ITEPEJIIK

Jonarok 3
A0 Haka3y MiHicTrepcTBa 0X0pOHH
3p0poB’sa Ykpainu «IIpo aep:xxaBHy
peecTpauiio (mepepeecrpaniio) JikapcbKux
3ac00iB (MeIUYHUX IMYHOOi0JIOrTYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiHuX MaTepiaaiB»

Big 13 0epesns 2024 poxy Ne 428

JIKAPCBKHMX 3ACOBIB (MEJAYHUX IMYHOBIOJIOITYHUX IPEMAPATIB), IIOJ0 SIKAX BYJIM BHECEHI
3MIHHU JJO PEECTPALIMHUX MATEPIAJIIB, SIKI BHOCSITHCS 1O JEP)KABHOI'O PEECTPY JIKAPCBKHUX
3ACOBIB YKPAIHHA

Ne Hasea Popma sunycky 3aseHuUkK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknam Homep
n/n JNikapcbKