKM Liel JOKYMEHT CTOCYETHCS
3aranbHVX aHaniTM4HUX NpoLeayp | BBaXaeTbCs
3actapinum. 3miHu | Tuny - 3miHu 3 gkocTi. FoToBUA
nikapcbkuii 3aci6. KoHTponb JOMNOMiIKHUX peYOBUH.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX AN AONOMDKHOI PEYOBUHM (BUMYYEHHS 3i
cneuudikaLii He3Ha4YHOro NokasHuKa (Hanpuknag
3acTapinoro nokasHuka)) BUNy4eHHs 3i cneuudikauii
[OMOMIXKHOI Pe4OBUHN MIKPOKPUCTaNIYHOI LIeNtonosmn
3acTapinoro nokasHuka «Po3mip yacTuHok» 3a
[A0MOMOrol CUTOBOrO aHanisy. TakoX BHOCATLCA
peAakLUinHi NpaBKky B Ha3By COPTY ANA
MIKPOKPUCTaniYHOT LIEMonosu, WO y3roaKyeTbes 3
Ha3BOIO COPTY, 5ika BUKOPUCTOBYETLCS Ha AiNbHULI
Bupo6HuuTBa 113 Merckle GmbH. 3minn | Tuny -
3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
[OOMOMDXHMX peqyoBUH. 3MiHa napameTpiB
crneumdikauii Ta/abo JonycTMMmMx Mex ansi
[OOMOMIXKHOT peqoBUHU (BUNYYEHHS 3i cneuundikaii
He3Ha4yHoro nokasHuka (Hanpuknag 3actapinoro
NoKasHWKa)) BUIy4YeHHs 3i cneundikaLii 4ONoMiXKHOT
peyoBuHYM rinpomenosu 2208 4M CR 3actapinoro
nokasHuka «Po3mip 4acTUHOK» 3a AOMOMOrOi0
CWTOBOrO aHanisy. 3miHu | Tuny - 3miHu 3 AKOCTI.
[oToBMI Nikapcbkuii 3aci6. KoHTponb JONOMiXHMX
pedyoBuWH. 3MiHa NnapameTpiB cneuwmdikaui Ta/abo
OONYCTUMUX MEX AN ONOMDKHOI pe4oBUHM (iHLLi
3MiHK)

3a
peuernmom

UA/19569/01/02
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

OHOBIEHHS napameTpy «Onuc» B cneumdikawii
AonoMikHMX pevoBuH Opadry KOPUYHEBWIA | XKOBTUNA,
aHarnoriyHo, sk 3a3HaveHo ans Opadry Ginui.
Pepakuinni 3miim B n.3.2.P.1.0nuc i cknap J13, a came
3a3Ha4YeHo NPUMITKY Ha MOCUIaHHS Ailo4oro BUAaHHSA
Ph.Eur; pegakuinHi npasku B
n.3.2.P.4.1.Cneuudcikauis. 3mitun | Tuny - 3MiHm 3
sikocTi. FoToBMIA Nikapcbkuid 3aci6. KoHTponb
[OOMOMiXHMX peqyoBUH. 3MmiHa y MeToaax
BUNPOOYBaHHSA LONOMIXKHOI pe4OBUHM (HE3HaYHi 3MiHU
y 3aTBEPAXEHNX MeToAax BuNpobyBaHb) OHOBMEHHS
MeToay BunpobyBaHHs «KinbkicHe BU3HAYeHHs» ansi
[OMOMIDKHOI peYoBUHM HaTpito uMTpaTy 6e3BogHoro, a
came gogaBaHHA popmMynu pospaxyHky. Metoa
BUNPOOYBaHHS He 3MiHMBCS. 3MiHK | Tuny - 3MiHK 3
sikocTi. CepTudikat BignosigHocTi/llE-cepTudikat
BiAMOBIAHOCTI €Bponencoki apmakonei/moHorpadii.
3MiHW, NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb 40 MoHorpadii APY abo €BponencbKoi
apmakonei, abo iHLWOi HauioHanbHOT hapmakonei
nepxasu €C (3miHa y cneumndikauisix, nos'sa3aHa 3i
3miHamu B [1®Y, abo €Bponelickbkini hapmakonei, abo
iHWIiN HauioHanbHIn dapmakonei aepxasmn €C)
OHOBIEHHS crneundikaLii AONOMIXXHOI pe4yoBUHM
rinpomenosu BignoBigHO Ao MoHorpadii Ph.Eur.
TakoX BHOCATbLCA pefakuiiHi NpaBky B HA3BY COPTY
Ans rinpoMenosu, Wo y3rogXXyeTbCsl 3 Ha3BOK COPTY,
sika BUKOPUCTOBYETBCS Ha AinbHULi BUpobHMUTBa M3
Merckle GmbH - lNnpomenosa 2208 4M CR,
lnpomenosa 2208100 LV, lNnpomernosa 2910 5 LV.
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€Bponeicbkin apmakonei/MmoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y BIAMNOBIAHICT
0o moHorpadii PY abo €sponencbkoi hapmakoneri,
abo iHWoi HauioHanbHOI hapmakonei aepxasmn €C
(iHWi 3MiHK) 3MiHK B cneuundikaLii Ta MeToai KOHTpono
[OMOMIDKHOI peYOBUHM HaTpIlo LUMTpaTy 6e3BogHoro, a
came OHOBMEHHs1 meTony «laeHTudikauis. Hatpiny,
3MiHa nocunanHs 3 USP <491> Ha Ph.Eur. 2.3.1.
Takox Buny4vaetbca n.3.2.P.4.3.Banigauis
aHaniTmyHux metoguk. 3miHu | Tuny - 3MiHM 3 FKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BiAMOBIAHOCTI €Bponencbkin dapmakonei/MmoHorpadii.
3MiHK, NoB'sI3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTbL A0 MoHorpadii AdPY abo €BponericbKol
dapmakonei, abo iHLWOoi HauioHanbHOT dhapmakonei
nepxasu €C (iHwWi 3miHM) 3mMiHW B cnevumdikauii Ta
METOAi KOHTPOIO JOMOMDKHOI PEYOBUHM HATPIIO
unTpaTy 6€3BOAHOrO, a Came OHOBIIEHHSI METOAY
«laeHTudikauis. Liutpatuy, amiHa nocunanHsa 3 USP
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

<191> Ha Ph.Eur. 2.3.1. Takox Buny4aeTbCcsi
n.3.2.P.4.3.Banigauis aHanitM4Hnx metogmk. 3minn |
Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHoOcCTI/IE-
cepTudikaT BiaNoBiAHOCTI €BpONENChbKin
dapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiaHICTIO NpMBeaeHHs Yy BignoBIgHICTL A0
MoHorpadii IdY abo €Bponelicbkoi dhapmakonei, abo
iHLWOT HauioHanbHoi hapmakonei Aepxasu €C (iHLwi
3MiHM) 3MiHK B cneuudikauii Ta MeTogi KOHTposnio
[OOMOMDKHOT peqoBUHU HaTpito uuTpaTy 6e3BoaHoro, a
came OHOBIEHHS meToay «BTpaTa B maci npu
BUCYLLYBaHHi», NOTOYHE NocunaHHs Ha metog USP
<921> 3amiHeHo Ha Ph.Eur. 2.2.32. Takox
BunyyaeTbcs n.3.2.P.4.3.Banigauia aHanitnyHmx
MEeToAMK

142.

KBETUKCON
XR

TabneTkn, BKpUTI
NniBKOBOIO
060noHKol10,
NPOSIOHroBaHoI Aji,
no 200 mr no 10
TabneTtok y 6nicrepi;
no 3 Gnictepu B
KapTOHHIN nayui

3AT
«Papmnira»

JlntoBcbka
Pecny6nik
a

KOHTPOSb SIKOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi, BUMYCK
cepii: Mepkne
'M6X HimeuumnHa;
BUPOBHMLTBO
Hepo3dhacoBaHoi
npoaykuii: Mepkne
'M6X, HimeuwunHa

Himeyunna

BHECEHHS 3MiH O peecTpaLlinHUX maTepianis: 3MiHu |
TMny - 3MiHK 3 gKoCTi. [0TOBMI Nikapcbkuin 3acib.
KOHTpOsb AONOMIDKHMX PEHOBUH (iHLLi 3MiHWN)
BUNYYEHHA AeTanbHOi iHhopMauii Wwoao 4actotn
TecTyBaHHS 3 N.3.2.P.4.2. AHaniTu4Hi MeTogukm ons
BCiX 4ONOMIKHUX peyoBuH. BuganeHHs posginy
«Banigauis aHaniTM4HMX MeToaMK» ANs AONOMIKHUX
peyosuH Opadry 6inun, Opadry kopu4HeBuin Ta
Opadry 0BTUIA, OCKINbKM Liel JOKYMEHT CTOCYETHCS
3aranbHVX aHaniTU4HUX NPoLeAyp | BBaXaeTbCs
3actapinum. 3miHu | Tuny - 3miHun 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb JOMNOMiIKHUX peYOBUH.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX AN AONOMDKHOI PEYOBUHM (BUMYYEHHS 3i
cneuudikaLii He3Ha4YHOro NokasHuka (Hanpuknag
3acTapinoro nokasHuka)) BUNy4eHHs 3i cneuudikauii
[OMNOMiXKHOI pe4OBUHN MIKPOKPUCTANIYHOT LIENoNo3mn
3acTapinoro nokasHuka «Po3mip yacTuHok» 3a
[A0MOMOrol CUTOBOrO aHanisy. TakoX BHOCATLCA
peAakLUinHi NpaBKky B Ha3By COPTY ANA
MIKPOKPUCTaniYHOT LIeMonosu, WO y3rooKyeTbCs 3
Ha3BOIO COPTY, 5ika BUKOPUCTOBYETLCS Ha AiNbHULI
BupobHuuTea 113 Merckle GmbH. 3minn | Tuny -
3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
[OOMOMDXHMX peqyoBUH. 3MiHa napameTpiB
crneumdikauii Ta/abo JonycTMMmMx Mex ansi
[OOMOMiXXKHOT peqoBUHU (BUNYYEHHS 3i cneyndikauii
He3Ha4yHoro nokasHuka (Hanpuknag 3actapinoro
NoKasHUKa)) BUIy4eHHs 3i cneundikaLii 4LONoMiXKHOT
peyoBuHYM rinpomenosu 2208 4M CR 3actapinoro
nokasHuka «Po3mip 4acTUHOK» 3a AOMOMOrOi0
CWTOBOrO aHanisy. 3miHu | Tuny - 3miHu 3 AKOCTiI.
[oToBMI Nikapcbkuii 3aci6. KOHTponb JONOMiXHMX
pedyoBuH. 3MiHa NnapameTpiB cneyudikauin Ta/abo
OONYCTUMUX MEX AN ONOMDKHOI pe4oBUHM (iHLLi
3MiHK)

3a
peuernmom

UA/19569/01/03
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

OHOBIEHHS napameTpy «Onuc» B cneumdikawii
AonoMikHMX pevoBuH Opadry KOPUYHEBWIA | XKOBTUNA,
aHaroriyHo, sk 3a3HadeHo anst Opadry Ginuin.
Pepakuinni amiHm B n.3.2.P.1.0nuc i cknapg 13, a came
3a3Ha4YeHo NPUMITKYy Ha MOCUIaHHS Ailo4oro BUAAHHSA
Ph.Eur; pegakuinHi npasku B
n.3.2.P.4.1.Cneuudcikauis. 3mitun | Tuny - 3MiHm 3
sikocTi. FoToBMIA Nikapcbkuid 3aci6. KoHTponb
OOMOMIXHMX peqyoBUH. 3MiHa y MeToaax
BUNPOOYBaHHSA LOMNOMIXKHOI pe4OBUHM (HE3HaYHi 3MiHK
y 3aTBEPAXEHNX MeToAax BUNpobyBaHb) OHOBMEHHS
MeToay BunpobyBaHHs «KinbkicHe BU3HAYeHHs» ansi
[OMOMIDKHOI peYoBUHM HaTpito uMTpaTy 6e3BogHoro, a
came gogaBaHHA popmMynu pospaxyHky. Metoa
BUNPOOYBaHHS He 3MiHMBCS. 3MiHu | Tuny - 3MiHK 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencoki apmakonei/moHorpadii.
3MiHW, NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb 40 MoHorpadii APY abo €BponencbKoi
apmakonei, abo iHLWOi HauioHanbHOT hapmakonei
nepxasu €C (3miHa y cneumndikauisix, nos'sa3aHa 3i
3miHamu B [1®Y, abo €Bponelickbkini hapmakonei, abo
iHWIiN HauioHanbHIn dapmakonei aepxasmn €C)
OHOBIEHHS crneundikaLii AONOMIXXHOI pe4yoBUHM
rinpomenosu BignoBigHO Ao MoHorpadii Ph.Eur.
TakoX BHOCATbLCA pefakuiiHi npaBky B HA3BY COPTY
Ans rinpoMenosu, Wo y3rogXXyeTbCsl 3 Ha3BOK COPTY,
sika BUKOPUCTOBYETBCS Ha AinbHULi BUpobHMUTBa M3
Merckle GmbH - lNnpomenosa 2208 4M CR,
lnpomenosa 2208100 LV, lNnpomernosa 2910 5 LV.
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€Bponevicbkin dapmakonei/MmoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y BIAMNOBIAHICT
0o moHorpadii PY abo €sponencbkoi hapmakoneri,
abo iHWoi HauioHanbHOI hapmakonei aepxasmn €C
(iHWi 3MiHK) 3MiHK B cneuumdikauii Ta MeToai KOHTpono
[LOMOMIDKHOI pe4OBUHM HaTpito LuMTpaTy 6e3BogHoro, a
came OHOBMEHHs1 meTony «laeHTudikauis. Hatpiny,
3MiHa nocunanHs 3 USP <491> Ha Ph.Eur. 2.3.1.
Takox Buny4vaetbca n.3.2.P.4.3.Banigauis
aHaniTmyHux metoguk. 3miHu | Tuny - 3MiHM 3 AKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BiAMOBIAHOCTI €Bponencoki papmakonei/MmoHorpadii.
3MiHK, NoB'sI3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTbL A0 MoHorpadii AdPY abo €BponericbKol
dapmakonei, abo iHLWOoi HauioHanbHOT dhapmakonei
nepxasu €C (iHwWi 3miHM) 3mMiHK B cneymdikaLii Ta
METOAi KOHTPOSO JOMOMDKHOI PEYOBUHMW HATPIlO
unTpaTy 6€3BOAHOrO, a Came OHOBIIEHHSI METOAY
«laeHTudikauis. Liutpatuy, amiHa nocunanHsa 3 USP
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

<191> Ha Ph.Eur. 2.3.1. Takox Buny4aeTbCcsi
n.3.2.P.4.3.Banigauis aHanitM4Hnx metoamk. 3miHu |
Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHoOcCTI/IE-
cepTudikaT BiaNoBiaHOCTI €BpONEnChbKin
dapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiaHICTIO NpMBeaeHHs Yy BignoBIgHICTL A0
MoHorpadii IdY abo €Bponelicbkoi dhapmakonei, abo
iHLWOT HauioHanbHoi bapmakonei Aepxasu €C (iHLwi
3MiHM) 3MiHK B cneuudikadii Ta MeTogi KOHTpOoro
[OOMOMDKHOT peqoBUHU HaTpito uuTpaTy 6e3BoaHoro, a
came OHOBIEHHS meToay «BTpaTa B maci npu
BUCYLLYBaHHi», NOTOYHE NocunaHHs Ha metog USP
<921> 3amiHeHo Ha Ph.Eur. 2.2.32. Takox
BunyyaeTbcs n.3.2.P.4.3.Banigauia aHanitnyHmnx
MEeToAMK

143.

KBETUKCON
XR

TabneTkn, BKpUTI
NniBKOBOIO
060noHKol10,
NPOSIOHroBaHoI Aji,
no 300 mr no 10
TabneTtok y 6nicrepi;
no 3 Gnictepu B
KapTOHHIN nayui

3AT
«Papmnira»

JlntoBcbka
Pecny6nik
a

KOHTPOSb SIKOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi, BUMYCK
cepii: Mepkne
'M6X HimeuumnHa;
BUPOBHMLTBO
Hepo3dhacoBaHoi
npoaykuii: Mepkne
'M6X, HimeuwunHa

Himeyunna

BHECEHHS 3MiH O peecTpaLlinHUX maTepianis: 3MiHu |
TMny - 3MiHK 3 gKoCTi. [0TOBMI Nikapcbkuin 3acib.
KoHTpOsb AOMNOMIDKHUX PEYOBUH (iHLLI 3MiHN)
BUNYYEHHA AeTanbHOi iHhopMauii Wwoao 4actotn
TecTyBaHHS 3 N.3.2.P.4.2. AHaniTu4Hi MeTogukm ons
BCiX 4ONOMIKHUX peyoBuH. BuganeHHs posginy
«Banigauis aHaniTM4HMX MeToaMK» ANs AONOMIKHUX
peyosuH Opadry 6inun, Opadry kopu4HeBuin Ta
Opadry 0BTUIA, OCKINbKM Liel JOKYMEHT CTOCYETHCS
3aranbHVX aHaniTM4HUX NpoLeayp | BBaXaeTbCs
3actapinum. 3miHu | Tuny - 3miHun 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb JOMNOMiIKHUX peYOBUH.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX AN AONOMIKHOI PEYOBUHN (BUMYYEHHS 3i
cneuudikaLii He3Ha4YHOro NokasHuKa (Hanpuknag
3acTapinoro nokasHuka)) BUNy4eHHs 3i cneuudikauii
[OMNOMiXKHOI pe4OBUHN MIKPOKPUCTANIYHOT LIENoNo3mn
3acTapinoro nokasHuka «Po3mip yacTuHok» 3a
[A0MOMOroK CUTOBOrO aHanidy. TakoX BHOCATLCA
peAakLUinHi NpaBKky B Ha3By COPTY ANA
MIKPOKPUCTaniYHOT LIEMonosu, WO y3roaKyeTbes 3
Ha3BOIO COPTY, 5ika BUKOPUCTOBYETLCS Ha AiNbHULI
BupobHuuTea 113 Merckle GmbH. 3minn | Tuny -
3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
[OOMOMDXHMX peqyoBUH. 3MiHa napameTpiB
crneumdikauii Ta/abo JonycTMMmMx Mex ansi
[OOMOMIXKHOT peqoBUHU (BUNYYEHHS 3i cneuundikaii
He3Ha4yHoro nokasHuka (Hanpuknag 3actapinoro
NoKasHUKa)) BUIy4eHHs 3i cneundikaLii 4LONoMiXKHOT
peyoBuHYM rinpomenosu 2208 4M CR 3actapinoro
nokasHuka «Po3mip 4acTUHOK» 3a AOMNOMOrOI0
CWTOBOrO aHanisy. 3miHu | Tuny - 3miHu 3 AKOCTI.
[oToBMI Nikapcbkuii 3aci6. KoHTponb JONOMiXHMX
pedyoBuH. 3MiHa NnapameTpiB cneyudikauin Ta/abo
OONYCTUMUX MEX AN ONOMDKHOI pe4oBUHM (iHLLi
3MiHK)

3a
peuernmom

UA/19569/01/04
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

OHOBJIEHHA NapameTpy «Onuc» B cneumdikawii
AonoMikHMX pevoBuH Opadry KOPUYHEBWIA | XKOBTUNA,
aHarnoriyHo, sk 3a3HaveHo ans Opadry Ginui.
Pepakuinni amiHm B n.3.2.P.1.0nuc i cknapg 13, a came
3a3Ha4YeHo NPUMITKYy Ha MOCUIaHHS Ailo4oro BUAAHHSA
Ph.Eur; pegakuinHi npasku B
n.3.2.P.4.1.Cneuudcikauis. 3mitun | Tuny - 3MiHm 3
sikocTi. FoToBMIA Nikapcbkuid 3aci6. KoHTponb
[OOMOMiXHMX peqyoBUH. 3MmiHa y MeToaax
BUNPOOYBaHHSA LOMNOMIXKHOI pe4OBUHM (HE3HaYHi 3MiHK
y 3aTBEPAXEHNX MeToAax BUNpobyBaHb) OHOBMEHHS
MeToay BunpobyBaHHs «KinbkicHe BU3HAYeHHs» ansi
[OMOMIDKHOI pe4OBUHM HaTpItO LUMTpaTy 6e3BogHoro, a
came gogaBaHHA popmMynu pospaxyHky. Metoa
BUNPOOYBaHHS He 3MiHMBCS. 3MiHK | Tuny - 3MiHK 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencoki apmakonei/moHorpadii.
3MiHW, NoB'A3aHi 3 HEOOXiAHICTIO NpUBEAEHHS Y
BigNoBigHiCTb 40 MoHorpadii APY abo €Bponencbkoi
apmakonei, abo iHLWOi HauioHanbHOT hapmakonei
nepxasu €C (3miHa y cneumndikauisix, nos'sa3aHa 3i
3miHamu B [1®Y, abo €Bponelickbkini hapmakonei, abo
iHWIiN HauioHanbHIn dapmakonei aepxasmn €C)
OHOBIEHHS crneundikaLii AONOMIXKHOI pe4yoBUHU
rinpomenosu BignoBigHO Ao MoHorpadii Ph.Eur.
TakoX BHOCATbLCA pefakuiiHi NpaBky B HA3BY COPTY
Ans rinpoMenosu, Wo y3rogXXyeTbCsl 3 Ha3BOK COPTY,
sika BUKOPUCTOBYETBCS Ha AinbHULi BUpobHMUTBa M3
Merckle GmbH - lNnpomenosa 2208 4M CR,
lnpomenosa 2208100 LV, lNnpomenosa 2910 5 LV.
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€Bponevicbkin dapmakonei/MmoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y BIAMNOBIAHICT
no moHorpadii PY abo €sponencbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei aepxasmn €C
(iHWi 3MiHK) 3MiHK B cneuundikaLii Ta MeToai KOHTpono
[LOMOMIDKHOI pe4OBUHM HaTpito LuMTpaTy 6e3BogHoro, a
came OHOBMEHHs1 meTony «laeHTudikauis. Hatpiny,
3MiHa nocunanHs 3 USP <491> Ha Ph.Eur. 2.3.1.
Takox Buny4vaetbcs n.3.2.P.4.3.Banigauis
aHaniTmyHux metoguk. 3miHu | Tuny - 3MiHM 3 FKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BiAMOBIAHOCTI €Bponencoki papmakonei/MmoHorpadii.
3MiHK, NoB'sI3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTbL A0 MoHorpadii AdPY abo €Bponeicbkoi
dapmakonei, abo iHLWOoi HauioHanbHOT dhapmakonei
nepxasu €C (iHwWi 3miHM) 3mMiHW B cnevumdikauii Ta
METOAi KOHTPOSO JOMOMDKHOI PEYOBUHMW HATPIlO
unTpaTy 6€3BOAHOrO, a Came OHOBIIEHHSI METOAY
«laeHTudikauis. Liutpatuy, amiHa nocunanHsa 3 USP
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

<191> Ha Ph.Eur. 2.3.1. Takox Buny4aeTbcsi
n.3.2.P.4.3.Banigauis aHanitM4Hnx metogmk. 3minn |
Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHoOcCTI/IE-
cepTudikaT BiaNoBiaHOCTI €BpONEnChbKin
dapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiaHICTIO NpMBeAeHHs Yy BigNoOBIgHICTb 40
MoHorpadgii dY abo €Bponelicbkoi dhapmakonei, abo
iHLWOT HauioHanbHoi hapmakonei Aepxasu €C (iHLwi
3MiHM) 3MiHK B cneuudikadii Ta MeTogi KOHTpOoro
[OOMOMDKHOT peqoBUHU HaTpito uuTpaTy 6e3BoaHoro, a
came OHOBIEHHS meToay «BTpaTa B maci npu
BUCYLLYBaHHi», NOTOYHE NocunaHHs Ha metog USP
<921> 3amiHeHo Ha Ph.Eur. 2.2.32. Takox
BunyyaeTbcs n.3.2.P.4.3.Banigauia aHanitnyHmx
MEeToAMK

144.

KBETUKCON
XR

TabneTkn, BKpUTI
NniBKOBOIO
060noHKol10,
NPOSIOHroBaHoI Aji,
no 400 mr no 10
TabneTtok y 6nicrepi;
no 3 Gnictepu B
KapTOHHIN nayui

3AT
«Papmnira»

JlntoBcbka
Pecny6nik
a,

KOHTPOSb SIKOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi, BUMYCK
cepii: Mepkne
'M6X HimeuumnHa;
BUPOBHMLTBO
Hepo3dhacoBaHoi
npoaykuii: Mepkne
'M6X, HimeuwunHa

Himeyunna

BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3miHu |
TMny - 3MiHK 3 gKoCTi. [0TOBMI Nikapcbkuin 3acib.
KOHTpOsb AONOMIDKHMX PEHOBUH (iHLLi 3MiHWN)
BUNYYEHHA AeTanbHOi iHhopMauii Wwoao 4actotn
TecTyBaHHS 3 N.3.2.P.4.2. AHaniTu4Hi MeTogukm ons
BCiX 4ONOMIKHUX peyoBuH. BuganeHHs posginy
«Banigauis aHaniTM4HMX METOAMK» AN AOMNOMIKHUX
peyosuH Opadry 6inun, Opadry kopu4HeBuin Ta
Opadry 0BTUIA, OCKINbKM Liel JOKYMEHT CTOCYETHCS
3aranbHVX aHaniTM4HUX NpoLeayp | BBaXaeTbCs
3actapinum. 3miHu | Tuny - 3miHun 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb JOMNOMiIXKHUX PEYOBUH.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX AN AONOMDKHOI PEYOBUHM (BUMYYEHHS 3i
cneuudikaLii He3Ha4YHOro NokasHuKa (Hanpuknag
3acTapinoro nokasHuka)) BUNy4eHHs 3i cneuudikauii
[OMNOMiXKHOI pe4OBUHN MIKPOKPUCTANIYHOT LIENoNo3mn
3acTapinoro nokasHuka «Po3amip yacTuHok» 3a
[A0MOMOrol CUTOBOrO aHanisy. TakoX BHOCATLCA
peAakLUinHi NpaBKky B Ha3By COPTY ANA
MIKPOKPUCTaniYHOT LIEMonosu, WO y3roaKyeTbes 3
Ha3BOIO COPTY, 5ika BUKOPUCTOBYETLCS Ha AiNbHULI
BupobHuuTea 113 Merckle GmbH. 3minn | Tuny -
3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
[OOMOMDXHMX peqyoBUH. 3MiHa napameTpiB
crneumdikauii Ta/abo JonycTMMmMx Mex ansi
[OOMOMIXKHOT peqoBUHU (BUNYYEHHS 3i cneuundikaii
He3Ha4yHoro nokasHuka (Hanpuknag 3actapinoro
NoKasHWKa)) BUIy4eHHs 3i cneundikaLii 4ONoMiXkHOT
peyoBuHYM rinpomenosu 2208 4M CR 3actapinoro
nokasHuka «Po3mip 4acTUHOK» 3a AOMOMOrOi0
CWTOBOrO aHanisy. 3miHu | Tuny - 3miHu 3 AKOCTI.
[oToBMI Nikapcbkuii 3aci6. KoHTponb JONOMiXHMX
pedyoBuH. 3MiHa NnapameTpiB cneyudikauin Ta/abo
OONYCTUMUX MEX AN [OMOMKHOI pe4OBUHM (iHLUi
3MiHK)

3a
peuernmom

UA/19569/01/05
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

OHOBIEHHS napameTpy «Onuc» B cneumdikawii
AonoMikHMX pevoBuH Opadry KOPUYHEBWIA | XKOBTUNA,
aHarnoriyHo, sk 3a3HaveHo ans Opadry Ginui.
Pepakuinni amiHm B n.3.2.P.1.0nuc i cknapg 13, a came
3a3Ha4YeHo NPUMITKY Ha NMOCUIaHHS Ailo4oro BUAAHHS
Ph.Eur; pegakuinHi npasku B
n.3.2.P.4.1.Cneuudcikauis. 3mitun | Tuny - 3MiHm 3
sikocTi. FoToBMIA Nikapcbkuid 3aci6. KoHTponb
[OOMOMiXHMX peqyoBUH. 3MmiHa y MeToaax
BUNPOOYBaHHSA LOMNOMIXKHOI pe4OBUHM (HE3HaYHi 3MiHK
y 3aTBEpPAXEHNX MeToAax BUnNpobyBaHb) OHOBMEHHSA
MeToay BunpobyBaHHs «KinbkicHe BU3HAYEHHs» ansi
[OMOMIDKHOI peYoBUHM HaTpito uMTpaTy 6e3BogHoro, a
came gogaBaHHA popmMynu pospaxyHky. Metoa
BUNPOOYBaHHS He 3MiHMBCS. 3MiHK | Tuny - 3MiHK 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencekin dapmakonei/MmoHorpadii.
3MiHW, NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb 40 MoHorpadii APY abo €BponencbKoi
apmakonei, abo iHLWOi HauioHanbHOT hapmakonei
nepxasu €C (3miHa y cneumndikauisix, nos'sa3aHa 3i
3miHamu B [1®Y, abo €Bponelickbkini papmakonei, abo
iHWIiN HauioHanbHIn dapmakonei aepxasmn €C)
OHOBIEHHS crneundikaLii AONOMIXXHOI pe4yoBUHM
rinpomenosu BignoBigHO Ao MoHorpadii Ph.Eur.
TakoX BHOCATbLCA pefakuiiHi NpaBky B HA3BY COPTY
Ans rinpoMenosu, Wo y3rogXXyeTbCsl 3 Ha3BOK COPTY,
sika BUKOPUCTOBYETBLCS Ha AinbHULI BUpobHMUTBa M3
Merckle GmbH - lNnpomenosa 2208 4M CR,
lnpomenosa 2208100 LV, lNnpomernosa 2910 5 LV.
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€Bponevicbkin dapmakonei/MmoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICT
0o moHorpadii PY abo €sponencbkoi hapmakoneri,
abo iHWoi HauioHanbHOI hapmakonei aepxasmn €C
(iHWi 3MiHK) 3MiHK B cneuundikaLii Ta MeToai KOHTpono
[LOMOMIDKHOI pe4OBUHM HaTpito LuMTpaTy 6e3BogHoro, a
came OHOBIEHHs1 meToay «laeHTudikauis. Hatpiny,
3MiHa nocunanHs 3 USP <491> Ha Ph.Eur. 2.3.1.
Takox Buny4vaetbca n.3.2.P.4.3.Banigauis
aHaniTmyHux metoguk. 3miHu | Tuny - 3MiHM 3 FKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BiAMOBIAHOCTI €Bponencoki papmakonei/MmoHorpadii.
3MiHK, NoB'sI3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTbL A0 MoHorpadii AdPY abo €BponericbKol
dapmakonei, abo iHLWOoi HauioHanbHOT dhapmakonei
nepxasu €C (iHwWi 3miHM) 3mMiHW B cnevumdikauii Ta
METOAi KOHTPOSO JOMOMDKHOI PEYOBUHMW HATPIlO
unTpaTy 6€3BOAHOrO, a cCame OHOBIEHHS METOAY
«laeHTudikauis. Liutpatuy, amiHa nocunanHsa 3 USP
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
<191> Ha Ph.Eur. 2.3.1. Takox Buny4aeTbCcsi
n.3.2.P.4.3.Banigauis aHanitM4Hnx metogmk. 3minn |
Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHoOcCTI/IE-
cepTudikaT BiaNoBiaHOCTI €BpONEnChbKin
dapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiaHICTIO NpMBeaeHHs Yy BignoBIgHICTL A0
MoHorpadii IdY abo €Bponelicbkoi dhapmakonei, abo
iHLWOT HauioHanbHoi hapmakonei Aepxasu €C (iHLwi
3MiHM) 3MiHK B cneuudikadii Ta MeTogi KOHTpOoro
[OOMOMDKHOT pevoBUHU HaTpilo uuTpaTy 6e3BoaHoro, a
came OHOBIEHHS meToay «BTpaTa B maci npu
BUCYLLYBaHHi», NOTOYHE NocunaHHs Ha metog USP
<921> 3amiHeHo Ha Ph.Eur. 2.2.32. Takox
BunyyaeTbcs n.3.2.P.4.3.Banigauia aHanitnyHmx
MEeToAMK
145. | KENNPA® TabneTkn, BKpUTI HOCb Benbris HOCB dapma Benbris BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a - UA/9155/01/01
obornoHkoto, no 250 dapma C.A. Tuny - 3MiHK Wwopo 6e3nekn/edeKTBHOCTI Ta peuenmom
mr; no 10 TabneTok dapmakoHarnagy (iHwi 3amiHuM) 3miHM BHeCeHo 4o
y BnicTepi; no 3 abo TEKCTY MapKyBaHHSA NEPBUHHOI YNAKOBKM NMiKapCbKOro
6 bnictepiB y 3acoby B n. 4. «AATA 3AKIHYEHHA TEPMIHY
KapTOHHIN nayui MPUOATHOCTI», n. 6. «IHWE» Ta oo Tekcty
MapKyBaHHSA BTOPUHHOI ynakosku B n. 8. «OATA
SAKIHYEHHA TEPMIHY NPUOATHOCTI», n. 12.
«HOMEP PEECTPALIIMHOIO MOCBIOYEHHS», n.
13. «HOMEP CEPIi NIKAPCbKOIO 3ACOEY», n. 17.
«IHLWE»
146. | KEMMNPA® TabneTku, BKpUTI HOCb Benebris KOCB dapma Benbris BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3minu | 3a - UA/9155/01/02
obornoHkoto, no 500 dapma C.A. Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
mr; no 10 TabneTok dapmakoHarnsaay (iHwi 3miHn) 3miHM BHECEHO A0
y bnicTtepi; no 3 abo TEKCTY MapKyBaHHS NEPBUHHOI YNaKOBKM fikapCbKOro
6 bnictepiB y 3acoby B n. 4. «AATA 3AKIHYEHHA TEPMIHY
KapTOHHIN naywi MPUOATHOCTI», n. 6. «IHWE» Ta go Tekcty
MapKyBaHHs1 BTOPMHHOI ynakosku B M. 8. «OATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI», n. 12.
«HOMEP PEECTPALIMHOIO MOCBIOYEHHS», n.
13. «<HOMEP CEPIi NNIKAPCbKOIO 3ACOBY», n. 17.
«IHLWE»
147. | KENNPA® TabneTtkn, BKpUTI HOCBb Benbrisa HOCB dapma Beneris BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3MiHu | 3a - UA/9155/01/03
obornoHkoto, no 1000 | dapma C.A. Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
mr; no 10 TabneTok dapmakoHarnagy (iHwi 3miHu) 3miHM BHECEHO 40
y brictepi; no 3 abo TEKCTY MapKyBaHHS NEPBUHHOI YMaKoBKMN MiKapCbKoro
6 bnictepiB y 3acoby B n. 4. «AATA 3AKIHYEHHA TEPMIHY
KapTOHHIN naywi MPUOATHOCTI», n. 6. «IHWE» Ta go Tekcty
MapKyBaHHS1 BTOPVMHHOI ynakoBku B M. 8. «JATA
SAKIHYEHHA TEPMIHY NPUOATHOCTI», n. 12.
«HOMEP PEECTPALIIMHOIO MNOCBIOYEHHS», .
13. «<HOMEP CEPIi MNIKAPCbKOIO 3ACOBY», n. 17.
«IHLWE»
148. | KEMMNPA® PO34UH OparnbHUiA, HOCb Benebriga Hekct®apma CAC ®paHuis BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minHu | 3a - UA/9155/02/01
100 mr/mn no 300 dapma C.A. Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
My donakoHi; no 1 dapmakoHarnagy (iHwi 3miHu) 3MiHM BHECEHO 4o
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

hnakoHy 3 MipHUM
NNacTMKOBUM
LUNPULIOM y navdi 3
KapToHY

TEKCTY MapKyBaHHS1 NEPBUHHOI Ta BTOPUHHOT YNaKOBKM
nikapcbkoro 3acoby B n. 8. « AATA 3AKIHYEHHA
TEPMIHY MPUOATHOCTI», n. 12. «<HOMEP
PEECTPALIIMHOIO MOCBIAYEHHS», n. 13.
«HOMEP CEPII NNIKAPCBKOIO 3ACOBY», n. 17.
«IHLWE»

149.

KNEBA30JI®

Kpem BariHanbHun
no 20 ry Ty6i; no 1
Ty6i pasom 3 3
annikatopamu B
nayui

MPAT
"OITOPAPM

YkpaiHa

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minHu |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3miHa y KOpOTKili xapakTepucTumLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
AN MeQUYHOro 3acToCyBaHHS Ha MiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3neku 3acToCyBaHHS MikapcbKoro
3acoby B nicnApeecTpauiiHui nepiog, abo sk
pe3ynbTaT OUiHKM 3BiTY 3 4OCMIAXEHb, NPOBEAEHNX
BignoBigHO 4o nnaHy negiaTpuyHux gocnigxeHs (PIP)
(3MiHYy y3romkeHo 3 KOMMNETEHTHUM YNOBHOBaXEHUM
opraHom)
3MiHM BHeceHo B |HCTpyKUito Ans MeanyHoro
3acTocyBaHHS Nnikapcbkoro 3acoby Ao po3ainy
"MoGiyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHdopMauii Wwoao 6e3nekn 3acTocyBaHHs NikapCbKkoro
3acoby. BeegeHHs 3MiH mpoTArom 6-Tu micauiB micns
3aTBEPAKEHHS
CynyTHs 3miHa - 3MiHK Wopao 6e3neku/edeKTUBHOCTI
Ta hapmakoHarnsaay. BHeceHHst abo 3miHa(un) oo
3060B's13aHb Ta YMOB BuAa4i peecTpauinHoro
NnocBigYeHHs1, BKIoYatoun MNnaH ynpaeniHHS pusmkamu
(3acTocyBaHHSA TEKCTY, KW NOTOMKEHU 3
KOMMeTEHTHUM opraHoMm) NpeacTaBneHi 3miHu 3
NPVBOAY OHOBIIEHHS PYTUHHUX 3aX0f4iB 3 MiHiMi3auii
PU3NKiIB BHACNAOK OHOBIEHHS NMPOEKTY iHCTPYKLIT Ans
MeOWYHOro 3aCToCcyBaHHS Ha nigcTaBi pekoMeHaauin
FDA B vactuHax |, V, VI, VII [TYPa moxyTb 6yTn
peKoMeHA0BaHi 40 3aTBEPIKEHHS.

3a
peuenmom

He
nionse
ae

UA/12647/01/01

150.

KOHEIPA
OENIOKC

TabneTku XyBanbHi
no 50 wmr; no 1
Tabnetui y 6nicrepi;
no 1 6nictepy B
KapTOHHiIl kopobuyj;
no 4 Tabnetkn y
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHiIl kopobuyi

€Bpo
INandkep
Nnto

Benwuka
BpuTaHis

leHedpapm CA

peuis

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLil
Ansi MEQUYHOTO 3acTOCYBaHHS Ha NiAcTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3neku 3acToCcyBaHHS MikapcbKoro
3acoby B nicnsipeecTpadiiiHuin nepiod, abo sik
pe3ynbTaT OLUiHKM 3BiTY 3 [OCNIIKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy neaiaTpuyHux gocnigxeHs (PIP)
(3MiHY y3romxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHV BHECEHi A0 iHCTPYKLiT Ans MeanyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"B3aemogis 3 iHWKMU nikapcbkuMm 3acobamm Ta iHLwi
BMAN B3aEMOAIN" BiANOBIiAHO 4O OHOBMNEHOI
iHdopmalLlii 3 6e3neku Aitovoi peyoBuHW. BBeaeHHs!

3a
peuerimom

He
nidnsie
ae

UA/14511/01/02
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
3MiH NPOTSArom 6-TM MicsLiB Nicnsi 3aTBEpPAYKEHHS
151. | KOHETPA TabneTku xyBarnbHi €Bpo Benuka leHedpapm CA Mpeuis BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a He UA/14511/01/03
OEJNOKC no 100 mr; no 1 TNandkep BpuTaHis TMny - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom nidnsie
TabneTtui y 6nictepi; Iitg dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTuui ae
no 1 Gnictepy B nikapcbKoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUi
KapTOHHiIN kopobLyj; Ona Megu4yHoro 3aCTocyBaHHA Ha NigcTaBi perynspHo
no 4 Tabnetku y OHOBMOBAHOIO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
6nictepi; no 1 abo abo pocnimxkeHb 3 6e3neky 3acToCcyBaHHS MikapcbKoro
no 2 6nictepu B 3acoby B nicnsipeecTpauiiHiii nepiog, abo sk
KapTOHHiI kopooLi pesynbTaT OUiHKM 3BITY 3 4OCNIOKEHb, NPOBEAEHNX
BiQNOBIQHO 40 MnaHy negiatpuuHux gocnigxeHs (PIP)
(3MiHY y3rofxeHo 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHM BHECeHI A0 IHCTPYKLiT ANns MeguyHoro
3acToCcyBaHHS NikapCbKoro 3acoby y po3ain
"B3aemogisi 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
BWAM B3aemMoAin" BignoBiaHO 40 OHOBMNEHO!
iHdopMauii 3 6e3neku gito4oi pe4oBnHU. BBeaeHHs
3MiH NPOTArom 6-T1 MicsUiB NicNs 3aTBEPLKEHHSA
152. | KOPAKCAH® | Tabnetku, BKpUTI e ®paHuis ITabopaTopii PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/3905/01/01
5MIr NniBKOBOO JIABOPATY Ceps’e IHaacTpi, IpnaHais Tuny - 3MiHK Wwopo H6esnekn/edeKTBHOCTI Ta peuernmom
ob6onoHkoto, no 5 mr; | AP CEPB’'E€ dpaHuisi; Ceps'e tapmakoHarnagy. 3miHa yactotu Ta/abo TepMiHiB
no 14 tabnetoky (Ipnangis) NOAAHHS PerynspHO OHOBITIOBAHUX 3BITIB 3 6e3neku
6nictepi; no 2 abo 4 InpacTpic JTa, nikapcbkux 3acobiB - 3MiHM y YacToTi Ta gaTax
6nictepu B kopobui Ipnangis NoAaHHs PerynsipHo OHOBMIOBAHOIO 3BiTYy 3 6e3neku.
3 KapTOHY [Mitoywa pepakuis: Yactota nogaHHs perynsipHo
OHOBMOBaHOrO 3BiTy 3 6e3nekn 1 pik. KiHuesa aata
Ans BkMtoveHHs AaHnx go PO36 - 25.04.2018 p. data
nopaHHs - 04.07.2018 p. MNponoHoBaHa pepakuis:
YacToTa nogaHHs perynspHO OHOBIIOBAHOrO 3BiTY 3
6e3nekn 3 poku. KiHueBa fata Ans BKMHYEHHS AaHMX
no POSB - 25.04.2026 p. lata nopgaHHs - 24.07.2026
p
153. | KOPAKCAH® | Tabnetku, BKpUTI ne ®paHuis TNa6bopaTopii PpaHuisi/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minHu | 3a - UA/3905/01/02
7,5Mr NniBKOBOO JIABOPATY Ceps'e IHpacTpi, IpnaHais Tuny - 3MiHK LWopo 6e3nekn/edeKTUBHOCTI Ta peuernmom
obornoHkoto, no 7,5 AP CEPB'E ®paHuis; Ceps'e dapmakoHarnsgy. 3miHa yactotu Ta/abo TepmiHiB
Mr no 14 TabneTok y (Ipnangisi) nofaHHsi perynsipHo OHOBHOBAHUX 3BiTiB 3 6e3neku
onictepi; no 2 abo 4 IHpacTpic Jlta, nikapcbkux 3acobiB - 3MiHM y YacToTi Ta gaTax
6nictepu B kopoOLi IpnaHpis NoAAaHHS perynspHoO OHOBITHOBAHOIO 3BiTy 3 6e3neku
3 KapTOHY [itova pegakuis: YactoTa nogaHHa perynsipHo
OHOBMOBaHOrO 3BiTy 3 6e3neku 1 pik. KiHueBa aaTa
Ans BktoveHHs aaHux go PO3B6 - 25.04.2018 p. [ata
nogaHHs - 04.07.2018 p. NponoHoBaHa peJakuis:
YacToTa nogaHHs perynspHO OHOBIOBAHOrO 3BiTY 3
6e3nekun 3 poku. KiHueBa gaTta Ans BKIIOYEHHS aHUX
0o POSB - 25.04.2026 p. Oata nogaHHs - 24.07.2026
p. PekomeHgoBaHo [0 3aTBEpOKEHHS BiAMNOBIAHO A0
nepioaNYHOCTI NOAAHHS PerynspHO OHOBIIOBaHMX
3BiTiB 3 6e3neku nikapcbkux 3acobis y €C
154. | KOPBAIJIKAIN Kancynum m'siki; no 9 AT YkpaiHa AT "KNIBCbKMI YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | bes - UA/13448/01/01
C kancyn y énicrepax; "KUIBCbKW BITAMIHH/I TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenma
no 9 kancyn y n 3ABOO" dapmakoHarnagy (iHwi 3miHum)
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

6nicTepi; no 2 abo 3
6nictepu y nayui

BITAMIHHY
7 3ABOL"

OHOBEHHS TEKCTY MapKyBaHHS NEPBMHHOI Ta
BTOPMHHOI YNaKoBOK NikapCcbkoro 3acoby, a came
BUIyYeHHS iHGopMaLlii, 3a3Ha4YeHOi POCINCbKO

MOBOI0, Ta BUKNaAEeHHS il aHrmMincbkoo MOBOK. TepMiH
BBEOEHHS 3MiH - NpOTArom 6 Micsiuis nicns
3aTBEpPOKEHHS.

155.

KOPBAITAB
EKCTPA

TabneTku, BKpUTI
NniBKOBOIO
o6onoHkoto no 10
TabneTtok y 6nicrepi;
no 1 abo 2 6nictepn
B KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt"

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minHu |
Tuny - 3MiHM 3 siKocTi. FoTOBWI Nikapcbkuii 3acib.
KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikaui Ta/abo 4oNyCTUMUX MEX
roTOBOro MiKapCbKoro 3acoby (iHLWi 3MiHWN) NpMBEAEeHHS
opmMyntoBaHHS nokasHukiB «Onucy Ta «KinbkicHe
BU3HAYEHHSI» 00 3aranbHUX BHYTPILWHBO-(ipMOBUX
BMMor. 3miHa bopmyntoBaHHA onucy TabneTok Hece
nuwe pefakuinHuin xapaktep i He CTOCYETbCSA 3MiHN
30BHILIHLOIO BUrMAAY TabneTkn. 3MiHN BHECEHI B
po3gin "OcHoBHi (i3nKo-xiMivHi BNactTueocTi" B
iHCTpYyKLUil0 ANs MeQUYHOro 3acTOCYBaHHS NikapCbKOro
3acoby. BBegeHHsi 3MiH npoTarom 6-T1 micsauiB nicns
3aTBepAKeHHS. 3MiHu | Tuny - 3miHK 3 akocTi. oToBMNIA
nikapcbkuii 3aci6. KoHTponb roToBoro fikapcbkoro
3acoby (iHWi 3mMiHK) 3miHa chopmaTy posginis 3.2.P.1
Ta 3.2.P.3.2., a came npvBeAeHHs y BIANOBIAHICTb A0
3aranbHUX BHYTPILLIHBO-(ipMOBKX BUMOT (MOrogXXeHo
dopmat po3sginis 3.2.P.1, 3.2.P.3.2. Ta 3apeecTpoBaHy
pepakuito MKA N3) . 3miHun | Tvny - 3MiHK 3 AKOCTi.
"oToBMI Nikapcbkui 3aci6. 3MiHM y BUPOOHUUTBI (iHLLi
3MiHN)

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis y
posginax 3.2.P.3.3, 3.2.P.3.4. Ta 3.2.P.3.5, a came
akTyanisauis Ha3su, OAWHWLI BUMIpY Ta Adiana3oHu
AesKux napaMmeTpiB NpoLecy HaHECEHHS NOKPUTTS
TabneTok, y 38’A3Ky 3 MOAEpHi3aLlieto yCTaHOBKM AN
HaHeCEeHHs NMOKPUTTS, @ CaMe OHOBIIEHHS anapaTHOro
Ta nporpamHoro 3abesneyeHHs. [liloua pegakuis:
MapameTp «Tuck BXigHOro noBiTpsi» TUCK BXiGHOro
noBiTpsi, MM.BOA.CT NponoHoBaHa pedakuis:
MapameTp «Tuck BXxigHOro noBiTpsi» Tuck BXiQHOrO
noBsiTpsi, MMm.BoA.cT AGo ButpaTu BxigHoro nositps,
m3/roa.

6e3
peuyenma

nionse
ae

UA/14729/01/01

156.

KCAJKOPI

kancynu no 200 wmr;
no 10 kancyn y
6nicTepi; no 1 abo
no 6 Gnictepis y
KapTOHHiIN kopobui 3
MapKyBaHHsAM
YKpaiHCbKOI Ta
aHrMincbKo
moBamu; no 10
kancyn y 6nicrepi;
no 1 abo no 6

Mdparizep
Env.Ci.Mi.
Kopnopeww
H

CLIA

Mdparnzep
MeHiodekyypuHr
HowuneHg MeX

Himeyunna

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu |

My - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS

Ta/abo agpecu 3asBHUKa (BNacHMKa peecTpaLiiHoro
noceigyeHHs). 3miHa agpecu 3asBHUKa

3a
peuerimom

UA/14081/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
GnictepiB y
KapTOHHiIN kopobui 3
MapKyBaHHAM
aHrnincekoto abo
iHLLOO iIHO3eMHOIO
MOBOIO 3i CTVKEpOM
YKpaiHCbKO MOBOK
157. | KCAJIKOPI kancynu no 250 wmr; Mdpansep CLUA Mdpanszep HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/14081/01/02
no 10 kancyn y Eny.Ci.Mi. MeHodeKk1ypuHr TMNy - AGMiHICTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
6nictepi; no 1 abo Kopnopeww HonuneHg MvbX Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
no 6 Gnictepis y H noceigyeHHs ). 3miHa agpecu 3asBHUKa
KapTOHHiIN kopobLi 3
MapKyBaHHAM
YKpaiHCbKOI Ta
aHrnincobKot
moBamu; no 10
kancyn y 6nicrepi;
no 1 abo no 6
GnictepiB y
KapTOHHiIn kopobui 3
MapKyBaHHAM
aHrnincekoto abo
iHLLOIO iIHO3eMHO0
MOBOIO 3i CTUKEPOM
YKpalHCbKO0 MOBOKO
158. | KCAJIKOPI kancynu no 250 mr; Mdpbanszep CLUA Mdpanszep HimeyunHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a - UA/14081/01/02
no 10 kancyn y Eiv. Ci. Mi. MeHtodekyypuHr Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; mo 1 abo Kopnopei Honuneng Mm6X dapmakoHarnsagy. BeegerHs abo 3aminn o
no 6 6nictepis y H y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
KapTOHHiIN Kopobui 3 (BBEAEHHA Y3aranbHEHUX AaHWX NPO CUCTEMY
MapKyBaHHSIM cbapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
YKpaiHCbKOI Ta BiANOBIAANbHOI 3a 3AiNCHEHHS dhapmakoHarnsay;
aHrnincbKo KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
moBamu; no 10 34icHeHHs hapmakoHarnsagy B YKpaiHi, SKLLO BOHa
kancyn y 6nicrepi; BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
no 1 abo no 6 3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaym
GnictepiB y KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
KapTOHHiIn kopobui 3 danna cuctemu papmakoHarnsgy) 3miHu oo
MapKyBaHHAM y3aranbHeHux AaHux Npo cuctemy cbapmakoHarnsgy
aHrnincekoto abo 3asBHMKa
iHLLIOIO iHO3eMHOo
MOBOIO 3i CTUKEPOM
YKpalHCbKO0 MOBOKO
159. | KCAIKOPI kancynu no 200 wmr; Mdbanzep CLUA Mdpansep HimeyumHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a - UA/14081/01/01
no 10 kancyn y Enu. Ci. M. MeHiodekyypuHr Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
6nicTepi; mo 1 abo Kopnopewiw Honuneng Mm6X dapmakoHarnsagy. BeegerHs abo 3amiHn fo
no 6 Gnictepis y H y3aranbHeHUX AaHuX Npo cuctemy hapmakoHarnsgy

KapTOHHiI kopobui 3
MapKyBaHHSAM
YKpaiHCbKOI Ta
aHMINCHKO0

(BBEOEHHS y3aranbHEHVX AaHWUX NPo CUCTEMY
chapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;

KOHTaKTHOI 0cobu 3 hapmakoHarnsiay 3asiBHVKa Ansi




102

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
moBamu; no 10 34iicHeHHs hapmakoHarnsgy B YkpaiHi, SKLo BoHa
Kancyn y 6nictepi; BiAMiHHa Bi# ynoBHOBaxeHOi ocobu, BianoBigansHoi
no 1 abo no 6 3a 34ilCHeHHs1 hapmakoHarnsgy (BKroyaym
GnictepiB y KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
KapTOHHiIN kopobui 3 danna cuctemu apmakoHarnagy) 3miHm oo
MapKyBaHHsAM y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
aHrnincekoto abo 3asBHMKa
iHLLOO iIHO3eMHO0
MOBOIO 3i CTUKEPOM
YKpaiHCbKO MOBOK
160. | KCTAHAOI kancynu no 40 mr no Acrtennac HinepnaHn BUPOOHMLTBO CLWA/ BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3miHu | 3a - UA/14503/01/01
28 kancyn y dapma an bulk: KataneHt Higepnangu TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 1 Opon B.B. dapma CortoLHc, capmakoHarnsgy. BeegeHHs abo 3miHm oo
6nictepy B JINC, CWA; y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
KapTOHHOMY nepBuHHe (BBEOEHHS y3aranbHeHVX AaHWUX Npo cUcTemy
dyTnapi; no 4 nakyBaHHS: capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
KapTOHHWUX pyTnsapm AnpepcoHbpekoH BiANOBIAANbLHOI 3a 3AiNCHEHHS dbapmakoHarnsay;
Y KapTOHHIW nayui IHK., CLUA; KOHTaKTHOI 0co0M 3 (hapMakoHarnsigy 3asiBHuKa Ansi
BTOPUHHE 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BOHa
nakyBaHHS, BUMYCK BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
cepii: Actennac 3a 34ilicHeHHs1 hapmakoHarnsgy (Bkroyarum
dapma HOpon KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
B.B., Higepnanan danna cuctemu papmakoHarnagy) 3mMiHa KOHTaKTHUX
[AaHnX yNOBHOBAaXEHOI 0COOU 3asiBHNMKA,
BigMNoBiganbHoi 3a hapmakoHarnsg. 3MiHa KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAaNbHOI 3a hapMakoHarnsg B
YkpaiHi. [itoya pegakuisi: Bipcta Onbra BacunisHa.
[MponoHoBaHa pepakuisi: BoTteHko AHTOH
[eopriioBny. 3MiHa KOHTAKTHMX OAHWUX KOHTAKTHOT
ocobu 3asBHUKa, BiANOBIAanbHOI 3a hapMakoHarnsg B
YKpaiHi
161. | NArEBPIO/ kancynu no 200 wmr, Mepk Wapni | LBenuapi MC[ IHTepHewwHn CronyyeHi BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a He UA/19184/01/01
LAGEVRIO™ no 40 kancyn y Ooym IOEA a m6X (dinis LWratu Tuny - AOMiHiCTpaTuBHI 3MiHW. 3miHa Ha3BK peuenmom | nidnse
NAALWL m6X MyepTo-Piko) Awmepukun/ nikapcbkoro 3acoby - ae
TOB, CnonyueHi Karnapa OHoBneHHs iHdopMalLlii Woao Ha3Bu NikapCbKoro

LWtatn Amepuku;
MaTeoH IHk.,
Kanapa;
MaTeoH IHk.,
KaHapga;
LLapn MekepxiHr
Cepsicec, JIN1C,
Cnonyuyeni WtaTn
Amepuiky;
MateoH
dapmacbioTikans
IHK., Cnomny4eHi
LWtatn Amepuku
Mepk LWapn i
Ooym JINC,
Cnonyuyeni LWtatn

3acoby 3aTBepaxeHo:
MONHYMNIPABIP/MOLNUPIRAVIR;
3anponoHoBaHo: JIATEBPIO/LAGEVRIO™. BeegeHHs
3MiH NPOTSArom 6-TW MICAILIB NiCNs 3aTBEPOXKEHHS.
3miHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecy MicLsa NPOBaKEHHS
LisiNbHOCTI BUPOGHMKa/imnopTepa rotToBoro
nikapcbkoro 3acoby, BKMHYa4u AinbHULL BUNYCKY
cepii abo micLile NpoBefeHHS KOHTPOO AKOCTI.
(misnbHicTb, 3a siky Bignosiaae BMpobOHUK/iMnopTep, He
BKIOYaK04M BUMYCK cepilt) - OHOBNEHHS iHdopmaLii
LLIOA0 HalMeHYBaHHS OPUAMYHOT 0COOM BigNOBIAHO 4O
iHdpopmawii, 3aTBepakeHoi B FDA (BHECEHHS 3MiH 4O
maTepianis, 3aTBepAXXEHUX 3a NpoLieaypoio
Emergency Use Authorization (EUA)) 3aTBepaxeHo: B
aokymenTi IHOOPMALIMHU NINCTOK Ang
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
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3acoby ynakoeka) Hs* noceid4yeHHs1
Amepuiky; MEONYHWMX MPALIBHUKIB: 4O3BIN HA EKCTPEHE
Mepk Wapn i 3ACTOCYBAHHA NPEMNAPATY MOJIHYNIPABIP B
Ooym JINC, po3ain "Mo6iyHi peakuii” «Mepk Lapn i Joym Kopn.»,
Cnonyueni LWtatn nouipHin komnaHii «Mepk i Ko., IHK.», KeHinsopT, Hbto-
Amepuiku; Ixepci, CLUA BurotosneHo ans: «Mepk Wapn i Joym
Mepk Wapn i Kopn.», gouvipHe nignpuemcTtso koMmnaHii «Mepk i Ko.,
Ooym JINC, IHK.», Bantxayc CtenwH, Heto-Ixepci 08889, CLUA
Cnonyuyeni WraTn AsTtopcbki npasa © 2021-2022 Mepk i Ko., IHk.,
Amepukm KeHinesopT, Hbto-xepci, CLUA Ta dinii. usfshcp-

mk4482-c-2202r001 MepernsaHyTo: Jltotuin 2022p.; B
OOKYMEHTi IHOopMaLinHWA IMCTOK ANS NauieHTiB Ta
0Ci0, AKi 3ailCcHIoTb Aornsaa 3a HumK [o3Bsin Ha
eKkcTpeHe 3actocyBaHHs (EUA) npenaparty
MOMHynMipasip AN NikyBaHHA KOPOHaBipyCHOI XBOpobu
2019 (COVID-19) B po3aini "lMporpama
crnocTepexeHHs 3a BariTHicTo" «Mepk Wapn i Joym
Kopn.» Burotosnero ans: «Mepk LWapn i floym
Kopn.», godipHe nignpnemcto koMnaHii «Mepk i Ko.,
IHK.», Bantxayc CtenwH, Heto-xepci 08889, CLUA
AsTtopcbki npasa © 2021-2022 Mepk i Ko., IHk.,
KeHineopT, Hbto-xepci, CLUA Ta dinii. usfshcp-
mk4482-c-2202r001 MepernsaHyTo: Jltotnin 2022p.
3anponoHoBaHo: B AokyMeHTi IHOOPMALLINHAN
JIMCTOK ANA MEOMYHUX NPALIBHUKIB: AO3BIN
HA EKCTPEHE 3BACTOCYBAHHA NPENAPATY
NATEBPIO (monHynipasip), KAMNCYJIN «Mepk LWapn i
Ooym JINC», Paxsein, Heto-Oxepci, CLUA
BurotoBneHo ans: «Mepk LWapn i Joym JINIC» Paxsen,
Hbto-Oxepci 07065, CLUA AsTtopcbki npasa © 2021-
2022 Mepk i Ko., IHk., Paxsen, Hbto-[xepci, CLUA Ta
oinii. usfshcp-mk4482-c-2208r005 MNepernsHyTo:
YepseHb 2022p. B AOKYMEHTi [HchopmaLiiHin nucTok
AN nauieHTiB Ta ocib, ski 3aicHIoTL Aornsa 3a
H1MK [103BIin Ha ekcTpeHe 3acTocyBaHHs (EUA)
npenapaty JIAFEBPIO (monHynipasip), kancynu, ans
nikyBaHHS KOpoHaBipycHoi xsopobu 2019 (COVID-19)
B po3gin "lNporpama cnoctepexeHHs 3a BariTHICTIO"
«Mepk LWapn i Joym JINC» BurotoBneHo ans: «Mepk
Wapn i Joym JINC» Paxsen, Heto-[xepci 07065,
CLUA; AsTopchki npaBa © 2021-2022 Mepk i Ko., IHk.,
Paxsen, Hbto-[xepci, CLUA Ta dinii; usfshcp-mk4482-
c-2208r005 MNepernsaHyTo: YepeeHb 2022p. BBegeHHs
3MiH NPOTSArom 6-Tu MICAILIB NiCNs 3aTBEPOXKEHHS.
3minn Il TMny - 3miHKn Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy. 3MiHW y KOpPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLil
Ans MEQUYHOTO 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMU
OaHUMW 3 SKOCTI, AOKNIHIYHUMM, KNIHIMHUMW JaHUMK Ta
OaHnmMu 3 dpapmakoHarnsgy - OHoBrneHHs iHopmadii
3a3HaueHoi B JokymeHTi: IHOOPMALIIMHUIA IUCTOK
anAa MENYHMX NPALIBHKKIB: JO3BIT HA




104

[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

EKCTPEHE 3ACTOCYBAHHA MPENAPATY
JIATEBPIO (monHynipasip), KAMCYJIN B po3aini 12.4
Mikpobionoria nigpo3ainu "MpoTuBipycHa akTUBHICTL",
"Pe3uncTeHTHicTh", "lNepexpecHa pe3nCTEHTHICTL" Ta B
OOKYMEHTI: [HbopmaLiiHuiA MMCTOK ANS nauieHTiB Ta

0Ci0, K 3aiNCHI0TL AorNsaa 3a HUMK [o3Bsin Ha
eKkcTpeHe 3actocyBaHHs (EUA) npenapaty JIATEBPIO
(mMonHynipagip), kancynu, Ans nikyBaHHA
KOpOHaBipycHoi xBopobu 2019 (COVID-19) B po3aini
«SAKi LWe icHYOTb BapiaHTW NiKyBaHHA?» BignoBigHO 40
oHoBneHoi iHdopmaii B FDA (CLUA).
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepAKeHHs. 3MiHu Il Tuny - 3miHn Wwoao
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy. 3miHu y
KOPOTKili XapaKTepucTuLi Nnikapcbkoro 3acoby, TEKCTI
MapKyBaHHSA Ta iHCTPYKLii ANS MeanYHoro
3aCTOCYBaHHS y 3B’AI3KY i3 HOBUMMW JAHMMU 3 SIKOCTI,
LOKMIHIYHUMW, KMIHIMHUMW JaHUMK Ta AaHUMK 3
dapmakoHarnagy OHoBReHHs iHdhopmalLii 4o TEKCTY
3a3HayeHoro B aokymeHTi IHOOPMALIMHNN
JINCTOK AnA MEONYHUX MPAUIBHUKIB: OO3BI1
HA EKCTPEHE 3ACTOCYBAHHA MNMPEMNAPATY
JIATEBPIO (monnynipasip), KAMCYIIN B posaini
"OCTAHHI 3HAYHI 3MIHN", gogaHo nigpo3ain
"Bigckik BipycHoi PHK", B po3aini OBMEXXEHHA
CXBAJIEHOIO 3ACTOCYBAHHA (1)
"SATBEPIPKEHI JOCTYMNHI ANBTEPHATUBA",
TaKoX Y3rof)xeHo nocunaHHsa Ha cant FDA wopo
3HaxXoAXXeHHSA AoAaTKOBOI iHbopMaLii Npo BCi
npenapartu, cxeBaneHi Ans nikyBaHHs Ta NpodinakTuku
COVID-19 Ta npo kniHiyHi gocnigxeHHs NAFEBPIO Ta
iHWK1X npenapartiB Ang nikysaHHa COVID-19
BigMNoBigHO A0 MaTepianiB 3aTBepaXeHUX 3a
npoueaypoto iHdpopmauii EUA B FDA (CLLUA). BHeceHo
OHOBMEHy iHchopMalLlito 4O peecTpauiiHnx MaTepianis -
IHdopMaLinHOro NUCTKa Ans MeAUYHUX NPaLiBHUKIB:
[03BiN Ha eKCTpeHe 3acToCyBaHHs Mpenapary Ta
TekcTy IHdpopmauiiHoro nucTka ANs nauieHTiB Ta ocib,
SKi 3OINCHIOITL JOrMsAA 3@ HAMM, siki Bynun
3aTBepakeHi Hakasom MO3 Ykpainu Big 26.01.2022
Ne 160 "MNpo gepkaBHy peecTpauito Nnikapcbkoro
3acoby (MegunyHoro imyHobionoriyHoro npenapary)
15t eKCTPEHOro MeanYHOro 3acTocyBaHHs". BBeaeHHs
3MiH NPOTSArom 6-Tu MiCsILiB MicNsi 3aTBEPKEHHS.

162.

JIAMIOEPM

kpem, 10 mr/r; no 10
rabo no 15 ry 1y6i;
no 1 T1y6i B
KapTOHHIl kopobui

€Bpo
TNandkep
MpawBit
Nimiten

IHaisa

IHgoko Pemegic
TNimiten

IHaisa

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3MiHn |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
3MiHM y BUPOOHMLTBI. 3MiHM y npoLeci BUPOGHMLUTBA
roTOBOrO fikapCbKoro 3acoby, BKMo4ao4n NPOMiKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCS NPY BUPOOHULTBI
roTOBOro MiKapCbKOro 3acoby (iHwWi 3MiHK). 3MiHN y
npoLieci BUpoGHMLTBA, a caMme: 3MiHa TeMnepaTypu

6e3
peuenma

UA/1679/01/01
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(nikapcbka ¢ghopma,
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Homep

peecmpauyiliHo2o

noceid4yeHHs1

NnaBreHHs; He3HayHe MiABULLIEHHS TeMmnepaTypun
posnnasneHoi pianHN nicns inbTpadii; HesHavyHe
36inbLUeHHs TeMnepaTypu HarpiBaHHA BOAHOI dhasu;
MiXX BOLHOIO Ta MacnsaHo azamu 3aMiHa Aiana3oHy
OONyCTUMMUX TemnepaTtyp Npu 3MilllyBaHHi; yTOYHEHHS
Yyacy npu 3aMilyBaHHi; Wwo6 yHukHyTK thermal shock
nig Yac BUpoBHMLTBA, PEKOMEHAYETLCS MOCTYrNoBe
OXOMNOMXeHHs 40 BkasaHoi Temnepatypm 40 °C-45 °C i
nepeMillyBaHHsi NPOTAroM 1 roavHu; AoAaBaHHS
iHgbopMaLjii Npo 3acTocyBaHHs Bakyymy Ta
peumpKynsuii, Wo NpM3BoaUTb A0 NOKPALLEHHS SKOCTi
eMynbCii 3a paxyHOK feaepauii Macu; yTOYHEHHSA
iHCbopMaLii NOBINBHOIrO OXONOAXEHHSA Ta OAHOPIAHOCTI
'N3; nopaBaHHs iHdopmaLii npo Biabip 3paskis i
nepegaya napTiv Ans Kpawoi SKocTi.

163.

NIAMI3NN

kpem 1 %; no 151
a6o 30 r B Ty6i; no 1
Ty6i y KAPTOHHIN
Kopobui

XaneoH KX
CAPI

LLisenuapi
a

XaneoH KX
C.a.p.n.

LLsenyapis

BHECEHHS 3MiH O peecTpaLlinHUX maTepianis: 3MiHu |
TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu 3asBHUKa (BNacHMKa peecTpauiniHoro
nocBigyeHHst) - 3MiHa Ha3Bu 3asiBHMKa 3 [CK
KoHcelomep Xenckep CAPIJI, LWsenuapia Ha XaneoH
KX CAPJ1, LWeewuapisi. 3miHa agpecu BUPOOHMKa He
nepenbavaetbcs. TepMiH BBEAEHHS 3MiH NpoTsrom 6
MicsuiB nicns 3aTBepKeHHs:; 3MiHm | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo
aapecu Micusi NPoBaKEHHS AiSNbHOCTI
BMpOGHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKIOMAOUM AinbHULI BUNYCKy cepii abo Micue
NpoBeAEHHS! KOHTPOIHO SIKOCTI. (QisSNbHICTb, 3a SKy
BiAMNOBiAae BUPOOHWMK/iMMOpTep, BKIOYAO4MN BAMYCK
cepii) - 3miHa Ha3BW Ta agpecy BUPOOHMKa roToBOro
nikapcbkoro 3acoby. TepmiH BBEAEHHSI 3MiH MPOTAroM
6 micauis nicnsa 3aTBepaXeHHs; 3MiHn | Tuny - 3MiHn
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy
(iHLWi 3MiHK) - 3MiHN BHECEHO Y TEKCT MapKyBaHHS!
BTOPUWHHOI ynakoBku n.17 IHLWE Ta nepBuHHOT
ynakoBku 1.6 IHLWE. TepmiH BBeOEHHS 3MiH NPOTSArom
6 MicauiB nicns 3aTBepPOXKEHHS

6e3
peuenma

nidnsie
ae

UA/1005/03/01

164.

JIEBO®JIOKC
AUNH-
OAPHULA

PO34uH ANS iHdY3in,
5 mr/mn no 100 mny
donakoHi; no 1
hnakoHy B mayi

MpAT
"®apmaueBT
nyHa cipma

"OapHuus”

YkpaiHa

MpAT
"PapmaLeBTUYHa
dipma "OapHuus"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3minHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
3MiHM y BUpOBHMLTBI. 3MiHM y NpoLeci BUpOOHMLUTBA
roTOBOrO NiKapCbKoro 3acoby, BKIYa4M NPOMKHUNA
NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULTBI
rOTOBOrO fikapcbKoro 3acoby (iHLi 3MiHK)

Ao Cneuundikauii Ha NPOMiXKHY NMPOAYKLi0 BHOCUTLCS
3MiHa 4o TepMiHy 36epiraHHsi. [ponoHyeTbes
NpoAOBXUTY TepMiH 36epiraHHs fo 36 roguH
3aTtBepaxeHo: TepMiH 36epiraHHsa He Ginble 1 gobwu.
BanponoHoBaHo: TepmiH 36epiraHHsi He 6inbLie 36
rog.

3a
peuerimom

UA/15919/01/01

165.

JIEBO®JIOKC
AUNH-

PO34uH ANS iHdY3in,
5 mr/mn, no 100 mn

ToBapucTBO
3

YkpaiHa

ToBapwucTBo 3
0BMEXEHO

YkpaiHa

BHECEHHS 3MiH 1O peecTpauiiHnx maTtepianis: 3miHu |
TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HaMEHYBaHHS

3a
peuenmom

He
nidnse

UA/16632/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
HOBO®APM y nnsawyi; no 1 obmexeHow BianoBsiganbHiCcTO Ta/abo agpecy Micua NpoBamKEHHS iANbHOCTI ae
nASwWUi y navui Bignosiganb dipma BMPOGHYMKa/iMnopTepa roToBOro NikapCbKoro 3acoby,
HicTIo dhipma "Hosodapm- BKITIOYaK04M AinbHULI BUNYCKy cepii abo micue
"HoBodapwm- BiocnHTes" NPOBEAEHHS KOHTPOSO AKOCTI. (LisNbHICTb, 3a sKy
BiocnHTes" BianoBigae BUPOBOHMK/iMNopTep, BKIOYao4M BUMYCK
cepin) - 3miHa agpecy BupobHMKa ToBapucTBO 3
obmexeHoto BignosigansHicTio dipma "Hosodapm-
BiocnHTes". TepmiH BBEAEHHS 3MiH - NpoTArom 6
MicsUiB MicNsa 3aTBEPAXEHHS
166. | NEBO®JIOKC | pos3uuH ons iHdysin, | ToBapucTBO YkpaiHa ToBapwucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3miHu | 3a UA/16632/01/01
ALUWUH- 5 mr/mn no 100 mny 3 0BMexeHo TMny - 3MiHKM Wopao 6esnekn/edeKTUBHOCTI Ta peuenmom
HOBO®APM nnswyi; no 1 obmexeHo BiANOBIgaNbHICTIO capmakoHarnsgy. BeegeHHs abo 3miHv oo
nNAAWYi y nayui Bignosiganb cbipma y3aranbHeHWX A4aHux Npo cuctemy dapmakoHarnsgy
HicTio chipma "Hosodapm- (BBEOEHHS y3aranbHEHVX AaHNX Npo CUCTeMy
"HoBodapwm- BiocnHTes" capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiocuHTes" BiANoOBiganbHOI 3a 34iNCHEHHST hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnsigy 3asiBHuUKa Ansi
30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BOHa
BigMiHHa Bifg yNOBHOBa)eHOI 0cobu, BignosigansHoi
3a 3[iMCHeHHA dhapmakoHarnsgy (BKnoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLleHHi MacTep-
daiina cuctemu hapmakoHarnsay) 3miHa KOHTaKTHUX
[aHUX YNOBHOBaXEHOT 0COOM 3asiBHUMKA,
BignosigansHoi 3a chapmakoHarnsg. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
chapmakoHarnsgy Ta noro Homepa. 3miHa micus
34iCHEeHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
167. | NEHANIAOMI | kancynu TBepai no Mictpan AHrnisa AiNbHULS, WO Icnanis/ BHECEHHS 3MiH O peecTpauiiHnx martepianis: 3miHu | 3a UA/17466/01/03
A-BICTA 7,5 Mr no 7 kancyny Kenitan BignoBifae 3a Yuni/ TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
6nictepi, no 3 MeHenxmeH nakyBaHHS, ManbTa Ta/abo agpecu MicLsl NPOBafXXEHHs! QisNbHOCTI
6nictepu B T Nimiteq KOHTPOIb SKOCTI, BMPOGHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
KapTOHHIN kopobui BUNYCK cepii: BKIIOMAK04M AinbHULI BUNYCKyY cepii abo micLe
CiHToH XicnaHis, NpoBEAEHHS! KOHTPOIHO SIKOCTI. (QisSNbHICTb, 3a SKY
C.J1., IcnaHis BiANOBiAae BUPOOHMK/IMMOPTEp, HE BKIOYAKOUN
ninbHUUA, Wo BUMYCK CEpilt).
BignoBigae 3a YTOYHEHHS1 agpecu Ta Ha3BW BUPOBHUKa
BMPOGHMLTBO, BiANOBIgaNbHOro 3a KOHTPOIb SIKOCTI.
nakyBaHHS,
KOHTPOIb SIKOCTI:
CiHTOH Yunni
Ntpa., Yuni
OinbHUUSA, WO
BignoBigae 3a
KOHTPOIb SIKOCTi:
dapmagokc
Xenckea Jlimiteq,
ManbTta
168. | NEHANIQOMI | kancynu TBepgi no 5 MicTtpan AHrnis OinbHUUSA, WO Icnanis/ BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHn | 3a UA/17466/01/02
O-BICTA Mr, Mo 3 kancynu y Kenitan Bianosigae 3a Yuni/ TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
6nictepi, no 7 MeHemxmeH nakyBaHH4, ManbTa Ta/abo agpecu Micua NPOBaAMKEHHST OiANbHOCTI
GnicTtepiB y T Jlimiteq KOHTPOIb SIKOCTI, BUPOGHYMKa/iMNopTepa roToBOro Nikapcbkoro 3acoby,
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
KapTOHHiIN kopooLi BUMYCK Cepii: BKITIOYaK04M AinbHULI BUNYCKy cepii abo micue
CiHToH Xicnais, NpoBeAeHHS KOHTPOMIO SKOCTI. (AISNbHICTb, 3a AKy
C.J1., IcnaHis BifnoBigae BUPOOHUK/iIMNoOpTEp, He BKITHOYaK4M
OinbHUUSA, Wo BUMYCK CEpIl).
BignoBigae 3a YTOUHEHHSI agpecu Ta Ha3BM BUPOGHUKa
BMPOGHMLTBO, BiANOBIgaNbLHOro 3a KOHTPOIb SIKOCTI.
nakyBaHHs,
KOHTPOIb AKOCTI:
CiHToH Yunni
Ntpa., Yumni
ninbHUUSA, Wo
BigNoBigae 3a
KOHTPOIb SIKOCTi:
dapmagokc
Xenckea Jlimiteq,
ManbTta
169. | NEHANIAOMI | kancynu TBepai no Mictpan AHrniga AiNbHULUS, WO Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/17466/01/04
O-BICTA 10 mr, no 3 kancynu Kenitan BigNoBigae 3a Yuni/ TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom
y 6nicTepi, no 7 MeHenxmeH nakyBaHH4, ManbTa Ta/abo agpecy Micua NpoBamKEHHS isANbHOCTI
6nictepi y T Nimiteq KOHTPOIb SKOCTI, BMpOBHWKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
KapTOHHiI kopooLi BUMYCK Cepil: BKIIOYaK04M AinbHULI BUNYCKy cepii abo micue
CiHTOH XicnaHis, NPOBEAEHHS1 KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
C.J1.,, Icnanis BiANoBigae BMPOOHUK/iMNopTep, He BKIOYa4n
OinbHUUSA, WO BUNYCK Cepint).
BignoBigae 3a YTOUHEHHS1 agpecu Ta Ha3BW BUpOBHUKa
BUPOBHMLTBO, BigNoBiganbHOro 3a KOHTPOSb AKOCTI.
nakyBaHHs1,
KOHTPOIb SIKOCTi:
CiHTOH Ynni
Ntpa., Yumni
OinbHUUSA, WO
BignoBigae 3a
KOHTPOIb SIKOCTi:
dapmagokc
Xenckea limiteq,
ManbTta
170. | NEHANIQOMI | kancynu TBepai no MicTtpan AHrnis OinbHUUSA, WO Icnanis/ BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3miHu | 3a UA/17466/01/05
O-BICTA 15 mr, no 3 kancynu Kenitan Bianosigae 3a Yuni/ TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
y 6nicTepi, no 7 MeHenxmeH nakyBaHHs, ManbTa Ta/abo agpecu MicLsl NPOBaXXEHHSI QisNbHOCTI
GnictepiB y T NimiTeq KOHTPOIb SIKOCTI, BUPOGHYKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
KapTOHHiIl kopobuyi BMNYCK cepii: BKITIOMA04M AinbHUL BUMNYCKY cepii abo micle
CiHToH XicnaHis, NPOBEAEHHS! KOHTPOIHO SIKOCTI. (QisSNbHICTb, 3a sKy
C.J1., IcnaHis BiANOBigae BUPOBOHMK/IMIOPTEp, HE BKIOYAKUN

ninbHUUSA, Wo
BignoBigae 3a
BMPOGHMLTBO,
nakyBaHHs,
KOHTPOIb SIKOCTI:
CiHTOH Ynni
Ntpa., Yuni
OiNbHULSA, Lo

BUNYCK Cepin).
YTOUHEHHS1 agpecu Ta Ha3BW BUPOBHUKa
BignoBiganbHOro 3a KOHTPOSb AKOCTI.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
BignoBigae 3a
KOHTPOIb AKOCTI:
dapmagokc
Xenckea Jlimiteq,
ManbTta
171. | NEHANIQOMI | kancynu TBepai no Mictpan AHrnis OinbHUUSA, Wo Icnanis/ BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu | 3a UA/17466/01/06
A-BICTA 20 wmr, no 3 kancynu Kenitan BignoBsigae 3a Yuni/ TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaViMeHyBaHHS peuernmom
y 6nictepi, no 7 MeHegxmeH nakyBaHHs, ManbTa Ta/abo agpecu MicLs NPOBaMKEHHS QisnNbHOCTI
GnictepiB y T JlimiTeq KOHTPOSb SKOCTI, BUPOGHMKa/iMnopTepa rotToBoro slikapcbkoro 3acoby,
KapTOHHiI kopooLi BUMYCK Cepii: BKITIOYaK04M AinbHULI BUNYCKy cepii abo micue
CiHToH XicnaHis, NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy
C.J1., IcnaHis BignoBigae BUPOOHUK/iIMNOpTEp, He BKIOYao4mn
OinbHUUSA, WO BUMYCK Cepilt).
Bignosigae 3a YTOYHEHHS1 agpecu Ta Ha3BW BUPOBHMKa
BMPOGHMLTBO, BiANOBIgaNbLHOro 3a KOHTPOSb SIKOCTI.
nakyBaHHs1,
KOHTPOIb SKOCTI:
CiHToH Yuni
NTpa., Yumni
ninbHUUSA, Wo
BigNoBigae 3a
KOHTPOIb SIKOCTi:
dapmagokc
Xenckea Jlimiteq,
ManbTta
172. | NEHANIQOMI | kancynu TBepai no Mictpan AHrnisa AiNbHULS, WO Icnanis/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a UA/17466/01/07
O-BICTA 25 mr no 3 kancynu Kenitan BignoBigae 3a Yuni/ TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
y 6nicTepi, no 7 MeHnepxmeH nakyBaHH4, ManbTta Ta/abo agpecy MicLa NPOBAMKEHHST OiANbHOCTI
Gnictepi y T Nimiteq KOHTPOIb SKOCTI, BMpPOBHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
KapTOHHiI kopobui BUMYCK cepii: BKIOMAOUM AinbHULI BUNYCKy cepii abo Micue
CiHToH XicnaHis, NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy
C.J1,, Icnanis BifNoBigae BUPOOHUK/iMNopTep, HE BKITHOYaK4U
OinbHUUSA, WO BUNYCK Ccepint).
BignoBigae 3a YTOYHEHHS1 agpecu Ta Ha3BW BUPOBHUKa
BUPOBHMLTBO, BigNoBiganbHOro 3a KOHTPOIb AKOCTI.
nakyBaHHs1,
KOHTPOIb SIKOCTi:
CiHTOH Ynni
Ntpa., Yumni
OinbHUUSA, WO
Bignosigae 3a
KOHTPOIb SIKOCTI:
dapmagokc
Xenckea limiteq,
ManbTta
173. | NEHANIQOMI | kancynu TBepai no MicTtpan AHrnia ninbHUUSA, Wo Icnanis/ BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3miHu | 3a UA/17466/01/01
O-BICTA 2,5 Mr no 7 kancyn y Kenitan Bianosigae 3a Yuni/ TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
6nictepi, no 3 MeHemxmeH nakyBaHHs, ManbTa Ta/abo agpecu MicLsl NPOBaXXEHHsI QisNbHOCTI
onictepu B T NimiTen, KOHTPOIb SIKOCTI, BUPOGHMKa/iMnopTepa rotToBoro fikapcbkoro 3acoby,
KapTOHHiIl kopobuyi BUNYCK cepii: BKITIOMAKO4M AinbHUL BUMNYCKY cepii abo MicLe

CiHToH Xicnanis,

NpOBeAEHHS KOHTPOIO AKOCTI. (QIANbHICTb, 3a AKY
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
C.J1., IcnaHis BifNoBigae BUPOOHUK/iIMNoOpTEp, HE BKITHOYaK4M
AiNbHULS, WO BMNYCK Cepin).
BianoBsigae 3a YTOUHEHHs agpecu Ta Ha3BW BUPOGHUKa
BMPOBHMLTBO, BiANOBIAANbHOIO 3a KOHTPOSIb SKOCTI.
nakyBaHHs1,
KOHTPOb SIKOCTi:
CiHToH Yunni
Jltga., Yuni

OinbHUUSA, Wo
BiOgNOBigae 3a
KOHTPOIb SKOCTI:

dapmagokc
Xenckea Jlimiteq,
ManbTta
174. | NIBA3O TabneTkn, BKpUTI Pekopaarti Ipnangis BUPOBHUK dpaHuis/Ita BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3MiHu | 3a He UA/11963/01/01

nniBKOBOK Aineng Ita Hepo3dacoBaHoro | nis TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom nionsie
oboroHkot, no 1 mr, npoaykty: M'ep dapmakoHarnsaay (iHwi 3miHn) 3mMiHM BHECEHO A0 ae
no 7 Tabnetok y dabpe MegikamaH IHCTPYKLUIT ANA MeANYHOro 3acToCyBaHHSA NikapCbKOro
6nictepi; no 1 MpoAaoKCoH, 3acoby fo posainis "OcobnmBocTi 3acTocyBaHHS" Ta
onictepy B ®paHuis; "Mo6iuHi peakuii” BignosigHo Ao pekomeHaauii PRAC.
KapTOHHiIN kopooLyj; BUPOGHMK, SIKUIA BBefgeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
no 14 Tabnetok y 30iACHI0E 3aTBEPAKEHHSA
6nictepi; no 2 nepBuHHe Ta
Gnictepu B BTOPUHHE
KapTOHHiIl kopobuyj; nakyBaHHS,
no 15 rabnetoky BignoBiaae 3a
GnicTepi; no 2 KOHTPOSb SIKOCTI
Gnictepu B Ta BUNYyCK cepii:
KapTOHHIN kopobui Pekoppaari

IHgacTpia Ximika e
dapmaceBTika

C.n.A., lTania
175. | NIBA30O TabneTku, BKPUTI Pekoppaari IpnaHpis BUPOGHMK PpaHuisi/lta BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a He UA/11963/01/02
nniBKOBOK Aineng It HepoadpacoBaHoro | nis Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom nionse
060oroHKo, No 2 mr; npoaykty: M'ep dapmakoHarnsaay (iHwi 3miHn) 3miHM BHECEHO A0 ae
no 7 TabneTtok y Pabpe MegikamaH IHCTPYKUIiT ANS MeAMYHOro 3aCTOCYBaHHS NiKapCbKOro
6nicTepi; no 1 [MpoatokcoH, 3acoby Ao posainis "OcobnmBocTi 3acTocyBaHHA" Ta
onictepy B ®paHuis; "Mo6iuHi peakuii" BignoigHoO A0 pekomeHaauii PRAC.
KapTOHHiIl kopobuyj; BUPOGHUK, SIKUIA BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
no 14 tTabnetoky 30iACHI0E 3aTBEePAKEHHS
6nictepi; no 2 nepBrHHE Ta
6nictepu B BTOPWHHE
KapTOHHiIl kopobuyj; nakyBaHHs,
no 15 rabnetoky BignoBifae 3a
GnicTepi; no 2 KOHTPOSb SIKOCTI
Gnictepu B Ta BMNYyCK cepii:
KapTOHHiIn kopobLyj; Pekoppaarti
no 20 TabneTok y IHgacTpia Ximika e
6nictepi; no 5 dapmaceBTika
onictepiB y C.n.A., ltania

KapTOHHI kopobui
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
176. | NIBA3O TabneTkn, BKpUTI Pekopaarti Ipnangis BUPOBHMK DdpaHuis/Ita BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a He UA/11963/01/03
NniBKOBOO Aineng Nnta HeposdacoBaHoro | nis Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom nionse
060m0oHKo10, MO0 4 Mr, npoaykry: M'ep tapmakoHarnagy (iHwi 3amiHu) 3miHM BHECeHO 40 ae
no 7 Tabnetok y dabpe MegikamaH iHCTPYKLUii 4Na MeaMYHOro 3aCTOCYBaHHSI NiKapCbKoro
6nictepi; no 1 MpoAatoKcoH, 3acoby Ao posginis "OcobnmBocTi 3acTocyBaHHA" Ta
Gnictepy B dpaHuis; "Mo6ivHi peakuii" BignoBigHO Ao pekomeHaauii PRAC.
KapTOHHiIN kopobLyj; BUPOBHMK, KNI BBepgeHHs 3MiH npoTsarom 6-Tu micauiB nicns
no 14 tabnetok y 3[iNCHI0E 3aTBEPAKEHHSA
6nictepi; no 2 nepBuHHE Ta
Gnictepu B BTOPUHHE
KapTOHHIN kopobLyj; nakyBaHH4,
no 15 tabnetok y BigNoBigae 3a
6nictepi; no 2 KOHTPOSb AKOCTI
6nictepu B Ta BUMYCK cepii:
KapTOHHiIN kopoOLi Pekopaari
IHgacTpia Ximika e
dapmacesTika
C.n.A,, Itanis
177. | NIJQA3A- NMOPOLLOK Anst TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3MiHu | 3a UA/5773/01/01
BIO®APMA po3uunHy ans iH'ekuin | "BIOPAPMA "BIO®APMA" TMny - 3MiHK 3 gKoCTi. [0TOBMI Nikapcbkuin 3acib. peuernmom
no 64 O; 5 " KoHTpOsb roTOBOro nikapcbkoro 3acoby. 3miHa y
hbnakoHiB 3 MeToAax BUNpobyBaHHS roTOBOrO fikapcbkoro 3acoby
NOPOLLUKOM Y (He3HauHa 3MiHa y 3aTBepoKeHUX MeToaax
6nictepi; no 2 BuUnNpobyBaHHs) 3miHa go meTogis koHTponto MKA N3
Gnictepu y navui 3 3a NnokasHukoM «CTepunbHiCTb», a came
KapToHY 3anponoHOBaHO AOAABaHHS anbTepHaTUBHUX
yCTaHOBOK «Steritest» aAns BUKOHaHHSA TecTy
«CTtepunbHicTby. MeToanka BUNpoGyBaHHS He
3MiHunacs
178. | NIBOMNPEC 10 | Tabnetku; no 10 AT YkpaiHa AT "KUIBCbKUIA YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/9533/01/01
Tabnetok y 6nictepi; | "KUIBCbKA BITAMIHHAN THNy - 3MiHK Woao Geanekn/edeKTUBHOCTI Ta peuenmom
no 3 abo 5 6nictepis n 3ABOLO" cbapmakoHarnagy (iHwi 3miHu) - OHOBMNEHHSI TEKCTY
y nayi 3 KapToHy BITAMIHHU MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK
”n 3ABOA" nikapcbkoro 3acoby, a came BuUrny4eHHsi iHpopmalii,
3a3HayeHoil POCINCbKOK MOBOI), Ta BUKITAAEHHS il
aHrnincLKo MoBo. TepMiH BBEAEHHS 3MiH -
npoTsirom 6 MicsiliB nicns 3aTBepaKeHHS
179. | NIBONPEC 20 | TabneTku; no 10 AT YkpaiHa AT "KUIBCbKUN YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | 3a UA/9533/01/02
TabneTok y 6nictepi; | "KUIBCbKW BITAMIHHAN Tuny - 3MiHK Wwopao H6e3nekn/edeKTUBHOCTI Ta peuenmom
no 3 abo 5 6nictepis n 3ABOA" cbapmakoHarnagy (iHwi 3miHu) - OHOBMEHHSI TEKCTY
y nayui 3 KapTOHY BITAMIHHU MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK
n 3ABOA" nikapcbkoro 3acoby, a came BuUny4eHHs iHpopmallii,
3a3HayeHoil POCINCbKOK MOBOI), Ta BUKITAAEHHS il
aHrmincpko MoBOK. TepMiH BBEAEHHS 3MiH -
npoTsirom 6 MicsuiB nicns 3aTBepaKeHHS
180. | NIHE3ONIA- po34uH Ang iHdysin, | ToBapucTeo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | 3a He UA/19969/01/01
HOBO®APM 2 mr/mn no 300 mny 3 0bMexeHo TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom nidnse
nakeTi; no 1 nakety obmexeHo BiANoBiganbHICTIO Ta/abo agpecu MicLsl NPOBaXXEHHsI QisNbHOCTI ae
B MakeTi 3 Bignosigans dipma BUPOBGHMKa/iMnopTepa rotToBoro fikapcbkoro 3acooby,
MeTanizoBaHUM HicTIo chipma "Hosodapm- BKITIOMAK0uM AinbHUL BUMNYCKY cepii abo micLe
NOKpUTTSIM "HoBodgapm- BiocuHTtes" NpOBeAEHHS KOHTPOIO AKOCTI. (QIANbHICTb, 3a AKY
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
BiocuHTes" BifnoBigae BUPOOHUK/iMNopTep, BKIHOYaO4N BUMYCK
cepin) - 3miHa agpecy BUpobHMka ToBapu1CTBO 3
obmexeHoto BignosigansHicTio dipma "Hosodapm-
BiocuHTes". 3MiHM BHECEHO B iHCTPYKLitO Ansi
MeaMYHOro 3acTOCyBaHHSI Nikapcbkoro 3acoby y
po3ain "Micue3HaxoaxeHHst BAPOOHUKa Ta agpeca
MicLA NpoBamXXeHHSA NOro AisnbHOCTI" 3 BiAnoBigHNMMK
3MiHaMm B TEKCTi MapKyBaHHS yNnakoBOK. TepMiH
BBEAEHHS 3MiH - NPOTArom 6 Micsiuie nicns
3aTBEpAKEHHS
181. | NIHE3ONIA- po3uunH Ang iHdysin, | ToBapucTeo YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/19969/01/01
HOBO®APM 2 mr/mn; no 300 mn 3 obmMexeHow TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
y nakerti; no 1 obmexeHo BiANOBIgaNbHICTIO capmakoHarnsgy. BeegeHHs abo 3miHm oo
nakeTy B MakeTi 3 Bignosigans dipma y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
MeTanisoBaHum HicTio dhipma "Hoodapm- (BBEAEHHS y3aranbHEeHMX gaHWX NPO cUCTEMY
NOKPUTTSIM "HoBodapwm- BiocnHTes" capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiocnHTes" BiANOBIAANbLHOI 3a 3AiNCHEHHS dbapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BOHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 34ilicHeHHs1 hapmakoHarnsgy (Bkroyaryum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
davina cuctemu papmakoHarnsgy) 3miHa KOHTaKTHUX
[AaHnX yNOBHOBAaXEHOI 0COOU 3asiBHNMKA,
BignoBiganbHoI 3a hapmakoHarnsg. 3MiHa
MiCcLie3Hax0MKEHHS MacTep-anna cuctemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dapMakoHarnsgy
182. | NIHKOUWH PO34UH ANS iH'eKuin, Mdbanszep CLUA Mdpanszep Benbrisa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/10038/01/01
300 mr/mn; no 2 mn IHK. MeHtodekyypuHr Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
y donakoHi; o 1 Benbria HB dapmakoHarnsagy. BeegerHs abo 3aminn o
hbnakoHy B y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
KapTOHHiI kopobui (BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTEMY
dapmakoHarnsgy, 3MiHa ynoBHoBaxeHoi ocobu,
BignoBiganbHoI 3a 3aiMCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SIKLLO BOHa
BigMiHHa Bi yNOBHOBa)XeHOIT 0cobu, BignosigansHoi
3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaudm
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
davina cuctemu hapmakoHarnsgy) 3miHm go
y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
3asiBHUKA.
183. | NIHKOUWH PO34UH ANS iH'eKuin, Mdbanzep CLUA Mdpansep Benbrisa BHECEHHS 3MiH IO peecTpauiiHnX maTtepianis:3miHu | 3a UA/10038/01/01
300 mr/mMn no 2 mny IHK. MeHiodekyypuHr My - AoMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
donakoHi; no 1 Benbris HB Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiiHoro
nakoHy B noceigyeHHs1) - 3MiHa agpecu 3asiBHUKa
KapTOHHI kopobui
184. | nonpPun Tabnetku no 5 mr; BocHanek BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH O peecTpaLinHmMx maTtepianis: 3MiHu | 3a UA/1839/01/01
BOCHAJEK® | no 20 tabnetoky o.o. epuerosu epueroBuH My - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
GnicTepi; no 1 Ha a hapmakoHarnagy (iHwi 3miH1) OHOBMNEHHS TEKCTY
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
6nictepy B MapKyBaHHS NEPBUHHOI YNaKOBKM JikapCbKoro 3acofy,
KapTOHHiN kopobui a came BUIy4eHo iHpopmaldito 3a3Hadeny y n.3 1a n.4.
185. | nonpPun Tabnetkn no 10 wmr; BocHanek BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a UA/1839/01/02
BOCHAJNEK® | no 10 Tabnetok y a.o. [epuerosu lepuerosunH Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
6nictepi; no 2 Ha a dapmakoHarnsaay (iHwi 3miHM) OHOBREHHS TEKCTY
Gnictepu B MapKyBaHHS NEPBUHHOI YNAKOBKM JlikapCbKOro 3acoby,
KapTOHHiN kopobui a came BUy4eHo iHpopmalito 3a3Hadeny y n.3 1a n.4.
186. | nonpPun Tabnetku no 20 mr; BocHanek BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3MiHu | 3a UA/1839/01/03
BOCHAJEK® | no 10 tabnetoky n.o., epuerosu 'epueroBuH TMNy - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
6nictepi; no 2 Ha a dapmakoHarnsaay (iHwi 3miHM) OHOBREHHS TEKCTY
6nictepu B MapKyBaHHS MEPBMHHOI YNaKkoBKW NikapCbKoro 3acofy,
KapTOHHiI kopobui a came BUIy4YeHo iHbopMaLito 3a3HadeHy vy n.3 1a n.4.
187. | nonpPiaAM Tabnetkn, 8 mr/2,5 3eHTiBa, K.C. Yecbka 3eHTiBa, K.C. Yecbka BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3miHu | 3a UA/19970/01/02
mr/5 mr; no 15 Pecnybnik Pecnybnika Tnny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuernmom
TabneTtok y 6nicrepi, a cepTudikaT BianoBigHOCTI €BpONenchbKin

no 2 abo 4 6nictepu
Y KapTOHHI KOpoobUi

dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEHOoro cepTudikarta BignosigHocTi abo
BUYYEHHS cepTudikaTa BignoBigHOCTIi €Bponenchkii
capmakonei: gna A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMIKHOI peqoBuHU (cepTudikaT BigNoBiAHOCTI
€sponelicbkint hbapmakonei) - OHoBneHnn ceptudikar
Bifl y)Ke 3aTBepAKeHOro BUpobOHWKa - NoAaHHSA
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €BPONENCHKIN
chapmakonei Ne R1-CEP 1998-075 - Rev 05
(3aTBepokeHo: R1-CEP 1998-075 - Rev 04) ans
Aitoyoi pevosuHU Indapamide Big Bxe 3aTBEpAXKEHOro
Bupo6Huka BIOINDUSTRIA L.I.M. S.P.A. 3wminu | Tuny
- 3miHu 3 gkocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOrO
marepiany/npoMiKHOro NpoaykTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BMNpoOyBaHHS) BHECEHHA 3MiH B MeToan
BUNpobyBaHHs aitodoi pevoBuHu Perindopril Erbumine
3a nokasHukom "Po3Mmip 4acTok", 3o0Kkpema: BBeAEeHHS
HoBoi Mmogeni npunagy (Malvern 3000) anst nasepHoi
andpakuii (2.9.31 in —house method) Ha 3amiHy
3aTBepmkeHoi mogeni Malvern 2000 (nasepHoi
andpakuii (2.9.31 method of manufacturer
GLENMARK). 3MiHu | Tuny - 3MiHK 3 SKOCTi.
Ceptudikat BignosigHocTi/lE-cepTudikat
BiAMOBIAHOCTI €Bponencoki apmakonei/moHorpadii.
MonaHHs HoBOro abo OHOBMEHOTO cepTudikaTa
BignoBigHOCTI abo BUNy4YeHHs cepTudikara
BignoBigHoCTI €Bponevickkin hapmakonei: ans Adl;
Ans BUXigHoro matepiany/peareHTy/NpoMiXXHOro
NPOAYKTY, O BUKOPUCTOBYOTLCS Y BUPOOHMLTBI ADI;
ONst AOMOMIXXHOI peqyoBuHM (cepTudikaT BiAnoBigHOCTI
€Bponencbkin dapmakonei) - OHoBNeHu cepTudikaT
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eidnycky
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MyeaH
Hs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

BiJ y)Xe 3aTBepAXeHOro BUpobHUKa - MoAaHHs
OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI €EBpPONENnCchKin
dapmakonei Ne R1-CEP 2004-279 - Rev 05
(3aTBepakeHo: R1-CEP 2004-279 - Rev 04) gns
aitoyoi pevosuHu Perindopril tert-butylamine Big Bxe
3aTBepakeHoro BupobHuka GLENMARK LIFE
SCIENCES LIMITED. 3minu | Tuny - 3miHn 3 sikocTi.
[oToBWI NiKapCbKWiA 3acib. (iHWi 3MiHK) -
BUMPaBIEHHS ApyKapcbkoi nomunku B p. 3.2.3.3.3.
Onuc BMpoBHUYOro npoLecy Ta KOHTPOIo npoLecy
(IPC-30BHiLWHIN BUrMag komnaktaty). logaBaHHs
TEKCTOBOI NPUMITKM 40 YacTuHK of compression forces
(Phase 6: Tableting): «Pre-press forces and
compression forces are non —critical informational
parameters. The quality of the tablets is driven by IPC
parameters». Bupo6bHuumi npouec 3anuwaeTtbes 6e3
3MiH.

188.

nonpiaAM

TabneTku, 8 mr/2,5
mr/10 mr; no 15
Tabnetok y bnicrepi,
no 2 a6o 4 6nictepu
Y KapTOHHIlA kopoobui

3eHTiBa, K.C.

Yecbka
Pecny6bnik
a

3eHTiBa, K.C.

Yecbka
Pecny6bnika

BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu |
Tmny - 3MiHun 3 sikocTi. CepTudikaT BignosiaHocCTI/lE-
cepTudikaT BiANOBIAHOCTI €EBPONENChKIN
dapmakonei/MoHorpadgii. MogaHHsA HoBoro abo
OHOBJEHOro cepTudikarta BiagnoBigHoCTi abo
BUITYYEHHS cepTudikaTa BignoBiAHOCTI EBpONEnChKiln
capmakonei: gna Adl; gnsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkini hapmakonei) - OHoBNeHWn cepTudikat
Bif ke 3aTBepAKeHOro BUpobHUKa - MoAaHHSA
OHOBMEHOro cepTudikaTa BignoBigHOCTI €Bponeinchbkii
dapmakonei Ne R1-CEP 1998-075 - Rev 05
(3aTBepmkeHo: R1-CEP 1998-075 - Rev 04) ans
firovoi pevoBrHK Indapamide Big BxXe 3aTBepAXeHOro
Bupo6Huka BIOINDUSTRIA L.I.M. S.P.A. 3minu | Tuny
- 3miHu 3 gkocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHa APl abo BuxigHOro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HaYHi 3MiHM y 3aTBEpAXXEHNX MeToAax
BUNPOBYyBaHHs) BHECEHHS 3MiH B MeToam
BMNpobyBaHHs aitoyoi peyoBuHu Perindopril Erbumine
3a nokasHukom "Po3mip YacTok", 30kpema: BBEAeHHS
HoBoi mogeni npunaay (Malvern 3000) onsi nasepHoi
aundpakuii (2.9.31 in —house method) Ha 3amiHy
3aTBepakeHoi mogeni Malvern 2000 (nasepHoi
andpakuii (2.9.31 method of manufacturer
GLENMARK). 3Mminn | TUny - 3MiHn 3 SKoCTi.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BiANOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHOBMEHOro cepTudikara
BiANoBigHOCTI abo BUny4eHHsi cepTudikata

3a
peuerimom

UA/19970/01/03
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Homep
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BignoBigHocTi €Bponevickkin hapmakonei: ans Adl;
Ons BUXiQHOro maTepiany/peareHTy/npoMixXHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
ONs AONOMIKHOT pevoBuHM (cepTuddikat BianosigHOCTI
€sponelicbkin hbapmakonei) - OHoBNeHWn cepTudikar
BiJ y)Xe 3aTBepXeHOro BUpobHUKa - MoAaHHs
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkin
dapmakonei Ne R1-CEP 2004-279 - Rev 05
(3aTBepakeHo: R1-CEP 2004-279 - Rev 04) gns
niroyoi pevoBumHu Perindopril tert-butylamine Big Bxe
3aTBepakeHoro BupobHmka GLENMARK LIFE
SCIENCES LIMITED. 3minu | Tuny - 3miHn 3 sikocTi.
[oToBuMI nikapcbkuii 3aci6. (iHwi amiHn) (B.I1. (x) IB)
BUNpaBrieHHst Apykapcbkoi nomunku B p. 3.2.3.3.3.
Onu1c BMpOBHUYOro NpoLecy Ta KOHTPOIo NpoLiecy
(IPC-30BHiLLHIN BUrNsg koMnakTaTy). [JogaBaHHs
TEKCTOBOI MPUMITKM [0 YacTuHu of compression forces
(Phase 6: Tableting): «Pre-press forces and
compression forces are non —critical informational
parameters. The quality of the tablets is driven by IPC
parameters». BupobHuumi npouec 3anuwaeTtbes 6e3
3MiH.

189.

JIonPIAAM

Tabnetku, 4 mr/1,25
mr/5 wmr; no 15

TabneTok y 6nictepi,
no 2 abo 4 6nictepu
Y KapTOHHilA kopobui

3eHTiBa, K.C.

Yecbka
Pecnybnik
a

3eHTiBa, K.C.

Yecbka
Pecnybnika

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUINYyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKil
capmakonei: gna A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikat
Bifl y>Ke 3aTBepAKeHOro BUpobOHMKa - NoAaHHSA
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €BPONENChKIN
dapmakonei Ne R1-CEP 1998-075 - Rev 05
(3aTBepokeHo: R1-CEP 1998-075 - Rev 04) ans
nitoyoi pevoBmHM Indapamide Big BXe 3aTBEpPKEHOTO
Bupo6Huka BIOINDUSTRIA L.I.M. S.P.A. 3minu | Tuny
- 3MiHu 3 skocTi. A®I. KoHTponb A®I. 3miHa y meToaax
BunpobyBaHHs APl abo BMXigHOrO
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpMKEHUX MeToAax
BUNPOBYyBaHHs) BHECEHHS 3MiH B MeToam
BUNpobyBaHHs aitodoi pevoBuHu Perindopril Erbumine
3a nokasHukom "Po3mip yacTok", 30Kkpema: BBeOEeHHS
HoBoi mogeni npunaay (Malvern 3000) onsi nasepHoi
andpakuii (2.9.31 in —house method) Ha 3amiHy
3aTBepmkeHoi mogeni Malvern 2000 (nasepHoi
andpakuii (2.9.31 method of manufacturer

3a
peuerimom

UA/19970/01/01
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GLENMARK). 3MiHu | Tuny - 3MiHn 3 sikocTi.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BiNOBIgHOCTI €Bponeinchkin tapmakonei/MoHorpadii.
MogaHHA HoBOro abo oHoBreHoro cepTudikara
BianosigHocTi abo BMNyYeHHsi cepTudikata
BignoBigHocTi €Bponevickkin hapmakonei: ans Adl;
Ons BUXiQHOro MaTepiany/peareHTy/npomMixkHOro
NPOAYKTY, LLO BUKOPUCTOBYHOTECS Y BUPOOHMULTBI AdI;
ONs AONOMIKHOT pevoBuHM (cepTuddikat BignoBigHOCTI
€Bponecbkin dhapmakonei) - OHoBNeHU cepTudikaT
Bif] y>Ke 3aTBEPAXKEHOro BUPOOHWMKA - NOAAHHS
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiln
capmakonei Ne R1-CEP 2004-279 - Rev 05
(3aTBepmkeHo: R1-CEP 2004-279 - Rev 04) ans
nitoyoi pedosuHK Perindopril tert-butylamine Big Bxe
3aTBepakeHoro BupobHuka GLENMARK LIFE
SCIENCES LIMITED. 3Minn | Tuny - 3MiHn 3 SKOCTi.
[oToBuMI nikapcbkuii 3aci6. (iHwi aminn) (B.I1. (x) IB)
BUNpPaBIEHHS Apykapcbkoi nomunku B p. 3.2.3.3.3.
Onuc BMpoBHMYOro npoLecy Ta KOHTPOIO NpoLecy
(IPC-30BHiLLHIN BUrNsg koMnakTaTy). [logaBaHHs
TEKCTOBOI NPUMITKM 40 YacTuHK of compression forces
(Phase 6: Tableting): «Pre-press forces and
compression forces are non —critical informational
parameters. The quality of the tablets is driven by IPC
parameters». BupobHuumin npouec 3anvwaetscs 6e3
3MiH.

190.

MABTEPA®

KOHLieHTpaT Ans
PO34MHy Ans
iHcpysin, 100 mr/10
mm; no 10 mny
dnakoHi; no 2
dnakoHu B
KapTOHHiIl kopobuyj;
no 50 mn y dpriakoHi;
no 1 pnakoHy B
KapTOHHiI kopobui

TOB «Pouu
YkpaiHa»

YkpaiHa

Bupo6HMuTBO
Hepo3dhacoBaHoi
npoaykuii,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs1,
BUNpobyBaHHsA
KOHTPOIHO SIKOCTI,
BUnyck cepii: Pow
LiarHocTuke MM6X
, HimeuuuHa;
BTopuHHe
nakyBaHHs,
BUNPOBYyBaHHs
KOHTPOTKO SIKOCTI,
BUWMYCK Cepil:
d.XodhpmaHH-I15
Pouw NTa,
LLIseriuapis;
Bupo6HuuTBO
Hepo3adhacoBaHoI
npoaykuii,
nepBUHHE

Himeuuunna/
LLiseviuapis/
CLA

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
ANs MEAUYHOTO 3acTOCYBaHHA Ha NiACTaBi perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neku Nikapcbkoro 3acoby,
abo gocnimkeHb 3 6e3neku 3aCToCyBaHHS NikapcbKoro
3acoby B nicnApeecTpaLiiHuiA nepion, abo sk
pe3ynbTaT OLiHKW 3BiTY 3 AOCMIAXEHb, MPOBEAEHNX
BiANOBIgHO A0 NnaHy neaiaTpuyHux gocnigxeHs (PIP)
(3MiHy y3ropkeHo 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3miHM BHECEHO [0 iHCTPYKLiT Ans MeanyYHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobrnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
BignoBigHo oo pekomeHaauin PRAC. TepmiH
BBeOEHHS 3MiH - NpoTSArom 6 Micsiyis nicns
3aTBEpKEHHS

3a
peuernmom

He
nionsie
ae

UA/14231/02/01
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nakyBaHHsi:
IkeHeHTeK IHK.,
CLUA;
BunpobyBaHHs
KOHTPOMIO SKOCTi
npu BUMYCKY 3a
nokasHuKkamm
BakTepianbHi
€HOOTOKCUHY,
CrepunbHicTb:
JTabop NNC CE eng
Ko. KI', HimeyynHa

191.

MABTEPA®

KOHLIeHTpaT Ans
pO3YuHy ans
iHdysin, 100 mr/10
mn; no 10 mny
dnakoHi; no 2
¢nakoHu B
KapTOHHiIN kopooLyj;
no 50 mn y dprakoHi;
no 1 cdonakoHy B
KapTOHHiIN kopoOLi

TOB «Pouu
YkpaiHa»

YkpaiHa

Bupo6bHuLTBO
Hepo3dhacoBaHoi
npoayKuii,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs1,
BUNpobyBaHHsA
KOHTPOIMHO SIKOCTI,
BUNYCK cepii:
Pow [iarHocTnke
'm6X, HimeuunHa
BTopuHHe
nakyBaHHs,
BUNpoByBaHHs
KOHTPOIMHO SIKOCTI,
BUNYCK cepii:
. XodhdpmaHH-I15
Pouw NTa,
LLIseinapisa
Bupo6HMuTBO
Hepo3adpacoBaHoI
npoaykuii,
nepBuHHe
nakyBaHHsi:
[xeHeHTeK IHK.,
CLIA
BunpobyBaHHs
KOHTPOJIO AKOCTI
npu BUMYCKyY 3a
nokasHukammu
BakTepianbHi
E€HOO0TOKCUHMY,
CTepunbHICTb:
JTabop NIC CE eng
Ko. KI', HimeyunHa

Himeuumnna/
LLiBeviuapis/
CLA

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
TexHi4Ha nomunka (3rigHo Hakady MO Big 23.07.2015
Ne 460) BunpaBneHo TeXHI4HY MOMWUIIKY B TEKCTI
po3ainy "Cknag" iHCTpyKUii 4na Mean4Horo
3acToCcyBaHHS NikapCbKoro 3acoby.
3artBepoKeHo:
gitoya peyoBuHa: putykcumab; 1 mn npenapaty
Mictutb 10 Mr putykcumady; 1 dprakon (10 mr) micTuTb
100 mr putykcmumaby; 1 conakoH (50 mr) mictuts 500
Mr pUTyKCMMaby;
3anponoHoBaHo:
gitoya peyoBuHa: putykcumab; 1 mn npenapaty
Mictutb 10 Mr putykcumaby; 1 dpnakoH (10 mn)
mictute 100 Mr putykcumaby; 1 conakoH (50 mr)
MictuTb 500 Mr puTykcumaoy;
3a3HaueHe BUNpaBrieHHst BiAnoBigae matepianam
peecTpaLiiHoro Jocke

3a
peuernmom

UA/14231/02/01

192.

MAJIbTO®EP

®

cupon, 10 mr/mn no
75 mn abo no 150

Bidhop
(IHTepHeLwH

LLisenuapi
s

BupobHuLTBO
Hepo3sdpacoBaHoi

LLisevinapis/
MopTyranis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkuii 3acib.

3a
peuenmom

UA/5869/04/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
My donakoHi, no 1 1) IHK. nNpoayKuii, 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAEHHS

nakoHy 3 MipHUM
KOBMaYkoM Y
KapTOHHiI kopooLi

KOHTPOIb SKOCTI,
nepBuHHA Ta
BTOPWHHA
yrnakoBKa:
Bicop C.A.,
LLisenuapis
KoHTponb skocTi,
[03BiN Ha BUMYCK
cepii:
Bichop
(IHTepHeLwHn) IHK.,
LLisenuapis
BMPOBHMLTBO
Hepo3dacoBaHOI
npoayKuii,
KOHTPOIb SIKOCTI,
nepBuHHa Ta
BTOPWHHA
yrnakoBKa:
16epdbap IHaycTpis
dapmaueyTika
C.A,, MNoptyrania

[04AaTKOBOI AiNbHULI BUPOBHULTBA Ans YacTuHK abo
BCbOro BUPOOHMYOro NpoLiecy roToBOro NikapCbKoro
3acoby (AinbHMUA ANs BTOPMHHOIO NaKyBaHHS)
[oAaBaHHs AinbHWL AN BTOPUHHOTO NaKyBaHHS -
komnadii Iberfar Industria Farmaceutica S.A., Portugal.
3MiHn | TMnYy - 3MiHM 3 SKocTi. [OTOBMI NikapcbKuii
3aci6. 3MiHM y BUpoOHUMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUPpOBHMLTBA 4N YacTuHKU abo
BCbOro BUPOOHMYOro NpoLiecy roToBOro NikapCbKoro
3acoby (AiNbHMLA ANS NEPBUHHOIO NakyBaHHS)
[ofaBaHHs OinbHULI ANs NEPBMHHOIO NaKyBaHHS -
komnaHii Iberfar Industria Farmaceutica S.A., Portugal.
3miHu | Tvny - 3miHKn 3 AkocTi. FoToBUIA NiKaPCbKUIA
3aci6. 3MiHM y BMpoGHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHMUI BUpOBHMUTBA 4N YacTuHK abo
BCbOro BUPOOHMYOro NpoLiecy roToOBOrO NiKapCbKOro
3acoby (AinbHMUSA, Ha AKi NpoBoaATbLCA Byab-Aki
BUPOGHMUI cTagii, 3a BUHATKOM BUMYCKY Cepiit,
KOHTPOMIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs1, ANl HECTEPUIbHMX NiKapCbKNx 3acobiB)
AofaBaHHs AinbHUUi Ans BUpobHMUTBa
Hepo3dacoBaHOro nikapcbkoro 3acoby - koMnaHii
Iberfar Industria Farmaceutica S.A., Portugal. 3Minu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
3MiHn y BUpOBHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTi
roToBOrO fikapcbkoro 3acoby (3amiHa abo foaaBaHHs
OiNbHULI, Ha SKiK 30IACHIETLCA
KOHTponb/BUNpobyBaHHs cepii) AoaaBaHHs AinbHUL
[nsi NPOBEAEHHST KOHTPOIIO SIKOCTi - KoMnaHii Iberfar
Industria Farmaceutica S.A., Portugal. 3minn | Tuny -
3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3aci6. 3miHn y
BMPOGHMUTBI. 3MiHM y NpoLieci BUpoBHULTBa rOTOBOrO
nikapcbKoro 3acoby, BKIMHOYAK4M NPOMDKHUIA NPOAYKT,
LLIO 3aCTOCOBYETLCH NPU BUPOBHMLTBI FOTOBOrO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BMpoOHMUTBA) aganTaLisi BApOOHMYOro npouecy Ao
HOBOi BUPOGHMYOI AinbHuULi - Iberfar Industria
Farmaceutica S.A., Portugal. BupoGHuuuii npouec ans
nito4oi BUpoObHMYoi ginbHudi - Vifor S.A., Switzerland
3anuwaeTbcs 6e3 3miH. 3MiHu | TUny - 3MiHKM 3 FKOCTi.
[oToBWI Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI.
3miHa po3mipy cepii (Bko4aoum gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby (36inbLUeHHst A0
10 pasiB NOPIBHSHO i3 3aTBEPLKEHNM PO3MIPOM)
36inbLueHHs po3mipy cepii 3 1000 n go 2700 n (17 880
brakoHiB) Ans anbTepHaTMBHOrO BUpobHuKa Iberfar
Industria Farmaceutica S.A., Portugal. Po3mip cepii
ons 3atBepmkeHoro BupobHuka Vifor S.A., Switzerland
3anuwaeTbes 6e3 3miH. 3MiHu | Tuny - 3MiHK 3 sKOCTi.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
A®I. Cuctema koHTeHep/3akynoptoBanbHuUi 3acit.

3miHa y 6e3nocepeHin ynakosui A®I (sikicHi Ta/abo
KiNbKiCHI 3MiHW cknagy) AoAaBaHHi anbTepHaTUBHOT
NEPBUHHOI YNaKOBKM Ail040i PEHOBUHM -
nonietTuneHoBoi donbru (Tyéu). 3minm | TUNY - 3milm 3
sIKocTi. [oToBMI Nikapcbknii 3acib. KOHTponb roToBoro
nikapcbkoro 3acoby (iHLwi 3MiHM) 3MiHUTU MOBY
BUKNageHHst MeToiB KOHTPOIIO SIKOCTi MikapCbKoro
3acoby 3 poCiNCbKOi Ha yKkpaiHCbKy. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/ehekTBHOCTI Ta
dapmakoHarnsaay (iHwi aminun). Byno: posgin
"MAPKYBAHHA" (nopaeTtbes). Ctano: po3gin
"MAPKYBAHHA". BignosiaHo 0o 3aTBepaXeHoro
TEeKCTy MapKyBaHHs. 3MiHu Il Tuny - 3MiHK 3 AKOCTI.
AO®I. (iHWi 3mMiHM) 3MiHK, WO NonsratTb B
imnnemeHTauii Bumor kepisHuuTea ICH Q3D wopo
[OOMILLIOK eneMeHTIB Ta rapMoHi3saLii BignoBigHNx
po3ainie Mogyns 3: 3.2.S.2.3. KoHTposb maTepianis;
3.2.S.3.2. Jomiwkn, 3.2.S.4.1. Cneumndikauis,
3.2.8.4.2. AHaniTnyHi meToaukm, 3.2.S.4.3. Banigauis
aHaniTMYHMXx metoauk, 3.2.S.4.4. AHanis cepin,
3.2.S.4.5. O6rpyHTYBaHHsA cneundikauii, 3.2.S.7.
CrabinbHicTb. 3miHu Il Tuny - 3miHK 3 akocTi. 3miHK Ao
peecTpauinHoro NOCBiAYEeHHS BHACNIAOK iHLLMX
perynsiTopHux npoueayp (iHwWwi 3amiHn) iMmnnemeHTauis
BuMor kepiBHuuTBa ICH Q3D woao AoMilok
€eMEHTIB JOMILLOK B rOTOBOMY NikapCbkoMy 3acobi
Ta rapMoHi3auis cneuudikadiin roToBoro nikapcbkoro
3acoby Ans BCix KpaiH Ta Cy4yacHe OHOBIEHHSI
aHaniTMYHUX MeToaMK BIANOBIAHO 4O CyYaCHWUX BUMOT,
OHoBreHHs posginie 3.2.P.4.1, 3.2.P.5.1, 3.2.P.5.2,
3.2.P.5.4,3.2.P.5.5 1a 3.2.P.5.6. B pesynbtari
OHoBreHHs posginis 3.2.P.5.1 Ta3.2.P.5.2
BiabyBaloTbCst HACTYNHI 3MiHK y crnieumndikauii Ta
MeTOoAax KOHTPOIO rOTOBOrO NPOAYKTY Ans HACTYMHUX
BunNpobyBaHb: "lNyctuHa (20 °C)", "do3a Ta
ofHopigHICTb Ao3yBaHHS", "laeHTudikauisa 3anisa” - He
BUKOHYETLCHA NPOTArOM CTabinbHOCTI, OCKiNbKN AaHe
BMUNpobyBaHHs He Bifobpaxae cTabinbHicTb. [ns
ineHTUdikauii 3amictb BUNpobyBaHHsa "KD 3Ha4YeHHs
3anisa rigpokcmg nonimanbTo3ar" BBe4eHO
BunpobyBaHHA "MonekynsipHa maca, Mw, Mn,
P=Mw/Mn"3 BignoBigH1MMK 3MiHaM1 y MeTogax
BMUNpobyBaHHs. [1o0 3aTBEPAXEHOr0 BHYTPILLHBOIO
MeToAy BUNPOOYyBaHHA BHOCATLCA BigmnoBiaHI 3MiHW
6e3 3miHM NpuHUMNy MeToay. "Bu3HayeHHs ioHiB
3anisa" - 3MiHIETbCA MeTo/, BUNpoOyBaHHS 3
rPaHUYHOro TECTY 3a AONMOMOrOK KONbOPOBOI peakuii
(3 BuMmoroto cneumdikauii <1500 w/V) Ha kinbkicHe
BU3Ha4YeHHsa MmeTogom Y®-Bug cnekrpockonii (3

BMoroto cneumdikauii <1500 mr/n) (npm
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
ctabinbHocTi). "KinbkicHe BU3Ha4eHHs. 3aniso" — 3amiHu
MeXi NPUNHATHOCTI MPY BUMYCKY Ta AN TEPMiIHY
npvgatHocTi 3 "0,96-1,04 % m/V" go "0,96-1,05 %
(m/v)
193. | MAHIT- po3uunH Ans iHdysin, | ToBapucTeo Ykpaina ToBapuctso 3 Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a UA/3653/01/01
HOBO®APM 150 mr/mn; no 200 3 obmexeHow TMNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom
mn, abo 250 mn, abo | obmexeHo BignoBiganbHICTO dapmakoHarnsgy. BeenerHs abo 3MiHn go
400 mn, abo 500 mn Bignosigans dipma y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
y MAAswKax HicTo dhipma "Hosodapm- (BBEAEHHSI y3aranbHEHMX AaHMX NPO CUCTEMY
"HoBodapwm- BiocnHTes" chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BiocnHTes" BiANOBIAANbLHOI 3a 3AiNCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHMKa Ans
30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BoOHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 34ificHeHHs1 hapmakoHarnsgy (Bkroyarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
davina cuctemu papmakoHarnsgy) 3miHa KOHTaKTHUX
AaHUX YNOBHOBAaXeEHOT 0cobu 3asBHMKa,
BignosigansHoi 3a chapmakoHarnsg. 3miHa
MicLie3Hax0mKeHHS MacTep-canna cuctemm
capmakoHarnsgy Ta horo Homepa. 3MiHa micus
34INCHEHHA OCHOBHOI OiANbHOCTI 3 dhapmakoHarnsaay.
194. | MEAPON TabneTku no 16 mr; Mdpansep CLUA Mdpansep Itanisa ITanisa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/2047/02/02
no 10 TabneTok y IHK. C.p.n. TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
6nictepi, no 5 Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiniHoro
6nictepi y noceigyeHHs1) - 3MiHa agpecu 3asiBHUKa
KapTOHHiIN kopobui
195. | MEAPON TabneTku no 32 mr; Mdbanszep CLUA Mdpansep Itanisa ITanisa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a UA/2047/02/03
no 10 TabneTtoky IHK. C.p.n. TMNy - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
GnicTepi; no 2 Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
Gnictepn y noceigyeHHs1) - 3MiHa agpecu 3asiBHUKa
KapTOHHiIN kopobui
196. | MEOPON TabneTku no 4 wmr; Mdpanzep CLUIA Mdpanzep Itanis ITanis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/2047/02/01
no 30 TabneTtoky IHK. C.p.n. TMnNy - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
dnakoHi; no 1 Ta/abo agpecu 3asBHUKA (BNAcHUKa peecTpauiniHoro
dnakoHy y noceigyeHHs) - 3MiHa agpecu 3asiBHUKa
KapTOHHiIN kopobui
197. | MEOPON TabneTku no 4 wmr; Mdparizep CLUIA Mdpansep ITanis ITanis BHECEHHS 3MiH 40 peecTpauiinHux maTtepianis: 3MiHu | 3a UA/2047/02/01
no 30 TabneTok y IHK. C.p.n. Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom

donakoHi; no 1
dnakoHy B
KapTOHHIl kopobui

cbapmakoHarnsigy. BeegeHHs abo 3amiHv oo
y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHWUX Npo cUcTemMy
cbapmakoHarnsigy, 3MiHa ynoBHOBa)keHoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHVKa Ansi
3AiicHeHHs hapmakoHarnsigy B YkpaiHi, SKLLO BOHA
BiAMiHHA Big ynoBHOBaxeHOi ocobu, BianosiganbHoi
3a 3[i1MCHeHHs hapmakoHarnsay (Bkrovaudm
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
ainna cuctemu papmakoHarnsgy) 3miHu go
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

y3aranbHeHWX faHuX Npo cucTeMy dhapmakoHarnsagy
3asIBHMKA

198.

MEOPON

Tabnetku no 16 mr;
no 10 Tabnetok y
Gnictepi, no 5
GnictepiB y
KapTOHHiN kopobui

MNdpanzep
IHK.

CLA

Mdpansep Itanis
C.p.n.

ITania

BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnsigy. BeenerHs abo 3MiHu go
y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHeHMX AaHUX NPO CUCTEMY
apmMakoHarnsgy, amiHa yrnoBHOBaXeHoi ocobu,
BignoBiganeHoi 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa Ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
3a 34ilicHeHHs1 hbapmakoHarnsgy (BKrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
daiina cuctemu hapmakoHarnsay) 3miHm go
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
3asiBHMKA

3a
peuenmom

UA/2047/02/02

199.

MEOPON

Tabnetku no 32 mr;
no 10 Tabnetok y
6nictepi; no 2
Gnictepn y
KapTOHHiIN kopobui

MNdcpanzep
IHK.

CLA

Mdbansep Itanis
C.p.n.

ITania

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu |
Tuny - 3MiHK Wwopo H6e3nekn/edeKTBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHeHVX AaHnX Npo cuctemMy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHNX Npo CUcTemMy
cbapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0CO0M 3 hapMakoHarnsigy 3asiBHuUKa Ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[iNCHeHHA dhapmakoHarnagy (BKnoYvaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
aina cuctemu papmakoHarnsgy) 3miHu oo
y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
3asiBHUKA

3a
peuernmom

UA/2047/02/03

200.

MEJIOKC

TabneTku no 15 mr;
no 10 Tabnetok y
onictepi; no 1
Gnictepy B
KapTOHHIN kopobui

Mepokemi
nTa

Kinp

Mepokemi T,
(LlenTpanbHuin
3aBop)

Kinp

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
My - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUil
0N MeQUYHOro 3acToCyBaHHS Ha MiacTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3neku 3acToCyBaHHS MikapcbKoro
3acoby B nicnsapeecTpauiiHuii nepion, abo sk
pe3ynbTaT OUiHKM 3BiTY 3 [OCNIIKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy neaiaTpuyHux gocnigxeHs (PIP)
(3MiHy y3rog)eHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
OopraHom)
3MiHU BHeCeHO B |HCTPYKLi0 Ans MeaUYHOro
3acTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
wono 6e3nekn 3acTocyBaHHS fit040l pevoBUHU
BignoBigHo Ao pekomeHaauii PRAC. BeeaeHHs 3miH
NpoTArom 6-TM MicSLIB MicNsi 3aTBEPAYKEHHS

3a
peuernmom

He
nionsie
ae

UA/7284/01/02

201.

MEJICI

PO34MH Ans iH'ekuin,

ToBapucTBo

YkpaiHa

ToBapucTBo 3

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiinHmx matepianis: 3MiHu |

3a

UA/18058/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
10 mr/mn; no 1,5 mn 3 obmexeHow TMNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom
y chnakoHi; no 5 oBGMeXeHo BignoBiganbHICTO dapmakoHarnsigy. BeenerHs abo 3MiHn go
nakoHiB y Bignosiganb cipma y3aranbHeHuX A4aHux Npo cuctemy dapmakoHarnsgy
KOHTYPHI HicTIo dpipma "Hosodapm- (BBEAEHHSI y3aranbHEHMX AaHMX NPO CUCTEMY
YapyHKOBI "Hosodapm- BiocnHTes" hapmakoHarnsagy, amiHa ynoBHOBaXeHoi ocobu,
ynakosui; no 1 BiocuHTes" BignoBiganbHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTYPHIl KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa onsi
YapyHKOBIV ynakoBsLi 3AiNCHEHHSA hapmakoHarnsgy B YKpaiHi, AKLLO BOHA
y nayui 3 KapToHYy BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
3a 34ilicHeHHs1 hapmakoHarnsgy (BKrovarym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLieHHi MacTep-
daiina cuctemu hapmakoHarnsay) 3miHa KOHTaKTHUX
[AaHnX yNOBHOBAaXEHOI 0COOU 3asiBHWMKA,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3MiHa
MicLie3HaxXo4KeHHA MacTep-ganna cuctemm
capmakoHarnsgy Ta horo Homepa. 3MiHa micus
3[iNCHEHHS OCHOBHOI AiSiNbHOCTI 3 dapmakoHarnagy.
202. | MEPOHEM NMOPOLLOK Anst Mdpaiizep CWA Bupo6Huk "in ITanis/ BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3MiHu | 3a UA/0186/01/01
PO34MHY Ans iH'eKuin Eny.Ci.Mi. bulk™: AnoHis/ TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
abo iHgysin no 500 Kopnopewww EnCiEc Jo6dap LLiBeviuapis/ Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiniHoro
mr; no 10 donakoHis H Cna, Itanis; Benwuka noceigyeHHs) - 3MiHa agpecu 3asiBHUKa
3 NMOPOLLKOM Y CymiTomo BpuTtaHia
KapTOHHiIN kopobui HennHinnoHn ®apma
Ko., lTa., AnoHis;
BupobHuk,
BianoBiganbHWn
3a NEPBUHHY
ynakoBKy,
BTOPUHHY
yMaKoBKY, BUMYCK
cepii:
3amboH
Caituepnang N4,
LLisenuapis;
Bupo6Huk,
BigNoBiganbHUN
3a BTOPUHHY
YMaKoBKY, BUMYCK
cepii:
Actpa3eHeka HOK
JlimiTen, Benuka
BpuTaHis
203. | MEPOHEM NOpPOLLOK AN Mdparizep CLUIA Bupo6Huk "in ITanis/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/0186/01/02
PO34UHY ONS iH'eKLin Eny.Ci.Ni. bulk": Anonis/ TMnNy - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
abo iHdysin no 1000 | Kopnopeiw EnCiEc Job6dap LLIsenuapis/ Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
mr; no 10 dnakoHiB H Cna, Itanis; Benvka noceigyeHHs) - 3MiHa agpecu 3asiBHUKa
3 MOPOLLKOM Y CymiTomo BputaHisa

KapTOHHI kopobui

OenHinnoH ®apma
Ko., IlTa., AnoHis;
BupobHuik,
BiANoBiganbHUN
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
3a NEPBUHHY
yMNakoBKY,
BTOPUHHY
yNaKoBKY, BUMYCK
cepii:
3amboH
CaiTuepnaHg 174,
LLsenuapis;
Bupo6GHuK,
BigNoBiganbHUN
32 BTOPUHHY
yMaKoBKY, BUMYCK
cepii:
Actpa3eHeka HOK
Nimiten, Benuka
BputaHis
204. | MEPOHEM NMOPOLLOK ANs Mdpansep CLUA BupobHuk "in ITanis/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/0186/01/02
PO34MHY Ons iH eKLin Eny. Ci. Mi. bulk™: Anonisa/ TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
abo iHdysin no 1000 | Kopnopeinw EnCiEc Jo6dpap LLseviuapis/ capmakoHarnsgy. BeegeHHs abo 3amiHv oo
mr; no 10 donakoHiB H Cna, Itanis; Benvka y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
3 MOPOLLKOM Y CymiTomo BpuTtaHis (BBEOEHHS y3aranbHEHVX AaHWUX Npo cUCTeEMy
KapTOHHiIN kopoOLi [HerninnoH ®apma capmakoHarnsgy, 3MiHa ynoBHoBa)keHoi ocobu,
Ko., NTa., AnoHis; BigNoBiganbHoOI 3a 34iNCHEHHSA hapMakoHarnsay;
BupoGHuK, KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
BigNoBiganbHUN 3AicCHeHHs hapmakoHarnsagy B YKpaiHi, SKLLO BOHa
3a NepBUHHY BigMiHHa Bi yNOBHOBaXeHOIT 0cobu, BignosigansHoi
ynakoBKy, 3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaudm
BTOPUHHY KOHTaKTHi faHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
yMaKkoBKy, BUMYCK danna cuctemu papmakoHarnsgy) 3miHu oo
cepii: y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsgy
3amboH 3asiBHUKA
CaiTuepnaHg J1Ta,
LLsenuapis;
Bupob6Huk,
BianoBiganbHWn
3a BTOPUHHY
yMaKoBKY, BUMYCK
cepii:
Actpa3eHeka HOK
Nimiten, Benuka
Bputanis
205. | MEPOHEM NOpPOLLOK AN Mdparizep CLUIA Bupo6Huk "in ITanis/ BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | 3a UA/0186/01/01
PO34MHYy AN iH eKuin Env. Ci. Mi. bulk": Anonisa/ Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
abo iHdysin no 500 Kopnopew EnCiEc Job6dap LLisenuapis/ dapmakoHarnsagy. BeegeHHs abo 3amiHn fo
mr; no 10 donakoHis H Cna, Itanis; Benvka y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsgy
3 NMOPOLLKOM Y CymiTomo BpuTtaHis (BBEOEHHS y3aranbHEHVX AaHWX Npo CUCTEMY

KapTOHHiIl kopobuyi

OennHinnoH ®apma
Ko., IlTa., AnoHis;
Bupo6Huk,
BianoBiganbHWn
32 NEPBUHHY

cbapmakoHarnsigy, 3miHa ynoBHOBaXkeHoi ocobu,

BignoBiganbHoI 3a 34iNCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
3AiicHeHHs bapmakoHarnsgy B YkpaiHi, SKLLO BOHA
BiMiHHa Big ynoBHOBaxeHOi ocobu, BianosigansHoi
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
yNaKkoBKy, 3a 3[iMCHeHHs dhapmakoHarnsgy (BKkrovaym
BTOPUHHY KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi macTep-
YNakoBKYy, BUMYCK davina cuctemu hapmakoHarnsgy) 3miHn go
cepii: y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
3am60oH 3asBHUKA
CaiTuepnaHg 174,
LLsenuapis;
Brpo6Huk,
BigNoBiganbHUN
3a BTOPUHHY
yNakoBKy, BUNYCK
cepii:
AcTtpa3eHeka HOK
Ilimiten, Benuka
BputaHis
206. | META®OPA® | TabneTtku, BKpUTI AT YkpaiHa AT "KNIBCbKNI YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a UA/18164/01/01
NniBKOBOIO "KNIBCbKW BITAMIHHAN TMny - 3MiHKM Wwopao 6eanekn/edeKTMBHOCTI Ta peuenmom
o6onoHkoto, no 500 n 3ABOL" capmakoHarnsgy (iHwi 3miH1) OHOBMEHHSs TEKCTY
mr; no 10 TabneTok BITAMIHHA MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT YNaKOBOK
y bnictepi; no 3 abo " 3ABOLO" nikapcbKkoro 3acoby, a came BUy4eHHs iHcbopmallii,
6 GnictepiB B nayuj 3a3Ha4yeHol POCINCLKOK MOBOLO, Ta BUKNAOEHHS il
aHrMiNCbKo MOBOK. TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicsiLiB Nicnsi 3aTBEPAKEHHS.
207. | META®OPA® | TabneTtku, BKpUTI AT YkpaiHa AT "KUIBCBKUIA YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3minu | 3a UA/18164/01/02
NMiBKOBOO "KNIBCbKW BITAMIHHAW TVNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 850 n 3ABO[T" dapmakoHarnsaay (iHwi 3miHM) OHOBMEHHS TEKCTY
mr; no 10 TabneTok BITAMIHHU MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK
y bricTtepi; no 3 abo " 3ABOA" nikapcbkoro 3acoby, a came BUIy4eHHs iHcbopmalliii,
6 6nicTepis B mayui 3a3HayeHoi POCINCHKOI0 MOBOIO, Ta BUKNAAEHHS il
aHrnincLKo MoBo. TepMiH BBEAEHHS 3MiH -
NpoTHArom 6 MicsILB Micnsi 3aTBEPAXKEHHS.
208. | META®OPA® | TabneTtku, BKpUTI AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/18164/01/03
NNiBKOBOO "KNIBCbKW BITAMIHHU Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 1000 n 3ABOT" dapmakoHarnsaay (iHwi 3miHM) OHOBMEHHS TEKCTY
mr; no 10 TabneTok BITAMIHHU MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK
y bnicTtepi; no 3 abo ”n 3ABOAO" nikapcbkoro 3acoby, a came BuUrny4eHHs iHcpopmalii,
6 6nicTepis B mayui 3a3HayeHoi POCINCHKOI0 MOBOIO, Ta BUKNAAEHHS i
aHrmincpKko MoBOK. TepMiH BBEAEHHS 3MiH -
npoTsirom 6 MicsiLiB Nicnsi 3aTBEpAXKEHHS.
209. | META®OPA® | Tabnetku, AT YkpaiHa AT "KUIBCbKNN YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3miHu | 3a UA/18616/01/01
-SR MPOSIOHroBaHoI A, "KNIBCbKW BITAMIHHAN Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta peuernmom
no 1000 wmr; no 10 n 3ABO[O" dapmakoHarnsgy (iHwi 3miHW) - OHOBMNEHHSI TEKCTY
Tabnetok y 6nictepi, | BITAMIHHA MapKyBaHHS MEPBUHHO| Ta BTOPMHHOI YNaKoBOK
no 3 abo 6 Gnictepis " 3ABOL" nikapcbkoro 3acoby, a came BUIy4eHHs iHcpopmalliii,
y navui 3a3HayeHoil POCiNCbKOK MOBOID, Ta BUKIAAEHHS il
aHrmincpko MoBOK. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 MicsLiB Nicns 3aTBepAKEHHS
210. | METEOCNA3 | kancynu; no 10 Jla6opatopii ®paHuia BUPOGHULTBO ®paHuia BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHn | 6e3 UA/8767/01/01
Min kancyn y 6nicrepi; Mawioni Hepo3dacoBaHoi TMnNy - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
no 2 abo no 3 Cningnep npoaykuii: Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
Gnictepun y JTaBopaTopii noceigyeHHs1) - 3MiHa agpecu 3asiBHUKa
KapTOHHiI kopobui [aneHik BepHiH,
dpaHuis
nepBuHHA Ta
BTOPWHHA
ynakoBka,
KOHTPOrb SIKOCTI,
BignoBiganbHWn
3a BUNyCK cepii:
JTabopaTopii
Marnoni Cningnep,
PpaHUis
211. | METOOXEKT | po3uuH ans iH'ekuin, Mepak HimeuumH BUPOGHMK, LLO HimeuuunHa BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a UA/5873/01/02
® 50 mr/mn no 0,15 mn | lesenbwad a BignoBigae 3a TexHivyHa nomunka (3rigHo Hakasy MO3 Big peuernmom
(7,5 wr), abo no 0,20 T dhtop BTOPUHHE 23.07.2015 Ne 460), BMnpaBrneHo TEXHiIYHI MOMUIKKL Y
mn (10 wmr), abo no KniHiwe nakyBaHH4, TEKCTi MapKyBaHHS BTOPUHHOI YMaKOBKM NiKapCbKoro
0,25 mn (12,5 wmr), Lneuianbnp MapKyBaHHS, 3acoby y n.2. KIJIbKICTb AIK0YO[l PEYOBUHW Ta n.
ab6o no 0,30 mn (15 enapaTte KOHTPOMb/BUMNPOBY 4. NIKAPCbKA ®OPMA TA KIJIbKICTb OANHWLb B
mr), abo no 0,35 mn M6X BaHHS cepii Ta 3a YMNAKOBLLI ans Bcix go3yBaHb, a came NpuBeaeHo y
(17,5 wr), abo no BMNYCK cepii: BiAMOBIAHICTL A0 iHdOpMAaLlii, HaBeaeHIn y
0,40 mn (20 wmr), abo Mepak 3aTBEPAKEHIN IHCTPYKLUIT ANA MeanyYHOro
no 0,45 mn (22,5 [e3enbwadT crop 3acTocyBaHHs nikapcbkoro 3acoby. 3as3HayeHe
mr), a6o no 0,50 mn KniHiwe BWMpPaBIIEHHS BiAMNOBiAae maTepianam peectpauiiHoro
(25 wmr), abo no 0,55 Lneuianenpenapa [OCbE.
mn (27,5 mr), abo no Te M6X,
0,60 mn (30 wmr) Himeuunna
PO34MHY Yy BUPOGHWK, LLIO
nonepegHL0 BignoBigae 3a
3anoBHEHOMY BUPOOHMLTBO
Lwnpwui; no 1 nikapcbKkoro
LNpuLy pa3om i3 3acoby, NepBuHHE
BOYy0OBaHOO nakyBaHHS,
iH'EKLINHOIO rONKo KOHTpOnb/BUNpoby
B KOHTYPHOMY BaHHS cepil:
YapyHKOBOMY OHkoTtek Papma
6nicTepi; no 1 MpopakwH M6X,
Gnictepy B HimeyuunHa
KapTOHHiI kopooLi BUPOOHMK, LLO
BignoBigae 3a
BTOPUHHE
nakyBaHHsi:
LLiteremaHH
JToHdpbepnakyHr
yHA JloricTiwep
Cepsic e.K,,
HimeyuunHa
212. | METPOINN® PO34MH Ans iHdY3in, "HOHik IHais "HOHiK IHais BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3MiHu | 3a UA/2871/05/01
5 mr/mn; no 100 mn dapmacbloT dapmacbioTmkan Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
y cbnakoHax; no 1 ukan JlabopaTopis" dapmakoHarnsgy. BeenerHs abo 3amiHn go

bnakoHy,
ynakoBaHoMy B

JlabopaTopis

(BipoineHHs dipmun
"0x. B. Kemikana

y3aranbHeHVX AaHnX Npo cucTemy dapmakoHarnsgy
(BBeeHHSs y3aranbHEHVX AaHUX NPO CUCTEMY
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
LenodaHoBui (BiaaineHHs eHa chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
nakeT, y kopobuii 3 dipmm "x. dapmacbtoTrkan3 BiANOBIAANbHOI 3a 3AiNCHEHHS bapmakoHarnsay;
KapTOHY B. Kemikana Nra.") KOHTaKTHOI 0CO0M 3 (hapMakoHarnsigy 3asiBHUKa Ans
eHa 3aiicHeHHs hapmakoHarnsgy B YkpaiHi, SKLo BoHa
dapmacbloT BiAMiHHA Bi# ynoBHOBaxeHOi ocobu, BianoBigansHoi
vkana Jita.") 3a 34ilicHeHHs1 hapmakoHarnsgy (Bkroyayum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
anna cuctemn chapmakoHarnsgy) 3miHa
YNOBHOBaXeHOT 0cobU 3asiBHMKA, BignoBiganbHoi 3a
tbapmakoHarnag,.
Mitouwa pepakuis: Dr. Ameya P. Satam lMNponoHosaHa
pepakuisi: benikosa CeitnaHa MuxainisHa. 3miHa
KOHTaKTHMX AaHNX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3MiHa
MicLie3HaxXo4KeHHA MacTep-ganna cuctemm
capmakoHarnsgy Ta horo Homepa. 3MiHa micus
34iICHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
213. | METPOINN® renb Ans "HOHiK IHpia "HOHiK IHpia BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a UA/2871/03/01
30BHILLHLOIO dapmacbloT PapmacbioTukan Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
3actocyBaHHs, 10 ukan INabopaTopis" dapmakoHarnsagy. Beegerns abo 3aminn go
mr/r; no 30 ry Ty6i 3 | JlabopaTtopis (BigaineHHs cipmun y3aranbHeHWX 4aHux Npo cuctemy dapmakoHarnsgy
antomiHito abo " "0x.B. Kemikana (BBEAEHHS y3aranbHEeHMX JaHUX NPO CUCTEMY
namiHOBaHoro (BipaineHHs eHa chapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
nnacTuky; no 1 Tybi cipmun dapmacbioTukansa BignoBiganbHoI 3a 34iNCHEHHS hapMakoHarnsaay;
B KapTOHHII kopobui "Ox.B. Nra.") KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi
Kemikans 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
eHa BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianoBigansHoi
dapmacbloT 3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaum
nkans Jitg.") KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
yMNOBHOBaXeHOi 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
capmakoHarnsg,.
[itoua pegakuisi: Dr. Ameya P. Satam. NponoHoBaHa
pepakuis: benikosa CeiTnaHa MuxainisHa. 3miHa
KOHTaKTHMX JAHMX YNOBHOBAXXEHOI 0COOM 3asBHMKA,
BignoBiganbHoI 3a dhapmakoHarnsg. 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
chapmakoHarnsgy Ta noro Homepa. 3miHa micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dapmMakoHarnsay.
214. | METPOIN® renb BariHanbHWN, "FOHik IHgia "HOHik IHgia BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3MiHu | 3a UA/2871/04/01
BATHAINBHN | 10 mr/r,no 30ry dapmacbloT dPapmacbloTukan Tuny - 3mMiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta peuernmom
N TENb Ty6i 3 antoMiHito abo ukan JNlabopaTopis" dapmakoHarnsgy. BeenerHs abo 3MiHu o

namiHoBaHoro
nnacTuky; no 1 Tybi
pa3om 3
annikaTopom B
KopobLi 3 KapTOHY

JlabopaTtopis

(BipgineHHs
dipmu "Ix.
B. Kemikans
eHp
dapmacbloT
vkans Jita.")

(BiogineHHst ipmun
"x. B. Kemikana
eHp
dapmacboTukan3
N

y3aranbHeHux AaHux Npo cuctemy cbapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTeEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaxeHoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
34icHeHHs hbapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHA Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
3a 3[iCHeHHs dhapmakoHarnsgy (BKrovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHM ¥ po3MiLLeHHi MacTep-
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
cavnina cuctemu hapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiAMNOBiganbHOI 3a
tbapmakoHarnag,.
[itoya pepakuin: Dr. Ameya P. Satam. NMponoHoBaHa
pepakuisi: benikoBa CsitnaHa MuxannisHa. 3miHa
KOHTaKTHMX AaHNX YNOBHOBaXeHOI 0COOU 3asiBHUKA,
BignoBiganeHoi 3a chapmakoHarnsag. 3miHa
MicLe3HaxodXXeHHs macTep-aina cucremu
chapmakoHarnsgy Ta horo Homepa. 3MiHa micus
34iiCHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
215. | METPOHIOA3 | pos3uuH ans iHdysin, | ToBapucTso YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/5519/01/01
on - 5 mr/mn; no 100 mn 3 obmMexeHow TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
HOBO®APM abo no 200 mny obmexeHo BianoBiganbHicTO capmakoHarnsigy. BeegeHHs abo 3miHv oo
NASWLUI CKISHINA, No Bignosiganb dipma y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
1 nnsawui y naywi 3 HicTio dhipma "Hoodapm- (BBEAEHHS y3aranbHEeHMX AaHMX NPo cUCTeMy
KapToHy; no 100 mn "HoBodapwm- BiocnHTes" capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
abo no 200 mny BiocnHTes" BiANOBIAANbLHOI 3a 3AiNCHEHHS dbapmakoHarnsay;
NASILLKaX CKISIHUX KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BoHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 34ilicHeHHs1 hapmakoHarnsgy (BKroyarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
davina cuctemu papmakoHarnsgy) 3miHa KOHTaKTHUX
[AaHnX yNOBHOBAaXEHOI 0COOU 3asiBHNMKA,
BignoBiganbHoi 3a chapmakoHarnsg. 3miHa
MiCcLie3Hax0MKEHHS MacTep-anna cuctemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dapmMakoHarnsay.
216. | MINAPAKOP- | posuuH ans iH'ekuint, | ToBapucTBO YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/12536/01/01
HOBO®APM 100 mr/Mn no 5 mn'y 3 obmexeHoto Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
dnakoHi; no 5 obmexeHo BiAnoBiganbHiCTIO capmakoHarnsigy. BeegeHHs abo 3amiHv oo
dnakoHiB y Bignosigans dipma y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
KOHTYpPHIn HicTio dhipma "HoBoapm- (BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTEMY
YapyHKOBIN "HoBodapMm- BiocuHTes" dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
ynakosi; no 1 abo BiocuHTes" BignoBiganbHoI 3a 3aiMCHEHHS hapMakoHarnsaay;
Mo 2 KOHTYpPHi KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
YapyHKOBI yNaKoBKW 3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SIKLLO BOHa
B Mayli 3 KAPTOHY BigMiHHa Bi yNOBHOBa)XeHOIT 0cobu, BignosigansHoi
3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaudm
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
davina cuctemu hapmakoHarnsgy) 3miHa KOHTaKTHUX
[AaHnX YNOBHOBaXEHOI 0cOOU 3asiBHYMKA,
BignoBiganbHoi 3a chapmakoHarnsg. 3miHa
MicLie3Hax0oMKEHHS MacTep-anna cuctemm
dapmakoHarnsgy Ta oro Homepa. 3MiHa Micus
34iCHEeHHS OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy
217. | MINQPOKAP PO34MH Anst iH'ekuin, TOB YkpaiHa MoBHWI YkpaiHa/ BHECEHHS 3MiH O peecTpaLinHmx matepianis: 3miHu | 3a He UA/10376/01/01
ao-H 100 mr/mn; no 5 mn «PAPMACE BUPOGHUYMIA LINKI: HimeuunHa TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuennimom | nidnse
B amnyni; o 10 I» TOB 3MiHn y BUpobHMUTBI. 3amiHa abo BBeOEeHHS ae
amnyn y nayi 3 «DAPMACEI/», [04aTKOBOI AiNbHULI BUPOBHMLTBA ANA YacTuHU abo
KapTOHY YkpaiHa BCbOro BUPOBHMYOro NpoLiecy roToBOro NikapCbKoro
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1

KoHTponb, Bunyck
cepii:

TOB
«PAPMACE»,
YkpaiHa
BTopuHHa
ynakoBka,
KOHTPO~b:
XONOMNAK
PepnakyHrcTexHik
'M6X, HimeuunHa
BupobHuLTBO
Hepo3dacoBaHoI
npoaykuii,
nepBuHHA Ta
BTOPWHHA
yrnakoBkKa,
KOHTPO~b:
XONOMNAK
PepnakyHrcTexHik
'M6X, HimeuwunHa

3acoby (AinbHMUSA, Ha AKi NpoBoAATbLCA Byab-AKi
BMPOOHWYI cTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPOMIO SIKOCTi Ta BTOPVMHHOTO MakyBaHHSA Ans
CTepUIbHUX MikapcbKkux 3acobiB (BK4aoym
BMPOBeHi acenTMyHMM METOAOM), KPiM NiKapCbKUx
3acobiB 6ionoriYHOro/iMyHONOrYHOIO NOXOMKEHHS)
3amiHa BMPOOHUYOI AinNbHULI y 3B'sI3KY 3i 3MiHOO
MicLie3HaXOXKEHHS Ta PYHKLiT BUPOBHMYOT AinbHUL
TOB "®APMACEN"3a agpecoto YkpaiHa, 07408,
KuniBcbka 06n., BpoBapcbkuii p-H, c. KBiTHeBe, ByI.
Mpopi3Ha,3 Oyae BUKOHYBaTU MNOBHWUIA LMKIT
BUPOBHMLTBA Ta KOHTPOIb, BUNYCK cepil, siKi
BUrOTOBIEHI HAa BUPOGHMYMX AinbHuuax XOJTOMNAK
PepnakyHrcTexHik MMoX.

BBefgeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBepAKeHHs. 3MiHK | Tuny - 3miHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. 3miHn y BUpobHuuTBi. 3amiHa abo
BBeOEHHS 404aTKOBOI AiNbHULI BUPOOHMLTBA Ans
YacTuHU abo BCbOro BUPOGHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (AinbHWULA AN BTOPUHHOTO
nakyBaHHs1) 3aMiHa BUPOOHWNYOI AinbHUL y 3B's3KY 3i
3MiHOI MicLe3HaXOMKeHHs Ta yHKLiT BUPOBGHMNYOIT
ainbHuui TOB "®APMACEJT"3a agpecoto Ykpaina,
07408, KviBcbka 061., BpoBapckkuit p-H, c. KBiTHeBe,
Byn. Mpopi3aHa,3 6yae BUKOHYBaTW NOBHWUI LMK
BMPOGHMLUTBA (Y TOMY YMCni BTOPYHHE MaKyBaHHA) Ta
KOHTPOIb, BUMYCK Cepil, SIKi BUTOTOBMNEHI Ha
BUPOGHMYMX AinbHuusix XONOMAK ®epnakyHrcTexHik
'm6X. MicuesHaxomkeHHs Ta yHKLUIT BUPOGHWYOT
ainbHuLi XONOMAK ®epnakyHrcTexHik MmoX,
3anuwaeTbcst 6e3 3miH. BBegeHHs 3MiH npoTsirom 6-Tu
MiCsILiB Micnsi 3aTBEPOKEHHSA
3miHu | TNy - 3miHKM 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. 3MiHu y BUpo6HMUTBI. 3MiHa iMnopTepa/3amiHu,
LLIO CTOCYIOTBCS BUMYCKY Cepii Ta KOHTPOIO SKOCTi
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo AogaBaHHS
BMPOGHMKa, Lo Bianosigae 3a BBe3eHHs Ta/abo
BUNYCK cepii) - Bkrtoyaoum KoHTponb/BUNpobyBaHHs
cepii - 3amiHa BUPOOHMYOI AiNbHUL Y 3B'A3KY 3i
3MiHOI MicLie3HaxX04XKEeHHS Ta (OYHKLUiT BUPOGHUYOT
ainbHuLi TOB "®APMACE/"3a apgpecoto YkpaiHa,
07408, KviiBcbka 061., BpoBapckkuin p-H, ¢. KBiTHeBe,
Byn. Mpopi3Ha,3 byae BUKOHYBaTW NOBHUI LMK
BUPOBHMLTBA (Y TOMY YMCIi T KOHTPOIb, BUMYCK
cepii), sIKi BUTOTOBMNEHI HA BUPOOHMYMX AiNbHULAX
XONOMAK ®epnakyHrcTexHik MmeX.
MicuesHaxomkeHHs Ta yHKLUIT BUPOOHWNYOI AinbHULI
XOJTOMMAK ®epnakyHrcTexHik MM6X, 3anuwaeTtbes
6e3 3miH. 3MiHM BHECEHO A0 iHCTPYKUiT Ans MeanyYHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby B po3ainm
"BupobHuk" Ta "MicuesHaxomkeHHs BUPOOHMKa Ta
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agpeca Micua NpoBagKeHHS NOro AisnbHOCTI", aK
HacnigokK - BignoBigHi 3MiHW Y TEKCTi MapKyBaHHs
yNaKoBKW nikapcbkoro 3acoby. BeeaeHHst 3amiH
NpoTArom 6-Tu MicsLiB nicnsi 3aTBepaKeHHSA. 3MiHu |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHu) 3miHM BHECeHO 40
IHCTPYKUIii NS MeAMYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby y po3ain "MobivHi peakuii" WoA0 BaXKIMBOCTI
3BiTyBaHHsi Npo NobiyHi peakuii. BBeaeHHs1 3MiH
NpOTArom 6-T MicsLIB Nicns 3aTBEpAKEHHS
3miHu | Tvny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUIA
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo 4oNyCTUMUX MEX
roTOBOro MiKapCbKoro 3acoby (iHwWi 3MiHK) MpaHn4Ha
KOHLeTpaLlisi eHOOTOKCHHIB 3 «He Binbwe 0,35 MO Ha
1 Mr cybeTaHUii» Ha «He Ginbwe 35 MO/mMn». 3Minn |
TMny - 3MiHK 3 gKoCTi. [0TOBMI Nikapcbkuin 3acib.
Cuctema KoHTelHep/3akynoptoBarbHui 3acib. 3miHa
dopmun abo po3mipy KOHTEHepa Ymn
3aKynoproBasibHOro 3acoby (MepBMHHOI YNaKkoBKM)
(cTepunbHi nikapcbki 3acobun) BeegeHHs amnyn
06'eMoM 5 mn 3 nonieTuneHy paHiwe 3aTBepKEHOT
SKOCTI, ane iHLWOoi reoMeTpu4Hoi hopmu,
3aTtBepakeHo: XOJIOMAK depnakyHrcTexHike MmM6X
/HOLOPACK Verpackungstechnik GmbH, Germany
Poswmip amnynu: 65,5 MmMx17 mmx21 Mmm
3anponoHoBaHo: XOJIOMNMAK ®epnakyHrcTexHike MoX
/HOLOPACK Verpackungstechnik GmbH, Germany
Poawmip amnynu: 65,5 mmx17 mmx21 mm TOB
"®APMACEI" po3mip amnynu: 84 MMx12 mmx14mMmMm.
BBeaeHHs 3MiH npoTsrom 6-Tu micauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BiAMNOBiAHOCTI €Bponenchkii papmakonei/MmoHorpadii.
3MiHK, NoB'sA3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIgHICTb 00 MoHorpadii APY abo €BponencbKoi
dapmakonei, abo iHLWoi HalioHanbHOT dapmakonei
nepxasu €C (3miHa y cneumdikauisix, nos'as3aHa 3i
3miHamu B [1®Y, abo €Bponelichbkini hapmakonei, abo
iHWIiM HauioHanbHIN dapmakonei aepxasu €C)
MpuBeneHHs cneundikauii Boga ans iHekuin “in bulky
BignoBigHicTb fo Bumor EP “Water for injections in
bulk” 04/2017:0169. 3minu | Tvny - 3miHK WwWono
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsagy (iHLwi
3MiHM) OHOBIEHHS TEKCTY MapKyBaHHS ikapCbKoro
3acoby, a came BUIYYEHO BUKMaAEHHS TEKCTY
POCIICbKOIO MOBOIO Ta 3a3HayeHo foroTumn
3asiBHUKa/BMPOGHWKa. BBeaeHHst 3MiH MpoTarom 6-u
MicsiLiB micnsi 3aTBEpPOXEHHS.

218.

MIO3M

MOPOLLOK A5sk

MPUroTyBaHHS

CaHodi b.B.

HinepnaH
an

HamnoBHEHHS
dnakoHiB Ta

IpnaHpis/be
nbris

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
TexHiyHa nomwurnka (3rigHo Hakasy MOS Big

3a
peuenmom

UA/11618/01/01
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KapTOHHiIN kopobui

napameTpiB cneundikadii Ta/abo AoNyCTUMUX MEX
NepBMHHOT YNaKoBKM rOTOBOTO MikapCbKoro 3acoby
(BMNYYEHHA HE3HAYHOrO MoKa3HWKa (Hanpuknag
3acTapinoro nokasHuka)) oHoBneHHs p. 3.2.P.7.
CuncTtema koHTenHep/ 3akynoptoBanbHuUiA 3acib, a came
BUMYYEHHS HE3HAYHOro NoKa3HuKa i3 cneumdikauii
NepBUHHOI YMakoBKM FOTOBOTO NiKapCbKoro 3acoby
«ToBLwwuHa cTiHkn Ty6u» (Tube wall thickness). 3miHu |
TMny - 3MiHK 3 sikocCTi. [oTOBMIA Nikapcbkui 3acib.
Cucrtema KOHTenHep/3akynoptoBanbHui 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTuMmnx mex
NepBMHHOT YNakoBKM rOTOBOTO NikapCbKoro 3acoby
(BUNYYEHHS HE3HAYHOrO MOKa3HVKa (Hanpuknag
3acTapinoro nokasHuka))
oHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKyrnoproBarnbHWI 3acid, a came BUITyYEHHsI
He3Ha4yHOro nokasHuvika i3 cneumadikauii nepBUHHOT
yNakoBKM rOTOBOro Nikapcbkoro 3acoby «Maca Tyou i
rBUHTOBOI Kpuwwku» (Tube and screw cap mass).
3miHu | TMNy - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. CucteMa KoHTelHep/3akynoptoBarnbHuiA 3acib.
3miHa napameTpiB cneundikaiv Ta/abo gonycTummx
MeX NEepBUHHOI YMaKoBKM FOTOBOTO NiKapCbKOro
3acoby (BMNyYeHHSI HE3HAYHOrO NoKa3HWKa
(Hanpwvknag 3acTapinoro nokasHuka)) OHOBIIEHHS p.
3.2.P.7. Cuctema KoHTEHep/ 3aKyrnoproBarnbHUii
3acib, a came BUNy4YEHHsS1 HE3HAYHOrO NOKa3HUKa i3
cneuudikaLii NepBMHHOI YNakoBKN roTOBOro
nikapcbkoro 3acoby «30BHiWHA emanby» (Outer
enamel). 3miHu | TUNY - 3MiHK 3 sikocTi. FoTOBUIA
nikapcbkui 3aci6. Cuctema

KOHTeWHep/3aKkynoptoBanbHui 3acit. 3miHa

129
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
KOHUEHTpaTy Ans BUPOBHMLTBO 23.07.2015 Ne 460) BunpaBneHo TEXHIYHY NOMUIIKY Y
po34nHy ans KiHLEeBOro TEKCTi MapKyBaHHS BTOPMHHOI YNaKOBKM NiKapCbKOro
iHdy3iv no 50 mr; 1 NPOAYKTY, 3acoby n.11: 3aTBepaxeHo: BUpo6HuK,
bnakoH 3 NOPOLLKOM MapKyBaHHA Ta BiZNOBIganbHUIA 3a BUMYCK cepii:
Y KapTOHHIN navui nakyBaHHs, [xensanm Ipnang Jlimitea, I0A IHgactpian Mapk Ong
KOHTPOIb AKOCTi KinmeaneH Poya, Botepdopa, Ipnangis
N3, Bunyck cepii: 3anponoHoBaHo: BUpobHuK, BignoBiganbHuii 3a
[bxeHsanm lpnaHg Bunyck cepii: [bxeHsanm lpnang Jlimitea,
JlimiTeq, lpnangis 10A Inpactpian Mapk Ong Kinmeagen Poya,
BUpo6HMUTBO AC, Batepdopa, IpnaHais
NPUroTyBaHHSI
po3unHy N3 gns
niogpinisauii:
[hxeH3anm
dnaHaepc,
Benbris
219. | MOMEOEPM kpem, 1 mr/rno 15r TOB YkpaiHa dapmsasog Monblwa BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | 3a UA/10968/02/01
® abo no 30 ry TyGi; «BAYLU €nba A.T. Tmny - 3MiHKM 3 sikocTi. FoToBUIA Nikapcbkmit 3aci6. peuenmom
no 1 1y6i B XENC» CuctemMa KoHTelHep/3akynoptoBarbHui 3acib. 3miHa
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
napameTpiB cneundikaui Ta/abo 4oNyCTUMUX MEX

NepBMHHOT YNakoBKM rOTOBOTO NikapCbKoro 3acoby
(BMNYYEHHA HE3HAYHOTO MOKa3HWKa (Hanpuknag,
3acTapinoro nokasHuka))
oHoBneHHs p. 3.2.P.7. Cuctema koHTenHep/
3aKynoproBanbHui 3acib, a came BUNyYEHHS
He3Ha4yHOro nokasHuka i3 cneumadikauii nepBUHHOT
yNaKoBKW roTOBOrO fikapcbkoro 3acoby «CTinkicTb Ao
CTUCKaHHs naky Ta emani» (Lacquer and enamel
resistance to squeezing). 3miu | TUNy - 3MiHK 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoproBanbHuii 3acit. 3miHa
napameTpiB cneundikauii Ta/abo 4oNyCTUMUX MEX
NepBUHHOI YMaKoBKM FOTOBOTO NiKapCbKoro 3acoby
(BMNYYEHHA HE3HAYHOrO MoKa3HWKa (Hanpuknag
3acTapinoro nokasHuka)) oHoBneHHsi p. 3.2.P.7.
Cuctema KoHTeNHep/ 3akynoproBanbHui 3acib, a came
BUyYEHHSA HE3HAYHOrO NOKa3HMKa i3 cneumaikauii
NepBMHHOT YNaKoBKM rOTOBOTO NikapCbKoro 3acoby
«JlaTtekcHe kinbue» (Latex ring). 3mitm | Tvny - 3miHun 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoproBanbHuii 3acit. 3miHa
napameTpiB cneundikadi Ta/abo AoNyCTUMMX MEX
NepBMHHOT YNakoBKN rOTOBOTO MikapCbKoro 3acoby
(BMNYYEHHSA HE3HAYHOrO MoKa3HuKa (Hanpuknag
3acTapinoro nokasHuka)) oHoBneHHs p. 3.2.P.7.
Cunctema KoHTenHep/ 3akynoptoBanbHuiA 3acib, a came
BUMYYEHHS i3 cneumdikauii nepBMHHOT ynakoBKN
roTOBOrO fikKapCbKOro 3acoby He3Ha4YHOro NokasHUka
"®apmaueBTuyHui koa" (Pharmaceutical code).
3miHu | TNy - 3miHK 3 skocTi. FoTOBMIA NiKapCbKUiA
3aci6. Cuctema KoHTelnHep/3aKynoproBanbHuUiA 3acio.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX NepPBUHHOI YMaKoBKW rOTOBOTO NiKapCbKOro
3acoby (BUNyYeHHS HE3HAYHOro NOKa3HMKa
(ranpwvknag 3acTapinoro nokasHuka)) OHOBIEHHS p.
3.2.P.7. Cuctema KoHTelHep/ 3akynoptoBarnbHUii
3acib, a came BUy4eHHS i3 cneumdikaLii nepBUHHOT
YMakoBKM rOTOBOTO NiKapCbKOro 3acoby He3Ha4yHoro
nokasHuka "epmMeTUYHICTb naTekcHoro kinbus" (Latex
ring tightness). 3minm | Tvny - 3miHun 3 skocTi. FoToBMIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
napameTpiB cneyndikadi Ta/abo 4ONyCTUMUX MEX
NepBUHHOI YMakoBKM FOTOBOTO NiKapCbKoro 3acoby
(BUNYYEHHSA HE3HAYHOrO MoKa3Huka (Hanpuknag
3acTapinoro nokasHuka)) oHoBneHHs p. 3.2.P.7.
CucrtemMa KoHTeNHep/ 3akynoproBanbHui 3acib, a came
BUMYyYeHHS 3 cneuudikauii nepBUHHOT yNakoBKU
rOTOBOrO MiKapCbKOro 3acoby He3Ha4YHOro NokasHuka

"OcHoBHa Maca natekcy" (Latex basis weight).3miHu |
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Tmny - 3MiHM 3 sikocTi. FoToBUIA NikapcbkMin 3acib.
Cuctema KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa
napameTpiB cneundikaui Ta/abo 4oNyCcTUMUX MEX
NepBUHHOI YNakoBKM FOTOBOTO NiKapCbKoro 3acoby
(BUMYYEHHSA HE3HAYHOrO MOKasHWKa (Hanpuknag
3acTapinoro nokasHuka)) oHoBneHHsi p. 3.2.P.7.
CuctemMa KoHTelHep/ 3akynoptoBasnbHuiA 3acib, a came
BUMYYEHHS HE3HAYHOro NOKas3HuKa i3 cneumdikauii
NepBUHHOI YNakoBKM FOTOBOTO NiKapCbKoro 3acoby
«Jak» (Lacquer). 3MiHu | Tuny - 3MiHM 3 AAKOCTI.
[oToBMI Nikapcbkun 3acib. Cuctema
KOHTelHep/3akynoptoBanbHUiA 3aci6. 3MiHa y MeTogax
BUNPOOYBaHHS NEPBMHHOI YNaKoBKW rOTOBOIO
nikapcbkoro 3acoby (iHWwi 3amMiHu y meToaax
BUNpobyBaHb (BKNOYaun 3amiHy abo AoAaBaHHS))
OHoBJeHHs p. 3.2.P.7. Cuctema koHTeHep/
3aKyrnoproBanbHui 3acib, a came 3aMiHa XiMiYHOrO
MeToAYy Ha eneKkTponiTUYHWMI y cneundikauii
NepBUHHOI YNakoBKM rOTOBOTO NikapcbKoro 3acoby 3a
napameTpoM «CyLinbHICTb TAKOBOrO NOKPUTTSA».
3MiHn | TMny - 3MiHK 3 sKocTi. [OTOBMI Nikapcbkuii
3aci6. Cnctema KoHTelHep/3aKkynoproBanbHUiA 3acio.
3miHa napameTpiB cneuudikauin Ta/abo gonycTummnx
MEX NepPBUHHOT YMaKOBKN FOTOBOrO NiKapCbKoro
3acoby (AoMoBHeHHS cneuudikaLii HOBUM NMOKa3HUKOM
3 BiANOBIAHUM METOAOM BMMPOOYBaHHA) OHOBMEHHS p.
3.2.P.7. Cuctema KoHTelHep/ 3akynoptoBarnbHUiA
3acib, a caMe fONOBHEHHS cneuudikauii nepBUHHOI
ynakoBku [T13 HOBMM NOKa3HMKOM 3 BignoBigHUM
MeToAoM BUNPobyBaHHS — «laeHTudikauis natekcy
(I4- cnexTp)» (Identification of the latex (IR
spectrum)).3miHn | TMny - 3miHK 3 sikocTi. FoToBMN
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneundikadi Ta/abo AoNyCTUMUX MEX
NepBUHHOI YMakoBKM FOTOBOTO NiKapCbKoro 3acoby
(nonoBHeHHs1 cneumdikaLii HOBUM NOKa3HMKOM 3
BiAMOBIAHVM METOAOM BUNPOBYBaHHS) OHOBIEHHS P.
3.2.P.7. Cuctema KOHTeNHep/3aKynoptoBarnbHui 3acio,
a came JOMNOBHEHHS cneumdikauii nepBUHHOT
ynakoBku 13 HOBUM NOKa3HWMKOM 3 BiAMOBIOHUM
MeTOoAOoM BUNpobyBaHHs — «lgeHTudikauisa matepiany
KpuLwku, Lo 3akpydyeTtbes” (14 cnektp)» (Identification
of screw cap’s material (IR spectrum)). 3minu | Tuny -
3MiHu 3 AKOCTI. (iHLWi 3MiHN) BHECEHHS peAaKUiiHMX
3MiH go moayns 3.

220.

MOHYPAN

rpaHynv ans
OpanbHOro Po34vnHy
no3r;no8r
npenapaty (3 r
Ait0Y0i pevyoBMHN) B

3am6oH
C.NA.

ITanis

3amboH
Caituepnang Nn1a.

LLiBenuapis

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu |
TMny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEeHOro cepTudikata BignosigHocTi abo

3a
peuerimom

UA/9833/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
nakerti; no 1 abo 2

nakeTu B KapTOHHIN
navuj

BUYYEHHS cepTudikaTa BignoBigHOCTI €EBponenchkin
capmaxkonei: gna A®l; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponeickkin hapmakonei) - HoBuin ceptudikar Big
BXe 3aTBepAKeHoro BUpobHUKa - NofaHHsA HOBOTO
cepTudikaTa BignoBigHOCTi €BpoONenChbKii
dapmakonei Ne RO-CEP 2015-289 - Rev 02 ans
nitoyoi pevoBnHu Fosfomycin trometamol Big Bxe
3aTBepaxeHoro BupobHuka F.1.S. - FABBRICA
ITALIANA SINTETICI S.P.A,, Italy (3amiHa OM® Bepcii
06/2012). 3miHn | TMNY - 3miHK 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeickkin hapmakonei/MoHorpadii. 3miHu,
NnoB'si3aHi 3 HeOOXiAHICTIO NpMBeaEeHHS Y BigNOBIAHICTb
0o moHorpadii A®Y abo €sponencbkoi hapmakonei,
abo iHLWOoi HauioHanbHoi dhapmakonei gepxasn €C
(3miHa y cneumdikauii HedhapmakoneinHoro AP| ons
NPVBEAEHHS Y BiAMOBIAHICTb A0 BuMor dY abo
€Bponeicbkoi hapmakonei, abo iHWOoi HauioHanbHoI
dapmakonei gepxasu €C) - AD| - npuBeaeHHs
cneumdikauii Ansa Aiovoi peyosmHm Fosfomycin
trometamol y BignosigHicTb A0 BUMOr MoHorpadii EP.
3MiHu | TUny - 3miHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4eHHs cepTudikata BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikat
Bif ke 3aTBepAKeHOro BUpobHUKa - MoAaHHSA
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €EBpONenchKin
dapmakonei Ne RO-CEP 2015-289 - Rev 03 ans
nitoyoi pevosuHn Fosfomycin trometamol Big Bxe
3aTBepaxeHoro BupobHuka F.1.S. - FABBRICA
ITALIANA SINTETICI S.P.A., ltaly. 3miHun | Tuny -
3MiHn 3 gxocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BiaNoBIAHOCTI €BpONENChKin
apmakonei/moHorpadii. NMoaaHHs HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI €EBpONenchkin
capmakonei: gna A®l; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqyoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkini hapmakonei) - OHoBNeHun cepTudikar

Big YyXe 3arBeppkeHoro BMpOGHMKa - NogaHHA
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiin
dapmakonei Ne R1-CEP 2015-289 - Rev 00 gnst
nitoyoi pevoBuHu Fosfomycin trometamol Big BXxe
3aTBepAKeHoro BupobHuka F.I.S. - FABBRICA
ITALIANA SINTETICI S.P.A., ltaly.
221. | HAITTE3IH® TabneTkn, BKpUTI KPKA, a.4., CnoBeHis BianosigansHUin CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3miHu | 3a He UA/8938/01/02
®OPTE NniBKOBOO Hoso mecTo 3a BUPOOHMLUTBO IHAisA Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom nionse
obonoHkoto, no 550 "in bulk", dapmakoHarnsaay (iHwi 3miHm). 3MiHM BHECEHO B ae
mr no 10 TabneTok y nepBUHHY Ta IHCTPYKLUito ANS MEAMYHOrO 3aCTOCYBaHHS MikapcbKoro
6nictepi, no 1 abo BTOPUHHY 3acoby [o posainy "3actocyBaHHs y nepion BaritTHOCTI
no 2 6nictepny YyNakoBKy, abo rogyBaHHs rpyaa” BianoBigHO 40 OHOBMEHOT
KapTOHHiIN kopoOLi KOHTPOSb Ta iHdopMauii Wwoao 6e3nekn 3acTocyBaHHS NikapCbKkoro
BUMYCK Cepii: 3acoby. BBeneHHsi 3MiH npoTarom 6-T1 micsauiB nicns
KPKA, a.a., Hoso 3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
mecTo, CrnoBeHis; 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3MiHa y
BignosiganbHWn KOPOTKil XapaKTepucTuLi Nnikapcbkoro 3acoby, TEKCTI
3a BUPOOHMLTBO MapKyBaHHS! Ta iHCTPYKUii ANA MEANYHOro
"in bulk", 3acToCcyBaHHS Ha MiacTaBi perynsipHO OHOBIHOBAHOIO
NnepBUHHY Ta 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo gocnigxeHb
BTOPUHHY 3 Bes3nekn 3acTocyBaHHS NiKapcbkoro 3acoby B
ynakoBky: KOHiuem nicnapeecTpauinHuin nepiod, abo sk pe3ynbTaT OUiHKK
JlabopaTopiec 3BITY 3 OCNIOKEHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
Nimitea, IHaisa negiatpuyHmx gocrnimxkeHns (PIP) (iHwi 3miHn). 3miHn
BHECEHO B |HCTPYKLIito AN MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3giny "Bsaemopis 3 iHWyMu
nikapcbkumm 3acobamu Ta iHWi BUan B3aemogin"
BiAMNOBIAHO 4O OHOBMEHOI iHbopMaLlii Lwoao 6e3nekn
3acTocyBaHHs nikapcbkoro 3acoby. BeegeHHst 3aMiH
NpoTArom 6-TM MicSILIB Micnsi 3aTBEPAKEHHS
222. | HATPIO po34MH AN iHdysin, | ToBapucTBO YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minHu | 3a UA/8438/01/01
xnoeva 9 mr/mn no 100 mn 3 0BMexeHo My - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
abo 200 mn, abo obmexeHo BiAMOBIAANBLHICTIO dapmakoHarnsagy. BeegerHs abo 3aminn o
250 mn, abo 400 mn, | Bignosiganb dipma y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsgy
abo 500 mn y HicTIO dhipma "HoBodapm- (BBEOEHHS y3aranbHEHVX AaHWUX Npo CUCTEMY
nnsawkax; no 250 mn | "Hosodapm- BiocnHTes" dapmakoHarnsay, 3MiHa ynoBHOBaXeHOi ocobw,
abo 500 mn, abo BiocuHTes" BignoBiganeHoI 3a 34iMCHEHHS hapMakoHarnsaay;
1000 mn y nakeTax KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
3AiicHeHHs bapmakoHarnsigy B YkpaiHi, SKLLO0 BOHA
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBiganbHoi
3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
arnna cuctemu papmakoHarnsgy) 3mMiHa KOHTaKTHUX
[AaHnX YNOBHOBaXEHOI 0cOOU 3asiBHYMKA,
BiANoBiganbHoI 3a dapmakoHarnag. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
dapmakoHarnsgy Ta oro Homepa. 3MiHa Micus
34iiCHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
223. | HATPIIO PO34MH ANns iHdys3in B. BpayH HimeuwunH | B. bpayH Megikan Icnanisi/ BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHn | 3a UA/9611/01/01
xnoeumpy 0,9 %; no 100 mn y Menb3yHreH a CA, IcnaHis; HimeuunHa | Tuny - AgmiHiCTpaTuBHI 3MiHW. BunyyeHHs BupobHuyoi |  peuenmom
PO34YUH dnakoHi; no 20 Al Bupo6HuLTBO, OinbHUU (BkMOYaroum ginbHuui anst A®I, npomixxHoro
I30OTOHIYHU dnakoHiB y nepBrHHA Ta npoaykTy abo roToBoro nikapcbkoro 3acoby, AinbHULUi




134
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
10,9% B. KapTOHHiI kopobuyj; BTOPUHHA ONs NPOBEAeHHs NaKyBaHHS, BUPOOHMKa,
BPAYH no 250 mn, abo no ynakoBKa, BUMYCK BignoBiganbHOro 3a BMMNycK cepil, Micue NpoBeAeHHs
500 mn, abo no cepii: b. bpayH KOHTPOSO cepii) abo noctayanbHUka BUXIGHOTO
1000 mn y donakoHi; Menb3ayHreH AT, MaTepiany, peareHTy abo JONOMiKHOI pEYOBUHM
no 10 cnakoHis y HimeuuunHa; (AIKLLO 3a3HaYeHo y AOCE) BuAAneHHs BUpobHuka ans
KapTOHHiI kopooLi KoHTponk cepii: b. niroyoi pevoBmHK Sodium chloride «Vereinigte
BpayH Schweizerische Rheinsalinen AG», LLseliyapis. 3MiHn
Menb3yHreH AT, | Tuny - 3miHun 3 akocTi. Ceptudikat signosigHocTI/lE-
HimevuunHa cepTudikaT BiaNoBiaHOCTI €BpONenchbKin

dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUYYEHHS1 cepTudikaTa BignoBigHOCTI €Bponenchkii
capmakonei: gna Ad®l; gnsa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBiaHOCTI
€sponelicbkint hapmakonei) - OHoBneHnn ceptudikar
BiJ y)Xe 3aTBepAKeHOro BMpobHuka. MNogaHHs
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiln
dapmakonei Ne R1-CEP 2008-105-Rev 01
(3aTBepmkeHo: R1-CEP 2008-105-Rev 00) gns gitoyoi
pevoBuHM Sodium chloride Big Bxe 3aTBEpAXEHOro
BMPOBHMKa, Sk 3MiHMB Ha3By 3 AKZO NOBEL SALT
A/S, [aHis Ha DANSK SALT A/S, AaHis. 3MiHu | Tuny -
3MiHu 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikar BiaNOBIAHOCTI €EBPONENCHKIN
apmakonei/moHorpadii. NMoaaHHsA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBpoNeNnchKiln
capmaxkonei: gna A®l; ansa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTBCS y BUPOOHULTBI ADI; Ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikat
Bif] y>ke 3aTBepKeHoro BupobHuka. NogaHHs
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €EBpONenchKin
capmakonei Ne R1-CEP 2010-083-Rev 01
(3aTBepmkeHo: R1-CEP 2010-083-Rev 00) gns gitoyoi
pevoBuHM Sodium chloride Big Bxe 3aTBEpAXEHOrO
BMPOGHMKa, sIKUI 3MIHWB Ha3By (3aTBepxeHo: ESCO
France SAS (European Salt Company), ®paHuis;
3anponoHoBaHo: K+S FRANCE SAS, ®paHuis). 3miHn
| Tuny - 3miHn 3 sikocTi. CepTudikat BignosigHocTI/lE-
cepTudikaT BiaNoBiAHOCTI €BpONENChKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI €BpONenchkin
capmakonei: gna A®l; gnsa BuxigHoro
marepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOI pe4oBUHM (cepTudikaT BignoBigHOCTI
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

€Bponecbkin dapmakonei) - OHoBNeHu cepTudikaT
Bif y)ke 3aTBEpKEHOro BMpOOHUKa. MNogaHHst
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkin
tapmakonei Ne R1-CEP 2008-105-Rev 02 ans gito4oi
pevoBuHM Sodium chloride Big Bxe 3aTBEpAXEHOrO
BUpo6HMKa. B pamkax oHoeneHoro CEP Bigbynack
3MiHa Ha3Bu BnacHuka CEP 3 DANSK SALT A/S,
[Oania Ha Mariager Salt Specialties A/S., JaHia. 3miHu |
Tmny - 3MiHm 3 sikocTi. CepTudpikaT BignosigHOCTI/IE-
cepTudikaT BiaNnoBiaHOCTI €BpONEnchbKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUYYEHHS cepTudikaTa BignoBigHOCTI €EBponenchkin
capmakonei: gna A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BigNoBiAHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHuU cepTudikaT
BiJ y)Xe 3aTBepKeHOro BMpobHuka. MNogaHHs
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €EBPONENnChKin
dapmakonei Ne R1-CEP 2007-367-Rev 02 (
3aTBepakeHo: R1-CEP 2007-367-Rev 01) gns gitoyoi
pevoBuHM Sodium chloride Big Bxe 3aTBEpAXEHOrO
BUPOGHMKa, sikmin 3miHKB Ha3By 3 ESCO - EUROPEAN
SALT COMPANY GMBH & CO. KG, HimeyvunHa Ha
K+S MINERALS AND AGRICULTURE GMBH,
HimeyumHa.

224.

HEPBUIMJIEK
C-H

pPO34MH Ans iH'eKkuin,
no 2 Mn B amnyni;
no 5 abo 100 amnyn
y nayui; no 2 mn B
amnyni; no 5 amnyn
B GnicTepi; no 1
6nictepy B navui

MpusaTHe
akuioHepHe
TOBapuCTBO

"Nekxim-
Xapki"

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHM) OHOBEHHSI TEKCTY
MapKyBaHHS YNakoBKku nikapcbkoro 3acoby, a came:
BUITyYEHO iH(OPMaLito, 3a3HavYeHy pPOCiCbKO
MOBOI0, AOAAHO iHpOpMaLito NPO HAABHICTb NOroTUMNY
3asiBHUKa Ta BHECEHO HEe3HauHi pedakLUiiiHi npaBku No
TekcTy. TepMiH BBEAEHHSI 3MiH MpOTArom 6 micsuis
nicns saTBepaAXXeHHs

3a
peuernmom

UA/10373/01/01

225.

HIBECTUM

PO34MH ANs iH'ekuin
abo iHdysin no 30
mnH Of (300
mkr)/0,5 mn; no 0,5
My nonepeaHbo
3anoBHEHOMY
wnpwudi (I knacy)
MicTkicTio 1 mMn; no 1
abo 5 nonepeaHbo
3anoBHEHUX
wnpuuiB y érictepi
Y KapTOHHIV nayui

Mdpanzep
Eny.Ci.Ni.
Kopnopeww
H

CLA

BUNYCK cepii,
BMPOGHMLTBO "in
bulk", kOHTpOnb
cepii y npoueci

BUPOBHMUTBA,

TeCTyBaHHS
BUMYLLEHOI cepil,

TEeCTyBaHHs

cTabinbHOCTI,

TeCTyBaHHS

CTEPUIbHOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
XOCMIPA

Xopsaris/
Beneris

BHECEHHS 3MiH [0 peecTpauinHmMx maTtepianis: 3MiHu |

TMnNy - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS

Ta/abo agpecu 3asBHUKa (BNacHuKa peecTpauiniHoro
noceiayveHHs) - 3MiHa agpecu 3asBHUKa

3a
peuenmom

UA/15455/01/02
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
3AIPEB 4.0.0,,
Xopsaris
KOHTPOIb SIKOCTI,
TeCTyBaHHs
BUMYLLIEHOI cepil,
TeCTyBaHHs
cTabinbHoCTi:
SGS J1a6 CarimoH
CA, Benbris
226. | HIBECTUM PO34MH ANs iH'ekwin Mdparizep CWA BUNYyCK cepii, Xopsaris/ BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3miHu | 3a UA/15455/01/03
abo iHdysin no 48 Eny.Ci.NMi. BMPOGHMLTBO "in Benbrisa TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
mnH Of1 (480 Kopnopeww bulk", kOHTpOsb Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiniHoro
mkr)/0,5 mn; no 0,5 H cepii y npoueci noceigyeHHs) - 3MiHa agpecu 3asiBHUKa
My nonepeaHbo BMPOBHMLTBA,
3anoBHEHOMY TeCTyBaHHs!
wnpudi (I knacy) BUMYLLIEHOI cepil,
MicTkicTio 1 mn; no 1 TecTyBaHHSA
abo 5 nonepegHLO cTabinbHocCTi,
3arnoBHEHNX TeCTyBaHHs!
wnpuuis y énictepi CTepUIbHOCTI,
Y KapTOHHIW nayui nepBUHHE Ta
BTOPUHHE
nakyBaHHsI:
XOCTIIPA
3AIPEB 1.0.0,,
Xopsgaris
KOHTPOIb SIKOCTI,
TeCTyBaHHs!
BUNYLLEHOI cepii,
TeCTyBaHHs!
cTabinbHoCTi:
SGS Nab CanmoH
CA, Benbrisi
227. | HIBECTUM PO34UH ANs iH'eKuin Mdpanzep CLUIA BUMNYCK cepil, Xopsaris/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/15455/01/01
abo iHdysin no 12 Eny.Ci.NMi. BMPOGHMLTBO "in Benbrisa TMNy - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
mnH Of (120 Kopnopei bulk", koHTpOnb Ta/abo agpecy 3asiBHMKa (BNacHWka peecTpauiiHoro
mkr)/0,2 mn; no 0,2 H cepii y npoueci noceigyeHHs1) - 3MiHa agpecu 3asiBHUKa
M1y nonepeaHbLo BMPOBHMLTBA,
3anoBHEHOMY TECTyBaHHs1
wnpwudi (I knacy) BUNYLLEHOI cepii,
micTkicTio 1 mn; no 1 TEeCTyBaHHs
nonepegHL0 cTabinbHOCTI,
3anoBHEHOMY TeCTyBaHHs1
wnpuudy y 6nictepi y CTepUIbHOCTI,
KapTOHHIN nayui nepBrHHe Ta
BTOPUHHE
nakyBaHHs:
XOCTHIPA
3AIPEB [.0.0.,
Xopsgarisi
KOHTPOIb SIKOCTI,
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
TeCTyBaHHs
BUMYLLIEHOI cepil,
TeCTyBaHHs
cTabinbHoCTi:
SGS J1a6 CarimoH
CA, Benbris
228. | HOBAKCOH pO34uH ANg iH'ekuin, | ToBapucTeO YkpaiHa ToBapuctso 3 Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a UA/14098/01/01
125 mr/mn; no 4 mn 3 obmexeHo Tuny - 3MiHK Wwoao Ge3nekn/edeKTUBHOCTI Ta peuenmom
y donakoni; no 5 obmexeHow BiANOBIgANbHICTIO capmakoHarnsgy. BeegeHHs abo 3miHv oo
¢nakoHiB y Bignosiganb cbipma y3aranbHeHuX AaHux Npo cuctemy dapmakoHarnsgy
KOHTYPHIl HicTio chipma "Hosodapm- (BBEOEHHS y3aranbHEHVX AaHNX Npo CUCTEMY
YapyHKOBIN "HoBodapwm- BiocnHTes" capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
ynakoBui; no 1 abo BiocuHTes" BiANOBiganNbHOI 3a 34iNCHEHHST hapMakoHarnsgy;
MO 2 KOHTYPHI KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
YapyHKOBI YNaKoOBKM 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BOHa
y nayi 3 KapToHy BigMiHHa Big yNOBHOBa)eHO! 0cobu, BignosigansHoi
3a 3[iNCHeHHsA dhapmakoHarnsgy (BKrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemu hapmakoHarnsay) 3miHa KOHTaKTHUX
[aHUX YNOBHOBaXXEHOT 0COOM 3asiBHUMKA,
BignosigansHoi 3a chapmakoHarnsg. 3miHa
MicLie3HaxXo4XKeHHA MacTep-ganna cuctemm
bapmakoHarnsgy Ta noro Homepa. 3miHa micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dapmMakoHarnsay.
229. | HOBAKCOH pO34uH ANg iH'ekuin, | ToBapucTBO YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a UA/14098/01/02
250 mr/mn; no 4 mn 3 obmexeHo TMny - 3MiHKM Wopao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
y chnakoHi; no 5 obmexeHo BiANOBiganNbHICTIO dapmakoHarnsgy. BeegerHs abo 3amiHn o
dnakoHiB y Bignosigans dipma y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
KOHTYPHIl HicTio chipma "Hosodapm- (BBEOEHHS y3aranbHeHVX AaHWX Npo cUcTemy
YapyHKOBIN "HoBodapMm- BiocuHTes" dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
ynakosi; no 1 abo BiocuHTes" BignoBiganbHoI 3a 3aiMCHEHHS hapMakoHarnsaay;
Mo 2 KOHTYPHI KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHVKa Ans
YapyHKOBI yNaKoBKW 3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SKLLO BOHa
y navi 3 KapToHy BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBiganbHoi
3a 3[iNCHeHHA dhapmakoHarnsgy (BKnoYvaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
arna cuctemu papmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHUX YNOBHOBaXEHOT 0COOM 3asiBHMKA,
BiAnoBiganbHoI 3a chapmakoHarnsg. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
chapmakoHarnsgy Ta noro Homepa. 3miHa micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dapMakoHarnsay.
230. | HOBOKAIHY KpucTaniyHmn ToBapwuctBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | - UA/16369/01/01
OCHOBA MOPOLLIOK 3 obmexeHoto Tmny - 3MiHn 3 gkocTi. A®l. KoHTponb A®I. 3miHa y
(cybeTaHuis) y obmexeHo BiANoOBIganbHICTO napameTpax cneuudikauii Ta/abo AonycTUMKUX MEX,
MiLlKax BianoBiganb "OAPMXIM" BU3HA4YeHMX y cneumdikauisx Ha AdI, abo
nonieTuneHoBmx HiCTIO BUXiAHVIA/MPOMDKHUI NpoayKT/pearexT, Lo
ans "GAPMXIM" BMKOPUCTOBYIOTBCS Y npoueci BUpobHuutea API (iHwi
hapmaLeBTU4HOro 3MiHNn).
3acTOCyBaHHA BunyueHHs n. «Baxki meTanu» 3i cneuudikauii AdI,

Ta SIK HacNigoK, BUNYYEHHS 3 METOAIB KOHTPOSO
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
sIKOCTi. BBegeHHs 3MiH NnpoTsarom 6-Tm MicsLiB nicnst
3aTBEPAKEHHS
231. | HOBOKCHUKA | po3uuH gns iH'ekui, | ToBapucTBo YkpaiHa ToBapwucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a UA/12940/01/01
M 10 mr/mn; no 1,5 mn 3 obmexeHo Tuny - 3MiHK Woao G6e3nekn/edeKTUBHOCTI Ta peuenmom
y chnakoHi; no 5 oBGMeXeHo BignoBiganbHICTO dapmakoHarnsigy. BeenerHs abo 3MiHu go
¢nakoHiB y Bignosiganb cbipma y3aranbHeHuX AaHux Npo cuctemy dapmakoHarnsgy
KOHTYPHI HicTio chipma "Hosodapm- (BBEAEHHS y3aranbHEHVX AaHWX NPo cUCTeMy
YapyHKOBI "Hosodapm- BiocnHTes" apmMakoHarnsgy, amiHa yrnoBHOBaXeHoi ocobu,
ynakoBui; no 1 BiocuHTes" BignoBiganeHoi 3a 34iMCHEHHS chapMakoHarnsay;
KOHTYPHIl KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa nsi
YapyHKOBIV ynakosLi 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
y nayui 3 KapToHy BigMiHHa Big yNOBHOBa)eHO! 0cobu, BignosigansHoi
3a 34ilicHeHHs1 hbapmakoHarnsgy (BKrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
daiina cuctemm hapmakoHarnsay) 3miHa KOHTaKTHUX
[AaHnX YNOBHOBAaXEHOI 0COOU 3asiBHYMKA,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3miHa
MicLie3HaxXo4XKeHHA MacTep-ganna cuctemm
capmakoHarnsgy Ta horo Homepa. 3MiHa micus
3[iNCHEHHS OCHOBHOI AiSNbHOCTI 3 dapmakoHarnaay.
232. | HOBOHOPM TabneTkn no 2 mr no A/T Hoso Lanis [o3Bin Ha BMNyck Danis/ BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3MmiHu | 3a UA/1582/01/03
® 15 Tabnetok y Hopaick cepii: A/T Hoso HimeyvunHa Tuny - 3MiHK Wopo 6e3nekn/edeKTBHOCTI Ta peuernmom
6nicTtepi; no 2 abo 6 Hopaick, [aHis; dapmakoHarnsgy. 3miHa yactotu Ta/abo TepmiHiB
GnictepiB y Bupo6HMuTBO nofaHHs perynsipHo OHOBIOBAHUX 3BiTiB 3 6e3neku
KapTOHHIN naywi Hepo3dpacoBaHoro nikapcbkux 3acobiB. 3MiHa 4acTOTK NOAAHHSA
NPOAYKTY: perynsipHO OHOBMOBAHOIO 3BiTy 3 6e3neku. [itova
BepiHrep pegakuis:
IHrenbxanm YacTtoTa nogaHHs perynsipHo OHOBIOBAHOTO 3BiTY 3
dapma 'm6X i Ko. 6es3nekun 3 poku. KiHueBa aaTta Ansa BKIOYEHHSA OAHKX
KI, HimeuunHa; no PO3b - 31.12.2023.
BupobHumk Oata nogaHHsa 31.03.2023. NponoHoBaHa peaakuis:
BignoBigansHMn YacTtoTa nogaHHs perynsipHo OHOBIOBAHOTO 3BiTY 3
3a NepBuHHE Ta 6e3nekn 5 pokis
BTOPUHHE KiHueBa gata ans Bknto4YeHHs gaHux o PO36 —
nakyBaHH4: 31.12.2025. JaTa nogaHHs 31.03.2026.
KataneHt PekomeHgoBaHoO [0 3aTBepOXEHHS BiANOBIAHO A0
HimeuyunHa nepioanMYHOCTI NOAAHHSA perynsipHO OHOBIOBAHUX
LLlopHaopd 3BiTiB 3 6e3nekun nikapcbknx 3acobis y €C.
'M6X, HimeydyunHa
233. | HOBOHOPM Tabnetku no 1 mr, A/T Hoso HaHis [o3Bin Ha BMNyck OaHis/ BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/1582/01/02
® no 15 rabnetok y Hopaick cepii: A/T Hoso HimeuunHa My - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuenmom

6nicTepi; no 2 abo 6
6nictepiB y
KapTOHHIN nayui

Hopgaick, daHis;
BupobHuuTBO
Hepo3dacoBaHoOro
NpoaykTy:
Bepinrep
IHrenbxanm
dapma 'mbX i Ko.
K, HimeyuunHa;
BupobHumk
BiANoBiganbHUN

papmakoHarnsigy. 3miHa yactotu Ta/abo TepmiHiB
NOAAHHS perynsipHo OHOBITIOBAHUX 3BITiB 3 6e3neku
nikapcbkux 3acobiB. 3MiHa 4acTOTW NOSAHHS
perynsipHo OHOBIOBaHOro 3BiTy 3 6e3neku [itoya
penakuis: Yactota nogaHHs perynsipHo
OHOBMOBAHOTO 3BiTYy 3 6e3nekn 3 poku. KiHueBa gata
ONns BKMoveHHs aaHux go PO3B — 31.12.2023. [aTa
nopaHHs 31.03.2023. MNponoHoBaHa pefakuis:
YacToTa nogaHHs perynspHO OHOBIOBAHOrO 3BiTY 3
6e3neku 5 pokis. KiHueBa faTa Ans BKHYEHHS AaHWX
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
3a NepBuHHE Ta no PO3B — 31.12.2025. Oarta nogaHHsa 31.03.2026.
BTOPUHHE PekomeHaoBaHO [0 3aTBepAKEeHHS BiANOBIAHO A0
nakyBaHHsi: nepioaMYHOCTI NOAAHHS perynspHO OHOBIOBAHMX
KataneHt 3BiTIB 3 6e3nekun nikapcbkux 3acobis y €C.
HimeuunHa
WopHaopd
'm6X, HimevunHa
234. | HOBOCEBEH | nopotuok A/T Hoso Nanisa BMPOBHWK AjtoyoT Nanis/ BHECEHHS 3MiH A0 peecTpauiiHnx maTepianis: 3minu | 3a UA/5178/01/05
® nioginizoBaHun ang Hopgaick pPEeYOBUHN, Himeyumna TMNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom
NPUroTyBaHHs roTOBOro NPOAYKTY apmakoHarnsgy. 3miHa yactotu Ta/abo TepmiHiB
PO34UHY ANS iH'eKuin Ta BUPOBHUK, NOAAHHS PerynspHO OHOBITIOBAHUX 3BITiB 3 6e3neku
no 2 mr (100 KMO) 1 BignoBigansHUin nikapcbkux 3acobiB. 3MiHM y 4acTOTi NoAaHHS
CKNSIHUI (pnakoH 3 3a BUNycK cepii perynsipHoO 0OBMneHoro 3BiTy 3 6e3neku. [itoya
niocpinizoBaHnm roToBOro pepakuisa: Yactota nogaHHa PO3b — 3 poku; KiHueBa
NOPOLLKOM Y npoaykty: A/IT naTa ansa BkNYeHHs aaHux go PO36 — 31.12.2023
KOMMAeKTi 3 1 Hoeo Hopaick, p.; Data nogaHHa — 31.03.2024 p. NponoHoBaHa
nornepegHLo Oanisa, Oanis; pepakuisa: Yactota nogaHHsa PO3B — 5 pokis; KiHueBa
3anoBHEHUM ainbHUUA naTa ansa BkNYeHHs aaHux go PO36 — 31.12.2025
LUNPULOM, KU BUpOBHMUTBA, Ha p.; DaTta nogaHHa — 31.03.2026 p. PekomeHaoBaHo oo
MICTUTb 2 Mn SIKi NPOBOANTBLCS 3aTBEPAKEHHS BiAMOBIAHO A0 NEPIOAUYHOCTI NOAAHHSA
PO34YMHHMKA KOHTpOnb/BUNpoby perynsipHoO OHOBMOBaHMWX 3BiTiB 3 6e3nekun nikapcbKkux
(rictguH, Boga ons BaHHS cepil 3acobiB y €Bponericbkomy Cotosi
iH'EKL|iN), LUTOKOM roToBOro
MOpLUHS, npoaykty: A/IT
nepexigH1KoMm ans Hoso Hopgick,
cbnakoHa B Hatis;
iHOuBiayanbHin A/T Hoso Hopgick,
ynakoBLUi y LaHis; OinbHuus,
KapTOHHiIN kopooLi Ha siKin
npoBoAUTLCS
BUIOTOBIIEHHS
PO34YMHHUKA Y
nonepeaHLo
HanoBHEHOMY
Linpuui Ta “oro
nepBuHHe
nakyBaHHsi:
Bettep ®apma-
PepTiryHr TM6X
yHA Ko. KT,
HimeuuuHa;
LinbHuus
BMPOGHMLTBA, Ha
SKii NPOBOANTLCS
KOHTpOnb/BUNpoby
BaHHS PO34MHHUKA
y nonepeaHbo
HanoBHEHOMY
wnpwuui: Bettep
Papma-depTiryHr
"v6X yHa Ko. KT,
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

Hime4vuuHa;
LinbHnus
BMpOOHMUTBA, Ha
SKi NPOBOANTHLCA
BTOPUHHE
nakyBaHHsi
roToBOro
npoaykty: A/T
Hoeo Hopgick,
LaHia; OinbHuus
BUpOBHMUTBA, HA
SKi NPOBOANTHLCA
BUPOBHMLTBO
Hepo3dacoBaHoro
NpoAaykTy,
inbTpyBaHHS,
HaMoBHEHHSA Ta
nioginizauisa
nopotuky: A/T
Hoeo Hopgaick,
LaHis;
LinbHnus
BUpoBHMUTBA, HA
SKi NPOBOANTLCA
BUPOGHMLTBO
HeposdacoBaHoro
NpoAaykTy,
iNbTpyBaHHS,
HaMoBHEHHSA Ta
niodpinizavis
nopotuky: A/T
HoBo Hopgick,
LaHis

235.

HOBOCEBEH
®

MOPOLLIOK
nioginizoBaHwUn Ans
NpUroTyBaHHs
PO34MHY AN iH'eKUin
no 5 mr (250 KMO) 1
CKISIHWUI hnakoH 3
niocpinizoBaHNM
MOPOLLIKOM Y
KomnnekTi 3 1

A/T Hoso
Hopgaick

LaHia

BUPOGHMK Ajtoyoi
PEYOBMHM,
roTOBOro NPOAYKTY
Ta BUPOOHUK,
BianosiganbHUn
3a BMNYyCK cepin
roToBOro
npoaykty: A/IT
HoBo Hopgick,

Danis/
Himeyumna

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsgy. 3miHa yactotu Ta/abo TepmiHiB
nofaHHsi perynsipHo OHOBMIOBaHWX 3BITiB 3 6e3nekn
nikapcbkunx 3acobiB. 3MiHW y YacToTi NoAaHHs
perynsipHo 0oBreHoro 3BiTy 3 6e3neku. [itoya
pepakuisi: Yactota noganHs PO3B — 3 poku; KiHuesa
[arta ans BknoveHHs aaHux o PO36 — 31.12.2023
p.; Oata nogaHHsa — 31.03.2024 p. lNponoHoBaHa
pepakuisi: YactoTta nogaHHs PO3B — 5 pokis; KiHueBa

nonepegHLo [HaHis; ginbH1Us

3anoBHEHUM BUpOBHMUTBA, HA nata ans BkNYeHHs aaHux go PO3b — 31.12.2025
LUNPULIOM, SIKUA SIKi NPOBOANTLCS p.; Oata nogaHHsa — 31.03.2026 p. PekomeHaoBaHo Ao
MicTUTb 5 Mn KOHTpOnb/BUNpoby 3aTBEPAXXEHHS BiAMNOBIAHO A0 NepioguYHOCTI NoAaHHS
PO3YMHHMKA BaHHs cepii perynsipHO OHOBMIOBaHWX 3BiTIB 3 6e3neku nikapcbkux
(rictTuaumH, BOOa ons roToBOro 3acobiB y €sponeiicbkomy Cotosi

iH'eKLN), LUTOKOM npoaykty: A/IT

NOpPLLHA, HoBo Hopgick,

nepexigH1KkoM ans [HaHis;

3a
peuernmom

UA/5178/01/04
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

c¢nakoHa B
iHOVBiayanbHin
ynakosLi y
KapTOHHiI kopooLi

A/T Hoeo Hopagaick,
Oanis; OinbHuus,
Ha SKin
NPOBOANTLCS
BUIOTOBJIEHHS
PO34YMHHUKA Y
nonepegHsLo
HanoBHEHOMY
wnpuui Ta noro
nepBUHHE
nakyBaHHs:
Bettep dapma-
depTiryHr FTM6X
yHA Ko. KT,
Hime4vuuHa;
LinbHnus
BUpoBHMUTBA, HA
SKi NPOBOANTHLCA
KOHTPOMb/BUNPOBY
BaHHS PO34YMHHUKA
y nonepegHbo
HanoBHEHOMY
wnpuui: Bettep
Papma-depTiryHr
Mv6X yHa Ko. KT,
HimeuuuHa;
LinbHnus
BMPOGHMLTBA, Ha
SKii NPOBOANTLCS
BTOPUHHE
nakyBaHHsi
roToBOro
npoaykty: A/IT
Hoso Hopgick,
[HaHis; ginbHUUs
BUpOBHMUTBA, HA
AKi NPOBOANTLCS
BUPOOHMLTBO
Hepo3dacoBaHoro
npoAaykTy,
iNbTPyBaHHS,
HamnoBHEHHS Ta
niodpinizauis
nopotuky: A/T
HoBo Hopgick,
[anis

236.

HOBOCTE3U
H

PO34MH ONs iH eKLN,
no 5 mr/mn; no 5 mn
y cbnakoHax; no 5
nakoHiB y
KOHTYpPHin

ToBapucTBO
3
oBMexeHo
BianoBiganb
HicTIO dpipma

YkpaiHa

ToBapwucTBo 3
0oBGMeXeHOo
BiANoBiganbHICTIO
dipma
"HoBodapm-

YkpaiHa

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHeHVX JaHUX Npo cUcTeMy papMakoHarnsay
(BBEOEHHS y3aranbHEHWX AaHWUX Npo CUCTEMY

3a
peuerimom

UA/15457/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
YapyHKOBIN "HoBodapm- BiocnHTes" chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
ynakoBLi; o 2 BiocuHTes" BignoBiganbHoI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTYPHi YapyHKOBI KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa onsi
YyNakoBKM B Nayui 3 3aiicHeHHs hapmakoHarnsgy B YkpaiHi, SKLo BoHa
KapToHy; no 10 mn BiAMiHHA Bi# ynoBHOBaxeHOi ocobu, BianoBigansHoi
abo 20 mny 3a 34ilicHeHHs1 hapmakoHarnsgy (BKrovarym
c¢nakoHax; no 5 KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
nakoHiB y danna cuctemu apmakoHarnagy) 3mMiHa KOHTaKTHUX
KOHTYpPHil [aHUX YNOBHOBaXEHOT 0CO0M 3asiBHYMKA,
YapyHKOBIN BignosiganeHoi 3a chapmakoHarnsag. 3miHa
ynakosLj; o 1 MicLle3HaxoXXeHHsA MacTep-daiina cucremun
KOHTYPHI capmakoHarnsgy Ta horo Homepa. 3MiHa micus
YapyHKOBIN ynakoBLj 3[iiCHEHHS OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy
B NayLi 3 KApTOHY
237. | HOBOCTE3W | po3uunH ons iH ekuin, | ToBapucTeo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3MiHu | 3a UA/15457/01/02
H no 2,5 mr/mn no 200 3 obmMexeHow TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
MIT Y NAsiLWKax obmexeHo BiAMOBIAANBHICTIO dapmakoHarnsagy. Beegerns abo 3aminn o
Bignosiganb cipma y3aranbHeHuX A4aHux Npo cuctemy dapmakoHarnagy
HicTio dhipma "Hoodapm- (BBEAEHHSI y3aranbHEeHMX AaHUX NPo cUCTeMy
"Hosodapm- BiocnHTes" dapmakoHarnsay, 3MiHa YnoBHOBaXeHOi ocobu,
BiocuHTes" BiANOBIganNbHOI 3a 34iNCHEHHST hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
BigMiHHa Big ynoBHOBaxeHOi 0cobw, BianoBigansHoi
3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
aina cuctemu papmakoHarnsgy) 3mMiHa KOHTaKTHUX
[AaHuX YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
34iICHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
238. | HOBOCTE3WM | posuuH ans iH'ekuin, | ToBapucTBO YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/15582/01/01
H CNIHAN 5 mr/mn, no 4 mny 3 obmexeHoto Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
XEBI nakoHax; no 5 obmexeHo BignoBiganbHicTO capmakoHarnsigy. BeegeHHs abo 3amiHv oo
dnakoHiB y Bignosigans dipma y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsgy
KOHTYpPHIn HicTio dhipma "HoBoapm- (BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTEMY
YapyHKOBIW "Hosodapm- BiocnHTes" dapmakoHarnsay, 3MiHa ynoBHOBaXeHOi ocobw,
ynakosui; no 1 BiocuHTes" BignoBiganbHoI 3a 34iNCHEHHS chapMakoHarnsay;
KOHTYpPHIn KOHTaKTHOI 0cobu 3 hapMakoHarnsay 3asiBHVKa Ansi
YapyHKOBI ynakoBsLi 3AiNCHEHHS hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
y nayi 3 KapToHy BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosiganbHoi
3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
aina cuctemu papmakoHarnsgy) 3miHa KOHTaKTHUX
[AaHNX YNOBHOBaXEHOI 0COOU 3asiBHMKA,
BiANoBiaanbHOI 3a dapmakoHarnag. 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
dapmakoHarnsgy Ta oro Homepa. 3MiHa Micus
34iiCHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
239. | HOOTPOMIN PO34MH Ans iH'ekuin, HOCb Benbris Elicika ITania BHECEHHS 3MiH 40 peecTpauinHmx matepianis: 3MiHu | 3a UA/0054/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
® 200 mr/Mnno5mne | ®apma C.A. dapmacbioTukana TMNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom
amnyni; no 6 amnyn C.P.JL dapmakoHarnsagy (iHwi 3miHn) 3mMiHM BHECEHO A0
y bnicTepi; no 2 TEKCTY MapKyBaHHS NEPBUHHOT YMaKOBKMN MiKapCbKoro
6nictepun y nayuj 3acoby B n. 3. «<HOMEP CEPIi NNIKAPCbLKOIO
KapTOHHiIN; no 15 mn 3ACOBY», n. 4. «AATA 3AKIHYEHHA TEPMIHY
B amnyni; no 4 MPUOATHOCTI», n. 6. «IHWE» Ta oo Tekcty
amnynu y énicrepi; MapKyBaHHs1 BTOPMHHOI ynakoBku B M. 8. «OATA
no 1 Gnictepy y SAKIHYEHHA TEPMIHY NPUOATHOCTI», n. 12.
navui KapTOHHI «HOMEP PEECTPALIIMHOIO NOCBIAYEHHSA, n.
13. «<HOMEP CEPIi NNIKAPCbKOIO 3ACOBY», n. 17.
«IHLWE»
240. | OBITPEN® PO34MH ANs iH'eKLin Apec LLsenuapi Mepk CepoHo ITanis/ BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3miHu | 3a He UA/1175/02/01
no 250 mkr/0,5 mn, Tpengixr A C.n.A., ltanis LLsenyapis TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom nidnsie
no 0,5mny C.A. Mepk CepoHo Ta/abo agpecu MicLA NPOBaMKEHHS QiANbHOCTI ae
nonepegHL0 C.A., BiggineHHs y BUPOGHMKa/iMnopTepa rotToBoro sikapcbkoro 3acoby,
3anoBHEHOMY M. OBOHH, BKIIOYaK04M AinbHULI BUNYCKy cepii abo micue
wnpwui; no 1 LLiseninapisa NPOBEAEHHST KOHTPOIO AKOCTI. (LIANbHICTb, 3a AKY
nonepegHL0 BigMNoBigae BUPOOHMK/iMNoOpTEp, BKNOYAKUN BUMYCK
3anoBHEHOMY cepint) - 3miHa agpecu BupobHuka M3 Mepk CepoHo
LUNPULLY B KOHTYPHIl C.A,, BigginenHsa y m. OboHH. BBegeHHs 3MmiH
YapyHKOBIN ynakoBLj NpoTArom 6 mMicauis nicnsa 3aTBEpPPKEHHA
B KAPTOHHI Kopobui
241. | OKTAHIH @ NMOPOLLOK ANA OxTradapma ABcTpis OkTtadapma Himeyvumna/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/14330/01/03
1000 MO po34MHy Ans iH'ekuin | PapmauesT Oeccay M'm6X, AscTpis/ TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3aci6. peuenmom
no 1000 MO; vKa HimeuunHa ®paHuia KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
KapTOHHa Kopobka MpoaykTioHC (BupobHuk mMeToAax BUNpobyBaHHSA roTOBOrO fikapcbKoro 3acoby
Ne 1: no 1 dpnakoHy rec. M.6.X. (anbTepHaTMBHUIA) (iHwi 3miHW) BkntoveHHsA Cneumndikauii Ha po3YnHUK

emnicTio 30 mn 3
MOPOLLIKOM Ans
pO34MHY Ans

iH €KLiN; KApTOHHA
kopo6ka Ne 2: no 1
dnakoHy 3
PO34MHHMKOM (BoAa
ans iv'ekuin, 10 mn)
Y KapTOHHilA kopobui
pa3om 3
KOMMMEKTOM Ans
PO3YMHEHHS Ta
BHYTPILLHEOBEHHOTO
BBeAeHHS (1 wnpwy,
ofHopasosui, 1
KOMNIeKT Ans
nepexocy (1
ABYXKiHLieBa ronka,
1 dinbTpoBanbHa
ronka), 1 KOMnnekT
Ans iHgys3il (ronka-
MeTenuk), 2
NPOCOYEHNX
CMMPTOM TaMMoHK) y

, BionosiganbHui
3a BTOPWHHE
nakyBaHHs Ta

BidyanbHWI ornsg
nikapcbkoro

3aco0y,

BMPOGNEHOro Ha

HLLIMX BUPOBOHMNYMX
OiNbHULSX);
OkTadapma

dapmaveBTVKa

MpogaykTioHcrec

M.6.X., ABCTpist
(B1po6HuK,

BignoBiganbHUN

3a BUPOBHULTBO

3a NOBHUM
LIKIOM,

BKIOYa0um
BTOPWHHY

ynakoBKy Ta

BidyanbHWI ornsag
nikapcbKoro

3acoby,

(Bopa ans iH'ekuint) y cknag MeToAiB KOHTPOMO SKOCTi.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
naketi abo 6nicTepi; BUPOGEHOro Ha
kopoGku Ne 1 ta Ne DinbHUL
2 06’egHy0TbCSA MiXK OkTahapma,
Cco00t0 NNacTUKOBOID DdpaHLin);
NniBKO Oxktadapma,
PdpaHuis
(BMpoBHMK,
BignoBiganbHWn
3a BMPOBOHULTBO
3a NMOBHWM LIMKITOM
32 BUKITIOYEHHSAM
BTOPWHHOI
YNaKoBKW)
242. | OKTAHIH @ NMOPOLLOK ANA OxkTradapma ABcTpis OkTtadapma Himeyvumna/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/14330/01/02
500 MO pO34MHy ans iH'ekuin | PapmauesT Heccay MM6X, ABcTpisi/ Tmny - 3MiHKM 3 sikocTi. FoToBUIA Nikapcbkuin 3aci6. peuenmom
no 500 MO; mKka Himeyunna ®paHuia KoHTpOsb roTOBOro nikapcbkoro 3acoby. 3miHa y
KapTOHHa Kopobka MpoaykTioHC (BupobHuk mMeToAax BUNPobyBaHHSA roTOBOrO fikapcbKkoro 3acoby
Ne 1: no 1 donakoHy rec. m.6.X. (anbTepHaTUBHWIA) (iHwi 3miHK) BkntoueHHst Cneupndikauii Ha po34nHUK
emMHicTio 30 mn 3 , BignoBiganbHWi (Boga ans iH'ekuin) y cknag MeToaiB KOHTPOSO SKOCTI.

MOPOLLKOM Ansi
PO34MHY Ans

iH’ eKLi; KapTOHHAa
kopobka Ne 2: no 1
dnakoHy 3
PO34MHHMKOM (BoAa
ans iv'ekuin no 5
MI) Y KApTOHHIW
kopobui paszom 3
KOMMNIeKToM Ansi
PO3YMHEHHS Ta
BHYTPILLHEOBEHHOTO
BBeAeHHA (1 wnpwy,
ofHopasosui, 1
KOMNIeKT Ans
nepexocy (1
ABYXKiHLieBa ronka,
1 dinbTpoBanbHa
ronka), 1 KOMnneKT
Ans iHgys3il (ronka-
MeTenuk), 2
NPOCOYEHUX
CNVUPTOM TaMMoHK) y
naketi abo GnicTepi;
kopobku Ne 1 Ta Ne
2 06’efHy0TbCSA MiX
coboto NNacTMKoBOLO
NniBKO

3a BTOPWHHE
nakyBaHHs Ta
BidyanbHWi ornag,
nikapcbkoro
3aco0y,
BMPOGNEHOro Ha
HLLIMX BUPOBOHMNYMX
OiNbHULSX);
OkTadapma
dapmaveBTVKa
MpopaykTioHcrec
M.6.X., ABCTpist
(BnpobHuk,
BigNoBiganbHUN
3a BUPOBHMLTBO
3a NOBHUM
LIMIKIOM,
BKIHOYa04M
BTOPUHHY
ynakoBKy Ta
BidyanbHWIN ornsag
nikapcbKoro
3aco0y,
BMPOGNEHOro Ha
OinbHUL
OkTadapma,
PpaHuis);
OkTagapma,
DdpaHuis
(B1poGHuUK,
BianoBiganbHWn
3a BUPOBHULITBO

BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEePYKEHHSI
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

3a NOBHUM LIMKIOM

32 BUKITIOYEHHSIM
BTOPWUHHOI
YNaKoBKW)

243.

OPJIIN®

Kancynu Teepgi no
120 mr no 10 kancyn
y 6ricTtepi; no 3
6nictepu B
KapTOHHIN ynakoBLi

xn Em
dapmacbloT
ukanc JTa.

Ipysia

kn Em
dapmacbtoTukanc
Ira.

[pysis

BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu |
TMNy - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3MiHn go
y3aranbHEHUX AaHnx Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHWX Npo cUcTeMy
chapmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BigNoBiganbHoOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BoOHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 34ificHeHHs1 hapmakoHarnsgy (Bkroyarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
darna cucremn chapmakoHarnsgy) 3miHa
YNOBHOBa)eHOT 0cobU 3asiBHMKA, BignoBiganbHoi 3a
tbapmakoHarnag,.

[Hitoua pepakuis: fea OHonpiwsini / Dea Onoprishvili.
MponoHoBaHa peaakuis: Maiis Kastenagse / Maia
Kavteladze. 3miHa KOHTaKTHMX JAHMX YNOBHOBaXXeHOI
ocobu 3asBHUKA, BiANOBIAANbHOI 3a hapMakoHarnsag.
3MiHa Micue3HaxomkeHHs1 macTep-caina cuctemm
apmakoHarnsgy. 3miHa micus 34iNCHeHHsI OCHOBHOI
AiSnbHOCTI 3 dpapmakoHarnsay

3a
peuyerimom

UA/10148/01/01

244.

OPHIOA30I]1-
HOBO®APM

pO34MH Ans iHdY3in,
5 mr/mn; no 100 mn
y nnsawyi; no 1
nASwyi y nayui 3
KapTOHY

ToBapucTBo
3
obmexeHo
Bignosiganb
HiCTIO (pipma
"HoBogapm-
BiocuHTes"

YkpaiHa

ToBapucTtBo 3
0BMexeHo
BiAnoBiganbHICTO
dipma
"HoBodapm-
BiocuHTes"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHn |
TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLA NPOBaKEHHS QiANbHOCTI
BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
BKIIOMAK04M AinbHULI BUNYCKY cepii abo micue
NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy
BigMNoBigae BUPOOHMK/iMNOpTEp, BKNOYAKUN BUNYCK
cepiit) - 3miHa agpecu BUpo6HrKka ToBapucTBo 3
obmexeHoto BignosiaanbHicTio ipma "Hosodapm-
BiocnHTes". 3MiHM BHECEHO B iHCTPYKLiO Ans
MeAMYHOro 3acTOCyBaHHS NikapCcbkoro 3acoby y
po3ain "Micue3HaxoakeHHst BAPOOHMKa Ta agpeca
MicUsi MpoBaKEHHS NOro AisinbHOCTI" 3 BiANOBIAHUMY
3MiHaMu B TEKCTi MapKyBaHHS ynakoBOK. TepMiH
BBEAEHHS 3MiH - NPOTArom 6 MicsiliB nicns
3aTBEPOKEHHS

3a
peuernmom

He
nionsie
ae

UA/16647/01/01

245,

OPHIOA301-
HOBO®APM

PO34uH ANS iHdY3in,
5 mr/mn; no 100 mn
y nnsawuj; no 1
nnswyi y naygi 3
KapTOHY

ToBapucTBO
3
obmexeHo
BianoBiganb
HicTIO (hipma
"HoBodapm-
BiocuHTtes"

YkpaiHa

ToBapwucTBo 3
obmexeHo
BiANoBiganbHiCTIO
dipma
"HoBodhapm-
BiocnHTes"

YkpaiHa

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu |
My - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3miHn go
y3aranbHeHVX AaHnX Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaxeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
34icHeHHs bapmakoHarnsgy B YKpaiHi, SKLo BOHA

3a
peuenmom

UA/16647/01/01
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
3a 3[iMCHeHHA hapmakoHarnagy (BKoYvaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darina cuctemu hapmakoHarnsgy) 3miHa KOHTaKTHUX
[OaHNX YNOBHOBaXXEHOI 0COOU 3asiBHNKA,
BignoBigansHoi 3a chapmakoHarnsg. 3miHa
MicLie3HaxXo4KeHHA MacTep-ganna cuctemu
dapmakoHarnsay Ta noro Homepa. 3MiHa Micus
34iiCHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy

UA/13775/01/01

246.

OTOTOH®

Kpanni ByLUHi, no 16
ry dnakoHi; no 1
c¢nakoHy pasom 3
KpanenbHuLUeto y
navui 3 KapToHy

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHu |
Tuny - AgmiHicTpaTuBHI 3miHW. 3miHa Hassu APl abo
[OMOMDKHOI peqoBUHW. Y po3aini «Cknagy. 3MiHeHO
Ha3ey A®I 3 JligokaiHy rigpoxnopug Ha JligokaiHy
rigpoxrnopua MoHorigpar BiANOBIAHO 4O BUMOT Lito4mx
MoHorpadgint EP ta BP. 3miHu | Tuny - AgmiHicTpaTuBHi
3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu Micus
NpoBaAXXeHHS AiANbHOCTI BUPOOHMKa (BKMoYaouu, 3a
HeoOXiAHOCTI, MicLe NpoBeAEeHHS! KOHTPOIIO SKOCTI),
abo BnacHuka macTtep-canna Ha Adl, abo
nocravanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aCTOCOBYIOTbCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HaYeHOo
y AOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
hapmakonei y 3aTBepKeHOMY A0Ckbe, abo BUPOGHMKa
HOBOI JOMOMIDKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
pocbe). Mo posginy «Cknag». Hassy BUpo6HMKa
Lito40i pevoBUHU NigokaiHy rigpoxnopug aMiHeHo 3
Gufic Biosciences Ltd., IHaist Ha Gufic Biosciences
Limited, IHgis. 3miHu | TUny - 3miHu 3 akocTi. API.
KoHTponb A®Il. 3MiHa y napameTpax cneuudikain
Ta/abo [ONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHUIA/MPOMIXHUIA
npoayKT/peareHT, LU0 BUKOPUCTOBYIOTLCS Y NPOLIEC
B1pobHMUTBa A®I (iHWi 3miHn). Ona A®I Nigokainy
rigpoxnopug, Gufic Biosciences Limited, IHgis 3a
NoKasHUKOM «laeHTudiKkaLis» BUNYyYeHO NOCUNaHHA Ha
C83. IHdopMauisa Wwoao cTaHgapTHUX 3paskis, WO
BUKOPUCTOBYIOTbCA Anst aHanisy APl gogaetbcs B
poagini 3.2.S.5 CtaHgapTHi 3pa3ku abo peqyoBUHM.
3Minn | TUny - 3miHm 3 akocTi. APl. KoHTponb A®I.
3miHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMUX MeX, BU3HAYEeHUX y crneundikauisx Ha
A, abo BMXiOHWUIA/NPOMKHWIA NpoAYyKT/peareHT, LWo
BUKOPUCTOBYOTBCS Y npoueci BUpobHuuTea API (iHwi
3miHn). Ansa AdI JligokaiHy rigpoxnopua, Gufic
Biosciences Limited, IHOis 0o nokasHuka «3anuLuKoBi
KiNIbKOCTi OpraHivHMX pO34MHHKKIB» J0OaHO
HOPMYBaHHS aAneTunamiHy — He binbLue 0,1 %
BiZNOBIOHO [0 AOKYMeHTaUii BUpoOHuMKa. Bci iHLWi

NOKa3HMKM SAKOCTi 3anuiuaoTbest 6e3 3miH. 3MiHu |

6e3
peuenma
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

Tmny - 3MiHm 3 sikocTi. A®I. KoHTponb ADL. 3miHa y
meToaax BunpobysaHHs APl abo BuxigHoro
matepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuLTea Ad|
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BunpobyeaHHs). Ans A®I JligokaiHy rigpoxnopua,
Gufic Biosciences Limited, IHais 3a nokasHukom
«CynpoBiaHi AOMILLK1» BUMY4EHO nocunaHHs Ha C3
Ta goaaHo iHdopmalito Lwoao ineHTudikauii Jomiwok
Ta yMOB NpuaaTHOCTI XpoMaTorpadiyHoi cuctemm.
IHdbopMmaLisa Wwoao cTaHAapTHUX 3paskis, LLO
BUKOPUCTOBYIOTbCA Anst aHanisy APl gogaetbcs B
po3gini 3.2.5.5 CtangapTHi 3pa3ku abo pe4yoBUHN.
3MiHn | TUny - 3miHn 3 akocTi. APl. KoHtponb AdPI.
3MiHa y MeTofax BunpobyBaHHs APl abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPVCTOBYETbLCS y Npoueci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPAXEHUX MeToaax
BunpobyeaHHs). Ans A®I JligokaiHy rigpoxnopua,
Gufic Biosciences Limited, IHais 3a nokasHukom
«KinbkicHe BU3HaA4YEeHHA» METOAMKY NPpMBEAEHO A0
BUMOT MoHorpadii €® — Bunyy4eHo dopmyny
po3paxyHky. 3miHu Il Tuny - 3miHu 3 akocTi. API. (iHwi
3MiHW).

Y 3B’A3Ky 3 OTpMMaHHsAM Big BUpobHuka A®I JligokaiHy
rigpoxnopug, Gufic Biosciences Limited, IHgis
oHoBneHoro DMF SLBDL-2021-01 Ta nucTta KOHTpornio
3MiH. B nopiBHsHHI 3 3aTBepaxeHoto Bepcieto DMF,
Biabynuck 3miHM B cneumdikaLii, aHaniTM4HnX
MeToaMKax, OHoBMneHo po3gin 3.2.S.2.1 Bupo6Huk

247.

NAKNITAKCE
1 AKKOPQ

KOHLieHTpaT Ans
PO34MHy Ans
iHdpy3in, 6 mr/mn no
5 mn (30 wr), no
16,7 mn (100 mr), mo
50 mn (300 wmr) y
donakoHi; no 1
nakoHy y
KapTOHHiIl kopobui

Akkopg,
Xernckea
Moncka Cn.
3.0.0.

MonbLa

Bupo6HuuTBO
roToBOro
nikapcbKkoro
3aco0y,
BMPOBHMLTBO
bulk, nepsuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPOMb AKOCTi
cepii:
IHTac
dapmacbioTikans
Nimiten, IHais;
BTopuHHe
nakyBaHHs:
Akkopp, Xenckea
Nimiten, Benuka
BpuTaHis;
BionoeiganbHuii
3a BMNYyCK cepii:

Inpis/
Benuka
Bputanis/
ITanis/
YropwuHa/
MonbLla

BHECEHHS 3MiH 10 peecTpaLliiHix maTepianis: 3minHu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
apmakonei/moHorpadii. NMogaHHsA HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUINYyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKil
capmakonei: gna A®l; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHUMUTBI ADIl; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoCTi
€Bponevicbkin bapmakonei) - HoBuin ceptudikat Big,
BXe€ 3aTBepXeHOro BUpobHUKa - NoAaHHsi HOBOTO
cepTudikaTa BignosigHOCTi €Bponenchbkin
dapmakonei Ne RO-CEP 2021-455 - Rev 00 ansa Adl
nakniTakceny Bif BXe 3aTBEpPAXEHOro BUpobHUKa
INTAS PHARMACEUTICALS LIMITED, IHgis. 3miHu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
apmakonei/moHorpadii. NMoaaHHs HoBoro abo
OHOBIEeHOro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI EBpONenchKin

3a
peuernmom

UA/13924/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
Akkopg, Xenckea capmakonei: gna Adl; gnsa BuxigHoro
Ilimiten, Benuka matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BpuTtaHis; BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
BupobHuLTBO [OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
roToBOro €sponelicbkin hbapmakonei) - OHoBneHWn ceptudikar
nikapcbkoro Bifl y)Ke 3aTBepAKeHOro BUPOoOHMKa - NoAaHHSA
3acoby, nepBuHHE OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkin
Ta BTOPUHHE dapmakonei Ne R1-CEP 2012-385 - Rev 00
nakyBaHHs, (3aTBepmkeHo: RO-CEP 2012-385 - Rev 02) AdI
KOHTPOMb AKOCTI naknitTakceny Bif BXe 3aTBEPAXXEHOro BUpobHMKa
cepii INTAS PHARMACEUTICALS LIMITED, IHgis.
(anbTepHaTUBHUIA
BUPOBHMK): IHTac
dapmachbioTikanc
Nimiten, IHAis;
KoHTponb sKocTi
cepin: ACTpoH
Pesbopu JlimiTes,
Benuka BpuTaHis;
KoHTponb sKocTi
cepin:
NABAHANIBIC
C.P.N, Itanis;
KoHTponb sKocTi
cepin:
dapmasanig J1Ta.
MikpoGionoriuHa
naboparopisi,
YropLuHa;
BignosiganbHui
3a BMNYyCK cepii:
Akkopp, Xenckea
Moncka Cn. 3 0.0.
Cknap ImnopTepa,
MNonblwa
248. | NEF®IrPAC | po3sunH Ans iH'exuin, Mictpan AHrnis Bunyck cepii: lOTa | HimeuyuunHa/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/19748/01/01
TUM-BICTA 6 mr/0,6 mn; no 0,6 Kenitan dapma 'mbX, IHgis/ Tuny - 3MiHn 3 sikocTi. A®l. BupobHuuTBo. 3miHM B peuenmom
mn (6 mr) y MeHepxmeH HimeyuumHa; ABCTpis npoueci BupobHuutea API (iHwi 3miHKn) HesHauHi
nonepegHL0 T NimiTeq BUPOGHULTBO 3MiHM y BUpoBHUMYoMy npoueci ADI, a came 3MiHa Ha3B
HanoBHEHOMY roTOBOI NiKapCbKoi CVPOBWHM Ta YMOB 36epiraHHs CUpPoBUHU. 3MiHu | Tuny
winpuui; 1 dopmu, NnepBrHHa - 3miHu 3 akocTi. API. BupobHuuteo. 3MiHn
nonepeaHLo Ta BTOpPWHHA BMNpobyBaHb abo JoNyCTUMUX MEX Y NpoLeci

HanoBHEHWI LUNpULY
y 6nicTepi; no 1
6nictepy B navui

ynakoBka,
KOHTpOrb cepii:
IOCB MPAVBET
NIMITEL, IHgis;
KOHTpOrb cepii:
Benalla6a MbX,
ABCTpIst; KOHTPOrb
cepii: MIMNJ1
JlabopaTopist

BMpOGHMUTBa AQDI, Lo BCTAHOBNEHI Y crnieumdikaLisx
(BUNYYeHHS HecyTTeBOro BUNpobyBaHHA) BuaaneHHs
HecyTTEBOro TECTY, 3aCTOCOBaHOro ANs AOCNIAXEHHS
NMOBTOPHOIO BUKOPUCTaHHst Membpanu TFF nig yac
BMPOGHMLTBA KOHLLEHTPOBaHOIO PO34YnNHY
nercdinrpactumy. 3mim | Tvny - 3miHu 3 sikocTi. ADI.
Bupo6HuTBO. 3MiHM BUNpobyBaHb abo AonyCcTUMMX
MeX y npoueci BUpobHuutea AdI, o BCTaHOBNEH Y
crneungikauisx (iHwi 3mMiHW) BuaaneHHs HeCyTTEBOro
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

Mikpo6ionoriyHmx
nocnigpkeHb MMG6X,
ABCTpis

TeCcTy, 3aCTOCOBaHOro Ans A0CNiAKEeHHS NOBTOPHOIO
BUKOpUCTaHHS Membpanu TFF nig yac BupobHuuTea
KOHLIEHTPOBaHOro po34uHy nerdinrpactumy (
BM3HAYEHHS 3anuLLKy NPOAYKTY MiCNs O4UCTKN),
oHoBneHHs po3giny 3.2.S.2.5 Process validation.
3MiHn | TMny - 3MiHK 3 sikocTi. ADI. (iHWi 3miHK)
HesHayHi 3MiHK B aHaniTU4HI npoueaypi y npoueci
BMPOGHMLUTBA AD| (BU3HAYEHHS KOHLEHTpaUi
npoTeiny Yo ta BEPX meTogamu, TecTyBaHHS B
npoteci BUpoGHMLTBa 3 METO peecTpaLlii AaHWX Npo
Loy peYOoBUHY); OHOBIEHHS po3aginy 3.2.5.2.4
Control of Critical steps and intermediates. 3miHun |
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y
meTofax BunpobysaHHa A®l abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y npoueci BUpobHuutea Ad|
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNPOOYyBaHHS) HeaHayHi 3MiHW B aHaniTUYHI
MeToamui TecTy «[oMilKu i3 3apagamu, LWo
BiAPI3HAIOTLCA Big 3apadiB nerdinrpactumy» ans
KOHLUEHTPOBAHOIO PO34nHy nercpinrpactumy. 3minm |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA Nikapcbkmit 3aci6.
3MiHM y BUpobHMUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI AinbHMLI BUPpOBHMLTBA 4N YacTuHKU abo
BCbOro BUPOBOHMYOro NpoLiecy roToBOro NikapCbKoro
3acoby (iHwi 3miHn) [JooaBaHHS BUPOOHUKA
(anbTepHaTMBHOI AinbHULi Becton, Dickinson de
Mexico, S.A. of C.V., Mekcuka), BignosiganbHoro 3a
cTepunisauiio uiniHapa wnpuua 3 ronkor Ta
3axMCHOro KoBnayka ronku. 3miHu | Tuny - 3miHm 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BUPOOHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
AinbHWUI BUpobHULTBa AN YacTuHu abo BCbOro
BUPOGHMYOro NpoLEecy roTOBOro Nikapcbkoro 3acoby
(iHwi 3miHN) [logaBaHHA BUPOGHMKa (anbTepHaTUBHOI
ninbHuui Sterigenics, CLUA), BignosiganbHoro 3a
cTepunisauito NNyHXepHOro ctonopy wwnpuua. 3miHu |
TMny - 3MiHK 3 SKocTi. [oTOBMIN Nikapcbkui 3acib.
KoHTpOmb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS rOTOBOTO fikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax
BMNpoOyBaHHSA) He3HayHi 3MiHW B aHaniTU4Hin
MeToauui TecTy «[Jomillku i3 3apsigamu, Lo
BiApi3HAIOTLCA Big 3apaaiB nerdinrpactumy» aons
KOHLIEHTPOBaHOro PO34uHy nerdinrpactumy (3mMiHu Ao
po3ainy: po34nH Ans Nepesipkv NpUAATHOCTI CUCTEMM
- SST po3yuH 1)

249.

NPEBEHAP®
13/

PREVENAR®
13 BAKLUMHA

cycneHsisa ans
iH’ekuin; no 1 goasi
(0,5mn)y
nonepeaHLO

Mdparnzep
Eiy.Ci.Mi.
Kopnopei
H

CLA

Mdpansep
MeHiodekdypuHr
Benbria HB,
Benbris; MNdansep

Benbrisi/
Ipnangis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3ararnbHeHVX aHuX Npo cucTeMy dapmakoHarnsgy

3a
peuerimom

UA/15864/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
NMHEBMOKOK | HanoBHeHOMY lpneng (BBEAEHHSI y3aranbHEHMX AaHMX NPO CUCTEMY
OBA wnpuui; no 1 dapmaceyTukanc, apmMakoHarnsagy, amiHa ynoBHOBaxeHoi ocobu,
NMONICAXAP nonepegHL0 IpnaHgis BignoBiganeHoi 3a 34iCHEHHS chapMakoHarnsay;
WOHA HanoBHEHOMY KOHTaKTHOI 0CO0M 3 (hapMakoHarnsigy 3asiBHUKa Ans
KOH’IOFOBA | wnpwuuy Ta ogHin 3AiNCHEHHNA hapmakoHarnsgy B YKpaiHi, SKLLO BOHa
HA BiJOKpPEMIIEHIN ronui BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
(TPUHAQLUAT | B iHamBigyansHomy 3a 34ilicHeHHs1 hapmakoHarnsgy (BKroYarym
WUBAJIEHTHA | 4yoxniy 3akputomy KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
AOCOPBOBA | nnactukoBomy darina cuctemu hapmakoHarnsgy) 3miHm go
HA) KOHTelHepi; no 1 y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnagy
nnacTMKOBOMY 3asiBHMKA
KOHTENHEpPY Y
KapTOHHiIN kopobLi
250. | NPEAYKTAN TabneTkn, BKpUTI TOB YkpaiHa INa6opaTopii Ceps' PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/3704/02/01
® MR NnNiBKOBOO "CepB'e € IlHpacTpi, Monblwa TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
06onoHKolo, 3 YkpaiHa" dpaHuis; tapmakoHarnagy. 3miHa yactotu Ta/abo TepMiHiB
MoamndikoBaHNM AHOAPM NOAAHHS PerynspHO OHOBIIIOBAHUX 3BITiB 3 6e3nekn
BUBINbHEHHSAM Mo 35 MignpnemcTteo nikapcbkux 3acobis - 3MiHM y YacToTi Ta gaTax
mr; no 30 TabneTok dapmaueBTUYHE NoAaHHs PerynsipHo OHOBMIOBAHOIO 3BiTYy 3 6e3neku.
y 6nicTepi; no 2 AT, MNonbwa Litoua pepakuis: YactoTa nogaHHsa perynspHo
6nictepu y kopobui 3 OHOBIOBaHOro 3BiTy 3 6e3neku 1 pik.
KapTOHY KiHueBa gata ans BknoyeHHs gaHux ao PO36 -
06.08.2018 p. Oata nogaHHs - 15.10.2018 p.
MponoHoBaHa pepakuis: YactoTa nogaHHst perynsipHo
OHOBIOBAHOrO 3BiTYy 3 6e3nekun 3 poku.
KiHueBa gata ans BkntoyeHHst gaHnx go PO3b -
06.08.2023 p. JaTa nogaHHs - 04.11.2023 p.
PekomeHgoBaHoO [0 3aTBEpOXEHHS BIANOBIAHO A0
nepioaNYHOCTI NOAAHHS PerynspHO OHOBIIOBAHMX
3BiTiB 3 6e3neku nikapcbkux 3acobis y €C.
251. | NPEMIAuUN renb Ans Mdbanszep CLUA Mdpanszep Benbrisa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a UA/9727/01/01
eHAoLepBiKanbHoro IHK. MeHtodek4ypuHr TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
BBeAeHHs, 0,5 mr/3 Benbris HB Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
r,no3rrenos noceigyeHHs) - 3MiHa agpecu 3asiBHUKa
0HOPa3oBOMY
Lwnpwui; no 1
Lwnpuuy B
OnicTepHin ynakosLi
Ta 1 cTepunbHoOMy
KaTeTopy B
onicTepHin ynakosLi
B KapTOHHII kopobui
252. | NPEMIAuUN renb Ans Mdbanzep CLUA Mdpansep Benbrisa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu | 3a UA/9727/01/01
eHoLepBiKanbHOro IHK. MeHtodek4ypuHr Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta peuernmom
BBeaeHHs, 0,5 mr/3 Benbris HB dapmakoHarnsgy. BeenerHs abo 3miHn go

r,no 3 rrenoB
0QHOPa30BOMY
wnpwui; no 1
Lwnpuuy B
OnicTepHin ynakosLi
Ta 1 cTepunbHOMy

y3aranbHeHVX AaHnX Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaxeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
34icHeHHs bapmakoHarnsgy B YKpaiHi, SKLo BOHA
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
KaTeTopy B BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
GnicTepHin ynakosLi 3a 3filcHeHHs1 hbapmakoHarnsgy (Bkroyaym
B KAPTOHHI Kopobui KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darina cuctemu hapmakoHarnsgy) 3miHn go
y3aranbHeHUX AaHux Npo cuctemy chapmakoHarnsgy
3asBHUKA
253. | MPIOPUKC™ nioginizat Ans "makcoCmit Benuka nakcoCmiTKnsanH Benbrisa BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a UA/13694/01/01
/ PRIORIX™ po34nHy ans KnanH BputaHis Bionoaxikans C.A. Tuny - 3MiHM 3 siKocTi. FoTOBWI Nikapcbkuii 3acib. peuernmom
KOMBIHOBA iH'ekuin; 1 EkcropT Cucrtema KoHTelHep/3akynoptoBarbHui 3acib. 3miHa y
HA MOHOO030BMIN JlimiTeq MeTofax BUNpobyBaHHS NepPBMHHOT YNaKOBKN FOTOBOrO
BAKLIMHA dnakoH (1 gosa) 3 nikapcbkoro 3acoby (iHLi 3MiHW) YCyHeHHs
onsa nioginizatom y po36iXkHOCTEN MiXK peecTpaLinHM JOCbE Ta
MPO®ITAKT KOMNAEKTi 3 BHYTPILLUHIMKX onepauintHUMN MeTOANKAMM Y TEKCTI
WUKU KOPY, PO34YMHHMKOM (BOAA meToAy BmicT eHaoTOKCHHIB ANns po3ynHHMKka Boaa
EMIAEMIMHO | gns iH’ekuin) y ons iH'ekuin. bes 3aMiH y meToai BUNpoGyBaHHS.
ro nonepeaHLo YTOUHEHHS WoAo maTepiany Nnpobky NOpLUHSA LWnpuua
NAPOTUTY HanoBHeHOMY B OMWCi NEPBMHHOI YNaKOBKUN Ta BUITyYEHHS iHpopmaLlii
TA Lnpuui Ta gBoma LLOA0 nocTavarnbHUKa NEPBUHHOI YNAKOBKN.
KPACHYXU rofikamu B KapTOHHIN Pepakuinni npaeku y BUKNageHHi iHcbopmauii gns
kopo6ui; 100 nokasHmka MexaHiyHi BKIIOYEHHS NPy KOHTPOni
MOHOZ030BaHMX (1 NepBUHHOI ynakoBku. 3MiHu | Tuny - 3MiHK 3 sIKOCTI.
[03a) hnakoHiB 3 [oToBwMI nikapcbkuii 3aci6. KoHTponb A4ONOMIXKHUX
nioginizatom y peyoBuH. 3MiHa y MmeTofax BUNpobyBaHHS JOMOMIXKHOI
KOMNNeKTi 3 pPeYOBUHY (iHLLI 3MiHW) YCYHEHHS1 pO36iXXHOCTEN MiXk
PO34YMHHMKOM (BOAA peecTpaLiiHUM AOCbE Ta BHYTPILLHIMKW onepauinHuMm
Ons iH'ekuin) B MEeTOAMKaMM y TEKCTi MeToay BU3HAYEHHSI BMICTY
amnynax Ne 100 B aepobHux MikpoopraHiamis y Amino Acids for Injection.
okpemin ynakosui; 1 Be3s 3miH y MeTogi BUNpobyBaHHs
MynbTUA030BaHUIA
nakoH (2 gosu) 3
niocpinizatom y
KOMMMEKTi 3
PO34MHHMKOM (BoAa
Ans iH’ekuin) B
amnyni; no 100 wTyk
dnakoHiB Ta amnyn
B OKpEMMX Kopobkax
254. | NPIOPUKC- niocpinizoBaHui makcoCwmit Benwuka "nakcoCmiTKnanH Beneris BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3miHu | 3a He UA/16549/01/01
TETPA NOpPOLLOK AN KnsanH BpuTaHis Bionogxikans C.A. Tuny - AOMiHicTpaTuBHI 3MiHW. 3miHa Ha3BuK peuenmom nionsiz
KOMBIHOBA iH’ekuin; 1 onakoH 3 Ekcnopt nikapcbkoro 3acoby - 3miHM 40 Ha3BW Nikapcbkoro ae
HA MOPOLLIKOM Y Timiteq 3acoby CTOCOBHO BugarneHHsi cumsony TM
BAKLUUHA KOMNNEKTi 3 3ateepaxeHo: NPIOPUKC-TETPA™ Komb6iHoBaHa
ana PO34MHHMKOM (BOAA BakumMHa Ans npodinakTuku kopy, enigemiyHoro
MPO®INAKT Aans iH’ekuin) no 0,5 napoTuUTy, KpacHyxu Ta BITPSHOI BiCcnu, XuBa
WUKU KOPY, mn (1 posa)y aTeHywoBaHa; 3anponoHoBaHo: NMPIOPUKC-TETPA
ENIOEMIYHO | nonepegHbo KombGiHoBaHa BakuuHa Anst npodpinakTuku kopy,
ro HarnoBHeHOMY enigeMiyHoro NapoTuTy, KpacHyXu Ta BiTPAHOI Bicnun,
NAPOTUTY, winpuui (y KoMnnekTi XMBa aTeHynoBaHa; 3miHu | Tuny - 3miHn wopao
KPACHYXU 3 ABOMa ronkammu 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi
TA BITPAHOI | a6o 6es ronok) a6o 3MiHM) - 3MiHW BHECEHI 4O TEKCTY MapKyBaHHS
BICIU, y amnynax y nepBUHHOI YNakoBKM Nikapcbkoro 3acoby Ao n. 4 Ta Ao
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
XUBA BaKyyMHin TEKCTY MapKyBaHHS1 BTOPUHHOI YMaKOBKW MikapCbKoro
ATEHYMOBA | ctepunbHiii 3acoby go n. 2, n. 4, n. 8; 3minu Il Tuny - 3miHu Wwopgo
HA ynakoBui; no 1 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3MiHu y
BaKyyMHin KOPOTKii XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTI
CTepUIbHIV yNnakoBLi MapKyBaHHS Ta IHCTPYKUiT ANS MeAN4HOro
Y KapTOHHI KopobLi; 3aCTOCyBaHHS y 3B’A3KY i3 HOBMMMW JAHUMMU 3 SIKOCTI,
1 conakoH 3 LOKMIHIYHUMW, KMiHIMHUMW JaHUMK Ta AaHUMK 3
MOPOLLIKOM Y apmakoHarnsay - 3MiHM BHECEHi A0 iHCTPYKLiT Ans
KOMMMeKTi 3 Me[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
PO34YMHHMKOM (BOAA po3ainis "IMyHonoriyHi i GionoriyHi BnacTueocTi”,
ans iH'ekuin) no 0,5 "MpoTnnokasaHHs", "OcobnmnBoCTi 3acToCcyBaHHA" Ha
mn (1 gos3a) y nigcTaei OHOBNEHOI iHGopMaLii 3 6e3neku, Lo
nonepegHL0 MICTUTBCS Y KNiHIMHOMY OrnsA4i, OHOBIIEHIN KOPOTKIN
HaMnoBHEHOMY XapaKTepucTuULi Ha npenapar, HagaHux y cknagi
LUNpULi Y BakyyMHin MaTepianis peecTpauinHoro 4ocke
CTEPUnbHIN
ynakosui; no 1
BaKyyMHin
CTEPUIbHIN ynakoBLi
Y KapTOHHI Kopobui;
1 cbnakoH 3
NMOPOLLIKOM Y
KOMMIEKTi 3
PO34YMHHKKOM (BOAA
Aans iH’ekyin) no 0,5
mn (1 gosa) B
amnyni y BakyyMmHiun
CTEepUnbHIn
ynakosLi; no 1
BaKyyMHiIn
CTEPUIbHIN ynakoBsLi
Y KapTOHHI KOpoobUi
255. | NPOrPA®® KOHUeHTpaT ans AcTtennac HigepnaH Actennac lpnang Ipnangis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/4994/01/01
NpUroTyBaHHSA dapma an Ko. Iltg Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
po34nHy Ans tOpon B.B. dapmakoHarnsagy. BeegerHs abo 3aminn o

BHYTPILLHBOBEHHOIO
BBeAEHHSA, 5 Mr/mn
no 1 mn B amnyni;
no 10 amnyn y
NNacTUKOBIN
YapyHKOBIN
ynakosui; no 1
ynakoBLi B
KapTOHHIN nayui

y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsay
(BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTEMY
cbapmakoHarnsigy, 3miHa ynoBHOBaXKeHoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ansi
3AiicHeHHs bapmakoHarnsigy B YkpaiHi, SKLLO0 BOHA
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosigansHoi
3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaudm
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
parnna cuctemu papmakoHarnsgy) 3mMiHa KOHTaKTHUX
[AaHNX YNOBHOBaXEHOI 0COOU 3asiBHMKA,
BifNoBiganbHoi 3a hapMakoHarnag. 3miHa KOHTaKTHOI
ocobu 3asiBHUKA, BiANOBIAanbHOI 3a hapMakoHarnsg B
YkpaiHi. [itoya pegakuisi: Bipcta Onbra BacunisHa.
[MponoHoBaHa peaakuisi: BoTeHko AHTOH
[eoprinoBmy. 3MiHa KOHTAKTHUX JAHWUX KOHTAKTHOI
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
ocobu 3asBHUKa, BiANOBIAanbHOI 3a hapMakoHarnsg B
YKpaiHi
256. | MPOKTO- cynosuTopii Pekopaarti Ipnangis Henbdapm FOHIHP PdpaHuis/ BHECEHHS 3MiH [0 peecTpauifHMx maTtepianis: 3MiHu | 6e3 nidnsie UA/4678/02/01
rMIBEHON pekTarnbHi; no 5 Aineng Nnta C.A.C., PpaHuis ITanis Tuny - 3MiHM 3 siKocTi. FOTOBWI Nikapcbkuii 3acib. peuenma ae
CynosuTopiie y 3ETA 3MiHM y BUpPOBHMUTBI. 3MiHM y npoueci BUpobHULTBa
6nictepi; no 2 DOAPMACEBTIMI roTOBOro NiKapCcbKoro 3acoby, BKIYa4M NPOMiKHUIA
6nictepu B C.IN.A., Itanis NPOAYKT, L0 3aCTOCOBYETHLCS NPY BUPOOHULITBI
KapTOHHiI kopobui TEMMIJIEP rOTOBOIO fikapcbKkoro 3acoby (He3HayHa 3MmiHa y
ITANIA C.P.JI,, npoveci BMpobHmuTea) - HeaHayHa 3miHa y npoLeci
ITanisa BMPOGHMLTBA, a came pPO3nraBrieHHs Ta OXONOAXKEHHS

TBEPAWX XMpiB BiAOYBaETbCA B rOMOreHizaTopi
3MmiLLyBaYi 3 perynboBaHo TeMrnepaTtypoto To6To B
OCHOBHOMY pe3sepByapi. CynoavTopHa maca
36epiracTbCsa B pesepByapi — HakonuvyBsaui [ns
HoBoro BnpobHuka Temmnep Itanis C.P.J1.
po3nnaBneHHs Ta OXONOMKEHHS XUPY BiAOyBaeTbCA B
oKkpemomy obnagHaHHi (TepmocTarti), NoTiM
pO3nnaBreHi X1Upy NepeHocATb y roMoreHisaTop
(3millyBay) 3 KOHTPONLBAHOK TEMNEPaTypPOIo.
BBeneHHs 3MiH NnpoTarom 6-Tu MicauiB nicns
3aTBepAKeHHst; 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. 3MiHK y BUPOGHULTBI. 3MiHN Y
npoLeci BUPOGHMLTBa rOTOBOrO NikapCbKoro 3acoby,
BKITHOYA04M MPOMIDKHWIA NPOAYKT, LLO 3aCTOCOBYETHLCSH
npy BUPOOHWLITBI rOTOBOrO MikapCbKoro 3acoby
(He3HayHa 3MmiHa y npoueci BUpobHuuTBa) - HesHayHa
3MiHa y npoueci BUpobHuULTBa, Ha cTagii PinbTpauis
Ta Po3nuB, a came cynoavTopHa maca 36epiraeTtbcs B
pes3epByapi — HakonuyyBadi. [rs HOBOro BUpobHMKa
cynosuTopHa maca 6esnocepeaHb0 nepeaaeTbcs B
ByHkep niHii po3nuBy (6e3 pe3sepByapa Ans
36epiraHHsi). BBeeHHs 3MiH NpOTArom 6-Tn MicsiLiB
nicnsi 3aTBepaKeHHs; 3MiHn | Tuny - 3MiHKU 3 SKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHN Y BUPOBHULTBI.
3miHa po3Mipy cepii (BKko4aoym AianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acofy (36inbLeHHs 40
10 pasiB NOPIBHSHO i3 3aTBEPHKEHNM PO3MIPOM) -
BeeneHHs pomip cepii
ans BupobHuka 113 Temmnep Itanis C.P. J1. 450 «r,
225,000 cynn.
3aTBEPOXKEHO
Denbdapm HOHiHF C.A.C.

DdpaHuis
240 kr, 120,000 cynn.
3ETA ®APMACEBTIYI C.MN.A., ITanis
600 «kr, 300,000 cynn.
3anpornoHOBaHo
Denbdapm HOHiHF C.A.C.

DdpaHuis
240 kr, 120,000 cynn.
3ETA ®APMACEBTIMI C.M.A., ITanis
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
600 «r, 300,000 cynn.

Temmnep Itania C.P. 1.
450 kr, 225,000 cynn.
BBepneHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBEPOKEHHS;
3MiHuM | TUNYy - 3MiHK 3 AKkocTi. FoToBUIA NikapCbKKin
3aci6. 3MiHM y BUpoOHULTBI. 3MiHa imnopTepa/3aMiHu,
LLO CTOCYIOTBbCS BUMYCKY Cepil Ta KOHTPOIO SKOCTi
roToBOrO fikapcbKkoro 3acoby (3amiHa abo foaaBaHHSA
BMpPOGHMKa, WO BigNoBigae 3a BBe3eHHs Ta/abo
BUNYCK cepii) - Bkrtoyaoum KoHTponb/BunpobyBaHHs
cepii - BBeaeHHs anbTepHaTuBoro BupobHuka M3
Temmnep Itanis C.P.J1. Bia genne IHgacTpi, 2, 20061,
Kapyrate (MI), ITanis, wo Bignosigae 3a BMNyck cepii,
BKITHOYa04YM KOHTPOSL/BMNPOBYBaHHSA cepii; 3MiHK
BHECEHO B iHCTPYKLUil0 ANt MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu «BrnpobHuk» Ta
«MicuesHaxomkeHHs1 BUpoGHMKa Ta agpeca Micus
NPoBafXXeHHA NOro AisNbHOCTI» 3 BiANOBIGHUMMN
3MiHaMK y TEKCTi MapKyBaHHS YNaKOBKMN MiKapCbKoro
3acoby (qoaaBaHHsA anbTepHaTUBHOIO BUPOOHMKA).
BBegeHHs 3MiH NpoTArom 6-Tn MicauiB nicns
3aTBepAKeHHs; 3MiHu | Tuny - 3miHK 3 akocTi. FoToBuMIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa abo
BBEAEHHS 0AaTKOBOI AinbHULi BUpobHULTBa Ans
YacTMHKU abo BCbOro BUPOGHMYOro MpoLiecy roToBOro
nikapcbkoro 3acoby (AinbHWUUS Anst NePBUHHOTO
nakyBaHHs1) - BBeeHHs anbTepHaTMBOro BUPOGHMKa
113 Temmnep Itania C.P.J1. Bia genne IHgacTtpi, 2,
20061, Kapyrate (M), ITanis ans nepsuHHOro
nakyBaHHs1. 3MiHW BHECEHO B iHCTPYKLito Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ginu «BrupobHuk» Ta «MicueaHaxogKeHHs
BMPOGHMKa Ta agpeca Micus NpoBagXeHHSs! Aoro
LiSANbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTI
MapKyBaHHS YNMakoBKW fikapCbKoro 3acoby
(mogaBaHHs anbTepHaTVBHOIO BUPOOHMKa). BBeaeHHs
3MiH NPOTArom 6-Tu MiCSILB MiCNs 3aTBEPKEHHS;
3miHu | TMny - 3miHKM 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. 3MiHKM y BUpoOHUUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUPOOHMLTBA ANA YacTuHU abo
BCbOro BUPOBHMYOro NpoLiecy roToBOro fikapCbKoro
3acoby (AinbHULS, Ha sk NpoBOAATbLCS ByAb-siKi
BMPOBHWYI CTagii, 338 BUHATKOM BUIMYCKY Cepil,
KOHTPOIH SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs1, ANl HECTEPUIbHUX NiKapCbKUX 3acobiB) -
BBepneHHs anbTepHaTnBOro BUpooHuka MN3 Temmnep
ITanis C.P.J1. Bia genne Ingactpi, 2, 20061, Kapyrate
(MI), Itanisi. 3MiHM BHeceHO B iHCTpyKLUilo Ansi
MeOMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ginu «BupobHuk» Ta «Micue3HaxomKeHHs
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
BMpOGHMKa Ta agpeca Micus MpoBagXeHHs Aoro
LiSiNbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHs yakoBKM NikapCbKoro 3acoby
(BopmaBaHHs anbTepHaTMBHOMO BUPOGHWMKA).
BBeaeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHs1; 3MiHK | Tuny - 3miHK 3 AkocTi. FoToBMI
nikapcbkuii 3aci6. 3miHn y BUpobHMuTBi. 3amiHa abo
BBEAEHHS 0AaTKOBOI AiNbHULi BUpobHULITBa ANs
YacTuHM abo BCbOro BUPOBGHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (ginbHUUA AN BTOPUHHOIO
nakyBaHHs1) - BBeeHHs anbTepHaTMBOro BUpOGHMKa
N3 Temmnep Itanis C.P.J1. Bia genne IHaacTpi, 2,
20061, Kapyrate (Ml), ITanis ginbHuus gns
BTOPWHHOIO MaKyBaHHA. 3MiHVW BHECEHO B iHCTPYKLItO
ONst MEAMYHOro 3aCTOCYBaHHS nikapcbkoro 3acoby y
po3ainu «BupobHuk» Ta «Micue3HaxomkeHHs
BMpOBHVKa Ta agpeca Micus NpoBagXXeHHs 11oro
DiSNbHOCTI» 3 BiANOBIOHUMW 3MiHAMW Y TEKCTI
MapKyBaHHs! yakoBKM NikapCbKoro 3acoby
(mopaBaHHSA anbTepHaTMBHOIO BUPOGHMKA).
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEpAKEHHS
257. | NPOMAHOPM | TtabneTtku, BKpUTI MPO.MEA.L Yecbka BMPOGHMLTBO, Yecbka BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu || 3a UA/5421/01/01
® NniBKOBOO C MNpara a.c. | Pecnybnik NepBUHHE i Pecny6nika/ TMny - 3MiHK 3 sikocTi. AL, (iHLWi 3MiHM) OHOBMNEHHS peuenmom
obornoHkoto, no 150 a BTOPUHHE CnoBaubka ASMF ons A®I nponacheHoHy rigpoxnopug Big Bxe
mr; no 10 TabneTok nakyBaHHs, Pecnybnika 3aTBepakeHoro BupobHuka Procos S.p.A., ITania
y bnicTepi, no 5 KOHTPOrb SIKOCTI, (3aTBepokeHo: DMF-OP-94-B03 Big 13.11.2015;
GnictepiB y BUNYCK cepii: 3anponoHoBaHo: DMF-OP-94-B04 Big 16.06.2022).
KapTOHHIN kopobui MPO.MEA.LIC
Mpara a.c.,
Yecbka
Pecny6nika;
BMPOGHMLTBO,
nepBuHHE i
BTOPWHHE
nakyBaHHs1,
KOHTPOIb SIKOCTi:
XBM ®apma
c.p.o., Cnosaubka
Pecnybnika;
KOHTPOIb SKOCTI:
AJNC, Yecbka
Pecny6nika c.p.o.,
Yecbka
Pecnybnika
258. | NIPONO®ON emynbCcis ans M.BIOTEK Benuka BAKCTEP IHpia BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis: 3minHu | 3a He UA/18089/01/01
iHdysin 10 mr/mn no nTa BpuTaHis PAPMACBIOTIKA TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom nidnse
10 mn, 20 mn, 50 N3 1HAIA hapmakoHarnsigy. 3miHa y KopoTKili XapakTepucTuui ae
mr, 100 mny MPAMBIT nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLil
nakoHax Ne1 NIMITEQ ANns MEQUYHOTO 3acTOCYBaHHA Ha NiAcTaBi perynsipHo

OHOBMIOBAHOIO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
abo gocnigxeHb 3 6e3neky 3acToCcyBaHHS MikapcbKoro
3acoby B nicnsipeecTpadiiiiin nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTY 3 4OCMiMXEHb, MPOBEAEHUX
BignoBigHO 40 NnaHy negiaTpuyHux gocnigxeHs (PIP)
(3MiHy y3rog)eHo 3 KOMNETEHTHUM YNMOBHOBaXEHUM
opraHom)
3MiHM BHECEHO [10 TEKCTY MapKyBaHHSI YNaKoBOK
nikapcbkoro 3acoby, a came go n. 7 (IHWI OCOBNUBI
SACTEPEXXEHHSA) BTOpUHHOT ynakoBku Ta o n. 6
(IHWE) nepBUHHOI ynakoBKku LWOA0 AO4ABaHHS
3acTepexeHHs 3 6e3nekn 3acTocyBaHHS Ailoyoi
peyvyoBUHM Nponodony BigNoBIAHO A0 pekoMeHaaLin
PRAC.
259. | NIPOCTUH €2 | renb BariHanbHui, 1 Mdpanszep CLUA Mdpanszep Benbrisa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | 3a UA/10048/01/01
mMr/3r;no3rs IHK. MeHodeKk1ypuHr TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
nonepegHL0 Benbria HB Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiniHoro
HanoBHeHOMY noceigyeHHs) - 3MiHa agpecu 3asiBHUKa
wnpuui; no 1
LUNPULY B KAPTOHHIN
Kopobui
260. | MPOCTUH €2 | renb BariHanbHWi, 1 Mdparizep CWA Mdparizep Benbris BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3MiHu | 3a UA/10048/01/01
mr/3r,no3re IHK. MeHtodek4ypuHr Tuny - 3MiHK Wopo 6e3nekn/edeKTBHOCTI Ta peuernmom
nonepeaHLo Benbria HB dapmakoHarnsagy. Beegerns abo 3aminn o
HanoBHEHOMY y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
wnpuui; no 1 (BBEOEHHS y3aranbHeHVX AaHWX Npo cUcTemMy
LUNPULY B KAPTOHHIN cbapmakoHarnsigy, 3miHa ynoBHOBaXKeHoi ocobu,
kopooui BignoBiganbHoI 3a 34iNCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0CO0M 3 hapMakoHarnsigy 3asiBHuUKa Ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBiganbHoi
3a 3[iNCHeHHA dhapmakoHarnsgy (BKnoYvaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
aina cuctemu papmakoHarnsgy) 3miHu oo
y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
3asiBHMKA
261. | PEOUCTATU TabneTku, BKPUTI O-p Peppi'c IHpia O-p Peppi'c IHpia BHECEHHS 3MiH 10 peecTpaLliiHux maTepianis: 3miHu | 3a He UA/14948/01/02
H NniBKOBOO ITabopaTopi INa6opaTopic I1Ta, Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom | nidnse
o6onoHkoto, no 10 clltg OTO -1l dapmakoHarnagy. 3miHa y KOpOTKili XxapaKTepucTumui ae

mr no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI kopobui

nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUil
ANs MEQUYHOTO 3aCTOCYBaHHA Ha NiAcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3neku 3acToCcyBaHHS MikapcbKoro
3acoby B nicnsApeecTpaLiiHuiA nepion, abo sk
pe3ynbTaT OUiHKM 3BiTY 3 [OCNIIKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy neaiaTpuyHux gocnigxeHs (PIP)
(3MiHy y3rog»keHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
OopraHom)
3MiHM BHECEHO [0 iHCTPYKLUii Ans MeaM4Horo
3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHA", "lMobiuHi peakuii”
BiAMNOBIAHO 4O OHOBMEHOI iHhbopMallii 3 6e3neku




157

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
nito4oi pevyoBuHU. BBeaeHHs 3MiH NpoTsArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHSA
262. | PEOUCTATHU TabneTkn, BKpUTI O-p Peppi'c IHpis O-p Pepai'c IHpis BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | 3a He UA/14948/01/03
H NniBKOBOO TNabopatopi Na6opaTopic N4, Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuenmom | nidnse
obonoHkoto, no 20 chta dTO -1l dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTuui ae
mr no 10 TabneTok y nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
6nictepi; no 3 ANs MeAUYHOTO 3acTOCyBaHHA Ha NiACTaBi perynspHo
Gnictepu B OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby,
KapTOHHiI kopooLi abo gocnigkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro
3acoby B nicnsipeecTpaLiiHiiA nepiog, abo sk
pe3ynbTaT OUiHKM 3BiTY 3 4OCMIMKEHb, MPOBEAEHUX
BignoBigHO 4o nnaHy negiaTpuyHux gocnigxeHs (PIP)
(3MiHY y3romxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
OopraHom)
3MiHM BHECEHO [0 iHCTPYKLiT AN MeguyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHA", "lM0biuHI peakuii”
BiZNOBIOHO [0 OHOBMEHOI iHhopMaLii 3 6esneku
nitoYoi peyoBuHU. BBegeHHA 3MiH npoTarom 6-tn
MiCsILiB Micnsi 3aTBEPOKEHHSA
263. | PEONONIrN PO34MH AN iHysin ToBapucTeo YkpaiHa ToBapucTtBeo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3MiHu | 3a UA/6264/01/01
FOKIH- no 200 mn, 250 mn, 3 0obMexeHo TMny - 3MiHKM Wopao 6esnekn/edeKTUBHOCTI Ta peuenmom
HOBO®APM 400 mn abo 500 mn obmexeHo BiAMOBIAANBHICTIO dapmakoHarnsagy. Beegerns abo 3aminn o
y nnsAwi, no 1 Bignosigans dipma y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsgy
nAAWLUi B nayui 3 HicTio chipma "Hosodapm- (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy
kapToHy; no 200 mn, | "Hoodapm- BiocnHTes" dapmakoHarnsay, 3MiHa yNnoBHOBaXeHOi ocobw,
250 mn, 400 mn a6o BiocuHTes" BignoBiganbHoI 3a 34iNCHEHHS hapMakoHarnsay;
500 mn y nnswkax KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, SKLLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianoBigansHol
3a 3[iNCHeHHA dhapmakoHarnsgy (BKnoYvaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
arna cuctemu papmakoHarnsgy) 3mMiHa KOHTaKTHUX
[AaHnX YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
34iiCHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
264. | PECUTAP TabneTku, BKPUTI AT "Apamven MonbLia AT "Apamvep MonbLa BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHn | 6e3 UA/18471/01/01
NniBKOBOIO dapma” dapma” TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenma
oboroHkoto, no 1,5 dapmakoHarnsay (iHwi 3amiHn). 3MiHUM BHECEHO y TeKCT
mr; no 50 TabneTok MapKyBaHHsi BTOPMHHOI ynakosku n.17 IHLWE ta
B Bnictepi; no 2 nepBuHHOI ynakoeku n.6 IHWE, a came, gogaHo
6nictepa B iHbopmaLiito Npo HasiBHICTb NoroTvny 3asBHUKA.
KapTOHHiIl kopobuy
265. | PIHTEPA pO34uH ANs iHdy3in ToBapuctBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | 3a He UA/19574/01/01
PO34UH no 200 mn abo 400 3 obmexeHo TMNy - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom | nidnse
My NAswkax; no obmexeHo BiANoBiganbHICTIO Ta/abo agpecu MicLsl NPOBaXXEHHsI QisNbHOCTI ae
250 mn a6o 500 mn Bignosigans dipma BUPOGHMKa/iMnopTepa rotToBoro fikapcbkoro 3acooby,
y nakeTax HicTIo chipma "Hosodapm- BKITIOMAK0uM AinbHUL BUMNYCKY cepii abo micLe
"HoBodgapm- BiocuHTtes" NpOBeAEHHS KOHTPOIO AKOCTI. (QIANbHICTb, 3a AKY
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
BiocuHTes" BifnoBigae BUPOOHUK/iMNopTep, BKIHOYaO4N BUMYCK
cepin) - 3miHa agpecy BUpobHMka ToBapu1CTBO 3
obmexeHoto BignosigansHicTio dipma "Hosodapm-
BiocuHTes". TepmiH BBeAEHHS 3MiH - NPOTSArom 6
MiCsILiB Micnsi 3aTBEPAXKEHHSA
266. | PIHFEPA PO34MH Ans iHdysin ToBapucTBO YkpaiHa ToBapwucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a UA/19574/01/01
PO34UH no 200 mn a6o 400 3 obmexeHoto Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuenmom
MMy Nnswkax; no oBGMeXeHo BignoBiganbHICTO dapmakoHarnsgy. BeenerHs abo 3MiHn go
250 mn a6o 500 mn Bignosigans dipma y3aranbHEHUX AaHUX Npo cuctemy cpapmakoHarnsay
y nakeTax HicTIo dpipma "Hosodapm- (BBEAEHHSI y3aranbHEHMX AaHUX NPO CUCTEMY
"Hosodapm- BiocnHTes" dapmakoHarnsay, 3MiHa YNoBHOBaXeHOi ocobw,
BiocuHTes" BiANoOBiganbHOI 3a 34iNCHEHHST hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
BigMiHHa Bifg yNOBHOBa)eHOI 0cobu, BignosigansHoi
3a 3ilicHeHHs1 hbapmakoHarnsgy (BKroYarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
daiina cuctemu hapmakoHarnsay) 3miHa KOHTaKTHUX
[AaHnX yNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3miHa
MicLie3HaxXo4XKeHHA MacTep-ganna cuctemm
capmakoHarnsgy Ta horo Homepa. 3MiHa micus
34iICHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
267. | CANA30IMIP TabneTku, BKPUTI Mdpanzep CLUIA BMPOGHMLTBO, LLseuis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/4201/01/01
WH EN-TABC 060roHKoto, IHK. nepBuHHe Ta TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
KMLLKOBOPO34MHHi MO BTOPUHHE Ta/abo agpecu 3asBHUKA (BNAacHUKA peecTpauiniHoro
500 mr; no 100 nakyBaHHS, noceigyeHHs1) - 3MiHa agpecy 3asiBHUKa.
TabneTok y dnakoHi; KOHTPOIb SKOCTI,
no 1 dnakoHy B BUNYCK cepii:
KapTOHHiI kopobui Peuicdapm
Ynncana AB,
LBeuis
KOHTPOIb SIKOCTi:
Peuicdapm
Ynncana AB,
LBeuis
MikpobionoriyHe
TECTYBaHHS:
€BpodiHc
Biodpapma
MpopakT TecTiHr
CsigeH AB,
LLBseuis
268. | CAJTA30MNIP TabneTtkn, BKpUTI Mdparizep CLWA BUPOBHMLTBO, LBeuis BHECEHHS 3MiH O peecTpaLinHmux maTtepianis: 3MiHu | 3a UA/4201/01/01
WH EN-TABC o60onoHKot, IHK. nepBrHHe Ta Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
KMLLKOBOPO34MHHi MO BTOPUHHE cbapmakoHarnsigy. BeegeHHs abo 3miHv oo
500 wr; no 100 nakyBaHHs, y3aranbHeHVX AaHnX Npo cuctemy dpapmMakoHarnsgy
TabneTok y dnakoHi; KOHTPOIb SIKOCTI, (BBEOEHHS y3aranbHEHVX AaHWX Npo CUCTEMY
no 1 dnakoHy B BUWMYCK Cepil: dapmakoHarnsay, 3MiHa YNnoBHOBaXeHOi ocobw,
KapTOHHiI kopooLi Peuicdapm BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
Ynncana Ab, KOHTaKTHOI 0cobu 3 hapmakoHarnsiay 3asiBHVKa Ansi
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
LLiBeLis; KOHTpONb 3iicHeHHs hapmakoHarnsgy B YkpaiHi, SKWo BoHa
SIKOCTI: BiAMiHHa Bi# ynoBHOBaxeHOi ocobu, BianoBigansHoi
Peuicdapm 3a 34ilicHeHHs1 hapmakoHarnsgy (BKroYarym
Ynncana AB, KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
Lseuis; danna cuctemu apmakoHarnagy) 3miHm oo
MikpobionoriyHe y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
TECTYBaHHs: 3asiBHUKA
€spodiHc
Biocapma
MpopakT TecTiHr
CeigeH AB,
LLBeuis
269. | CAniumnoB nactrano25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3MmiHu | 6e3 UA/6398/01/01
O-LUMHKOBA KOHTewHepax; no 20 dapmaueBT dapmaueBTUYHa Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuenma
NMACTA ry tybax M4YHa cabpuka "Biona" cepTudikaT BianoBigHOCTI €BpONenchbKin
antoMinieunx; no 20 habpuka dapmakonei/MoHorpadgii. MogaHHsA HoBoro abo
ry Ty6i antomiHieBin; "Biona" OHOBIeHoro cepTudikarta BignosigHocTi abo
no 1 1y6i y nayuj; no BUYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkin
20rabono25ry capmakonei: gna Ad®l; gnsa BuxigHoro
Tybax namiHaTHUX; marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
no20rabono25ry BUKOPUCTOBYIOTLCA Y BUPOBHULTBI ADI; ans
Ty6i namiHaTHI; no [OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
1 1y6i y nayui €Bponewicbkin bapmakonei) - Hoeuin ceptudikat Big
HOBOro BMpOGHMKa (3aMiHa abo JONOBHEHHST)
noJAaHHsi HOBOro cepTudikarta BiANOBIAHOCTI
€sponericbkin bapmakonei Ne RO-CEP 2018-254 -
Rev 00 ans A®I umHky okcuay Big A4OAaTKOBOrO
Bupo6HuKa Grillo Zinkoxid GmbH, HimeyyunHa.
270. | CANOPAIbK | rpaHynu Op. ®anbk HimeyvumH BignosiganbHun HimeyunHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minHu | 3a UA/3745/01/04
racTpope3nCTEHTHI dapma a 3a BUNYyCK cepin TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenmom
NPOSIOHroBaHoI Aji m6X KiHLLEBOro KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
no1,5r,no02,79r npoaykty: Ap. mMeToAax BUNpobyBaHHSA roTOBOrO fikapCbKoro 3acoby

rpaHyn y naketi
«pany-CTuKe»; no
35 nakeTiB y kopobui
3 KapTOHY

®anbk ®apma
'M6X, HimeuyuunHa;
BMPOGHMK
[030BaHol hopmu,
nepBUHHE,
BTOPWHHE
nakyBaHHs Ta
KOHTPOIb SIKOCTI:
JlosaH ®apma
m6X, Himevuuna;
dapbin dapma
'm6X, HimevuuHa;
BMPOGHMUK,
BigNoBiganbHUN
3a nepBuHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOIb AKOCTI:
JlozaH ®apma

(ans npvBegeHHs y BignoBigHicTb 3 DY abo
€BponencbKkolo hapmakoneeto Ta BUNyYeHHs
NOCUNaHHA Ha 3acTapinuin BHYTPILLHIN METOA
BUNpobyBaHHs i horo Homep) HeaHauHi 3miHK 3a
nokasHuKoM "BuBinNbHEHHS Aitoyoi pe4oBuHU"
meTodoM Y®P-cnektpodoTomMeTpii
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
'm6X (Ewbax
canT), HimeuyuuHa;
BUPOBHMK,
BigNoBiganbHUN
3a KOHTPOnb
SAKOCTi: HaykoBo-
nocnigHun
iHCTUTYT
Xennenep M'vbX,
HimevumnHa;
BUPOBHMK,
BigNoOBiganbHUN
3a KOHTpOnb
AKOCTI: anndamen
®APBIN
ApuHanmiTTenb
'M6X, Himey4ynHa
271. | CAMITON® TabneTkn, BKPUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a He UA/16969/01/01
nniBkOBOKO «MMEO®AP XENTXKEP NBT Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMit 3aci6. peuenmom nionsiz
o6onoHkoto, no 500 M NTO» nTa CT1abinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo ae
Mr no 4 TabneTkun y yMoBax 36epiraHHs roToBOro NikapCbKoro 3acoby
6nictepi; no 1 (36inbLUeHHs TepMiHY NPUAATHOCTI TOTOBOrO
6nictepy y nikapcbkoro 3acoby) - [ins Toprosoi ynakoBku
KapTOHHIN ynakoBLi (niaTBEPAXKYETLCS AAHNMMN pearnbHOro Yacy)
36inbLUeHHs TepMiHY NpuaaTHOCTI FOTOBOIO
nikapcbKkoro 3acoby 3 2 pokiB A0 3 PokiB. 3MiHK
BHeCeHi B po3ain "TepMiH npuaaTHOCTI" B iHCTPYKLO
ANa MeAMYHOro 3acTOCyBaHHS NikapcbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
272. | CAHAKOM PO34UH ANS iH eKUin MpuBaTHe YkpaiHa MpuBaTtHe Ykpaina BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a UA/18792/01/01
10 mr/mn; no 1,5 mn aKujioHepHe aKuioHepHe Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuernmom
B amnyni, no 5 TOBapuCTBO TOBapUCTBO cepTudikaT BignoBigHOCTI €EBponenchkii
amnyn y 6nictepi, no “NekxiMm — “Nekxim — Xapkis” apmakonei/moHorpadii. NMogaHHsA HoBoro abo
1 6nictepy B nayui Xapkis” OHOBIEHOro cepTudikarta BignosigHocTi abo
BUINyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKil
capmaxkonei: gna Ad®l; ana BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBLCS Y BUPOGHMLTBI ADIl; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkini hapmakonei) - OHoBNeHun cepTudikar
Bifl yXe 3aTBEpAKEHOro BUPOBOHMKa noaaHHs
OHOBMEHOro cepTudikaTta BignoBigHOCTI €Bponeinchbkii
dapmakonei Ne CEP 2014-261 - Rev 01
(3aTBepakeHo: RO-CEP 2014-261 - Rev 03) ans AdI
MeroKCuKaMmy Bif 3aTBepakeHoro BupobHuka SWATI
SPENTOSE PVT. LTD., IHgis
273. | CAHMNEHEM NOPOLLOK AN Ckart ®apma | OG'egHaHi Bpykc IHais BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHn | 3a UA/18851/01/01
pPO34mMHy Ans B3-TOB Apabcbki CrepicanieHc TMny - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
iH'ekuin, no 1000 wmr; Emipatu Nimiten cbapmakoHarnsigy. BeegeHHs abo 3miHv oo

no 1 dpnakoHy y

y3aranbHeHWX JaHux Npo cucTeMy dapmakoHarnsgy
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

KapTOHHiI kopooLi

(BBEAEHHSI y3aranbHEHMX AaHUX NPO cUCTEMY
apmMakoHarnsagy, amiHa ynoBHOBaxeHoi ocobu,
BignoBiganeHoi 3a 34iCHEHHS chapMakoHarnsay;

KOHTaKTHOI 0CO0M 3 (hapMakoHarnsigy 3asiBHUKa Ans
3AiNCHEHHSA hapmakoHarnsgy B YKpaiHi, SKLLO BOHA
BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
3a 34ilicCHeHHs1 hapmakoHarnsgy (Bkoyayum
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi macTep-
canina cuctemn chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0cobU 3asiBHMKA, BignoBigansHoi 3a
capmakoHarnag. Litova pegakuis: Joktop DxerAMoH
IxoH ComaH / Dr. Jaimon John Soman. NMponoHoBaHa
pegakuis: Joktop AndoHce [xo6iH / Dr. Alphonse
Jobin. 3MiHa KOHTaAKTHMX AaHWX YNOBHOBaXEHOI 0Coou
3asiBHUKA, BignosiganbHoi 3a dhapMmakoHarnag; 3miHum |
TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiniHoro
NocBiOYEeHHS) - 3MiHa agpecy 3asiBHUKA, Y 3B'A3KY 3
NpVBEAEHHSIM 4O YCTAHOBYMX JOKYMEHTIB, a came

KOMEPUiNHOT NiueH3ii. 3MiHM BHECEHO B TEKCT
MapKyBaHHSs1 YNakoBKM fikapcbkoro 3acoby oo

Micue3Haxo4XeHHs 3asBHMKa. BBegeHHs 3aMiH

nNpoTsArom 6-Tn MicsAUIB NicnsA 3aTBEPKEHHS

274.

CEBIKAP

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 20
mr/5 mr; no 14
TabneTok y 6nictepi;
no 2 6nicrepa y
KapTOHHIN nayui

3eHTiBa, K.C.

Yecbka
Pecnybnik
a

[aivi CaHkio
FOpoyn Mm6X

HimeyumHa

BHECEHHS 3MiH O peeCTpaLuinHUX maTepianis: 3miHu |
TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecy MicLa NPOBAMKEHHST OiANbHOCTI
BUPOGHYMKa/iMnopTepa roToBOro nikapcbkoro 3acoby,
BKIOMAOUM AinbHULI BUNYCKy cepii abo Micue
NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy
BigMNoBigae BUPOOHMK/iMMOpPTEp, BKNOYAKUMN BUMYCK
cepiit) - 3miHa agpecu Micus NpoBadXXeHHS AisnbHOCTI
BUpo6Huka 13 faivi CaHkio KOpoyn M'm6X,
HimeuumHa, skun Bignosigae 3a AisnbHICTb,
BKIH04AKOUM BUMNYCK cepilt. 3MiHa 3 METOH NpUBEAEHHS
agpecu BupobHuka 113 Oaivi CaHkio KOpoyn MM6X,
HimeuunHa oo BucHoBky [depxnikcnyx6u woao
nigTBepOKeHHs BiANOBIAHOCTi yMOB BUPOGHMLTBA
Bumoram HBI1. 3MiHM BHECEHO B iHCTPYKUjO ANns
MELIMYHOrO 3aCTOCYBaHHs Nikapcbkoro 3acoby Lwoao
MicLie3HaxoXeHHs1 BUPOGHMKa 3 BiANOBIOHUMM
3MiHaMW y TEKCTi MapKyBaHHS1 YMaKoBKW NMikapCbKOro
3acoby. BBegeHHst 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEPKEHHS

3a
peuerimom

He
nidnsie
ae

UA/17647/01/01

275.

CEBIKAP

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 40
mr/5 mr; no 14
TabneTok y 6nictepi;
no 2 6nictepa y
KapTOHHIN nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[Haivi CaHkio
FOpoyn Mm6X

Himeyunna

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu |
My - AoMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLsl NPOBaXXEHHsI QisNbHOCTI
BMpOGHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKIOMAO4M AinbHULI BUNYyCKy cepii abo MicLe
NPOBEAEHHS! KOHTPOIHO SIKOCTI. (isSNbHICTb, 3a sKy
BiAMOBiAae BUPOOHWMK/IMMOPTEp, BKIOYAKUN BUMYCK
cepin) - 3miHa agpecu Micusi NpoBaXKEHHS AiiNbHOCTI

3a
peuerimom

He
nidnsie
ae

UA/17647/01/02
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

Bnpo6Hmka MN13 Haivi CaHkio KOpoyn MM6X,
HimeuuunHa, akuin Bignosigae 3a AisinbHIiCTb,
BKITHOYA04YM BUMYCK cepiit. 3MiHa 3 MeTO NpUBEAEHHS
agpecu BupobHuka M3 Oaivi CaHkio KOpoyn MM6X,
HimeyumHa no BucHosky Oepxnikcnyx6u wono
nigTBEPAKEHHS BiANOBIAHOCTI yMOB BUPOOHMUTBA
Bumoram HBIM. 3MiHM BHECEHO B iHCTPYKLiO ANns
MELMYHOro 3aCTOCYBaHHS Nikapcbkoro 3acoby Lwoao
MicLie3HaxomKeHHs BUPOOHMKA 3 BiANOBIZHMMMU
3MiHaMW y TeKCTi MapKyBaHHS YMakoBKW fikapCbKoro
3acoby. BeegeHHs 3MiH mpoTArom 6-Tu micauiB micns
3aTBEePAKEHHS!

276.

CEBIKAP

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 40
mr/10 mr; no 14
Tabnetok y bnicrepi;
no 2 6nictepay
KapTOHHIN navui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[aivi CaHkio
HOpoyn M'm6X

HimeyumHa

BHECEHHS 3MiH O peeCcTpaLlinHUX maTepianis: 3MiHu |
TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecy Micus NpoBaKEHHS OiANbHOCTI
BMPOGHYMKa/iMnopTepa roToBoro nikapcbkoro 3acoby,
BKII0NAI04M AinbHNULI BUNYCKY cepii abo micue
NPOBEAEHHS1 KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
BignoBigae BUPOOHUK/iIMNopTep, BKIHOYao4M BUMYCK
cepit) - 3mMiHa agpecu Micus NPOBaAXXeHHS AiSArNbHOCTI
Bupo6Huka 13 Haivi CaHkio KOpoyn MM6X,
Hime4uumHa, skun Bignosigae 3a AisnbHICTb,
BKITHO4AK04M BUMNYCK Cepiit. 3MiHa 3 METOK NpUBEAEHHS
appecu BupobHuka N3 daivi CaHkio KOpoyn MM6X,
HimeuunHa oo BucHoBky [depxnikcnyx6u woao
nigTBEPKEHHS BiANOBIAHOCTI yMOB BUPOOHMUTBA
BuMoram HBI. 3MiHn BHECEHO B iHCTPYKLi0 Ans
MELMYHOro 3aCTOCyBaHHs NikapcbKkoro 3acoby Lwoao
MiCLie3HaxX0oKEHHS BUPOOHMKA 3 BiAMNOBIAHMMMU
3MiHaMK y TEKCTi MapKyBaHHs1 yNakoBKM NiKapCbKoro
3acoby. BBegeHHs1 3MiH npoTsarom 6-Tu micauis nicns
3aTBEPKEHHSI

3a
peuernmom

He
nionsie
ae

UA/17647/01/03

277.

CEBIKAP
HCT

TabneTku, BKPUTI
NNiBKOBOO
ob6onoHkoto, 40
mr/10 mr/12,5 mr; no
14 TabneTtok y
6nictepi; no 2
Gnictepa y
KapTOHHIN nayui

3eHTiBa, K.C.

Yecbka
Pecnybnik
a

[aivi CaHkio
FOpoyn Mm6X

Himeyumna

BHECEHHS1 3MiH 40 peecTpauinHmX maTtepianis:
YTOYHEHHS1 peecTpauiiHoro Homepa B Hakasi Ne
253 Big 15.02.2024 B npoueci BHECEHHSA 3MiH
(8miHu | TMNY - AgMiHicTpaTuBHI 3MiHWU. 3MiHa
HalMeHyBaHHA Ta/abo agpecu Micus NPOBaAXKEHHS
nisnbHOCTI BUPOGHWMKa/imnopTepa roToBoro
nikapcbkoro 3acoby, BKMHYa4u AinbHULL BUMYCKY
cepii abo micue NpoBeAeHHS! KOHTPOIHO SIKOCTI.
(BisnbHiCTb, 3a AKy BignoBigae BUpobHUK/imnopTep,
BKIH0HAKOUM BUMYCK cepiit) AaMiHIiCTpaTMBHa 3MiHa
appecu BUpobHuMKa BiANOBIAHO 40 OHOBMEHOT NiLleHsii
Ha BMpobHMLUTBO Ta GMP cepTtudikaty. BBeaeHHs
3MiH NPOTSAroM 6-Tu MicsILiB NiCNs 3aTBEPKEHHS).
Pepakuis B Hakasi - UA/17662/01/02. BipHa pepakuis
- UA/17662/01/04.

3a
peuerimom

UA/17662/01/04

278.

CEPPATA®

TabneTku, BKPUTI
060oroHKot,
KMLLKOBOPO34MHHI MO
10 mr, no 10

TOB
«MEQ®AP
M NTA»

YkpaiHa

KYCYM
XENTXKEP NBT
NTA, IHais
abo

IHaisa

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3miHn |
TMny - 3MiHK 3 SKocTi. [oTOBMI Nikapcbkui 3acib.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa y

MeTofax BUNPoGyBaHHS rOTOBOIO fikapcbkoro 3acoby

3a
peuenmom

UA/7966/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
TabneTok y cTpuni, KYCYM (iHWi 3miHKM y MeTodax BuNpoGyBaHb (BKItOYaoum
no 1 ctpuny B XEJNTTXKEP MNBT 3aMiHy abo foMoBHEHHS)). 3MiHa MeToAy KOHTPOSO
KapTOHHIN ynakoBLyj; NTAO, IHaia AKOCTI 3a nokasHnkom "KinbkicHe BU3Ha4eHHsA"
no 10 Tabnetok y meTtogom BEPX.
cTpvni, no 1 ctpuny
B KapTOHHIN
ynakoBui, no 10
ynakoBOK y KOpobLij;
no 10 Tabnetok y
cTpwni, no 3 cTpunu
Y KapTOHHIN
ynakosui; no 30
Tabnetok y 6nictepi
abo ctpwuni; no 1
6nictepy abo
CTpUNY Y KAPTOHHIN
ynakosui; no 30
TabneTok y cTpuni,
no 5 ctpunis y
KapTOHHIN ynakoBLi
279. | CIHTOPIKC TabneTku no 75 mkr, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMx maTtepianis: 3MiHu | 3a UA/20184/01/03
no 10 TabneTtok y "®dapmak” Tmny - 3MiHKM 3 sikocTi. FoToBUIA Nikapcbkuit 3acib. peuenmom
6nictepi, mo 5 abo KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
no 10 G6nictepiB y napameTpiB cneuudikauin Ta/abo gonycTumMmnx mex
navui rOTOBOIO MikapCbKOro 3acoby (3BYXEHHS JONYCTUMUX
MeX) BHECEHHS yTOYHeHHS Ao cneuudikauii MKA Ha
'N3 3a nokasHukom "CynpoBigHi gomiwku", a came
3a3Ha4YeHHs BUMOT 40 CYMU JOMILLOK He Binble 2,5
%. 3aTBepakeHo: cyma gomilok He Ginbe 3,0 %.
3anponoHoBaHo: cyma Aomitok He Ginble 2,5 %
280. | CKAMHEM MOPOLLOK ANA Ckan ®apma | O6'egHani Bpykc IHAisA BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a UA/18852/01/01
pPO34mnHy Ans B3-TOB Apabcbki CrepicaneHc TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta peuenmom
iH'ekuin, no 1000 wmr, Emipatu Timiten dapmakoHarnsgy. BeegerHs abo 3miHn go

no 1 pnakoHy y
KapTOHHIN kopobui

y3aranbHeHux AaHux Npo cuctemy cpapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHWUX Npo cucTemy
dapmakoHarnsay, 3MiHa ynoBHOBaXeHOoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
34icHeHHs hbapmakoHarnsgy B YKpaiHi, SKLLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianoBiganbHoi
3a 3[iCHeHHA dhapmakoHarnsgy (BKrovaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
darina cuctemu hapmakoHarnsigy) - 3miHa
YNOBHOBaXEHOT 0CO6U 3asiBHMKA, BignoBigansHoi 3a
capmakoHarnag. Litova pegakuis: Joktop DxerMoH
IxoH ComaH / Dr. Jaimon John Soman. MponoHoBaHa
pepakuisa: flokrop AndoHce [xobiH / Dr. Alphonse
Jobin. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu
3asBHUKA, BiANoBiganbHoi 3a hapMakoHarnsg; 3miHu |
TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecy 3asiBHMKA (BNacHWKa peecTpauiiHoro
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
NocBiOYEHHS) - 3MiHA agpecy 3asiBHUKA, Y 3B'A3KY 3
npuBeAEeHHAM [0 YyCTaHOBYMX AOKYMEHTIB, a came
KOMepUiNHOT NniueH3ii. 3MiHM BHECEHO B TEKCT
MapKyBaHHS! yNakoBKU fikapcbKoro 3acoby Lioao
MicLie3HaX0a4XKEeHHS 3asiBHWKA. BBegeHHS 3MiH
npoTsArom 6-T1 MicsiLiB Nicns 3aTBepAKeHHs
281. | cony- MOPOLLOK ANs Mdpanszep CLUA Mdpanzep Benbrisa BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a UA/9873/01/01
KOPTE® PO34UHY ANs iH'eKuin IHK. MeHtodek4ypuHr Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
no 100 mr; 1 conakoH Benbris HB capmakoHarnsgy. BeegeHHs abo 3miHv oo
3 MOPOLLKOM Y y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
KapTOHHiIN kopobuyj; (BBEOEHHS y3aranbHEHVX AaHNX Npo CUCTeEMyY
25 dnakoHis 3 capmakoHarnsigy, 3miHa ynoBHoBa)eHoi ocobu,
NOPOLLKOM Yy MiaaoHi BiANOBiganNbHOI 3a 34iNCHEHHST hapMakoHarnsgy;
ans KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
TpaHCNopTyBaHHSA 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BOHa
(6e3 BTOpUHHOI BigMiHHa Big yNOBHOBa)eHO! 0cobu, BignosigansHoi
YyNaKoBKW) 3a 34ilcHeHHs1 hbapmakoHarnsgy (Bkmnovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
daiina cuctemu hapmakoHarnsay) 3miHm go
y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
3asiBHUKA.
282. | cony- MOPOLLOK Ta Mdpansep CLUA Mdpanszep Benbrisa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/9891/01/01
KOPTE® PO3YUMHHUK ANst IHK. MeHtodekqypuHr Tuny - 3MiHK Wwopo H6e3nekn/edeKTBHOCTI Ta peuenmom
PO34MHY AN iH'eKUin Benbris HB dapmakoHarnsgy. BeegerHs abo 3amiHum fo
no 100 mr/2 mn; y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
MOPOLLIOK Ta 2 MI (BBEOEHHS y3aranbHeHVX AaHWX Npo cUcTemMy
pO34uHHYKKa (BOAA dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
ans iH'ekuin) y BignoBiganbHoI 3a 34iCHEHHS chapMakoHarnsaay;
dnakoHi Tuny Act-O- KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
Vial y kKapTOHHI 3AicCHeHHs hapmakoHarnsgy B YKpaiHi, Ko BoHa
Kopobui BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3[iNCHeHHA dhapmakoHarnagy (BKnoYvaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
aina cuctemu papmakoHarnsgy) 3miHu oo
y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
3asiBHUKA
283. | cony- MOPOLLOK Ta Mdbanszep CLUA BMPOGHMLTBO, Benbrisa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a UA/2047/01/01
MEAOPON PO3YUMHHWK ANs IHK. nakyBaHHs, TMNy - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHs peuernmom
PO34MHYy AN iH eKuin KOHTPOIb SIKOCTI, Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
no 40 mr/mn; 1 BMNYCK cepii: noceigyeHHs) - 3MiHa agpecy 3asiBHUKa.
dnakoH Tuny Act-O- Mdparnzep
Vial (aBoeMHicHMI MeHiodekyypuHr
hnakoH) 3 Benbria HB,
NOPOLLUKOM Ta Benbrisa

PO34MHHMKOM (BOAA
ans iH'ekuin) no 1
MI Yy KapTOHHIN
kopoobui

KOHTPOMb SIKOCTI
npu BUMYCKy Ta
nig vac
cTabinbHoCTi:
EcOxiEc J1ab
CanmoH CA,
Benebris
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
284. | cony- MOPOLLOK Ta Mdparizep CWA BUPOBHMUTBO, Beneris BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3MiHu | 3a UA/2047/01/02
MEAOPON PO3YMHHUK ANst IHK. nakyBaHHs, TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
PO34MHY Ans iH eKLin KOHTPOSb SKOCTI, Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
no 125 mr/2 mn; 1 BUMYCK Cepii: nocsigyeHHs1) - 3MiHa agpecy 3asiBHUKa.
dnakoH Tuny Act-O- Mdpanzep
Vial (gBOEMHiCHMI MeHodeKk1ypuHr
bnakoH) 3 Benekris HB,
NOPOLLUKOM Ta Benbrisa
PO34YMHHMKOM (BOAA KOHTPOMb SIKOCTI
ans iH'ekuin) no 2 npv BUNYCKy Ta
MI Yy KapTOHHIN nig vac
Kopobui cTabinbHOCTI:
EcOxiEc a6
CanmoH CA,
Benbris
285. | cony- MOPOLLOK Ta Mdpaiizep CWA BUPOBHMUTBO, Benbris BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a UA/2047/01/03
MEAOPON PO3YMHHUK ANst IHK. nakyBaHHs, TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
PO34MHY Ons iH eKLin KOHTPOIb SKOCTI, Ta/abo agpecu 3asiBHUKA (BNacHMKa peecTpaLiniHoro
no 1000 wmr; 1 BUMYCK Cepil: noceigyeHHs1) - 3MiHa agpecy 3asiBHUKa.
HnakoH 3 MOPOLUKOM Mdpanszep
Ta 1 donakoH 3 MeHodeKk1ypuHr
PO34YMHHMKOM (CnnpT Benbria HB,
©6eH3unosun (9 Benbrisa
mr/mn), Boga ans KOHTPOSb SIKOCTi
iH'ekuin) no 15,6 mn npv BUNYCKy Ta
Y KapTOHHIl KOpoobUi nig vac
cTabinbHoCTi:
EcOxiEc Nab
CanmoH CA,
Benbris
286. | cony- MOPOLLIOK Ta Mdbanszep CLUA BMPOGHMLTBO, Benbrisa BHECEHHS 3MiH IO peecTpauiiHnx maTepianis: 3minHu | 3a UA/2047/01/04
MEAOPON PO3YUMHHUK ANst IHK. nakyBaHHs, TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
PO34MHYy AN iH eKuin KOHTPOrb SIKOCTI, Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
no 500 mr; 1 donakoH BUMYCK cepii: noceigyeHHs1) - 3MiHa agpecy 3asiBHUKa.
3 nopotukom Ta 1 Mdpanzep
dnakoH 3 MeHtodekyypuHr
PO3YMHHUKOM (CNPT Benebria HB,
©6eH3unosun (9 Benbrisa
mr/mn), Boga ans KOHTPOMb SIKOCTI
iH'ekuin) no 7,8 mn y npv BUNYycKy Ta
KapTOHHiIl kopobuyi nig vac
cTabinbHoCTi:
EcOxiEc I1ab
CanmoH CA,
Benbris
287. | COMABEPT niodinizat Ansa Mdbanszep CLUA BupobHuuTBo, Benebris/lpna | BHeCeHHS 3MiH JO peecTpauiHuX MaTepiarnis: 3MiHu | 3a UA/17108/01/01
PO34UHY ONS iH'eKLin Eny.Ci.Ni. KOHTPOMb SIKOCTI HAiA TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
no 10 mr; 10 Kopnopeww Ta BUNycK cepii Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
nakoHiB 3 H BOAWN ANS iH EKUin noceigyeHHs). 3miHa agpecu 3asBHUKa

nioginizatom y
NPOMIXHiN

y nonepeaHsLo
HanoBHEHWX
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
KapTOHHiIN kopobLyj; wnpuuax,
3 NMPOMiXHi KAPTOHHI ofjHo4yacHe
KOPOGKM B KOMMNEKTI nakyBaHHs Ta
3 30 nonepefHbO MapKyBaHHsS1 BOAM
HanoBHEHUMU Ons iH ekuin Ta
Lwnpuuamm 3 nikapcbkoro
PO34YMHHMKOM (BOAA 3acoby;
ans iH'ekuin) no 1 BUPOGHULTBO
mn Ta 30 nikapcbKoro
6e3nevyHnmmn 3acoby in bulk Ta
rorikamu B KapTOHHIN nepBuHHe
kopooui nakyBaHHs1; BUNYCK
cepii nikapcbkoro
3acoby; KOHTpPOIb
SKOCTi NikapCbKOoro
3acoby, 3a
BUKIMIOYEHHAM
Tecty "bioaHanis":
Mdbansep
MeHtodekqypuHr
Benebria HB,
Benbris
KoHTponb sKocTi
nikapcbKoro
3acoby:
Mdbansep Ipnena
dapmaceyTukanc,
Ipnangis
288. | COMABEPT niodinizat Ansa Mdbanszep CLUA BupobHuuTBo, Benebris/lpna | BHeCeHHS 3MiH JO peecTpauinHuX MaTepianis: 3miHu | 3a UA/17108/01/02
PO34MHY AN iH'eKUin Eny.Ci.Ni. KOHTPOSb SIKOCTI HAia TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
no 15 wmr; 10 Kopnopew Ta BUNyck cepii Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
nakoHiB 3 H BOAW ANS iH eKUin noceigyeHHs). 3miHa agpecu 3asiBHUKa
niocpinizatom y y nonepeaHbo
NPOMIXHIN HanoBHEHMWX
KapTOHHIN kopobLyj; wnpuuax,
3 NPOMIXHi KapTOHHi OfHoYacHe

KOPOGKM B KOMMEKTI
3 30 nonepedHbLO
HanoBHEHUMM
Lwnpuuamm 3
PO3YMHHMKOM (BoAaA
Ans iH'ekuin) no 1

mn Ta 30
6e3nevyHnmmn
rorfikamu B KapTOHHIl
kopooui

nakyBaHHs Ta
MapKyBaHHs Boau
ONS iH ekuin Ta
nikapcbKkoro
3acoby;
BUPOGHULTBO
nikapcbKkoro
3acoby in bulk Ta
nepBuHHe
nakyBaHHSs1; BUNYCK
cepii nikapcbkoro
3acoby; KOHTpOIb
SIKOCTi NikapCbKoro
3acoby, 3a
BUKMIOYEHHSIM




167

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
Tecty "bioaHanis":
Mdpansep
MeHodeKk1ypuHr
Beneria HB,
Benbrisa
KoHTponb sKoCTi
nikapcbKkoro
3acoby:
MNdpansep IpneHg
dapmaceyTukarnc,
Ipnangis
289. | COMABEPT niocpinizat ans Mdpaiizep CWA Bupo6HuLTBO, Benbrisi/lpna | BHeCEHHsI 3MiH 0 peecTpauinHuX MaTepianis: 3MiHu | 3a UA/17108/01/03
PO34MHY ANS iH'eKUin Eny.Ci.Mi. KOHTPOSb AKOCTI HAis TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom
no 20 wr; 10 Kopnopew Ta BUMyCK cepil Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
c¢nakoHiB 3 H BOAM ANS iH eKUin nocsigyeHHs1). 3miHa agpecu 3asiBHUKa
nioginizatom y y nonepeaHbo
MPOMIXHIN HanoBHEHWX
KapTOHHiIN kopooLyj; wnpuuax,
3 NPOMIXXHI KAPTOHHI ofHoYacHe
KOPOGKM B KOMMNEKTI nakyBaHHs Ta
3 30 nonepeaHbO MapKyBaHHSA BOAU
HanoBHEHUMU 0N iH ekuin Ta
wnpuuamm 3 nikapcbKkoro
PO34MHHMKOM (BOAA 3aco0y;
Ans iH'ekuin) no 1 BUPOGHMLTBO
mn Ta 30 nikapcbKoro
6e3ne4yHnMmn 3acoby in bulk Ta
rorikamu B KapTOHHIW nepBUHHE
Kopooui nakyBaHHS; BUNYCK
cepii nikapcbkoro
3acoby; KOHTpOIb
SIKOCTi NMikapCbKOro
3acoby, 3a
BUKMIOYEHHSIM
Tecty "bioaHania":
Mdpanzep
MeHtodekyypuHr
Benbria HB,
Benbris
KoHTponb sikocTi
nikapcbKoro
3acoby:
Mdpawnzep lpneHa
dapmaceyTukanc,
Ipnangis
290. | COMABEPT niodpinizat ans Mdparnzep CLUA Bupo6HuuTBO, Benebrisi/lpna | BHeceHHsi 3MiH 0O peecTpauiiHux MaTepianis: 3miHu | 3a UA/17108/01/04
PO34UHY ONS iH'eKLin Eny.Ci.Ni. KOHTPOMb SIKOCTI HAiA TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
no 30 mr; 10 Kopnopewww Ta BUNycK cepii Ta/abo agpecy 3asiBHVKa (BNacHWKka peecTpauiiHoro
dnakoHiB 3 H BOAM AN iH eKUin noceigyeHHs1). 3miHa agpecu 3asiBHUKa

nioginizatom y
NPOMIXHiN

y nonepeaHsLo
HanoBHEHWX
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
KapTOHHiIN kopobLyj; wnpuuax,
3 NMPOMiXHi KAPTOHHI ofjHo4yacHe
KOPOGKM B KOMMNEKTI nakyBaHHs Ta
3 30 nonepefHbO MapKyBaHHsS1 BOAM
HanoBHEHUMU Ons iH ekuin Ta
Lwnpuuamm 3 nikapcbkoro
PO34YMHHMKOM (BOAA 3acoby;
ans iH'ekuin) no 1 BUPOGHULTBO
mn Ta 30 nikapcbKoro
6e3nevyHnmmn 3acoby in bulk Ta
rorikamu B KapTOHHIN nepBuHHe
kopooui nakyBaHHs1; BUNYCK
cepii nikapcbkoro
3acoby; KOHTpPOIb
SKOCTi NikapCbKOoro
3acoby, 3a
BUKIMIOYEHHAM
Tecty "bioaHanis":
Mdbansep
MeHtodekqypuHr
Benebria HB,
Benbris
KoHTponb sKocTi
nikapcbKoro
3acoby:
Mdbansep Ipnena
dapmaceyTukanc,
Ipnangis
291. | COMABEPT niodinizat Ansa Mdbanszep CLUA BupobHuuTBo, Benebris/lpna | BHeceHHs 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/17108/01/02
PO34MHY AN iH'eKUin Enu. Ci. Mi. KOHTPOSb SIKOCTI HAaia Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 15 wmr; 10 Kopnopew Ta BUNyck cepii dapmakoHarnsgy. BeegerHs abo 3miHn o
hbnakoHiB 3 H BOAW ANA iH eKUin y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
niogpinizatom y y nonepeaHL0 (BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTEMY
NPOMIXHIN HanoBHEHMWX dapmakoHarnsgy, 3aMiHa ynoBHOBaXeHoi ocobu,
KapTOHHiIN kopobuyj; wnpuuax, BiANOBIAANbLHOI 3a 3AiNCHEHHS dhapmakoHarnsay;
3 NPOMIXHi KapTOHHi OfHoYacHe KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi

KOPOGKM B KOMMIEKTI
3 30 nonepedHbLO
HanoBHEHUMM
Lwnpuuamm 3
PO3YMHHMKOM (BoAaA
Ans iH'ekuin) no 1

mn Ta 30
6e3nevyHnmmn
rorfikamu B KapTOHHIl
kopooui

nakyBaHHs Ta
MapKyBaHHs Boau
ONS iH ekuin Ta
nikapcbKkoro
3acoby;
BUPOGHULTBO
nikapcbKkoro
3acoby in bulk Ta
nepBuHHe
nakyBaHHSs1; BUNYCK
cepii nikapcbkoro
3acoby; KOHTpOIb
SIKOCTi NMikapCbKOro
3acoby, 3a
BUKMIOYEHHSIM

3AicCHeHHs hapmakoHarnsay B YKpaiHi, SKWo BoHa
BigMiHHa Big yNOBHOBaXeHOIT 0cobu, BignosigansHoi
3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
davina cuctemu hapmakoHarnsgy) 3miHm go
y3aranbHeHux AaHux Npo cuctemy cbapmakoHarnsgy
3asBHUKA
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
Tecty "bioaHanis":
Mdpansep
MeHodeKk1ypuHr
Beneria HB,
Benbris; KoHTponb
SAKOCTi NikapCbKoro
3acoby: MNdanzep
Ipneng
dapmaceyTukarnc,
Ipnangis
292. | COMABEPT nioginizat Ansa Mdpansep CLUA BupobHuuTBo, Benvbris/lpna | BHeceHHs 3MiH 40 peecTpauiiHix maTepianis: 3minu | 3a UA/17108/01/03
PO34YMHY ANS iH'eKUin Eny. Ci. Mi. KOHTPOSb AKOCTI HAaia TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
no 20 mr; 10 Kopnopenw Ta BUNYyCK cepil capmakoHarnsgy. BeegeHHs abo 3miHm oo
hnakoHiB 3 H BOAW ANSA iH eKUin y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
niogpinizatom y y nonepegHL0 (BBEOEHHS y3aranbHeHVX AaHWUX Npo CUCTEMY
NPOMIXHIN HaMOBHEHUX capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
KapTOHHiIN kopobuyj; wnpuuax, BiANOBIAANbLHOI 3a 3AiNCHEHHS dbapmakoHarnsay;
3 NPOMIXXHI KAPTOHHI ofHoYacHe KOHTaKTHOI 0co0M 3 (hapMakoHarnsigy 3asiBHuKa Ansi
KOPOOKMN B KOMMEKTI nakyBaHHA Ta 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BOHa
3 30 nonepeaHbO MapKyBaHHS BOAU BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
HanoBHEHUMU 0N iH ekuin Ta 3a 3ilicHeHHs1 hapmakoHarnsgy (Bkroyaum
wnpuuamm 3 nikapcbKkoro KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
PO34YMHHMKOM (BOAA 3acoby; danna cuctemu dpapmakoHarnsgy) 3miHm oo
Ans iH'ekuin) no 1 BUPOBHMLTBO y3aranbHEeHUX AaHnx Npo cuctemy papmakoHarnsgy
mn ta 30 nikapcbKoro 3asBHMKa
6e3neyHnmmn 3acoby in bulk Ta
rorikamu B KapTOHHIW nepBUHHE
kopooui nakyBaHHs1; BUNYCK
cepii nikapcbKoro
3acoby; KOHTpOIb
SIKOCTi NMikapCbKoro
3acoby, 3a
BUKMIOYEHHSIM
Tecty "bioaHanis":
Mdpanzep
MeHtodekyypuHr
Benebria HB,
Benebria; KoHTpone
SIKOCTi NMikapCbKOro
3acoby: MNdarizep
lpneng
dapmaceyTukarnc,
Ipnangis
293. | COMABEPT niodinizat Ans Mdbanzep CLUA BupobHuuTBo, Benebris/lpna | BHeceHHs 3MiH [0 peecTpauiiHix maTepianis: 3miHu | 3a UA/17108/01/04
PO34MHY Ans iH'eKuin Env. Ci. Mi. KOHTPOSb SIKOCTI HAaia Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 30 mr; 10 Kopnopeww Ta BUNycK cepii dapmakoHarnsgy. BeenerHs abo 3amiHn o
hbnakoHiB 3 H BOAW ANA iH eKUin y3aranbHeHVX AaHnX Npo cuctemy papmakoHarnsgy
niocgpinizatom y y nonepenHLo (BBEOEHHS y3aranbHEHVX AaHWX Npo CUCTEMY
NPOMIXHIN HanoBHEHMX dapmakoHarnsigy, 3MiHa ynoBHOBaxeHoi ocobu,
KapTOHHIl kopobLyj; wnpuyax, BignoBiganbHoI 3a 34iCHEHHS hapMakoHarnsay;
3 NPOMIXHi KapTOHHi ofHoYacHe KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHVKa Ansi
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
KOpPOOKMN B KOMMMEKTI nakyBaHHA Ta 34iicHeHHs hapmakoHarnsgy B YkpaiHi, SKLo BoHa
3 30 nonepeaHbO MapKyBaHHS BOAU BiAMiHHa Bi# ynoBHOBaxeHOi ocobu, BianoBigansHoi
HanoBHEHUMU Ons iH ekuin Ta 3a 34ilicHeHHs1 hapmakoHarnsgy (BKroYarym
wnpuuamm 3 nikapcbKkoro KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
PO34MHHMKOM (BOAA 3acoby; anna cuctemu apmakoHarnagy) 3miHm go
ans iH'ekuin) no 1 BUPOBHMLTBO y3aranbHeHuUX A4aHux Npo cuctemy dapmakoHarnsgy
mn Ta 30 nikapcbKoro 3asiBHMKA
6e3neyHnMm 3acoby in bulk Ta
rofikamu B KapTOHHIN nepBuHHE
Kopooui nakyBaHHs1; BUNYCK
cepii nikapcbKoro
3acoby; KOHTPOIb
SKOCTi NikapCbKoro
3acoby, 3a
BUKIMIOYEHHSIM
Tecty "bioaHanis":
Mdpansep
MeHodeKk1ypuHr
Benebria HB,
Benbris; KoHTponb
SKOCTi NikapCbKoro
3acoby: MNdainzep
lpneng
dapmaceyTukanc,
Ipnangis
294. | COMABEPT niodinizat Ansa Mdbanszep CLUA BupobHuuTBo, Benebris/lpna | BHeceHHs 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/17108/01/01
PO34MHY AN iH'eKUin Enu. Ci. Mi. KOHTPOSb SIKOCTI HAaia Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 10 mr; 10 Kopnopew Ta BUNyck cepii dapmakoHarnsgy. BeegerHs abo 3amiHn go
hbnakoHiB 3 H BOAW ANA iH eKUin y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
niogpinizatom y y nonepeaHL0 (BBEOEHHS y3aranbHEeHVX AaHWUX Npo CUCTEMY
NPOMIXHIN HanoBHEHMWX dapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
KapTOHHiIN kopobuyj; wnpuuax, BiANOBIAANbLHOI 3a 3AiNCHEHHS dhapmakoHarnsay;
3 NPOMIXHi KapTOHHi OfHoYacHe KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ansi

KOPOGKM B KOMMIEKTI
3 30 nonepeAHbLO
HanoBHEHVUMM
Lwnpuuamm 3
PO3YMHHMKOM (BoAa
Ans iH'ekuin) no 1

mn Ta 30
6e3nevyHnmmn
rorfikamu B KapTOHHIl
kopoobui

nakyBaHHs Ta
MapKyBaHHS Boau
0N iH ekuin Ta
nikapcbKkoro
3acoby;
BUPOGHULTBO
nikapcbKkoro
3acoby in bulk Ta
nepBuHHe
nakyBaHHs; BUMYCK
cepii nikapcbkoro
3acoby; KOHTponb
SIKOCTi NMikapCbKOro
3acoby, 3a
BUKIIOYEHHAM
Tecty "bioaHanis":
Mdparizep
MeHiodekyypuHr

3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SKWLO BoHa
BigMiHHa Bi yNOBHOBaXeHOIT 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnsgy (Bkrovaudm
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
davina cuctemu hapmakoHarnsgy) 3miHm go
y3aranbHeHux AaHux Npo cuctemy cbapmakoHarnsgy
3asBHUKA




171 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
Beneria HB,
Benbris; KoHTponb
SAKOCTi NikapCbKoro
3acoby: MNdanzep
Ipneng
dapmaceyTukarnc,
Ipnangis
295. | CMEKTPINA NOPOLUOK ANs Mepak Himeuumn Bupo6Huk, Lo Himeuumna BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu | 3a UA/17474/01/01
KOHLEeHTpaTy ans [esenbwad a Bignosigae 3a Tmny - 3MiHM 3 sikocTi. FoToBUIA NikapcbkMin 3acib. peuenmom
pO34uHy Ans T chrop MapKyBaHHs, KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
iHdysin, no 10 000 KniHiwe BTOPVHHE MeToAax BUNpobyBaHHS rOTOBOTO JiKapCbKOro 3acoby
O[; 1abo 5 LWneuianenp nakyBaHHS Ta 3a (He3Ha4Ha 3MiHa y 3aTBepaKEeHUX MeToaax
c¢nakoHiB 3 enapare BUNYCK Cepii: BUNPOOYyBaHHS) - OHOBNEHHS KPUTEPIst NPUIAHATHOCTI
NOPOLLUKOM Y M6X Mepak TEeCTy NpuaaTHOCTI CUCTEMU B METOA| MOJEKYISIPHOIO
KapTOHHiIN kopooLi [e3enbwadT crop BU3HAYEHHSI — cepeaHe 3HaYEHHS CYNyTHIX AOMILLIOK
KniHiwe pynu 1 3miHeHo 3 «He GinbLue 5,0%» Ha «He Ginblue
LLineuiansnpenapa 6%», ANS y3roMpKeHHs KpuTepist NPUAATHOCTI cuctemm
Te MBX, 3 BiANOBIAHOK MEXeI0 y 3aTBepAKeHin cneumdikauii
HimeuumnHa; nikapcbkoro 3acofy.
BupobHuik, Lo
BigNoBigae 3a
BUPOBHMLTBO
roTOBOI NiKapCbKOi
¢dopmu, NnepBUHHE
nakyBaHHs1,
BUNPOBYBaHHSA/KOH
TPOnb SKOCTI:
ITliokoHTpakT
'M6X, Himeyynna
296. | CNIPUBA®PE | po3uuH ans BepiHrep HimeyumH BepiHrep Himeuumna/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/6495/02/01
CNIMAT® iHransuin, 2,5 IHrenbxanm a IHrenbxanm Icnanis TMny - 3MiHK 3 AkocTi. MeguyHi NpucTpoi (iHWi 3MiHW) peuenmom
MKr/iHransuito; no 4 IHTepHeLwHn dapma 'm6X i Ko. OHOBIEHHS po3giny 3.2.R, a came BKIIOYEHO HOBUI
MmNy kapTpugxi (60 m6X K, HimeuuuHa; Ceptudikat cuctemm ynpaeniHHs sikictio €EC (MDR),

iHransuin); no 1
KapTpuaKy B
KomMnnekTi 3 1
iHransTopom
Pecnimat® y
KapTOHHI kopobui

BepiHrep
IHrenbxanm
Ecnana, CA,
Icnanis

BMOAHWUIA YNIOBHOBAXXEHUM OpraHoM Ha iHransitop
Pecnimat® Ne G100449090008 Rev.01: pe-
knacudikauis meauyHoro npuctpoto Pecnimat®,
BMAaneHHs nonepeaHbLoro laeHTudikalinHoro Homepy
yrnoBHOBaxeHoro opraHy (0123) Ha BTOPUHHIl
ynakoBLi npenapaTty Ta 3 eTUKETKM iHranaTopa.
PernameHT €C wono BMpobiB MeauyHoro
npusHayeHHs (MDR) 2017/745 3amiHioe gitouy
[npekTuBy WoA0 BUPOBIB MEANYHOIO NPU3HAYEHHS
93/42/EEC. BignosigHo o uboro HoBoro PernameHTy
Knac Megu4Horo npucTpoto Pecnimat®, akui
BUKOPUCTOBYETLCA ANS iHransuii po3ynHy ans
iHransuii, amiHutbes 3 knacy |l Ha knac |l B €Bponi.
3MiHV BHECEHO B TEKCT MAapKyBaHHs1, a CaMe:
npubupaeTbes ineHTUdIKauinHuiA Homep (0123) 3
BTOPWHHOI YNakoBKYW NikapCbKoro 3acoby Ta 3 eTUKeTKU
iHransiTtopa (eTukeTka iHranaTopa, 3afjHA YacTuHa).
BBegeHHs 3MiH NpoTsArom 6-Tu MicsauiB nicns




172

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
3aTBEPOKEHHS
297. | CYNb®ALUUN | kpanni ouni 30 %; no TOB "®3 YkpaiHa TOB "®3" Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a UA/5006/01/01
HATPIIO 10mny "BIO®APMA BIO®APMA" Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3acib. peuenmom
nnacTUKOBOMY " KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
dnakoHi; no 1 MeToAax BUNPOOyBaHHS roTOBOIO fikapcbkoro 3acoby
dnakoHy y nayui 3 (He3HayHa 3miHa y 3aTBEpAKEHUX MeToAax
KapToHy BMNpobyBaHHs) [loaaBaHHS anbTepHaTUBHUX
ycTaHoBOK "Steritest" 4nsa BUKOHaHHA TecTy
"CTepunbHicTb"
298. | CYHITIHIB- Kancynu Teepgi no Tosapucteo Ykpaina Pewmegika Ilta, Kinp/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: MiHa 3a UA/18837/01/01
BICTA 12,5 wmr, no 7 kancyn 3 Kinp ManbTta 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
y BnicTepi; no 4 obmexeHo dapmakea nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
6nictepu B Bignosigans Mpemiym NT14., 460). 3miHa 3asBHMKa/BNacHMKa peecTpauifiHoro
KapTOHHIN kopobLi HiCTIO ManbTta noceigyeHHs. BBegeHHs 3MiH NpoTsirom 6-Tu MicsiuiB
«BYCT nicna 3aTBEPLKEHHS.
DOAPMA»
299. | CYHITIHIB- Kancynu Teepgai no ToBapucTeo YkpaiHa Pewmegika g, Kinp/ BHECEHHS 3MiH O peecTpauiiHuX maTepianis: MiHa 3a UA/18837/01/02
BICTA 25 wr, no 7 kancyn y 3 Kinp ManbTta 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
6nictepi; no 4 obmexeHo dapmakea nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
Gnictepu B Bignosiganb Mpewmiym JT4., 460). 3miHa 3asiBHMKa/BNacHMKa peecTpauinHoro
KapTOHHIN kopobLi HiCTIO ManbTta noceigyeHHs. BBegeHHs 3MiH NpoTsirom 6-Tu MicsiuiB
«BYCT nicnsa 3aTBEpAXEHHS.
DOAPMA»
300. | CYHITIHIB- Kancynu Teepai no ToBapucTBo YkpaiHa Pewmegika J1ta, Kinp/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: MiHa 3a UA/18837/01/03
BICTA 37,5 wr, no 7 kancyn 3 Kinp ManbTa 3asiBHuka 113 (MIBI) (BnacHWka peecTpauiiHoro peuenmom
y bricTepi; no 4 obmexeHo dPapmakea nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
Gnictepu B Bignosigans Mpewmiym N14., 460). 3miHa 3asBHMKa/BNacHUKa peecTpaLiiHoro
KapTOHHiI kopobui HiCcTIO ManbTa noceigyeHHsl. BBegeHHs 3MiH NpoTsrom 6-tu Micsuis
abo no 4 kancynu y «BYCT nicnsa 3aTBEpAXEHHS.
6nictepi; no 7 PAPMA»
Gnictepis B
KapTOHHiIN kopobui
301. | CYHITIHIB- Kancynu Teepai no ToBapucTBo YkpaiHa Pewmegika J1Ta, Kinp/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: MiHa 3a UA/18837/01/04
BICTA 50 mr; no 7 kancyn y 3 Kinp ManbTa 3asiBHuka 113 (MIBI) (BnacHWka peecTpauiiHoro peuenmom
6nictepi; no 4 obmexeHo dPapmakea nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
Gnictepu B Bignosiganb Mpewmiym N14., 460). 3miHa 3asBHMKa/BNacHUKa peecTpaLiiHoro
KapTOHHiIl kopobui HicTIO ManbTa noceigyeHHsl. BBegeHHs 3MiH NpoTsirom 6-Tu Micsiuis
abo no 4 kancynu y «BYCT nicnsa 3aTBEpAXKEHHS.
6nictepi; no 7 DAPMA»
GnicTepis B
KapTOHHiIN kopobui
302. | CYTEHT kancynu no 12,5 wr, Mdparizep CLUIA Mdpansep ITanis ITanis BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis: 3MiHn | 3a UA/7785/01/01
no 7 kancyny IHK. C.p.n. My - AoMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
6nictepi; no 4 Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpaLinHoro
Gnictepu y noceigyeHHs) - 3MiHa agpecu 3asiBHUKa
KapTOHHI kopobui
303. | CYTEHT kancynu no 25 wmr, Mdparizep CWA Mdpansep ITanis ITanis BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3miHu | 3a UA/7785/01/02
no 7 kancyny IHK. C.p.n. TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HaMEHYBaHHS

peuenmom
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
6nictepi; no 4 Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiniHoro
Gnictepu y noceiAg4YeHHs) - 3MiHa agpecu 3asiBHUKa
KapTOHHiIN kopobLi
304. | CYTEHT kancynu no 37,5 wr, Mdbansep CLUA Mdpanzep Itanis ITanis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | 3a UA/7785/01/04
no 7 kancyny IHK. C.p.n. TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
6nictepi; no 4 Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
Gnictepu y noceiAg4YeHHs) - 3MiHa agpecu 3asiBHUKa
KapTOHHiN kopobui
305. | CYTEHT kancynu no 50 mr, Mdparizep CWA Mdpansep ITanis ITanis BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3miHu | 3a UA/7785/01/03
no 7 kancyny IHK. C.p.n. TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
6nictepi; no 4 Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiniHoro
Gnictepn y noceigyeHHs) - 3MiHa agpecu 3asiBHUKa
KapTOHHiIN kopobui
306. | TEMOMEDAK | kancynu no 5 mr, no Mepak HimeyvumH BUPOBHWK, LLIO Himeyvumna/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/13562/01/01
5 abo 20 kancyn y lesenbwad a Bignosigae 3a ITania TexHi4YHa nomwunka (3rigHo Hakaszy MOS Big 23.07.2015 peuenmom
dnakoHi, no 1 T chrop BTOPUHHY Ne 460). BunpaBneHo TEXHIYHY MOMWIKY B iHCTPYKLUIi
nakoHy B mayui KniHiwe yraKoBKY, ONst MEAMYHOro 3aCTOCYBaHHS fikapcbkoro 3acoby, a
Lneuianbnp KOHTpOnb/BUNpoby came 3a3Ha4yeHo NMponyLleHy AaTy 3aTBEPAXEHHS Ta
enapate BaHHSA cepil, Homep Hakasy MOS YkpaiHn. 3a3HaveHe
M6X [003BiN Ha BUNYCK BUNpaBIiEHHS BiAMNoBigae marepianamMm peectpauinHoro
cepii: [OCbE.
Mepak
[esenbliadT drop
KniHiwe
LWneuiansnpenapa
Te M6X,
HimeyumnHa;
BiAgnoBigaThb 3a
BMPOBHMLTBO
Hepo3adpacoBaHoI
npoaykuii,
nepBUHHY
ynakoBKy,
KOHTpOnb/B1Npoby
BaHHS cepii:
Xaynt ®apma
Awmaper 'M6X,
HimeuuuHa;
BiAgnoBigaTb 3a
BUPOOHMLTBO
Hepo3dhacoBaHoi
npoaykuii,
NepBUHHY
yNaKoBKY,
KOHTpOnb/BUNpoby
BaHHS cepii:
Hepdpapma C.p.J1.,
ITanis
307. | TEMOMEDAK | kancynwu no 20 wr, Mepak HimeuunH BUPOOHMK, LLO Himeuumnna/ BHECEHHS 3MiH O peeCcTpaLiiHuX maTepianis: 3a UA/13562/01/02
no 5 abo 20 kancyn lesenbliad a BignoBifae 3a ITanisa TexHi4Ha nomunka (3rigHo Hakady MO3 Big 23.07.2015 | peuenmom
y cpnakoHi, no 1 T dorop BTOPUHHY Ne 460). BunpaBneHo TeXHIYHY NOMWIIKY B IHCTPYKLIi
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

donakoHy B navui

KniHiwe
LWneuianbnp
enapaTte
M6X

yNaKkoBKy,
KOHTpONb/BMNPobY
BaHHSA cepil,
[03BiN Ha BUMyCK
cepii:
Mepak
[e3enbwadT crop
KniHiwe
Lneuianenpenapa
Te MbX,
HimeuuunHa;
BigMNoBigalTb 3a
BUPOBHMLTBO
Hepo3dhacoBaHoi
npoayKuii,
nepBUHHY
yMaKoBKy,
KOHTPOMb/BUNPOBY
BaHHA cepil:
XaynTt ®apma
Awmaper 'M6X,
HimeuumnHa;
BignoBigaoTb 3a
BUPOBHMLTBO
Hepo3adpacoBaHoI
npoaykuii,
nepBUHHY
ynakoBKy,
KOHTpOnb/BUNpoby
BaHHS cepil:
Hepdapma C.p.J1.,
ITanis

ONst MEQUYHOro 3acTOCyBaHHS nikapcbkoro 3acoby, a
camMe 3a3Ha4yeHo MponyLleHy AaTy 3aTBEPAXEHHS Ta
Homep Hakasy MOS YkpaiHu. 3a3HaueHe
BUNpaBNEeHHs BigNoBigae matepianam peecTpauinHoro
[0CbE.

308.

TEMOMEOAK

kancynu no 100 mr,
no 5 abo 20 kancyn
y donakoHi, no 1
dnakoHy B navui

Mepak
[esenbwad
T corop
KniHiwe
LWneuiansnp
enapaTte
M6X

HimeuumH
a

Mepak
[esenbliadt drop
KniHiwe
LWneuianenpenapa
Te M6X,
HimeuunHa
(BUPOBHUK, LIO
BignoBigae 3a
BTOPWHHY
yNakoBKy,
KOHTpOnb/BUNpoby
BaHHs cepii,
[03BiN Ha BUNYCK
cepii); Hepcdapma
C.p.J1., Itania
(BPOGHMLUTBO
Hepo3adhacoBaHoI
npoaykuii,
nepB1HHA

Himeuumnna/
ITania

BHECEHHS1 3MiH 0 peecTpauinHMX maTtepianis:
TexHiyHa nomunka (3rigHo Hakady MO Big 23.07.2015
Ne 460). BunpaBneHo TeXHIYHY MOMWIIKY B iHCTPYKLIi
ANs MeAUYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby, a
came 3a3HajveHo NMponyLLeHy AaTy 3aTBepAXeHHs Ta
Homep Haka3dy MOS3 Ykpainu. 3asHaveHe
BUNpaBneHHs Bignosigae matepianam peectpauinHoro
[OCbE.

3a
peuerimom

UA/13562/01/03
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

ynakoBka,
KOHTpONb/BMNPobY
BaHHs cepii);
Xaynt ®apma
Amaper 'm6X,
HimeuyunHa
(BUPOBHMLTBO
HeposdacoBaHoi
nNpoayKuii,
nepBuHHa
ynaKkoBka,
KOHTPOMb/BUNPOBY
BaHHs cepii)

309.

TEMOMELOAK

kancynu no 140 wr,
no 5 kancyny
dnakoHi; no 1
nakoHy B mayui

Mepak
lesenbwad
T cbrop
KniHiwe
LWneuianenp
enapaTte
MB6X

Himeuumn
a

Mepak
[e3enbwadT crop
KniHiwe
Lneuiansnpenapa
Te MbX,
HimeuwunHa
(BUPOBHUK, WO
BigNoBigae 3a
BTOPWHHY
yNakoBKY,
KOHTpOnb/BUNpoby
BaHHA cepil,
[03BiN Ha BUMYCK
cepii); Hepcapma
C.p.J1, Itanis
(BMpPOBHMLTBO
Hepo3adpacoBaHoI
npoaykuii,
nepBuHHA
ynakoBka,
KOHTpOnb/BUNpoby
BaHHS cepii);
Xaynt ®apma
Awmaper 'm6X,
HimeuunHa
(BPOGHMLTBO
Hepo3adhacoBaHoI
npoaykuii,
nepBuHHA
ynakoBka,
KOHTpOnb/B1Npoby
BaHHs cepii)

Himewumna/
ITania

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
TexHi4YHa nomwuska (3rigHo Hakaly MOS3 Big 23.07.2015
Ne 460). BunpaBneHo TEeXHIYHY NOMUIIKY B IHCTPYKLT
0N MeQMYHOro 3aCTOCYBaHHS Nikapcbkoro 3acoby, a
came 3a3Ha4yeHo NponyLeHy AaTy 3aTBEPAXEHHS Ta
Homep Hakasy MOS YkpaiHu. 3asHaueHe
BWMNpaBIIEHHS BiAMNOBiAae maTepianam peecTpauiiHoro
0OCbE.

3a
peuerimom

UA/13562/01/04

310.

TEMOMEOAK

kancynu no 180 mr,
no 5 kancyny
dnakoHi, no 1
dnakoHy B navui

Mepak
esenbwad
T dorop
KniHiwe
Lneujanbnp
enapate

HimevumH
a

BUPOGHWK, LLIO
Bignosigae 3a
BTOPUHHY
yNakoBKy,
KOHTpOnb/B1Npoby
BaHHA cepii,

Himevumnna/
ITania

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
TeXHi4YHa nomwuska (3rigHo Hakaly MOS3 Big 23.07.2015
Ne 460). BunpaBneHo TEXHIYHY NOMWIKY B iHCTPYKLUIi
ANs MEeAUYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby, a
came 3a3Ha4yeHo MponyLleHy AaTy 3aTBEPAXEHHS Ta
Homep Hakasy MOS YkpaiHu. 3a3HaveHe

3a
peuenmom

UA/13562/01/05
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep

peecmpauyiliHo2o

noceid4yeHHs1

M6X

[03BiN Ha BUMyCK
cepii: Megak
[e3enbwadT crop
KniHiwe
LWneuiansnpenapa
Te M6X,
Hime4vuuHa;
BignoBigatoTh 3a
BUPOBHMLTBO
Hepo3dhacoBaHoi
npoaykuii,
nepBUHHY
ynakoBKy,
KOHTpOnb/BUNpoby
BaHHs cepii:
Xaynt ®apma
Awmaper 'M6X,
Hime4vuuHa;
Hepdpapma C.p.J1.,
ITanis

BUNpaBNEeHHs BigNoBigae matepianam peecTpauinHoro
[0CbE.

311.

TEMOMEOAK

kancynu no 250 wmr,
no 5 kancyny
dnakoHi, no 1
dnakoHy B navui

Mepak
lesenbwad
T corop
KniHiwe
LWneuiansnp
enapaTte
M6X

HimeyumH
a

BUPOGHMK, LLO
BigNoBigae 3a
BTOPUHHY
ynakoBKy,
KOHTpOnb/B1Npoby
BaHHSA cepil,
[03BiN Ha BUMYCK
cepii: Megak
[esenbliadT drop
KniHiLwe
LWneuianenpenapa
Te M6X,
HimeyumnHa;
BigMNoBigaTb 3a
BMPOBHMLTBO
Hepo3adpacoBaHoi
npoaykuii,
NepBUHHY
yNakoBKy,
KOHTpOnb/BUNpoby
BaHHS cepii:
Xaynt ®apma
Amaper 'm6X,
HimeuuuHa;
Hepdapma C.p.J1.,
ITanis

Himeuumnna/
ITania

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
TexHi4YHa nomwunka (3rigHo Hakaly MOS3 Big 23.07.2015
Ne 460). BunpaBneHo TEXHIYHY MOMWIKY B iHCTPYKLUi
ANa MEeAUYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby, a
came 3a3HajveHo MponyLLeHy AaTy 3aTBepAXeHHs Ta
Homep Haka3dy MOS3 Ykpainu. 3asHaveHe
BUNpaBneHHs Bignosigae matepianam peectpauinHoro
[OCbE.

3a
peuerimom

UA/13562/01/06

312.

TUrALMN

MOPOLLIOK AN
PO34MHy Ans
iHdy3in no 50 mr; 10
nakoHiB 3
NOPOLLKOM Y nayi 3

Mdparizep
Eny.Ci.Mi.
Kopnopew
H

CLA

BUPOOHMLTBO
npoaykuii in bulk,
nepBuHHe
nakyBaHHS,
KOHTPOIb SIKOCTi:

ITania

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu |

TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS

Ta/abo agpecu 3asBHUKa (BNacHWKa peecTpauiniHoro
noceigyeHHs1) - 3MiHa agpecu 3asiBHUKa

3a
peuerimom

UA/12347/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
KapTOHY MaTeoH ITania
C.n.A., lTania
BUPOBHMLTBO
npogykuii in bulk,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb SKOCTI
Ta BMNYyCK cepii:
Baet Ilegepne
C.p.J1., Itania
LocnigxeHHs
CTEpPUNbHOCTI:
KOpodiHe -
Baviona6b C.p.n.,
ITania
313. | TIBOPEIb PO34UH OparnbHUiA, TOB "lOpis- YkpaiHa TOB «lOpis- Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a He UA/20222/01/01
ACMAPTAT no 100 mn a6o no dapm” dapm» TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa Ha3Bu ADI abo peuenmom nidnsie
200 mny [OMOMiKHOT peqoBuHW. MpuBeaeHHs Ha3su AdI ae
KOPWYHEBIN NASALLIL apriHiHy acnapTtary BiAMoBigHO A0 MaTepianis
nonimepHin 3 BUPOGHMKA Ail040i peHOBUHM. 3MiHN BHECEHO Y pO3Ain
KPULLKOLO 3 "Cknag" B iHCTPYKLUit0 ANs MEAWYHOro 3aCTOCYBaHHS
KOHTpOriem nepLuoro Ta 'y po3ain "AKiCHWN i KiNbKICHWIA cknag" B KOPOTKY
BigKpuTTs; no 1 XapaKkTepuCTuKy nikapcbKkoro 3acoby 3 BignosigHUMu
nASawi 3 MipHUM 3MiHaMW y TeKCTi MapKyBaHHS YNakoBKW fikapCbKOro
CTaKaH4YMKOM y 3aco0y.
KOpoO6Li 3 KapTOHY
314. | TIEHAM® MOPOLLOK ANA Mepk Wapni | LBenuapi BupobHuk CLUA/ BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a - UA/0524/01/01
po34nHy Ans Ooym IOEA a Hepo3dacoBaHoi PpaHuis/ Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta peuernmom
iHdysin; 10 m6X npoaykuii, Higepnanam dapmakoHarnsgy. BeegerHs abo 3amiHn o
hbnakoHiB 3 nepBuHHe y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
MOPOLLIKOM Y nakyBaHHsi: Mepk (BBEOEHHS y3aranbHeHVX AaHWX Npo CUcTeMy
nnacTMKoBOMY Wapn i Joym JNC, dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
niaaoHi CLUA; BtopuHHe BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay;
nakyBaHHs, [O3BinN KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
Ha BUMYCK cepii: 3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SKLWO BOHa
OAPEBA BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianosiganbHoi
Mipabensb, 3a 34ilCHeHHs1 hapmakoHarnsgy (BKoYaym
®dpaHuis; Mepk KOHTaKTHi fiaHi) Ta/abo 3MiHM Y po3MiLLeHHi MacTep-
Wapn i Joym B.B., parnna cuctemu papmakoHarnsgy) 3mMiHa KOHTaKTHUX
Hioepnanamn [aHUX YNOBHOBaXEHOT 0CO0M 3asiBHYMKA,
BiANOBiganbHoi 3a hapmakoHarnsg. 3MiHa KOHTaKTHOT
ocobu 3asiBHUKA, BiANOBIAanbHOI 3a hapMakoHarnsg B
YkpaiHi. [itoya pegakuis: Elena Andriutsa.
MponoHoBaHa pepakuis: Anna Klymenko. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cObM 3asiBHWMKA,
BiAMNoBiAanbHOI 3a hapmakoHarnag B YkpaiHi. 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
hapmakoHarnsigy. 3miHa micus 34iNCHEeHHs1 OCHOBHOIT
LisNbHOCTI 3 hapmakoHarnsgy
315. | TIO-NINOH- po34vH Ans iHdysin, | ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiinHmx matepianis: 3MiHu | 3a - UA/16244/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
HOBO®APM 12 mr/mn; no 50 mn 3 obmexeHow TMNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta peuenmom
TYPBO y conakoHi; no 1 abo oBGMeXeHo BignoBiganbHICTO dapmakoHarnsigy. BeenerHs abo 3MiHn go
10 dhnakoHiB B nayui | Bignosigans cipma y3aranbHeHuX A4aHux Npo cuctemy dapmakoHarnsgy
3 KapTOHY HicTIo dpipma "Hosodapm- (BBEAEHHSI y3aranbHEHMX AaHMX NPO CUCTEMY
"Hosodapm- BiocnHTes" apmakoHarnsagy, amiHa ynoBHoBaxeHoi ocobu,
BiocuHTes" BignoBiganbHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa onsi
3AiNCHEHHSA hapmakoHarnsgy B YKpaiHi, AKLLO BOHA
BigMiHHa Big yNOBHOBa)eHOI 0cobu, BignosigansHoi
3a 34ificHeHHs1 hbapmakoHarnsgy (Bkroyaum
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
daiina cuctemu hapmakoHarnsay) 3miHa KOHTaKTHUX
[AaHnX yNOBHOBAaXEHOI 0COOU 3asiBHWMKA,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3MiHa
MicLie3HaxXo4KeHHA MacTep-ganna cuctemm
capmakoHarnsgy Ta horo Homepa. 3miHa Micus
34iICHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
316. | TPU3UNIH PO34MH Anst iH'ekuin, TOB HB® YkpaiHa BignosiganbHUin YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a He UA/9897/01/01
100 mr/mn, no 5 mn "MIKPOXIM" 3a BMPOBGHULTBO TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom nidnsie
B amnyni; no 5 Ta KOHTponb/ Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiniHoro ae
amnyn y KaceTi; no 2 BUNPOOYBaHHS, He nocBiayeHHs1) 3miHa agpecy 3asiBHMKa - 3MiHWU BHECeHI
KaceTu y nayui 3 BKITOYaK0YN B IHCTPYKLUIil0 4Nst MEAUYHOIO 3aCTOCYBaHHS
KapToHy BUMYCK Cepil: nikapcbkoro 3acoby y po3ain "3asBHuK". BBeaeHHs
MNpuBaTHe 3MiH NPOTAroM 6-Tu MICALIB NiCNs 3aTBEPOXKEHHS.
akuioHepHe 3miHu | TNy - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUiA
TOBapuUCTBO 3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa iMnopTepa/3minu,
"Nekxim-Xapkis", LLIO CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO SKOCTI
YkpaiHa roToBOrO fikapcbkoro 3acoby (3amiHa abo foaaBaHHs
BianoBiganbHWn BMpOGHMKa, Lo BiANOBIAA€E 3a BBe3eHHS Ta/abo
3a BUPOBHMLTBO BUNycCK cepii) - He Bkmovaoum
Ta KOHTponb/ KOHTpOnb/BUNpobyBaHHS cepii - AoAaBaHHS
BUNpobyBaHHsA BMpoGHuKa 113, BignoBiganbHOro 3a BUMycK cepii, He
cepii, BKNtoYyaouu BKIT04aKUM KOHTPOMb/BUNpobyBaHHs cepii: TOB HB®
BUNYCK cepii: «MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 M. Kuis,
TOB HB® Byn. byaiHaycTpii, 6ya. 5) BHeceHi B po3ginu
"MIKPOXIM", "BrpobHuk" Ta "MicueaHaxogkeHHs BUpobHuKa Ta
YkpaiHa agpeca Micus NPOBaMKeHHS MOro AisnbHOCTI"
BianosiganbHUn iHCTPYKLUii ANa MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3a BMNycK cepii, 3acoby Yy 3B'si3Ky 3 JoAaBaHHSM BUPOOHWKa,
He BKIHoYar4un BiANoOBigansHOro 3a BUNYcK cepii, Ta MOXNMBICTIO
KOHTpOnb/B1Npoby OpyKyBaTu OKpeMi iHCTPYKUIiT ANS MeAUNYHOro
BaHHS cepil: 3acTocyBaHHS Ans BiANOBIAHMX BUPOBHWKIB; K
TOB HB® Hacnigok - nosiea ynakoBOK fikapcbkoro 3acoby ans
"MIKPOXIM", [04aTKOBOro BUpOOHMKa. BBeaeHHsA 3miH npoTsarom 6-
YkpaiHa TV MicSILiB Micnsi 3aTBEPOXKEHHS.
317. | TPUHOMIA® Kancynu TBepgi no Ddeppep IcnaHis Peppep IcnaHis BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | 3a - UA/15410/01/01
100 mr/20 mr/2,5 wr; IHTepHaujioH IHTepHauioHanb, TMny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom
no 7 kancyny anb, C.A. C.A. cepTudikaT BignoBigHOCTI €EBponenchkii

6nictepi; no 4
Gnictepu B

dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEHOro cepTudgikata BignosigHocTi abo
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
BUYYEHHS cepTudikaTa BignoBigHOCTI €EBponenchkin
capmaxkonei: gna A®l; ansa BuxigHoro

KapTOHHiI kopooLi
maTepiany/peareHTy/MpoMiKHOro NpPoaykKTy, Lo

BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponeiickkin hapmakonei) - HoBui ceptudikar Big
BXe 3aTBepAKeHoro BUpobHUKa - NofaHHsA HOBOTO
cepTudikaTa BignoBigHOCTi €BpoONenChbKii
dapmakonei Ne RO-CEP 2021-102 - Rev 00 ans
nito4oi pedyoBmHM ATopBacTaTUHy KanbLito TpurigpaT
(Process Il) Big Bxe 3aTBepaxeHoro BupobHuka Ind-
Swift Laboratories Limited, IHgist. 3MiHun | Tuny - 3MiHn
3 sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBneHoro cepTudikara
BignoBigHocTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €Bponewickkin hapmakonei: ana Adl;
Ons BUXigHOro matepiany/peareHTy/npomMixXHOro
NpPOAYKTY, O BUKOPUCTOBYIOTLCS Y BUPOOHULTBI A,
Ons AONOMIKHOT pevoBuHM (cepTuddikat BignoBiaHOCTI
€Bponeiickkin hapmakonei) - HoBui ceptudikar Big
BXe 3aTBepaKeHOro BUpPoBHUKa - NoAaHHS HOBOTO
cepTugikaTa BignoBigHOCTi €Bponechbkii
capmakonei Ne RO-CEP 2018-059 - Rev 02 ans
Aito4oi pedyoBrHU ATopBacTaTUHy KanbLito TpurigpaT
Bif] BXXe 3aTBEpaXeHOoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3minHu | Tuny
- 3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNoBiAHOCTI €BpONENChKIN
apmakonei/moHorpadii. NMogaHHsA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBponeinchKin
capmakonei: gna Ad®l; onsa sBuxigHoro
maTepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI ADI; Ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikat
BiJ ke 3aTBepKeHOro BUpobHUKa - moJaHHs
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI €BpONenchKiln
dapmakonei Ne R1-CEP 2012-035 - Rev 01
(3aTBepakeHo: R1-CEP 2012-035 - Rev 00) gnis
fitoYoi pevoBuHM ATOpBacTaTyHy KanblLiito TpurigpaT
Bif BXe 3aTBEpaXeHOro BUPoGHMKa. Ak Hacnigok,
npuBeaeHHs Ha3Bu BUpobHuka A®I B p. «Cknag» MKA
J13 y BignosigHictb o CEP (3atBepmxeHo: TEVA API
INDIA LTD, India; 3anponoHoBaHo: TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3minu | Tuny
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTI abo
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
BUYYEHHS1 cepTudikaTa BignoBigHOCTI €Bponenchkin

capmaxkonei: gna A®l; ansa BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCSA Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponecbkin dhapmakonei) - OHoBNeHU cepTudikaT
BiJ y)ke 3aTBepXeHOro BUpobHUKa - MoAaHHs
OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI €EBpONEnchKin
dapmakonei Ne RO-CEP 2021-102 - Rev 01 ans
nito4oi pedyoBmHM ATopBacTaTUHy KanbLito TpurigpaT
Bif] BXXe 3aTBEpAKEHOro BMpobHuka Ind-Swift
Laboratories Limited, IHais. 3MiHu | Tuny - 3miHn 3
sikocTi. CepTudikat signosigHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBneHoro cepTudikara
BignoBigHocTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €Bponewickbkin hapmakonei: ans Adl;
Ons BUXigHOro matepiany/peareHTy/npomMixkHOro
NpPOAYKTY, O BUKOPUCTOBYIOTLCS Y BUPOOHULTBI A,
Ons AONOMIKHOT pevoBuHM (cepTuddikat BignoBiaHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHuUn cepTudikaT
BiJ y)Xe 3aTBEpXEHOro BUpOBHUKa - MoAaHHS
OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI €EBPONENChKin
c¢apmakonei Ne R1-CEP 2001-297 - Rev 07
(3aTBepokeHo: R1-CEP 2001-297 - Rev 06) ons
Aitoyoi pevoBuHM Paminpun Bif BXxe 3aTBEpAXXEHOro
BUPOGHKKa, ikl 3mMiHMB Ha3By 3 SANOFI-AVENTIS
DEUTSCHLAND GMBH Ha EUROAPI GERMANY
GmbH. 3minu | Tuny - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/l'E-cepTudikat BignosigHoCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo BuUny4eHHs cepTudikata BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Yy BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBneHun cepTudikar
Bifl y)Xe 3aTBEepHKEeHOro BUpobHuKa -
NnoJaHHs OHOBMEHOro cepTudikata BigNoBiAHOCTI
€sponelicbkin bapmakonei Ne R1-CEP 2012-035 -
Rev 02 ans gito4voi pevoBrHN ATopBacTaTUHY KarnbLiito
TpUrigpar Bif BXe 3aTBEepXXeHOro BUpobHunka TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3minu | Tuny
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBIEeHoro cepTudikarta BignosigHocTi abo
BUINYyYEHHS cepTudikaTa BignoBiaHOCTI EBpoNENChKil
capmakonei: gna A®l; gnsa BuxigHoro
MaTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
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BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI pevoBuHU (cepTudikaT BigNoBIAHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHu cepTudikaT
BiJ y)ke 3aTBepXeHOro BUpobHUKa - MoAaHHs
OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI €EBpONENnCchKin
dapmakonei Ne RO-CEP 2018-059 - Rev 03 ans
nito4oi pedyoBmHM ATopBacTaTUHy KanbLito TpurigpaT
Bif BXXe 3aTBEpaKeHOro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3minu | Tuny
- 3MiHu 3 sikocTi. CepTudpikaT BignosigHocTi/lE-
cepTudikar BiANOBIAHOCTI EBPONENCHKIN
dapmakonei/MoHorpadii. MogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITYYEHHS cepTudikaTa BignoBiaHOCTI EBpONEnChKin
capmakonei: gna Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Yy BUPOOHMLTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponeicbkin dapmakonei) - OHOBNeHuUn cepTudikaT
Bif] y>Ke 3aTBEPAKEHOro BUPOOHMKA - NOAAHHS
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiln
capmakonei Ne R1-CEP 2018-059 - Rev 00 ans
AitoY0i pevoBuHM ATopBacTaTVHy KanblLito TpurigpaT
Bif] BXXe 3aTBepaKeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3minHu | Tuny
- 3miHm 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
apmakonei/moHorpadii. NMogaHHsA HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUINYyYEHHS cepTudikaTa BignoBiaHOCTI EBponenchKiln
capmakonei: gna A®l; ana BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUPOOHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBneHnn ceptudikar
Bif ke 3aTBepAKeHOro BUpobHUKa - MoJaHHSA
OHOBMEHOro cepTudikaTa BignoBigHOCTI €Bponeinchbkii
dapmakonei Ne RO-CEP 2021-102 - Rev 02 ans
nitoYoi pevoBuHM ATopBacTaTVHy KanblLito TpurigpaT
Bif BXe 3aTBepaKeHoro BUpo6Huka Ind-Swift
Laboratories Limited, IHaig. 3minu | Tuny - 3miHn 3
skocTi. CepTudpikat BignosigHocTi/l'E-cepTudikar
BiANOBigHOCTI E€Bponenchkii hapmakonei/MoHorpadii.
MogaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTI abo BUNy4YeHHs cepTudikata
BignoBigHocTi €Bponeicbkini hapmakonei: ans Adl;
ONns BUXIQHOro MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, O BUKOPUCTOBYOTLCS Y BUPOOHMLTBI ADI;
[Onst AONOMiXXHOI peqyoBUHU (cepTudikaT BignosigHocTi
€Bponelicbkini hapmakonei) - OHoBNeHun cepTudikar
BiJ YK€ 3aTBepAKeHOro BUpobHUKa - ModaHHs
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €Bponenchkiin
apmakonei CEP R2-CEP 1993-007-Rev 06
(3aTBepmkeHo: R2-CEP 1993-007-Rev 05) gns gitoyoi
PEYOBMHM KUCNOTK aueTuncaniumioBoi Big BXxe
3aTBepakeHoro BupobHuka Novacyl, France. CEP
[OMOBHEHWI OLLIHKOK PU3MKIB LLOAO eNEMEHTHUX
powmiwok BignosigHo go Bumor ICH Q3D Guideline for
elemental impurity.
318. | PAMLUMUKIO NMOPOLLIOK AT YkpaiHa LaHxan ®apma Kutan BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | - - UA/18275/01/01
BIP KpucTaniyHmm "KNIBCbKW pyn YaHrkoy TMNy - AGMiHICTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS
(cybeTaHuin) y n Kowi Ta/abo agpecu Micus NPOBaMKEHHST OiANbHOCTI
noaBiNHNX BITAMIHHA dapmachbtoTikan BUPOGHMKaA (BKMOYaouun, 3a HEOOXiAHOCTI, MicLe
nonieTuneHoBmx n 3ABOO" Ko., N1A. NPOBEAEHHST KOHTPOIIO SIKOCTi), abo BnacHuka macTep-
nakeTtax ons davina Ha A®I, abo noctayanbHuka A®l/BuxigHoro
hapmaLeBTUHHOIO matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3acTOCyBaHHs! 3acTocoByOTbCS Y BUPOOHUUTBI ADI (5K 3a3HaveHo
y AOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
chapmakonei y 3aTBepaxeHoMy 4ocbe, abo BUpoBHMKa
HOBOI AOMOMIDKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
pocke). 3miHa agpecu BMpobHuka Ad| LaHxan ®apma
'pyn YaHnkoy KoHi ®apmacetoTikan Ko., Jl14.
319. | ®APMA301I cnpen HasanbHuiA, 1 AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | bes He UA/1881/02/01
H® H mr/mn; no 15 mn abo "®apmak” Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenma nionsiz
no 20 mn y onakoHu dapmakoHarnagy. 3miHa y KOpOTKili XxapaKTepucTumLi ae

nonieTUNeHoBi;
3abe3neyeHi
Hacagkow 3
[03aTOPOM i
3aXUCHUM
KOBMaykom; no 1
hnakoHy y navui 3
KapTOoHY

nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii
Ansi MEOUYHOTO 3acTOCYBaHHS Ha NiacTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby,
abo pgocnigkeHb 3 6e3nekn 3acToCyBaHHS MikapCbKoro
3acoby B nicnsipeecTpadiliHuin nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTY 3 4OCMIMKEHb, MPOBEAEHUX
BigNOBIQHO 40 MnaHy negiatpuyHux gocnigxeHs (PIP)
(3MiHY y3romxeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHoMm) - 3MiHM BHECEHO [0 iHCTPYKLiT Ans
MeOMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby oo
po3giny "OcobnuBocTi 3acTocyBaHHsA" BiANOBIAHO A0
OHOBMEHOT iHhopMaLlii 3 6e3nekn 3acTocyBaHHsI
nikapcbkoro 3acoby. BBegeHHs 3MiH npoTarom 6-tu
MicsaUiB nicns 3aTBepXeHHst; 3MiHu | Tuny - 3miHK
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy
(iHWi 3miHW) - 3MiHM BHECEHO 0 IHCTPYKUii Ans
MELMYHOrO 3aCTOCYBaHHs NikapcbKoro 3acoby Ao
poaginy "Cnocib 3acTtocyBaHHs Ta 031" BiANOBIAHO
[0 OHOBIEHOI iHbopmaLLii 3 6e3nekn 3acTocyBaHHSA
nikapcbkoro 3acoby, a Takox 4o po3ainy "Ynakoska".
BBeaeHHs 3MiH NpoTsarom 6-tu MicauiB nicns
3aTBepAKEHHST; 3MiHu | Tuny - 3miHM Wwoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy (iHwi
3MiHW) - 3MiHM BHECEHO A0 IHCTPYKLUiT Ans Mean4Horo
3aCcTOCyBaHHSA Nikapcbkoro 3acoby oo posainy
"Mob6iyHi peakuii", a came BHeCEHHs iHhopmaLlii npo
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
HeoOXiaHICTb NOBIZOMMATY NPO yci BUNagku
nigo3proBaHmx NobivHMX peakLili Ta BiACYTHOCTI
eeKTUBHOCTI fikapcbkoro 3acoby. BeegeHHs 3miH
NpoTArom 6-Tu MicsLiB nicnsi 3aTBepaKeHHS; 3MiHK |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
capmakoHarnsgy (iHwi 3miHu) - 3MiHKM BHECEHO A0
MapKyBaHHS1 yNakoBKU fikapcbKkoro 3acoby, a came
BUITYYEHHS BUKITAAEHHS TEKCTY POCIMCbKOIO MOBOIO Ta
PO3'ACHEHHS WOAO NOoroTuny 3asiBHUka. BeBeaeHHs
3MiH NPOTSArom 6-TM MicsLiB Nicnsi 3aTBEPAYKEHHS
320. | PAPMAKCUK | posunH ans iH'ekuii, | ToBapucteo YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a - UA/18913/01/01
AM 10 mr/mn no 1,5 mn 3 obmMexeHow TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
y donakoni; no 5 obmexeHo BiANOBIgaNbHICTIO capmakoHarnsgy. BeegeHHs abo 3miHm oo
nakoHiB y Bignosigans dipma y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
KOHTYPHI HicTio dhipma "Hoodapm- (BBEAEHHS y3aranbHEeHMX AaHMX NPo cUCTeMy
YapyHKOBIN "HoBodapwm- BiocnHTes" capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
ynakosui; no 1 BiocuHTes" BigNoBiganbHoI 3a 34iMCHEHHSA chapMakoHarnsay;
KOHTYPHI KOHTaKTHOI 0cO0M 3 (hapMakoHarnsigy 3asiBHUKa Ansi
YapyHKOBIN ynakoBLj 30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BOHa
y nayli 3 KapTOHY BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 34ilicHeHHs1 hapmakoHarnsgy (BKroyarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
davina cuctemu papmakoHarnsgy) 3miHa KOHTaKTHUX
[AaHnX yNOBHOBaXEHOI 0COOU 3asiBHNMKA,
BignoBiganbHoI 3a hapmakoHarnsg. 3MiHa
MiCcLie3Hax0MKEHHS MacTep-anna cuctemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dapmMakoHarnsay.
321. | ®APMAJINO | po3unH Ans iHdysi, | ToBapucTBo YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu | 3a - UA/16672/01/01
H 30 mr/mn no 20 mn 'y 3 obmexeHoto Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
dnakoHi; no 5 obmexeHo BiAMOBIAANBLHICTIO dapmakoHarnsagy. BeegerHs abo 3aminn o
dnakoHiB y Bignosigans dipma y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
KOHTYpPHIn HicTio dhipma "HoBoapm- (BBEOEHHS y3aranbHeHVX AaHWX Npo CUCTEMY
YapyHKOBIN "HoBodapMm- BiocuHTes" dapmakoHarnsgy, 3aMiHa ynoBHOBaXeHoi ocobu,
ynakosLi; no 1 BiocuHTes" BignoBiganbHoI 3a 3aiMCHEHHS hapMakoHarnsaay;
KOHTYpPHIn KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
YapyHKOBIN ynakoBsLi 3AicCHeHHs hapmakoHarnsgy B YKpaiHi, SIKLLO BOHa
y nayui 3 KapTOHY BigMiHHa Bi yNOBHOBa)XeHOIT 0cobu, BignosigansHoi
3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
davina cuctemu hapmakoHarnsgy) 3miHa KOHTaKTHUX
[AaHnX YNOBHOBaXEHOI 0cOOU 3asiBHYMKA,
BignoBiganbHoi 3a chapmakoHarnsg. 3miHa
MicLie3Hax0oMKEHHS MacTep-anna cuctemm
dapmakoHarnsgy Ta oro Homepa. 3MiHa Micus
34iCHEeHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
322. | ®APMAJINO | po3unH Ans iHdysi, | ToBapucTBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | 3a He UA/18156/01/01
H® TYPBO 12 mr/mn no 50 mny 3 obmexeHolto Tuny - 3MiHK 3 AKocTi. FoTOBWI Nikapcbkuii 3acib. peuenmom | nidnse
dnakoHi; no 10 obmexeHo BiAMOBIAANbHICTIO CrabinbHicTb. 3mMiHa y TepMiHax npuaaTHoCTi abo ae
nakoHiB y naui 3 Bignosigans dipma ymoBax 30epiraHHsi roTOBOrO fikapCbKoro 3acoby
KapTOHY HicTIO dpipma "HoBodapm- (36inblLUeHHs1 TepMiHY NpUAaTHOCTI rOTOBOrO
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
"HoBohapMm- BiocuHTes" nikapcbkoro 3acoby) - [1ns ToproBoi ynakoBKku
BiocuHTes" (niaTBEPAKYETLCS AAHMMM pearnbHOro Yacy)
306inbLUeHHs TepMiHY NPUAATHOCTI rOTOBOIO
nikapcbKkoro 3acoby Ha OCHOBI MO3UTUBHMX
pe3ynbTaTiB JOBrOCTPOKOBUX AOCHIAXEHb
CTabinbHOCTI y peanbHOMY Yaci: 3aTBepKeHo:
TepMmiH npyugaTHOCTI. 2 poku. 3anponoHoBaHo: TepMiH
npuaaTHocTi. 3 pokn. 3MiHM BHECEHi B po3Ain "TepmiH
npuaaTHOCTI" B iIHCTPYKLiO 4NS Megu4yHoro
3acToCyBaHHSA Nikapcbkoro 3acoby. BeeaeHHs amiH
NpoTSArom 6-Tn MicsALIB NiCNsA 3aTBEPXKEHHS.
323. | ®PAPMANINO pPO34mMH Ana iHysin, | ToBapucTeo YkpaiHa ToBapucTtBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHu | 3a - UA/18156/01/01
H® TYPBO 12 mr/mn, no 50 mn 3 obmMexeHow TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
y cbnakoni; no 10 obmexeHo BignoBiganbHicTO capmakoHarnsgy. BeegeHHs abo 3amiHm oo
dnakoHiB y nayui Bignosiganb cipma y3aranbHeHWX 4aHux Npo cuctemy dapmakoHarnsgy
HicTIo dhipma "Hosodapm- (BBEAEHHS y3aranbHEHMX AaHUX NPO cUCTeEMY
"Hosodapm- BiocnHTes" dapmakoHarnsay, 3MiHa YnoBHOBaXeHOi ocobu,
BiocuHTes" BiANOBiganNbHOI 3a 34iNCHEHHST hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
BigMiHHa Big yNOBHOBa)eHO! 0cobu, BignosigansHoi
3a 34ificHeHHs1 hbapmakoHarnsgy (Bkroyaryum
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
anna cuctemu papmakoHarnsgy) 3mMiHa KOHTaKTHUX
[AaHnX YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
30iICHEHHS OCHOBHOI AisNbHOCTI 3 dhapMakoHarnsgy
324. | ®EOUH-20® kancynu no 20 wmr; OPIrAHOCH OAE EBepTomxeH IHpia BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/1239/01/01
no 10 kancyn y H Nand CaeHcns TexHiYHa nomunka (3rigHo Hakady MO Big 23.07.2015 peuernmom
6nictepi; no 3 NANDCAEH Nimiten Ne 460). BunpaBneHHS TEXHIYHOI MOMUIKN AONYLLEHOI
6nictepu B nayui 3 CUN3 (ED® B po3aini "3. CEPEOHA MACA KAMNCYNU" B MKA N3
KapToHY 3ET ) (3aTBepmkeHi Hakazom MO3 Ne1946 Big
10.11.2023).3Baxyt0Tb ABaAUSTb Karcys, KOXHY
OKpPEMO, i pO3paxoBYHOTb CEPEAHIO Macy.
325. | ®EQUH-20® kancynu no 20 mr; in | OPTAHOCHK OAE EBepTomkeH IHAisA BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: - - UA/1240/01/01
bulk: no 2500 H Jland CaeHcus TeXHi4YHa nomwuska (3rigHo Hakaly MOS3 Big 23.07.2015
Kancyn y noaBinHux NAADCAEH Nimiten Ne 460). BunpaBneHHs1 TEXHIYHOI MOMUIKW AONYLLEHOI
nonieTuneHoBux CU3 (Ed B po3gini "3. CEPEOHA MACA KAMNCYNU" B MKA N3
naketax 3ETI) (3aTBepmkeHi Hakazom MO3 Ne1946 Big
10.11.2023).3Baxy0Tb ABaALSATb KaMcCyr, KOXHY
OKpPEMO, i pO3paxoByHOTb CEPEAHI0 Macy.
326. | ®EHIPAMIHY | nopoluok MpuBaTHe YkpaiHa Cynpis IHAisa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | - - UA/16847/01/01
MATINEAT (cybeTaHuis) y akKuioHepHe NawidpcanHe Nra. TMny - 3MiHu 3 sikocTi. CepTudikaT BignosigHocTi/lE-
noAaBifHMX TOBapucTBoO cepTudikaT BignoBigHOCTI €EBpoNencheKi
nonieTuIeHoBmX "Nekxim - dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
nakeTax (30BHiLUHIN Xapkis" OHOBIEHoro cepTudikaTta BignosigHocTi abo

YOPHWUI) Ans
hapmaLeBTU4HOro
3aCTOCYBaHHS

BUMYYEHHS cepTudikaTa BignoBigHOCTI €Bponenchkin
capmakonei: gna A®l; gnsa BuxigHoro
MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
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MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
AOMNOMIKHOI peqoBuHU (cepTudikaT BignoBiAHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHu cepTudikaT
BiJ y)Xe 3aTBepkeHoro BupobHuka. MNogaHHs
OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI €EBpONENnCchKin
capmakonei Ne R1-CEP 2015-030-Rev 00
(3aTBepakeHo: RO-CEP 2015-030-Rev 00). Ak
HacnigoK He3Ha4Hi 3MiHW Y NakyBaHHi, a came
3a3Ha4YeHHSs! KONMbOPY 30BHILLHBOrO MOMIETUNEHOBOTO
nakeTy (30BHILLHIN YOPHWUIA).

327.

®EHICTUN
EMYINbCIA

eMynbCis HaLwKipHa
0,1% no8wmny
cnakoHi 3
KYNbKOBUM
annikatopom; no 1
¢nakoHy B
KapTOHHiIN kopobui

XaneoH KX
CAPI

LLseruapi
a

XaneoH KX
C.a.p.n.

LLiBeviuapis

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu |
TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
nocBigYeHHs) - 3MiHa Ha3Bu 3asBHKKa 3 [CK
KoHcblomep Xenckep CAPJ, Lseliuapisi Ha XaneoH
KX CAPJ, LWeenuapis. TepMiH BBEAEHHS 3MiH
npoTsArom 6 micsAuiB nicnsa 3aTBepmkeHHs; 3MiHn | Tuny
- AgMmiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo
agpecu Micua NpoBagKeHHs OisinbHOCTI
BMpOBHWKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKIIOYaK04M AinbHULI BUNYCKy cepii abo micue
NPOBEAEHHS1 KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
BiAMNOBiAae BUPOOHWMK/IMMOPTEp, BKIOYA04YMN BUNYCK
cepii) - 3miHa Ha3BW Ta agpecy BUPOOHMKa roToBOro
nikapcbkoro 3acoby. 3MiHU BHECEHO B iHCTPYKLiO Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ginu "BupobHuk" Ta "MicuesHaxoaKeHHs
BMPOGHMKa Ta agpeca Micus NTpoBagXKeHHs Oro
OisnbHOCTI" 3 BiANOBIAHUMMY 3MiHAMU B TEKCTI
MapKyBaHHS YNakoBOK. TepMiH BBe4EHHS 3MiH
npoTarom 6 MicauiB nicns 3aTBepmKeHHst; 3MiHu | Tuny
- 3MiHN wopo 6e3nekn/edPeKTNBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu) - 3MiHN BHECEHO Y
TEeKCT MapKyBaHHS BTOPUHHOI ynakosku n.17 IHLWE Ta
nepBuHHOI ynakoBku n.6 IHLWE. TepmiH BBEAEHHS 3MiH
npoTsirom 6 MicsiliB nicns 3aTBepaKeHHS

6e3
peuenma

nionsie
ae

UA/13867/01/01

328.

®JIABAMEL
® ®OPTE

PO34MH OparnbHWi,
30 mr/5 mn no 100
My donakoHi; no 1
dnakoHy 3 MipHOLO
TOXKOI0 B KOPOOL

BEPIIH-
XEMI AT

HimeuumH
a

BupobHuuTBo "in
bulk", nakyBaHHs,
KOHTpOnb Ta
BUMYCK Cepint:
BEPJIIH-XEMI AT,
HimevuunHa

Himeyumna

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu |
Tmny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNoBIAHOCTI €EBPONENChKIn
apmakonei/moHorpadii. NMoaaHHs HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUNYyYEHHS cepTudikaTa BignoBiaHOCTI EBpoNeEnChKil
capmaxkonei: gna A®l; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHUMLTBI ADI; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHun cepTudikar
Bifl y)Ke 3aTBepAKEeHOro BUPOOHMKa - NOAAHHS
OHOBMEHOro cepTudikaTta BignoBigHOCTI €Bponeinchbkii
dapmakonei R1-CEP 2004-201-Rev 05
(3aTBepakeHo: R1-CEP 2004-201-Rev 04) ansa gitoyoi

6e3
peuenma

UA/3591/01/02
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
peyoBMHM aMBpoKcony rigpoxnopuay Bif yxe
3aTBEPAKEHOrO BUPOBHMKA SKUIA 3MIHUB
HariMeHyBaHHs 3 Shilpa Medicare Limited Ha Shilpa
Pharma Lifesciences Limited. 3miHn | Tny - 3miHn 3
akocTi. CepTudpikat BignosiaHocTi/l' E-cepTudikat
BiNOBIgHOCTI €Bponeinchkin dapmakonei/MoHorpadii.
3MiHW, NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiAMNOBIAHICTb A0 MoHorpadii AdPY abo €Bponericbkol
capmakonei, abo iHWOoi HauioHanbHOI hapmakonei
nepxasu €C (3miHa y cneumdikauisix, nos'a3anHa 3i
3miHamu B [1®Y, abo €Bponelickbkini hapmakonei, abo
iHLWIin HauioHanbHIN dapmakonei gepxaen €C) aMiHa y
cneumaikauii npy BUMNYCKy NoB'A3aHa 3i 3MmiHamMu B
€Bponelicbkin bapmakonei 2.9.27.
329. | XABPUKC™ cycneHsis gns "makcoCwmit Benwka "nakcoCmiTKnanH Benbris BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3MiHu | 3a - UA/16497/01/02
1440 iH’ekuin 1440 O Knanu BpuTaHis Bionogxikana C.A. Tmny - 3MiHuM 3 sikocTi. FoToBUIA Nikapcbkmin 3aci6. peuenmom
BAKLUMHA ELISA; no 1 mn (1 Ekcnopt KoHTponb JOMOMDKHUX pe4oBUH. 3MiHa y MeTogax
onsa [03a Ans [opocnmx) JimiTen BUNPOBYBaHHSA AONOMIKHOT pe4OBMHM (iHLLI 3MiHW)
MPO®ITAKT y dbnakoHi; no 1 YCyHeHHs1 po3bibkHOCTEN MiXk peecTpaLiiHUM 4OCbE Ta
UKH hbnakoHy B BHYTPILUHIMX OnepauinHuMn MeToaMKamu y TeKCTi
FEMATUTY A KapTOHHiI kopobLi 3 MeTOAY BU3HAYEHHS! BMICTY aepobHUX MikpoopraHiamis
MapKyBaHHAM y Amino Acids for Injection. Be3 amiH y meTogi

YKPaiHCbKOK MOBOIO;
no 1 mn (1 go3a ans
popocnux)) B
nonepeaHLO
HanoBHEHOMY
LINpULi Y KOMAMeKTi
3 ronKoto; Mo 1
LUNPULY B KAPTOHHIN
kopobui 3
MapKyBaHHAM
YKpalHCbKOIO MOBOIO;
no 1 mn (1 go3a ans
[0pOCnux) y
dnakoHi; no 1
dnakoHy B
KapTOHHiIn kopobui 3
MapKyBaHHAM
iHO3eMHUMMN MOBaMM
3i CTUKepoM
YKpailHCbKOI MOBOIO;
no 1 mn (1 go3a ans
Aopocnux) B
nonepeaHLo
HanoBHEHOMY
LINpULi Y KOMMMEKTI
3 ronkoto; no 1
LUNPULY B KAPTOHHIN
kopobuii 3
MapKyBaHHAM

BUNpobyBaHHs
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Pekna
MyeaH
Hs*

Homep
peecmpauyiliHo2o
noceid4yeHHs1

iHO3EMHUMY MOBaMM
3i CTUKepom
YKpaiHCbKO MOBOK

330.

XABPUKC™
720
BAKUMHA
anAa
MPO®INAKT
NKKN
FENATUTY A

cycneHsis ons
iH’ekuin 720 OO
ELISA; no 0,5 mn (1
[o3a ang giten) y
nakoHi; no 1
c¢nakoHy B
KapTOHHiI kopobLi 3
MapKyBaHHAM
YKpaiHCbKOK MOBOIO;
no 0,5 mn (1 go3a
Ons piten) B
nonepegHL0
HamnoBHEHOMY
LUNpULI Y KOMMMEKTI
3 ronkoto; no 1
LUNPULY B KAPTOHHIN
Kopobuii 3
MapKyBaHHSM
YKpaiHCbKOK MOBOIO;
no 0,5 mn (1 go3a
ans giten) y
dnakoHi; no 1
hbnakoHy B
KapTOHHiIN kopobui 3
MapKyBaHHSM
iHO3EMHUMW MOBaMu
3i CTMKEpOM
YKpalHCbKOIO MOBOIO;
no 0,5 mn (1 go3a
Aans piten) B
nonepegHLo
HarnoBHEHOMY
LINpULi Y KOMAMEeKTI
3 ronkoto; no 1
LLNPULLY B KAPTOHHIN
kopobui 3
MapKyBaHHSAM
iHO3EMHUMYK MOBaMU
3i CTUKepoMm
YKpalHCbKO0 MOBOKO

"makcoCmit
KnanH
Ekcnopt
Jlimiteq

Benuka
BputaHis

nakcoCmiTKnanH
Bionogxikans C.A.

Benbrisa

BHECEHHS 3MiH A0 peecTpauiiHnx maTepianis: 3minu |
Tuny - 3MiHM 3 siKocTi. FoTOBWI Nikapcbkuii 3acib.
KoHTposb JOMOMDKHUX peqoBUH. 3MiHa y MeTogax
BMNPOOYBaHHS JONOMXKHOT PEYOBUHY (iHLLi 3MiHW)

YcyHeHHs po3bixHOCTelN Mix peecTpauiiHuM AOCbE Ta
BHYTPILUHIMKX onepauinHUMN MeTOANKaMM Y TEKCTi

MEeTOAY BU3HAYEHHS BMICTY aepobHUX MikpoopraHiamis

y Amino Acids for Injection. be3 3miH y meTogi
BUNpoByBaHHs

3a
peuenmom

UA/16497/01/01

331.

XITAPT

PO34MH Ans iH'ekuin,
100 mr/mn; no 2 mn
y cbnakoHi; no 5
nakoHiB y
KOHTYpPHIn
YapyHKOBIN
ynakoBLi; no 2
KOHTYPHi YapyHKOBI

ToBapucTBO
3
obmexeHo
BianoBiganb
HicTio dhipma
"HoBodapm-
BiocuHTtes"

YkpaiHa

ToBapwucTBo 3
0o6MeXeHOo

BiANoBiganbHICTIO

dipma
"HoBodapm-
BiocuHTes"

YkpaiHa

BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3minu |
Tuny - 3MiHK Wwopao G6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn o
y3aranbHeHVX AaHnX Npo cuctemy papmakoHarnsgy
(BBEAEHHA Y3aranbHEHUX AaHWX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHOoi ocobu,
BignoBiganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsigy 3asiBHVKa Ansi

3a
peuerimom

UA/18374/01/01




188

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
YyNakoBKM y nayui 3 34iicHeHHs hapmakoHarnsgy B YkpaiHi, SKLo BoHa
KapTOHY BiAMiHHa Bi# ynoBHOBaxeHOi ocobu, BianoBigansHoi
3a 34ilicHeHHs1 hapmakoHarnsgy (BKroYarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu apmakoHarnagy) 3mMiHa KOHTaKTHUX
[AaHnX YNOBHOBAaXEHOI 0COOU 3asBHNMKA,
BignoBiganeHoi 3a chapmakoHarnsag. 3miHa
MicLe3HaxodXXeHHs macTep-aina cucremu
capmakoHarnsgy Ta noro Homepa. 3MiHa micus
34iiCHEHHS OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy
332. | XOHAPO-PIY, | kancynu, 200 mr/250 hxn Em pysia xn Em pysis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3minHu | bes - UA/13850/01/01
mr, no 10 kancyn y dapmacbioT dapmacbtoTukanc Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenma
6nictepi; no 5 vkanc JlTa. J1g capmakoHarnsgy. BeegeHHs abo 3miHm oo
6nictepi y y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
KapTOHHIl ynakoBLi (BBEOEHHS y3aranbHeHVX AaHWUX Npo CUCTEMY
capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BOHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 34ilicHeHHs1 hapmakoHarnsgy (BKroyarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darna cucremn chapmakoHarnsgy) 3miHa
yMNOBHOBaXeHOi 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
hbapmakoHarnsg.
[Hitoua pepakuis: lea OHonpiwsini / Dea Onoprishvili.
MponoHoBaHa pepakuis: Mans Kastenagse / Maia
Kavteladze. 3MiHa KOHTAKTHUX AaHMX YNOBHOBaXEHOI
ocobu 3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsag.
3MiHa Micue3HaxodkeHHs1 MacTep-daina cucremu
apmakoHarnsgy. 3miHa micus 34iNCHeHHsI OCHOBHOIT
AiSnbHOCTI 3 dpapmakoHarnsay
333. | ULUHKOBA ma3b 10 % no25ry MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | 6es - UA/6626/01/01
MA3b KOHTerHepax; no 20 dapmauesT dapmaueBTU4Ha Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenma
rabono30ry nyHa abpvika "Biona" cepTudikaT BignoBigHOCTI €EBpoNenchKi
Ty6ax; no 20 r abo habpuka apmakonei/moHorpadii. NMogaHHsA HoBoro abo
no 30 r y Ty6i; no 1 "Biona" OHOBIeHoro cepTudikaTta BignosigHocTi abo
Ty6i B nayuij 3 BUITyYEHHS cepTudikaTa BignoBiaHOCTI EBpoNenchKin
kapToHy; no 20 r abo capmaxkonei: gna A®l; ansa BuxigHoro
no 30 r y Ty6ax marepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
namiHaTtHux; mo 20 r BMKOPWCTOBYIOTBECS Y BUPOOHMLTBI APl; ang
abo no 30 ry Ty6i [OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoCTi
namiHaTHin; no 1 €Bponevicbkint hapmakonei) - HoBui ceptudikat Big
Ty6i B nayuij 3 HOBOrO BMPOBHKKa (3aMiHa abo JONOBHEHHS) NOAAHHS
KapTOHY HOBOro cepTudikaTa BignoBiAHOCTI €EBpoNEChKil
dapmakonei Ne RO-CEP 2018-254 - Rev 00 ans A®I
LUMHKY oKcuay Big aogatkoBoro BupobHuka Grillo
Zinkoxid GmbH, HimeyyunHa.
334. | ULUNPO®NOK | po3unH ans iHdysin, | ToBapucTteo YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3miHu | 3a He UA/5534/01/01
CALMUH - 2 mr/mn no 100 mn 3 0ob6MmexeHo TMNy - AOMIHICTPaTMBHI 3MiHW. 3MiHa HalMeHyBaHHS peuenmom nidnse
HOBO®APM Ta no 200 mny 0bMeXeHo BiANOBiAaNbHICTIO Ta/abo agpecu MicLisi NPOBaXKEHHSsI QisNbHOCTI ae
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
nnswyi, no 1 Bignosiganb cbipma BUPOGHMKa/iMnopTepa rotToBoro slikapcbkoro 3acoby,
nAAWUi B nayui HicTio chipma "Hosodapm- BKIIOYatouy AinbHuLi BUNycky cepii abo micue
KapToHy; no 100 mn "HoBodapwm- BiocnHTes" NPOBEAEHHS KOHTPOSO AKOCTI. (LisNbHICTb, 3a sKY
Tano 200 mny BiocuHTtes" BifnoBigae BUPOOHUK/iMNopTep, BKIHOYaO4N BUMYCK
CKMNSAHUX NNSALWKax cepiit) - 3miHa agpecu BUpoGHKKa ToBapuCTBO 3
obmexeHoto BignosigansHicTio cipma "Hosodapm-
BiocuHTes". 3MiHM BHECEHO B iHCTPYKLitO0 Ans
MELMYHOrO 3aCTOCYBaHHS! NikapCbKoro 3acoby y
po3ain "Micue3HaxoaeHHst BAPOOHUKa Ta agpeca
MicLA NpoBaAXXeHHS NOro AisnbHOCTI" 3 BignoBigHNMK
3MiHaMK B TEKCTi MapKyBaHHS ynakoBOK. TepMiH
BBEAEHHSA 3MiH - NPOTArom 6 micauis nicns
3aTBEPAKEHHS
335. | ULUNPO®IIOK | po3unH ans iHdysi, | ToBapucTteo YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3MiHu | 3a - UA/5534/01/01
CAUMWH - 2 mr/mn no 100 mn 3 obMexeHow TMny - 3MiHK Wopao 6eanekn/edeKTUBHOCTI Ta peuenmom
HOBO®APM Tano 200 mny obmexeHo BiANOBIgaNbHICTIO capmakoHarnsgy. BeegeHHs abo 3miHv oo
nnswyi, no 1 Bignosiganb dipma y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
NNAWLI B naywi HicTIo dhipma "Hoodapm- (BBEAEHHSI y3aranbHEHMX AaHUX NPO CUCTEMY
KapToHy; no 100 mn "HoBodapwm- BiocnHTes" capmakoHarnsigy, 3miHa ynoBHoBa)keHoi ocobu,
Tano 200 mny BiocnHTes" BiANOBIAANbLHOI 3a 3AiNCHEHHS bapmakoHarnsay;
CKISIHMX MrisiKax KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
30iNCHEeHHs hapmakoHarnsaay B YKpaiHi, Ko BOHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3[iCHeHHs hapmakoHarnsgy (BKrovaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
davina cuctemu papmakoHarnsaagy) 3miHa KOHTaKTHUX
[AaHnX YNOBHOBAaXEHOI 0COOU 3asiBHYMKA,
BignoBiganbHoI 3a hapmakoHarnsg. 3miHa
MiCLie3HaxX0MKEHHS MacTep-anna cuctemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa Micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dapMakoHarnsgy
336. | LUNPO®IIOK | TabneTku, BKpUTI "HOHik IHgis HOHik IHgis BHECEHHS 3MiH IO peecTpauinHmx martepianis: 3MiHu | 3a - UA/3061/02/01
CALVH NniBkOBOIO dapmacbloT dapmacbioTukan Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
€BPO obornoHkoto, no 250 vkan INabopaTopis dapmakoHarnsgy. BeegerHs abo 3amiHn o
mr, no 10 TabneTok Jlabopartopis (BipaineHHs hipmun y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
y bnictepi, no 1 abo " "x. B. Kemikana (BBEOEHHS y3aranbHEHVX AaHWUX Npo CUCTEMY
no 10 6nictepiB y (BipgineHHs eHg dapmakoHarnsgy, 3aMiHa ynoBHOBaXeHoi ocobu,
KOpoO6Li 3 KapTOHY dipmm "x. dapmacboTrkan3 BiANOBIAaNbHOI 3a 3AiCHEHHs dhapmakoHarnsay;
B. Kemikans Nta.") KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuKa st
eHa 34icHeHHs hapmakoHarnsgy B YKpaiHi, KO BoHa
dapmacbloT BigMiHHa Big yNOBHOBaXeHOIT 0cobu, BignosigansHoi
ukana Jitg.") 3a 3[i1CHeHHs hapmakoHarnsay (Bkrovaum

KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
chanina cuctemu dhapmakoHarnsgy) 3miHa
yMNOBHOBaXeHOI 0cobu 3asiBHMKa, BiANOBiganbHOI 3a
capmakoHarnsg.

[itoua pepakuis: Dr. Ameya P. Satam. NponoHoBaHa
pepakuisi: benikoBa CeiTnaHa MuxainisHa. 3miHa
KOHTaKTHMX JAaHNX YNOBHOBaXEHOI 0cobU 3asiBHUKA,
BiANoBiaanbHOI 3a dapmakoHarnag. 3MiHa
MicLie3Hax0MKeHHS MacTep-danna cuctemm
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Pekna Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eupobHUKa eionycky MyeaH | peecmpayiliHo2o
3acoby ynakoeka) Hs* noceid4yeHHs1
capmakoHarnsgy Ta noro Homepa. 3miHa micus
34iCHEeHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsgy
337. | ULUNPO®IIOK | TabneTku, BKPUTI "HOHiK IHpis HOHik IHpis BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHu | 3a - UA/3061/02/02
CAUUH NniBKOBOIO dapmacblot dapmacbioTmkan Tuny - 3MiHK Wwoao Ge3nekn/edeKTUBHOCTI Ta peuenmom
€BPO obonoHkoto, no 500 vkan Nab6opaTopis apmakoHarnagy. BeegeHHsi abo 3miHm o
mr; no 10 TabneTok JlabopaTopis (BigaineHHs cipmun y3aranbHeHuX AaHux Npo cuctemy dapmakoHarnsgy
y 6nictepi, no 1 abo " "[x. B. Kemikans (BBEAEHHS y3aranbHEHVX AaHWX NPo cUCTeMy
no 10 G6nictepiB y (BipaineHHs eHa hapmakoHarnsigy, 3MiHa ynoBHOBaXXeHoi ocobu,
KopoObLUji 3 KapTOHY dipmn "OXK. dapmacbioTukana BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
B. Kemikansa Nra.") KOHTaKTHOI 0CO0M 3 (hapMakoHarnsigy 3asiBHUKa Ans
eHg 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
dapmacbloT BigMiHHa Big yNOBHOBa)eHO! 0cobu, BignosigansHoi
ukana Jitg.") 3a 34ilicHeHHs1 hbapmakoHarnsgy (BKrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
cavina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBa)eHOT 0co6U 3asiBHMKA, BignoBiganbHoi 3a
bapmakoHarnsg.
[itoya pepakuin: Dr. Ameya P. Satam. NMponoHoBaHa
pepakuisi: benikoBa CeitnaHa MuxainisHa. 3MiHa
KOHTaKTHMX JAHMX YNOBHOBaXXEHOI 0COOM 3asABHMKA,
BignoBiganeHoi 3a hapmakoHarnsg. 3miHa
MicLie3HaxXo4XKeHHA MacTep-ganna cuctemm
bapmakoHarnsgy Ta noro Homepa. 3miHa micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dapMakoHarnsgy
338. | ULUTO3AP® niodinizat ansa Mdpbanszep CLUA BMPOGHMLTBO, ITanisa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a - UA/4840/01/02
PO34UHY ANS iH'eKuin IHK. nepBuHHE TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
no 100 mr, 1 donakoH nakyBaHHS, Ta/abo agpecy 3asiBHMKa (BNacHWka peecTpauiiHoro
3 niodinizatom Ta 1 BTOPUHHE noceigyeHHs1) - 3MiHa agpecu 3asiBHUKa
amnyrna 3 nakyBaHHS,
PO3YMHHUKOM (CNUPT KOHTPOIb SIKOCTI,
6eH3nnoBuiA, Boaa BUMNYCK cepil,
ans iH'ekuin) no 5 BUNPOOYBaHHSA Ha
MIT Y KapTOHHIN cTabinbHicTb:
kopooui KopaeH ®apma
NartiHa C.n.A.,
ITania
BMPOGHMUTBO,
NepBUHHE
nakyBaHHs Ta
KOHTpOMbHE
BUNpPoByBaHHs
PO3YMHHMKA:
Anbdacirma
C.n.A., ltania
339. | ULUTO3AP® niogpinisat Ans Mcpansep CLWA Kopaen ®apma ITanis BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | 3a - UA/4840/01/01
PO34UHY ONS iH'eKLin IHK. INaTtiva C.n.A. TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
no 1000 wr; 1 Ta/abo agpecu 3asBHUKA (BNAacHUKa peecTpauiniHoro
dnakoH 3 noceigyeHHs) - 3MiHa agpecu 3asiBHUKa
nioginizatom y
KapTOHHIN kopobui
340. | IONEPIO TabrneTku, BKPUTI HoBapric LLiseriuapi BMPOGHMLTBO, ITanis/ BHECEHHS 3MiH 40 peecTpauiinHmx matepianis: 3MiHu | 3a - UA/16691/01/01
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NNiBKOBOO dapma a KOHTPOSb SKOCTI, Cinranyp/ TMNy - AGMiHICTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenmom
obonoHkoto, no 50 Cepsice3 Al' nepBuUHHE Ta LLisenuapis Ta/abo agpecu Micusi NPOBaKEHHS AisiNbHOCTI

mr, no 14 TabneTok
y BnicTepi; no 2 abo
4 6nictepu B
KapTOHHiI kopooLi

BTOPUHHE
nakyBaHHs, BUNYCK
cepii: Hosapric
dapma C.n.A.,
ITanis;
BMPOGHMLTBO,
KOHTPOIb SIKOCTi:
HoBapTic
Cinranyp
dapmackioTrkan
MaHydekTypiHr
Mre. NTa.,
Cinranyp;
BUPOBHMUTBO,
KOHTPOIb SKOCTI:
Hoeaptic ®apma
LWrenH AT,
LLiseninapisa

BUPOGHMKA (BKIMOYao4uun, 3a HEOOXiAHOCTI, MicLe
npoBeeHHS KOHTPOIO SIKOCTi), abo BnacHWKa macTep-
chaiina Ha A®l, abo noctayansHuka Adl/BrxigHoOro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aCTOCOBYIOTLCS Y BUPOOHMUTBI API (SIKLLO 3a3HaYeHO
y AOCbE Ha nikapCbkuii 3acib) 3a BiACYTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
chapmakonei y 3aTBepmxeHoMy foCbe, abo BUpOBHMKa
HOBOI AOMOMIDKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
nocbke) 3miHa Ha3eu BUpobHuka AP, a came 3 Suzhou
Novartis Pharma Technology Co., Ltd. Ha Raybow
(Suzhou) Pharmaceutical Co., Ltd., Ta yTO4HEHHsI
agpecwv gaHoro Bupo6Huka 3 # 18 Tonglian Road,
Riverside Industry Park, Changshu Economic
Development Zone, Changshu, Jiangsu Province,
215537, P.R. China Ha # 18 Tonglian Road, Bixi
Subdistrict, Changshu City, Jiangsu Province, 215537,
P.R. China. 3minu | Tuny - AgmiHicTpaTuBHI 3MiHW.
3miHa HaimeHyBaHHs Ta/abo agpecu micus
npoBafXeHHs AisinbHOCTi BUPOGHMKa (BKIoYakouu, 3a
HeobXigHOCTI, MiCLie NPOBEAEHHS KOHTPOIO SKOCTi),
abo BnacHuka macTtep-cainna Ha Adl, abo
noctadanbHuka Adl/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3acTocoByOThCS Y BUPOOHULTBI ADI (sIKLLO 3a3HaveHo
y AOCbE Ha Nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTugikaTa BignoBigHOCTi €BponechbKii
hapmakonei y 3aTBepaKeHOMy Aockbe, abo BUPOGHMKa
HOBOI JOMOMiXXHOI PE4OBUHU (SIKLLIO 3a3HaYeHO Y
Aocbe) 3miHa Ha3su BUPOoGHMKa APl (KOHTpOnb
sikocTi), a came 3 Novartis International
Pharmaceutical Ltd., Branch Ireland Ha Novartis
Integrated Services Limited-International Service
Laboratory. 3miHu | Tvny - AgMiHiCTpaTMBHI 3MiHW.
Buny4yeHHs1 BUpOGHUMYOI AinbHULI (BKNOYao4un
ainbHUUi ansa A®l, npomixkHoro npogykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
nakyBaHHs1, BUpOOHWKa, BiANOBiAanbHOro 3a BUMyck
cepin, mMicLe NpoBeAEeHHS KOHTPOIIO cepii) abo
nocTavarnbHuKa BMXiQHOTO MaTtepiany, peareHTy abo
[OMOMIXKHOT pe4OBUHU (SIKLLO 3a3HaYeHO Y IOCLE)
BunyyeHHs BupobHuka API, a came Patheon Austria
GmbH & Co KG, Austria. 3miHu | Tvny -
AaMiHicTpaTUBHI 3MiHW. BunyyeHHs BUpOOHUYOI
OinbHUU (BkMOYaroum ginbHuui anst A®I, npomixxHoro
npoaykTy abo roToBoro nikapcbkoro 3acooy, AinbHUL
[Ansi NPOBEAEHHSI MaKyBaHHS, BUPOOHMKa,
BignoBigansHOro 3a BMMNycK cepil, Micle NpoBeAeHHs
KOHTPOK cepii) abo noctayanbHUKa BUXIQHOTO
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MaTepiany, peareHTy abo JONOMiKHOI pEYOBUHM
(AKLWO 3a3HayeHo y aockbe) BunyyeHHs BUpobHmka
A®l, a came Sumitomo Chemical Company Ltd.,
Okayama Plant, Japan. 3miHu | Tuny -
AnMiHicTpaTuBHI 3MiHW. BunyyeHHs BupobHuyoi
OinbHUUi (BKMOYaroum ginbHuui anst A®I, npomixHoro
NpoAyKTy abo roToBOro MikapCcbKoro 3acoby, AiNbHUL
ANs NpoBeAeHHs NakyBaHHs, BUPOOHWUKa,
BiANOBIgaNbLHOro 3a BUMNYCK Cepii, MicLie NpoBeaeHHS
KOHTPOSO cepii) abo noctavanbHUka BUXIQHOTO
MaTepiany, peareHTy abo JOMOMDKHOI PEYOBUHM
(KO 3a3Ha4YeHO Y AOCHE)

BunyyeHHs BupobHuka Adl, a came Sumitomo
Chemical Company Ltd., Gifu Plant, Japan. 3minu |
Tmny - 3MiHm 3 sikocTi. A®l. BupobHuuTBo. 3mMiHa
BMPOOHYKa BMXIAHOrO/NPOMIXKHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBOHMYOMY npoueci API,
abo 3miHa BUpoBHUMKa (BKMoYaro4n, ae HeobxigHo,
Micue npoBefeHHs koHTporto sikocTi) Al (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €Bponencokin
capmakonei y 3aTBepaxeHoOMy AOCbe)(iHLi 3MiHW)
3MiHM Wwoao dyHKLUin BUpobHuka AdI, a came
AopasaHHs PyHKUin onsa BupobHuka Suzhou Novartis
Pharma Technology Co., Ltd. 3minu | Tuny - 3miHn 3
skocTi. A®l. BupobHuuTBo. 3miHa BUpobHUuKka
BWXiAHOro/NpOMIDKHOTO MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUpoBHUYoMy npoueci AdI, abo
3MiHa BMpOGHMKa (BKIovatouu, Ae HeobxigHo, micue
npoBeAeHHs KOHTponto sikocTi) ADI (3a BiAcyTHOCTI
cepTudikaTa BignoBigHOCTi EBpoNechbkin
dapmakonei y 3aTBepaXeHoMy A0Cbe)(iHLLi 3MiHW)
3MmiHu Woao BMpoOHUKiB maTtepianiB ana A®l, a came
nopasaHHsi BUpobHuka Lianhe Chemical Technology
(Taizhou) Co., Ltd., China. 3miHu | TUny - 3miHu 3
skocTi. A®l. BupobHuutBo. 3miHa po3mipy cepii
(Bkrtovaroum gianasonn) APl abo npomixkHoro
NPOAYKTY, SKWI 3aCTOCOBYETLCS Y NpoLECi
BMpo6HMUTBa ADI (36inbweHHs o 10 pasiB NopiBHAHO
i3 3aTBEpAKEHM PO3MIpOM) 3MiHM WOJO pOo3Mipy
cepii A®l, a came, anst BupobHuka Raybow (Suzhou)
Pharmaceutical Co., Ltd. (ctapa Ha3Ba Suzhou
Novartis Pharma Technology Co., Ltd.). 3minu | Tuny -
3miHu 3 sikocTi. ADIl. KoHTponb A®l. 3miHa y
napameTpax cneundikadi Ta/abo JonyCTUMUX MEX,
BM3Ha4eHuX y cneuudikauisx Ha ADI, abo
BUXiAHUA/NPOMiXXHUIA NpoayKT/peareHT, Lo
BVIKOPVICTOBYIOTBCS Y npoLeci BupobHuutea A®I
(nopaBaHHs abo 3aMiHa (32 BUHATKOM aKTUBHOI
peyoBUHYM GionoriyHoro abo iMyHOMNoriYHoro
NOXOMKEHHS) NapameTpa crneundikaLii 3 BianosiaHUm
MeToAO0M BUNpPobyBaHHA 3a pesynbTaTamu
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pocnigpkeHb 3 6e3nekn abo sKocTi) 3MiHM ao
KOHTPOMIO SIKOCTI Aito4oi peqoBuHu (BancapTaH) 3
METOI NpMBEAEHHS NOKa3HWKIB Y BIANOBIAHICTb 4O
CEP (Identity by IR, Heavy metals,Nitrosamine
impurities, Residual solvents). 3miHu | Tuny - 3miHn 3
sikocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikaui Ta/abo 4oNyCTUMKUX MEX, BU3HAYEHUX Y
cneuudikauisix Ha A®I, abo BUXiAHUIA/MPOMIXKHUI
npoAyKT/peareHT, Lo BUKOPUCTOBYHOTLCH Y NPOLIEC
BUpobHMuTBa ADI (iHWi 3miHM) 3MiHM 0o cneundikauii
iHTepmepiaty AHU377-C4 (AHU377-F7), a came
YTOYHEHHS 30BHILUHLOrO BUFMSAY PEYOBUHM. 3MiHM |
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y
napameTpax cneundikadi Ta/abo JonycTUMNX Mex,
BU3Ha4YeHuX y cneumdikauisix Ha Adl, abo
BUXIOHWMI/MPOMIDKHWUIA NpOayKT/peareHT, LWo
BMKOPVCTOBYIOTBCS Y npoueci BupobHuutea API (iHwwi
3MiHM) 3MiHM go cneundikauii iHtepmegiaty AHU377-
C4 (AHU377-F7), a came po3LUMPEHHS 4ONYCTUMMX
mMex anst gomiwwkn 537-06 (lactam) go < 1.0%, 3
MeTOo onTUmi3aLii BMpobHM4oro npouecy. 3MiHun |
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y
meTofax BunpobysaHHa A®Il abo BuxigHoro
maTepiany/npoMixXHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y Npoueci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNpPoOyBaHHs) 3MiHM LLOAO KOHTPOIO SKOCTI
iHTepmepiaTis npy BMpoGHMUTBI ADI, a came
06'eaHaHHA BUMor go iHTepmegiatisB AHU377-C4 Ta
AHU377-F7 (metog BEPX). 3miHu | Tuny - 3minHu 3
sikocTi. A®I. KoHTponb A®I. 3miHa y meTopax
BunNpobyBaHHa APl abo BMXigHOrO
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHNX MeToAax
BMNpoOyBaHHSA) He3HayHi 3MiHW 4O METOAIB KOHTPOMO
A®I, a came ans BunpobysaHHsa "10331 Particle size
by laser light diffraction (Suspension cell)". NlimiTn
BUNPOOYBaHHSA He 3MiHUNUCL. 3MiHN | TUny - 3MiHu 3
sikocTi. A®I. KoHTponb A®I. 3miHa y meTopax
BunpobyBaHHa APl abo BMXigHOTO
marepiany/npoMixXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpMKEHUX MeToAax
BMNpoOyBaHHSA) He3HayHi 3MiHW 4O METOAIB KOHTPOMO
AQI, a came ans BunpobysaHHs "ldentity by XRPD"
(3miHn y npobonigroTosuj). JlimiTn BUNpobyBaHHs He
3MiHUUCk. 3MiHu | Trny - 3miHn 3 gxkocTi. API.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHs AdI
abo BuxigHOro martepiany/npoMixXHOro
NpOAYKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLIECI
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BUpoGHMLTBaA ADI (HE3HaYHI 3MiHWN y 3aTBEPAKEHNX
MeToAax BUNpobyBaHHs1) HeaHauHi 3MiHM go MeTopiB
KoHTpornto AdI, a came ans BunpobyBaHHs "Impurity
by Flame AAS (Calcium)" (3miHn y npo6onigrotosLi).
NimiTn BUNpo6yBaHHSA He 3MiHMNWCh. 3MiHun | TNy -
3MmiHun 3 akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHsA APl abo BMXigHOrO
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuuTea AdD|
(He3HayHi 3MiHM y 3aTBEpMXEHUX MeToaax
BMNpobyBaHHSA) He3HayHi 3MiHM 4O METOAIB KOHTPOMIO
A®l, a came gns BunpobyeaHHs "Chloride by
Argentometry". JlimiTn BuNnpo6yBaHHs 6e3 3MiH. 3MiHK
| Tuny - 3miHn 3 akocTi. A®L. KoHtponbs A®L. 3miHa y
MeTodax BunpobysaHHst APl abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPVCTOBYETbLCS y Npoueci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPAXEHUX MeToaax
BUNPOoOYyBaHHS) HeaHayHi 3MiHM 4O MEeTOAIB KOHTPOJIO
A®I, a came ans BunpobysaHHs "Assay by Flame AAS
(Sodium)" (3miHn y npo6onigrotosui). JTlimiTn
BUNPOOYyBaHHS 6e3 3MiH. 3MiHu | Tuny - 3MiHK 3 AKOCTi.
A®I. KoHtponb A®I. 3miHa y MeToaax BMNpobyBaHHA
A®I| abo BMxigHOro matepiany/npoMixxHoro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
BUpOo6HMLUTBA AD| (HE3HAYHI 3MiHU Y 3aTBEPIKEHUX
mMeTofax BunpobyBaHHs1) HeaHauHi 3MiHM Jo MeToziB
KoHTponto A®I, a came ans BunpobyBaHHs "Assay by
Flame AAS (Calcium)"(3miHn y npo6oniarotosLy).
JlimiTn BUNpobyBaHHst 63 3MiH. 3MiHu | Tuny - 3MiHK 3
sikocTi. A®I. KoHTponb A®I. 3miHa y meTopax
BunNpobyBaHHa APl abo BMXigHOrO
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BUKOPWUCTOBYETbLCS y Npoueci BupobHuuTea AP (iHLwi
3MiHN Y MeToAax BUNpobyBaHHSA (BKIOYa4M 3aMiHy
abo ponoBHeHHS) AD| abo BMXiAHOTO/MPOMIXXHOrO
npoaykTy) 3MiHM WOAO0 KOHTPOIO SKOCTI iHTepMesiaTis
npv BupobHmuTei A®I, a came, goaaBaHHSA
anbTepHaTUBHOIO METOAY Af1s BUNPOOyBaHHS
"KinbkicHe Bu3HadyeHHsa" ana AHU377- C4 ta AHU377-
F7 3 nonomoroto BEPX. 3miHu | Tvny - 3MiHM 3 siKOCTI.
A®I. KoHTponb A®I. 3miHa y MeTogax BUNpobyBaHHA
AdI| abo BuxigHOro Matepiany/npoMixxHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
BMpOoGHMLUTBa ADI (iHWi 3MiHM y MeTodax
BUNpobyBaHHs (BKMYaoum 3amiHy abo JOMNOBHEHHS)
A®| abo BMXiZHOro/NnpoMiXKHOro NpoaykTy) 3miHu o
MeToAiB KoHTponto A®I, a came 3anpoBagKeHHS
anbTepHaTUBHOrO MeToAy BUNpobyBaHHs "Metals by
ICP-OES (3atBepmxenuit metof ICP-OES/X-ray).
3MmiHun | TMny - 3minm 3 sikocTi. API. KoHTponb ADIL.
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3MiHa y MeTofax BunpobyBaHHs APl abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lwo
BUKOPUCTOBYETLCS Y npoueci BUpobHuuTea API (iHLwi
3MiHN Y MeTodax BUNpobyBaHHSA (BKIOYaun 3aMiHy
abo gonoBHeHHs1) A®| abo BMXiAHOMO/NMPOMIXXHOIO
npoaykty) 3miHn oo meToadis koHTposnto AdI, a came
3anpoBaPKEHHs anbTepHaTMBHOMO MeToay
BunpobyBaHHs "Impurity (Calcium) and Assay
(Sodium) by HPLC (lon Exchange Chromatography)
HPLC" (AAC 3aTBepmxeHuin metog). 3Minm | Tuny -
3miHu 3 akocTi. A®l. Kontponb A®l. 3miHa y
napameTpax crneundikaui Ta/abo JonyCTUMUX MEX,
BU3Ha4YeHMX y cneumdikauisx Ha Adl, abo
BUXiAHVMN/MPOMDKHUI NPOJyKT/pearexT, Lo
BUKOPUCTOBYIOTLCS Y Npoleci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOIO NMOKa3HWKa SIKOCTi (Hanpuknag
BUITyYEHHSA 3acTapinoro nokasHvka)) 3mMiHu Wwoao
KOHTPOJIO SIKOCTi MaTepianis ans BupobHuutea AdI, a
came BuaaneHHs nokasHuka "Metals by ICP-MS" ans
LCZ696-C1 (AHU377-C8) Tak Ak AaHWI NOKa3HWK
KOHTPOMOETLCSA Ha eTani koHTposnto ADL. 3miHn | Trny
- 3MiHu 3 sikocTi. ADL. KoHTponb APL. 3miHa y
napameTpax cneundikadi Ta/abo JonycTUMnX Mex,
BM3HaYeHuX y cneuudikauisx Ha AdI, abo
BUXiAHWA/NPOMiXXHWIA NpoayKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSA Y NpoLeci BupobHuutea AdI
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM SIKOCTI
Ta BignoBiAHMM MeToAOoM BUNPobyBaHHs) [loaaBaHHs
Pogito (rhodium) Ta PyTeHito (ruthenium) sik
cneumndivHnX Ans NpoLecy eneMeHTHUX JOMILIOK Ans
koHTponto A®I. 3miHu | TUnNy - 3MiHK 3 SKOCTi.
Ceptudikat BignosigHocTi/lE-cepTudikat
BigMNoBigHOCTI €Bponenchkii hapmakonei/MmoHorpadii.
MogaHHs HoBoro abo OHOBMEHOrO cepTudikaTa
BigNoBIgHOCTI abo BUNy4YeHHs cepTudikara
BignoBigHOCTI €Bponevickkin hapmakonei: ans Adl;
Ans BUXigHoro matepiany/peareHTy/npoMiXXHOro
NPOAYKTY, O BUKOPUCTOBYOTLCS Y BUPOOHMLTBI ADI;
ONst AONOMIXXHOI peqyoBuHM (cepTudikaT BiAnoBigHOCTI
€Bponevicbkint hapmakonei) - HoBuin ceptudikat Big
HOBOrO BMpPOBHMKa (3amiHa abo JONOBHEHHS) 3MiHN
o0 BMPOOHUKIB MaTepianiB Ans BupobHuutea AdI,
[0OaHHsi HOBOrO nocTavarbHuka MaTepaianis
LCZ696-C3 - Divi's Laboratories Limited Ta Buny4eHo
Novartis Pharma AG. 3miHu | Tuny - 3miHu 3 AkocTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BiAMOBIAHOCTI €Bponencoki dpapmakonei/moHorpadii.
MogaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHoCTI €Bponevickkin hapmakonei: ans Adl;
ONns BUXiQHOro MaTepiany/peareHTy/npoMixkKHoro
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NPOAYKTY, O BUKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI;
Ons AONOMDKHOT pevoBuHN (cepTudikat BignoBigHOCTI
€Bponeiickkin hapmakonei) - HoBui ceptudikar Big
BX€ 3aTBepAkeHoro BUpobHMKa - 3anponoHoBaHo:
CEP No.R0-CEP 2016-290-Rev 01 Big BXe
3aTBepakeHoro BupobHuka Novartis Pharma AG.
3MiHun | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBsigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMNEHOro cepTudikaTa BignoBIAHOCTI
abo Buny4eHHs cepTudikaTa BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHMLTBI ADI; Ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponeicbkin dapmakonei) - OHoBNeHuUn cepTudikaT
Bif yXe 3aTBepaKeHOro BupobHuka OHoBNeHnn
cepTugikaT Bif yxe 3aTBepaKeHoro BUpobHuka
Novartis Pharma AG (oHoBneHui ceptudikat
BKITI04AE HOBOTO MocTavarnbHyKa NPOMIXKHUX MPOAYKTIB
Lianhe Chemical Technology (Taizhou)Co.Ltd.) CEP
No. RO-CEP 2016-290-Rev 03). 3miHu Il Trny - 3miHn
3 gkocTi. A®l. BupobHnuTtBo. 3MiHM B npoueci
BMpo6HMUTBa ADI (3HayHa 3MiHa y npoueci
BUPOGHMUTBa ADI, O MOXe MaTH iCTOTHWUIA BNAUB Ha
AKiCTb, 6e3neky abo edeKTUBHICTb NikapCbKoro
3acoby) 3anpoBagKeHHs1 anbTepHaTUBHOIO LUMAXY
CVHTe3y Ansi BupobHuuTea iHTepmegiaty AHU377-F7

341.

IOMEPIO

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 100
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y bnicTepi; no 2 abo
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Hosapric
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Cepsices Al'
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BUPOBHMLTBO,
KOHTPOIb SIKOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: Hosapric
®apma C.n.A.,
ITanis;
BMPOGHMLTBO,
KOHTPOIb SIKOCTi:
Hosapric
Cinranyp
dapmackioTrkan
MaHydekTypiHr
MNre. NrA.,
CiHranyp;
BMPOGHMLTBO,
KOHTPOIb SIKOCTI:
Hosaprtic ®apma
LWrenH AT,
LLiseniuapis

ITanis/
Cinranyp/
LLisenuapis

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3minu |
TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLsl NPOBafXXEHHS OisiNbHOCTI
BMPOBHMKa (BKNOYaKoun, 3a HeobXigHOCTI, Micue
npoBeAeHHs KOHTPOIO AKOCTi), abo BnacHuWKka mactep-
anna Ha API, abo noctavanbHuka AdI/BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3acTocoBYOTbCS Y BUPOOHULTBI ADI (sIKLLO 3a3HaveHo
y AOCbE Ha Nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTugikaTa BignoBigHOCTi €Bponeichbkii
hapmakonei y 3aTBepKeHOMY Aockbe, abo BUPOOHMKa
HOBOI JONOMiXXHOT PEYOBUHU (SIKLLIO 3a3HaYeHO Y
nocbe) 3miHa Ha3swu BupobHuka A®I, a came 3 Suzhou
Novartis Pharma Technology Co., Ltd. Ha Raybow
(Suzhou) Pharmaceutical Co., Ltd., Ta yTo4UHeHHs
appecu faHoro BupobHuka 3 # 18 Tonglian Road,
Riverside Industry Park, Changshu Economic
Development Zone, Changshu, Jiangsu Province,
215537, P.R. China Ha # 18 Tonglian Road, Bixi
Subdistrict, Changshu City, Jiangsu Province, 215537,
P.R. China. 3miHu | Tuny - AgMmiHicTpaTUBHI 3MiHW.
3miHa HavimeHyBaHHSA Ta/abo agpecu micus
NpoBaXXeHHs AisiNbHOCTI BUPOOHMKa (BKIOYakouu, 3a

3a
peuerimom
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HeoOXiAHOCTI, MicLe NPoBeAEHHS KOHTPOIO SKOCTI),
abo BnacHvka mactep-aina Ha Adl, abo
noctadanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aCTOCOBYHOTLCS Y BUPOOHMLTBI API (sIKLLO 3a3HaYeHO
y OOCbE Ha nikapCbKuin 3acib) 3a BigCyTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
chapmakonei y 3aTBepa)KeHOMy Aocke, abo BUPOOHMKa
HOBOI JOMOMIDKHOI PEHOBMHM (SIKLLIO 3a3HAYEHO Y
nocbke) 3miHa Ha3eu BUpobHMKa APl (KOHTpOrb
sKocTi), a came 3 Novartis International
Pharmaceutical Ltd., Branch Ireland Ha Novartis
Integrated Services Limited-International Service
Laboratory. 3miHn | Tvny - AgMiHiCTpaTMBHI 3MiHW.
BunyyeHHs BUpOGHMYOI AinbHULi (BKIOYa04mM
ainbHuUi ansa A®l, npomixkHoro npogykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeAeHHS
nakyBaHHs1, BUpOOHWKa, BiAnoBiganbHOro 3a BUMyck
cepin, micLe NpoBedeHHs! KOHTpOro cepii) abo
nocTavarnbHuKa BUXiGHOrO matepiany, peareHTy abo
[OMOMDKHOI PEYOBUHM (SIKLLO 3a3HAY€HO Y [OCbE)
Buny4eHHs BupoGHuka AdI, a came Patheon Austria
GmbH & Co KG, Austria. 3miHu | Tvny -
AaMiHicTpaTVBHI 3MiHW. BunyyeHHs BUpoOHMYOI
OinbHULI (BKNtoYaroum ginbHuui ans A®I, npomixxHoro
npoaykTy abo roToBoro nikapcbkoro 3acooy, OinbHUL
[Ons NPOBEAEHHSI MaKyBaHHS, BUPOOHMKa,
BignoBiganbHOro 3a BMMNycK cepin, Micue NpoBefAeHHs
KOHTpOMto cepii) abo nocTtayanbHUKa BUXiAHOIO
marepiany, peareHTy abo JONOMiIXHOT pe4oBUHU
(sKWo 3a3HayveHo y Aocke) BunyyeHHs BUpobHMKa
A®I, a came Sumitomo Chemical Company Ltd.,
Okayama Plant, Japan. 3Mminu | Tuny -
ALMiHiCTpaTMBHI 3MiHW. Buny4yeHHs1 BUPOGHMYOT
OinbHUUi (BkMoYaroum ginbHuui anst A®I, npomixxHoro
npoaykTy abo roToBoro nikapcbkoro 3acooy, QinbHUL
[Onsi NPOBEAEHHS NaKyBaHHS, BUPOBHMKa,
BignoBigansHOro 3a BUMNyck cepil, MicLe NpoBeAeHHs
KOHTpOMto cepii) abo nocTtayanbHUKa BUXiAHOTO
marepiany, peareHTy abo JONOMiIXHOT pe4OBUHU
(AKLLIO 3a3HaYeHO Y AOCHE)

BunyyeHHs BupobHuka API, a came Sumitomo
Chemical Company Ltd., Gifu Plant, Japan. 3miHu |
Tmny - 3MiHn 3 gxkocTi. A®l. BupobHuuTBo. 3miHa
BMPOGHVKa BMXiQHOrO/MPOMIXKHOIO NPOAYyKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUpOBHUYoMY npoueci AdI,
abo 3miHa BMpobHMKa (BKMOYaroun, e HeobxigHo,
MicLie NpoBefeHHs KOHTponto skocTi) APl (3a
BifiCyTHOCTI cepTudikaTa BignoBigHOCTI €EBponenchkii
dapmakonei y 3aTBepaXeHOMy A0Cbe)(iHLi 3MiHN)
3MiHM Wwoao dyHKLUin BUpobHuka AP, a came
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nofaBaHHs yHKUiN ons BupobHuka Suzhou Novartis
Pharma Technology Co., Ltd. 3minHun | Tuny - 3miHn 3
skocTi. A®l. BupobHuLTBO. 3MiHa BUPOOGHWMKa
BWXiAHOro/NpoMi>KHOrO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTBCS Y BUPOBHMYOMY npoueci ADPI, abo
3MiHa BMpPOOHUKa (BKMoYatoun, e HeobxigHo, Micue
NPOBeAEHHSsT KOHTPOnO sikocTi) AP (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi €BpoONenChbKii
chapmakonei y 3aTBepaxXeHOMY fOCbE)(iHLWi 3MiHW)
3MiHuM Woao BMpoGHUKiB maTepianis gna A®l, a came
noaasaHHSA BUpobHuka Lianhe Chemical Technology
(Taizhou) Co., Ltd., China. 3miHu | TMny - 3miHK 3
skocTi. A®l. BupoGHuUTBO. 3MiHa po3mipy cepii
(Bkrtovaroum gianasonn) APl abo npomixkHoro
NpoayKTy, SIKUA 3aCTOCOBYETLCS Y NMPOLLECH
BUpobHMuTBa AP (36inbweHHs go 10 pasie NopiBHSHO
i3 3aTBEPAKEHM PO3MIPOM) 3MiHM WOAO PO3Mipy
cepii A®l, a came, ons BupobHmka Raybow (Suzhou)
Pharmaceutical Co., Ltd. (cTapa Ha3Ba Suzhou
Novartis Pharma Technology Co., Ltd.). 3minu | Tuny -
3MiHn 3 skocTi. ADl. KoHTponb A®I. 3miHa y
napameTpax crneundikaui Ta/abo JonyCTUMUX MEX,
BM3Ha4eHuX y cneuudikauisx Ha Adl, abo
BUXiAHWA/NPOMiXHWIA NpoJyKT/peareHT, Lo
BMKOPVCTOBYIOTbCS Y npoLeci BupobHuutea AdI
(nopnaBaHHsa abo 3amMiHa (32 BUHATKOM aKTUBHOI
peyoBMHYM GionoriyHoro abo iMyHoMnoriYHoro
NoxoXeHHs) napameTpa cneumdikauii 3 BignosigHUmM
MeToAoM BUNpobyBaHHS 3a pesynbTaTamu
pocrnimpkeHb 3 6e3neku abo sikocTi) 3miHu o
KOHTPOIO SIKOCTi Aito4oi peyoBuHu (BancaptaH) 3
METOI NPUBEAEHHS NOKA3HUKIB Y BiAMOBIAHICTb A0
CEP (ldentity by IR, Heavy metals,Nitrosamine
impurities, Residual solvents). 3miHu | Tuny - 3miHn 3
akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo 4OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo BUXigHUIA/NMPOMiIXKHUIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y NPOLIEC
BMpOGHMLUTBa ADI (iHLWi 3miHM) 3MiHM o cneundikauii
iHTepmepiaty AHU377-C4 (AHU377-F7), a came
YTOYHEHHS! 30BHILLHLOIO BUIMAAY PEYOBUHW. 3MiHM |
Tmny - 3MiHn 3 gkocTi. A®l. KoHtponb A®I. 3miHa y
napameTpax cneuudikauivi Ta/abo AonycTUMKUX MeX,
BM3Ha4YeHuX y cneuudikauisx Ha AdI, abo
BUXIOHWI/MPOMDKHWUIA NPOJYKT/peareHT, LWo
BMKOPUCTOBYIOTBCS Y npoueci BUpobHuutea API (iHwwi
3MiHn) 3miHn go cneumdikauii iHTepmegiaty AHU377-
C4 (AHU377-F7), a came po3LwMpeHHs A0NYCTUMMX
mMex anst aomiwku 537-06 (lactam) oo < 1.0%, 3
METOI0 ONTUMI3aLii BUpobHMYoro npouecy. 3minu |
Tmny - 3MiHu 3 skocTti. API. KoHTponb APL. 3miHa y
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MeTodax BunpobyBaHHst APl abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, LWwo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuutea Ad|

(He3HayHi 3MiHM y 3aTBEpPAXEHNX MeToAax

BUNPOBYBaHHs) 3MiHM LLLOAO KOHTPOIO SIKOCTI
iHTepmegiaTiB npy BUpobHMUTBI ADI, a came
06'eaHaHHsA BUMOr fo iHTepmegiaTtie AHU377-C4 Ta
AHU377-F7 (metog BEPX). 3miHu | Tvny - 3miHu 3
skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHA APl abo BMXigHOrO
marepiany/npoMiKHOro NpoaykTy/peareHTy, LWwo
BUKOPUCTOBYETLCS Y npoueci BUpobHuutea Ad|
(He3HauHi 3MiHM y 3aTBEpAXXEHNX MeToAax
BMNpobyBaHHSA) He3HayHi 3MiHM 4O METOAIB KOHTPOMO
Adl, a came gnsa BunpobysaHHs "10331 Particle size
by laser light diffraction (Suspension cell)". NlimiTn
BMNPOOYBaHHSA He 3MIHUMUCL. 3MiHN | TUny - 3MiHu 3
skocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHsa APl abo BMXigHOrO
marepiany/npoMiKHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y npoueci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpAXXEHNX MeToAax
BMNpobyBaHHSA) He3HayHi 3MiHW 4O METOAIB KOHTPOMO
A®I, a came ans BunpobysaHHs "ldentity by XRPD"
(3MiHn y npobonigrotosui). JliMiTn BUNpobyBaHHs He
3MiHUIuCb. 3milu | Trny - 3miHn 3 gkocTi. API.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHs AdI
abo BuxigHoro matepiany/npoMixHoro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLEC
BUPOGHMLTBA AD| (HE3HAYHI 3MiHU Y 3aTBEPIKEHUX
mMeTofax BunpobyBaHHs1) HeaHauHi 3MiHM Jo MeToziB
koHTpomto A®I, a came ans BunpobysaHHSA "Impurity
by Flame AAS (Calcium)" (3MiHu y npoGonigroTosLi).
JlimiTn BUNpobyBaHHst He 3MiHMNUCE. 3MiHu | TNy -
3MiHn 3 gkocTi. A®Il. KonTponb A®I. 3miHa y meTopax
BunNpobyBaHHa APl abo BMXigHOrO
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToaax
BUNpobyBaHHs1) He3HauHi 3MiHM 1O METOAIB KOHTPOMO
A®l, a came gns BunpobysaHHs "Chloride by
Argentometry”. JlimiTn BunpobyBaHHsi 6€3 3MiH. 3MiHK
| Tuny - 3MmiHn 3 sikocTi. A®L. KoHTponb A®L. 3miHa y
meTofax BunpobysaHHa A®Il abo BuxigHoro
marepiany/npoMixXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuuTea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNpoOyBaHHSA) He3HayHi 3MiHW 4O METOAIB KOHTPOMO
AQI, a came ans BunpobysaHHs "Assay by Flame AAS
(Sodium)" (3miHn y npo6onigrotosui). JlimiTn
BUNPOOyBaHHSA 6e3 3MiH. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
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A®I. KoHTponb A®I. 3miHa y meTogax BUNpoOyBaHHSA
A®| abo BmxigHOro matepiany/npomixxHoro
NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLIECI
BUpoGHMLTBa ADI (HE3HaYHI 3MiHWN y 3aTBEPAKEHNX
MeTofax BUNpobyBaHHs1) HeaHauHi 3MiHM go MeTopiB
koHTponto A®I, a came gns BunpobyeaHHs "Assay by
Flame AAS (Calcium)"(3miHn y npo6onigrotosLi).
NimiTn BUNpo6yBaHHsa 6e3 3miH. 3MiHu | Tuny - 3MiHK 3
skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHA APl abo BMXigHOrO
marepiany/npoMiKHOro NpoaykTy/peareHTy, LWwo
BUKOPUCTOBYETLCS Y npoueci BUpobHuutea API (iHLwi
3MiHM y MeToAax BUNpobyBaHHA (BKNOYaoun 3amiHy
abo ponoBHeHHs) AD| abo BMXiAHOIO/MPOMIXXHOIO
npoaykTy) 3MiHK Woao KOHTPOSIO SIKOCTi iHTepmMegiaTis
npu BupobHMuTBi API, a came, goaaBaHHs
anbTepHaTMBHOIO MeToay Ans BUNpPoOyBaHHS
"KinbkicHe Bu3HavyeHHs" ana AHU377- C4 ta AHU377-
F7 3 nonomoroto BEPX. 3MmiHu | Tuny - 3MiHuM 3 siKOCTi.
A®I. KoHtponb A®I. 3miHa y MeTogax BUNpobyBaHHA
A®I abo BuxigHoro maTepiany/npomMixHoro
NpOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLIECI
BMpoGHMUTBa ADI (iHWi 3MiHK y MeTodax
BUNpoOyBaHHs (BKMYao4m 3amiHy abo JONOBHEHHS)
A®I| abo BuxigHOro/MpomixkHoro npoaykTy) 3miHu oo
meToaiB koHTponto AdI, a came 3anpoBaf>KeHHs
anbTepHaTUBHOrO MeToAy BUNpobyBaHHs "Metals by
ICP-OES (3atBepmxeHuit metog ICP-OES/X-ray).
3MiHn | TUny - 3miHm 3 akocTi. APl. KoHTponb AdPI.
3MiHa y MmeToaax BunpobysaHHsa AD| abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, LWo
BMKOPWCTOBYETLCS y npoueci BUpobHuuTea AP (iHLwi
3MiHM y MeToAax BUNpobyBaHHSA (BKNOYaoun 3amiHy
abo gonoBHeHHs1) APl abo BUXiAHOrO/MPOMIXXHOIO
npoaykty) 3miHn 4o metoais koHTponto AdI, a came
3anpoBaKeHHs anbTepHaTUBHOIO MeToay
BunpobyBaHHs "Impurity (Calcium) and Assay
(Sodium) by HPLC (lon Exchange Chromatography)
HPLC" (AAC 3aTBepoXeHuin MeTog). 3miHu | Tuny -
3miHu 3 sikocTi. ADIl. KoHTponb A®l. 3miHa y
napameTpax cneundikai Ta/abo JonyCcTUMUX MeX,
BM3Ha4eHuX y cneuudikauisx Ha AdI, abo
BUXiAHWA/NPOMiXXHWIA NpoayKT/peareHT, Lo
BVIKOPVICTOBYIOTBCS Y npoLeci BupobHuutea A®I
(BUNYYEHHS1 HE3HAYHOTO MOKa3HUKa SIKOCTI (Hanpuknag,
BUIYYEHHS 3aCTapinoro nokasHuka)) 3miHu woao
KOHTPOSIO AKOCTi MaTepianis ans BupobHuutea AdI, a
came BuaaneHHs nokasHuka "Metals by ICP-MS" ans
LCZ696-C1 (AHU377-C8) Tak sik AaHWI NOKa3HMK
KOHTPOMETLCA Ha eTani koHTpono A®L. 3minu | Tuny
- 3MiHu 3 sikocTi. ADL. KoHTponb AP, 3miHa y
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napameTpax cneundikai Ta/abo JonyCTUMUX MEX,
BM3Ha4yeHux y crneundikauisx Ha Adl, abo
BUXIOHWMI/MPOMDDKHWUIA NPOJYKT/peareHT, LWo
BUKOPMCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(AonoBHeHHs crneumdikaLii HOBUM NOKa3HWUKOM SIKOCTI
Ta BiANOBiAHMM MeToAO0oM BUNpobyBaHHA) [JoaaBaHHS
Pogito (rhodium) Ta PyTeHito (ruthenium) sk
cneundivHMX AN Npouecy eneMeHTHUX AOMILIOK Ans
koHTponto A®I. 3miHm | Tuny - 3MiHK 3 sIKOCTI.
Ceptudpikat BignosigHocTi/E-cepTudikaT
BiAMOBIAHOCTI €Bponencoki apmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BignoBigHoCTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €Bponewickkin hapmakonei: ans Adl;
Ons BUXigHOro matepiany/peareHTy/npomMixkHOro
NpoAYyKTY, O BUKOPUCTOBYIOTLCS Yy BUPOOHULTBI ADI;
Ons AONOMIKHOT pevoBuHM (cepTuddikat BignoBiaHOCTI
€Bponeiickkin hapmakonei) - HoBui ceptudikar Big
HOBOrO BMPOGHMKa (3amiHa a6o 4ONOBHEHHS) 3MiHN
LLioao BMPOGHWKIB MaTepianis Ans BupobHuutea AdI,
[0[aHHst HOBOTO nocTavarbHuKa MaTepaianis
LCZ696-C3 - Divi's Laboratories Limited Ta Buny4eHo
Novartis Pharma AG. 3miHu | Tuny - 3miHmn 3 AKoCTi.
CepTudikat BignosigHocTi/E-cepTudikaT
BigMNOBIigHOCTI €Bponenchkii papmakonei/MoHorpadii.
MogaHHA HoBOro abo oHoBreHoro cepTudikara
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHocTi €Bponeincbkini hapmakonei: ans Adl;
Ons BUXIQHOro MaTepiany/peareHTy/npoMixXHOro
NpPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI AdI;
[Onsi JONOMiXHOI peqoBuHU (cepTudpikaT BignoBigHoCTI
€Bponewicbkin bapmakonei) - HoBuin ceptudikat Big,
BXE 3aTBepAXeHOro BUpobHMKa - 3anponoHoBaHo:
CEP No.R0-CEP 2016-290-Rev 01 Bia Bxe
3aTBepakeHoro BMpobHuka Novartis Pharma AG.
3MiHn | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTI
€Bponencokin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo BUny4eHHs1 cepTudgikata BignoBiaHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoOro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBLCS Y BUPOOHMLTBI ADIl; ans
[OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHun cepTudikar
Bif yke 3aTBEpAKeHOro BUpobHUKka OHOBMNEHMI
cepTugikaT Bif y)ke 3aTBepKEHOro BUPOOHUKa
Novartis Pharma AG (oHoBneHun ceptudikat
BKINH04AE HOBOTO MocTavarnbHyKa NPOMiIXXKHUX MPOAYKTIB
Lianhe Chemical Technology (Taizhou)Co.Ltd.) CEP
No. RO-CEP 2016-290-Rev 03). 3miHu Il Tvny - 3miHn
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3 sikocTi. APl BupobHmuTBo. 3miHM B npoueci
BMpobHMUTBa A®I (3Ha4Ha 3MiHa y npoueci
BUpoGHMLTBa ADI, WO MOXe MaTu iCTOTHWIA BNUB Ha
AKICTb, 6e3neky abo eheKTUBHICTb NiKapCbkoro
3acoby) 3anpoBagKeHHs anbTePHATUBHOIO LUMSIXY
CUHTe3y anst BupobHuuTBa iHTepmegiaty AHU377-F7
342. | OMEPIO TabneTku, BKpUTI Hosaprtic LLisenuapi BMPOOHMLITBO, ITanis/ BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3minu | 3a - UA/16691/01/03
NniBKOBOO dapma a KOHTPOIb SKOCTI, Cinranyp/ TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
obornoHkoto, no 200 Cepsices nepBuHHE Ta LLiseviLapis Ta/abo agpecy Micus NPOBaMKEHHS AisANbHOCTI
Mmr, no 14 TabneTok Arl, BTOPUHHE BUPOGHMKA (BKIMOYaouuM, 3a HEOOXiAHOCTI, MicLe

y 6nicTepi; no 2 abo
4 Gnictepn B
KapTOHHiIN kopoOLi

nakyBaHHs1, BUNYCK
cepii: HoBapric
dapma C.n.A.,
ITanis;
BUPOBHMUTBO,
KOHTPOIb SIKOCTi:
Hosapric
Cinranyp
dapmackioTrkan
MaHydeKTypiHr
MNre. Nra.,
Cinranyp;
BMPOGHMLTBO,
KOHTPOIb SIKOCTi:
HosaprTic ®apma
LLtein AT,
LLiseniapis

NpoBeAEHHS KOHTPOMIO SIKOCTi), abo BnacHWka macTep-
darina Ha A®I, abo noctavanbHuka APl/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
3aCTOCOBYIOTbCA Y BUPOBHMUTBI API (SIKLLO 3a3HaYeHO
y OOCbE Ha nikapcbKuii 3acib) 3a BigCyTHOCTI
cepTudgikaTa BignoBigHOCTI €BponeiichbKii
dapmakonei y 3aTBep4XeHOMy AOCbE, abo BUPOOHMKa
HOBOI JOMNOMIPKHOI PEHOBMHM (SIKLLIO 3a3HAYEHO Y
nocbke) 3miHa Ha3eu BUpobHuka API, a came 3 Suzhou
Novartis Pharma Technology Co., Ltd. Ha Raybow
(Suzhou) Pharmaceutical Co., Ltd., Ta yTO4HEHHsI
agpecwv gaHoro Bupo6Huka 3 # 18 Tonglian Road,
Riverside Industry Park, Changshu Economic
Development Zone, Changshu, Jiangsu Province,
215537, P.R. China Ha # 18 Tonglian Road, Bixi
Subdistrict, Changshu City, Jiangsu Province, 215537,
P.R. China. 3miHu | Tuny - AgmiHicTpaTUBHI 3MiHW.
3miHa HarimeHyBaHHS Ta/abo agpecu micus
NpoBaAXXeHHSA AiANbHOCTI BUPOOHMKa (BKMOYaouu, 3a
HeobXiaHOCTI, MicLie NPoOBEAEHHS KOHTPOIO SIKOCTI),
abo BnacHuka macTep-canna Ha AP, abo
nocrtavanbHuka Adl/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
3acTocoByThCS Y BUPOOHULTBI ADI (sIKLLO 3a3HaveHo
y AOCbE Ha Nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTi EBpoNechbkKin
hapmakonei y 3aTBepKeHOMY AoCckbe, abo BUPOOHMKa
HOBOI JOMOMIDKHOI PEYOBMHM (SIKLLIO 3a3HAYEHO Y
nocbe) 3miHa Ha3su BUpo6HMKa APl (koHTponb
sikocTi), a came 3 Novartis International
Pharmaceutical Ltd., Branch Ireland Ha Novartis
Integrated Services Limited-International Service
Laboratory. 3miHu | Tvny - AgMiHicTpaTuBHI 3MiHW.
BunyyeHHs BUpOGHMYOT AinbHULI (BKIIOYa4n
AinbHUUi anst A®I, npomixxHoro npoaykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHUL Ans NpoBeAeHHS
nakyBaHHsi, BUPOOHWMKa, BiANOBiAanbHOro 3a BUMycK
cepiii, Micue NpoBeAEeHHs! KOHTPOrO cepii) abo
nocravanbHWKa BUXiAHOrO mMaTepiany, peareHTy abo
[OMOMIXKHOI pe4OBUHU (SKLLO 3a3Ha4YeHo y [OChE)
Buny4yeHHs1 BupobHuka AdI, a came Patheon Austria
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GmbH & Co KG, Austria. 3miHu | Tvny -
AnMiHicTpaTuBHI 3MiHW. BunyyeHHs BupobHuyoi
OinbHUU (BKMOYaroum ginbHuui ans A®I, npoMixkHoro
npoAyKTy abo roToBOro MikapCcbKoro 3acoby, AiNbHULI
ANs NpoBeeHHs NakyBaHHS, BUPOOHWMKa,
BiANOBIgaNbLHOro 3a BUMNYCK Cepii, MicLie NpoBeaeHHS
KOHTPOSO cepii) abo noctavanbHUka BUXIQHOTO
marepiany, peareHTy abo JONOMiIKHOT peYOBUHU
(SIKLLO 3a3HAYEHO Y Aocbe) BunyyeHHs BUpobHuka
A®l, a came Sumitomo Chemical Company Ltd.,
Okayama Plant, Japan. 3minn | Tuny -
ApOMiHicTpaTUBHI 3MiHW. BunyyeHHs BUpOGHNYOIT
OinbHUU (BKMOYaroum ginbHuui ans A®Il, npomixHoro
npoaykTy abo roToBoro nikapcbkoro 3acoby, QinbHUL
ANSA NpoBeAeHHs NaKyBaHHS, BUPOOHWMKa,
BiANOBIgANbHOro 3a BUMYCK CEpii, MicLie NpoBeaeHHS
KOHTpOMIo cepii) abo nocTtayanbHUKa BUXiAHOTO
MaTepiany, peareHTy abo JONOMiKHOI pe4OBUHM
(KO 3a3Ha4YeHO Y AOCHE)

BunyyeHHsa BupobHuka API, a came Sumitomo
Chemical Company Ltd., Gifu Plant, Japan. 3minu |
Tmny - 3MiHm 3 sikocTi. A®l. BupobHuuTBo. 3MiHa
BMPOBHVKa BMXiQHOrO/MPOMIXXHOIO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUpOBOHMYoMy npoueci AP,
abo 3miHa BMpobHuKa (BkMtovaruu, e HeobxigHo,
MicLie NpoBeAeHHS KOHTponto aKkocTi) AdI (3a
BiiCyTHOCTI cepTudikaTa BignoBigHOCTI €EBponenchkii
dapmakonei y 3aTBepakeHoMy Aocke)(iHLi 3MiHK)
3MmiHu Wwoao dyHKuUi BupobHuka A®l, a came
nopaBaHHst PyHKUin ans BupobHuka Suzhou Novartis
Pharma Technology Co., Ltd. 3minu | Tuny - 3miHn 3
akocTi. A®l. BupobHuuTBo. 3miHa BupobHuka
BMXiAHOrO/MPOMDKHOIO NMPOAYKTY/peareHTy, Lwo
BMKOPUCTOBYIOTbCS Y BUpoBHUYoMy npoueci AdI, abo
3MiHa BMpOGHMKa (BKIo4aouun, Ae HeobxiaHo, micue
npoBeAeHHs KOHTponto sikocTi) AP (3a BiAcyTHOCTI
cepTudikaTa BignoBigHOCTi EBponeichkin
dapmakonei y 3aTBepaXeHOMy A0Cbe)(iHLi 3MiHN)
3MiHuM Woao BMpoOHUKiB matepianis gna A®l, a came
nopasaHHsi BUpobHuka Lianhe Chemical Technology
(Taizhou) Co., Ltd., China. 3minu | TMny - 3miHn 3
skocTi. A®l. BupobHuutBo. 3miHa po3mipy cepii
(Bkntovaroum gianasonn) APl abo npomixxHoro
NPOAYKTY, SKWI 3aCTOCOBYETLCS Y NMPOLECi
BMpo6HMUTBa ADI (36inbweHHs o 10 pasiB NopiBHAHO
i3 3aTBEpPOAKEHNM PO3MiIpOM) 3MiHM WOA0 po3Mipy
cepii A®I, a came, ans BupobHuka Raybow (Suzhou)
Pharmaceutical Co., Ltd. (cTapa Ha3Ba Suzhou
Novartis Pharma Technology Co., Ltd.). 3minu | Tuny -
3miHu 3 gkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneundikadiv Ta/abo JonyCTUMNUX MEX,
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BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXiAHMN/MPOMDKHUI NpoAyKT/pearexT, Lo
BUKOPMCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(ooAaBaHHs abo 3amiHa (32 BUHATKOM aKTUBHOT
peyoBuHYM BionoriyHoro abo iMyHomnoriyHoro
NOXOMKEeHHS) NapameTpa crneundikaLii 3 BianosiaHUm
MeToA0M BUMPOByBaHHA 3a pe3ynbTaTtamu
pocrnimkeHb 3 6e3neku abo sikocTi) 3miHn Ao
KOHTPOSIO SAKOCTI Aitoyoi pevoBuHM (BancapTaH) 3
METO NpMBEAEHHS NOKa3HWKIB Y BIANOBIAHICTb 4O
CEP (Identity by IR, Heavy metals,Nitrosamine
impurities, Residual solvents). 3miHu | Tuny - 3miHn 3
skocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JOMYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisix Ha A®l, abo BUXigHUA/NPOMIXKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIEC
BMpOoGHMUTBa ADI (iHLWi 3miHM) 3MiHM 4o cneundikauii
iHTepmegiaty AHU377-C4 (AHU377-F7), a came
YTOYHEHHS 30BHILUHLOrO BUFMSAY PEYOBUHM. 3MiHM |
Tmny - 3MiHn 3 gkocTi. A®l. Kontponb A®I. 3miHa y
napameTpax crneundikaui Ta/abo JoNyCTUMUX MEX,
BU3Ha4YeHuX y cneumdikauisix Ha Adl, abo
BUXiAHMN/MPOMDKHUI NpOoAyKT/peareHT, Lo
BMKOPUCTOBYIOTBCS Y Npoueci BupobHuutea API (iHwwi
3MiHn) 3miHn go cneumdikadii iHTepmegiaty AHU377-
C4 (AHU377-F7), a came po3wMpeHHs A0NyCTUMMX
mex anst gomiwku 537-06 (lactam) go < 1.0%, 3
METOI ONTUMI3aLii BUpoBHMYoro npouecy. 3minHu |
Tmny - 3MiHn 3 gkocTi. A®l. Kontponb A®I. 3miHa y
meTofax BunpobyBaHHs A®Il abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpAXEHUX MeToaax
BUNpoOyBaHHs) 3MiHM LLOA0 KOHTPOIO SKOCTI
iHTepmepiaTis npy BMpobHuuTBi A®I, a came
06'eaHaHHsA BUMor go iHTepmegiatise AHU377-C4 Ta
AHU377-F7 (meTog BEPX). 3miHu | Tvny - 3minHu 3
skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BMXigHOrO
maTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNpobyBaHHs) He3aHauHi 3MiHM 1O METOAIB KOHTPOIO
A®I, a came ansa BunpobysaHHsa "10331 Particle size
by laser light diffraction (Suspension cell)". NlimiTn
BUNPOOYBaHHS He 3MiHUNUCL. 3MiHN | TUNY - 3MiHK 3
skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BMXigHOTO
marepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BVKOPVCTOBYETbLCS y npoLeci BupobHuutea AdI
(He3Ha4Hi 3MiHW y 3aTBEpPHKEHNX MeTofax
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BUNpOOYyBaHHSA) HeaHayHi 3MiHM 4O MEeTOAIB KOHTPOIO
A®I, a came ans BunpobysaHHs "ldentity by XRPD"
(3miHn y npobonigroTosui). Jlimitn BUNpobyBaHHSA He

3MiHMnuck. 3MiHu | Tuny - 3miHn 3 skocTi. API.
KoHTponb A®I. 3miHa y MmeTogax BunpobyBaHHs AdI
abo BuXigHOro matepiany/npomikHOro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y MPOLECI
BMpobHMUTBa AD| (HE3HAYHI 3MiHW Y 3aTBEPIKEHNX
MeTofax BunpobyBaHHsA) HesHauHi 3MiHM o meTogiB
KoHTpornto AdI, a came ans BunpobyBaHHs "Impurity
by Flame AAS (Calcium)" (3miHn y npo6onigroTosi).
JTlimiT BUNpoGyBaHHSA He 3MiHUNUCL. 3MiHu | Tuny -
3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHa APl abo BMXigHOrO
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y npoueci BUpobHuutea Ad|
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNPOoOYyBaHHS) HeaHayHi 3MiHM 4O METOAIB KOHTPOIO
A®l, a came gns BunpobyeaHHs "Chloride by

Argentometry”. JlimiTn BunpobyBaHHsi 6€3 3MiH. 3MiHK

| Tuny - 3miHm 3 akocTi. A®Il. KoHTponb AdL. 3miHa y
MeTodax BunpobysaHHst APl abo BuxigHoro
marepiany/npoMiKHOro NpoaykTy/peareHTy, LWwo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpAXEHUX MeToaax
BUNpoOyBaHHSA) He3HayHi 3MiHM 4O METOAIB KOHTPOO
A®I, a came ans BunpobysaHHsa "Assay by Flame AAS
(Sodium)" (3miHn y npoGonigroTosui). NimiTn

BUNpoOyBaHHSA 6e3 3MiH. 3MiHu | Tuny - 3miHK 3 SKOCTiI.

ADI. KoHTponb API. 3miHa y MeTogax BUNpobyBaHHS
A®I| abo BuxigHOro matepiany/npoMixxHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
BUPOGHMLUTBA AD| (HE3HAYHI 3MiHU Y 3aTBEPKEHUX
mMeToAax BunpobyBaHHs1) HeaHauHi 3MiHM Jo MeToziB
koHTponto A®I, a came gns BunpobysaHHs "Assay by
Flame AAS (Calcium)"(3miHn y npo6oniarotosLy).

JlimiTn BUNpobyBaHHst 63 3MiH. 3MiHu | TUny - 3MiHK 3

skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BMXigHOrO
maTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BMKOPWCTOBYETLCS y npoueci BUpobHuuTBa AP (iHLwi
3MiHM Y MeTofax BUNpobyBaHHSA (BKIOYAUM 3aMiHy
abo gonoBHeHHs1) A®| abo BUXiQHOrO/MPOMiXXHOIO
npoaykTy) 3MiHM OO KOHTPOIO SKOCTi iHTepMepiaTis
npv BupobHmuTei A®I, a came, gogaBaHHSA
anbTepHaTUBHOrO MeToAy Arsi BUNpobyBaHHs

"KinbkicHe Bu3HayeHHs" ana AHU377- C4 ta AHU377-
F7 3 nonomoroto BEPX. 3miHu | Tvny - 3MiHM 3 siKOCTI.
ADI. KoHTponb AdI. 3miHa y MeToax BUNpoOyBaHHS

A®I abo BuxigHoro matepiany/npomMixkHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
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BUpobHMuTBa ADI (iHWi 3MiHM Yy MeTogax
BUNPODYBaHHS (BKMOYao4M 3aMiHy abo [ONOBHEHHS)
AdI abo BUXiaHOro/npoMixKHOro NpoaykTy) 3mMiHn o
mMeTogiB koHTponto A®I, a came 3anpoBagKeHHS
anbTepHaTMBHOrO Metody BunpobysaHHs "Metals by
ICP-OES (3aTtBepmxeHuin metog ICP-OES/X-ray).
3MmiHun | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb ADI.
3miHa y meTopax BunpobysaHHst A®I abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y npoueci BUpobHuuTea API (iHLwi
3MiHN Y MeTodax BUNPobyBaHHSA (BKIOYAOUM 3aMiHy
abo gonoBHeHHs1) AD| abo BMXigHOrO/MPOMIXKHOrO
npoaykty) 3miHn oo meToais koHTposnto AdI, a came
3anpoBafpKEHHs anbTepHaTMBHOIO MeToay
BunpobyBaHHs "Impurity (Calcium) and Assay
(Sodium) by HPLC (lon Exchange Chromatography)
HPLC" (AAC 3aTBepoXeHuin MeToa). 3minu | Tuny -
3MiHn 3 skocTi. ADI. KoHTponb A®I. 3miHa y
napameTpax crneundikaui Ta/abo JonyCTUMUX MEX,
BM3HaYeHuX y cneundikauisx Ha APl, abo
BUXIOHWMI/MPOMIDKHWUIA NpOaYKT/peareHT, LWo
BUKOPUCTOBYIOTLCS Y npoueci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOrO MOKa3HWKa SKOCTi (Hanpuknag
BUITyYEHHS 3acTapinoro nokasHuka)) 3miHu woao
KOHTPOMO SIKOCTi MaTepianis Ans BupobHuuTtea Adl, a
came BuaaneHHs nokasHuka "Metals by ICP-MS" ans
LCZ696-C1 (AHU377-C8) Tak sk AaHWI NOKa3HWK
KOHTPOMIETbCS Ha eTani koHTpono A®L. 3minu | Trny
- 3miHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo AonycTUMmUX MeX,
BM3Ha4YeHuX y cneuudikauisx Ha AdI, abo
BUXiAHVMA/MPOMDKHWI NpoayKT/pearexT, Lo
BMKOPWCTOBYIOTbCS Y npoLeci BupobHuutea AdI
(BonoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM SIKOCTI
Ta BiANOBiAHMM MeToAOoM BUNpobyBaHHs) [lonaBaHHS
Pogito (rhodium) Ta PyTeHito (ruthenium) sik
cneumndivHUX Ans NpoLecy eneMeHTHUX JOMILIOK Ans
KoHTponto A®I. 3miHu | TUNY - 3MiHK 3 FKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BiANOBigHOCTI E€Bponeichkii papmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTI abo BUNy4YeHHs cepTudikata
BignoBigHocTi €Bponeichkini hapmakonei: ans AdI;
ONns BUXIQHOro MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, O BUKOPUCTOBYOTLCS Y BUPOOHMLTBI ADI;
Onst AONOMiXXHOI peqoBUHU (cepTudikaT BignoBigHoCTi
€Bponevicbkin apmakonei) - HoBuin ceptudikat Big,
HOBOrO BMpPOBHMKa (3amiHa abo JONOBHEHHS) 3MiHN
Loao BUPOBHMKIB MaTepianis Ans BupobHuutea Ad,
[OAAaHHS HOBOTO MocTavarnbHuKa MaTepaianis
LCZ696-C3 - Divi's Laboratories Limited Ta Buny4eHo
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Novartis Pharma AG. 3miHu | Tuny - 3miHn 3 sikocTi.

Ceptudpikat BignosigHocTi/lE-cepTudikat
Bi4NOBIgHOCTI €Bponeinchkin dhapmakonei/MoHorpadii.
MogaHHA HoBOro abo oHoBreHoro cepTudikara
BianosigHocTi abo BMNyYeHHsi cepTudikata
BignoBigHocTi €Bponevickkin hapmakonei: ans Adl;
Ons BUXiQHOro MaTepiany/peareHTy/npomMixkHOro
NPOAYKTY, LLO BUKOPUCTOBYHOTECS Y BUPOOHNULTBI AdI;
ONs AONOMIKHOT pevoBuHK (cepTuddikat BignosigHOCTI
€Bponeickkin hapmakonei) - HoBuin ceptudikar Big
BX€ 3aTBepAXXeHOro BUpobHuka - 3anponoHoBaHo:
CEP No.R0-CEP 2016-290-Rev 01 Bia Bxe
3aTBepakeHoro BupobHuka Novartis Pharma AG.
3MiHn | TUny - 3miHm 3 gkocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa BiANOBIQHOCTI
abo Buny4eHHs ceptudpikata BignoBiAHOCTI
€Bponecbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, WO
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€sponelicbkint hapmakonei) - OHoBneHnn ceptudikar
BiJ yXe 3aTBepkeHoro BupobHuka OHoBNEHWI
cepTudikaT Bif yxe 3aTBepAXeHOro BUpobHUKa
Novartis Pharma AG (oHoBneHun ceptudpikat
BKINH0MAE HOBOTO MocTavarnbHyKa NPOMiIXKHUX NPOAYKTIB
Lianhe Chemical Technology (Taizhou)Co.Ltd.) CEP
No. RO-CEP 2016-290-Rev 03). 3minw Il Tuny - 3miHn
3 gkocTi. A®l. BupobHuuTBO. 3MiHM B npoueci
BMpo6HMUTBa ADI (3HauHa 3MiHa y npoueci
BUpoOHMLTBa ADI, WO MOXeE MaTu iCTOTHWIA BNUB Ha
AKicTb, 6e3neky abo edeKTUBHICTb NikapCbKoro
3acoby) 3anpoBagKeHHs1 anbTepHATUBHOIO LUMAXY
CWHTe3y Ans BupobHuuTea iHTepmegiaty AHU377-F7

*y pa3i HeceHHs1 3MiH 00 iHcmMpyKuii Npo meduYyHe 3acmocyeaHHs
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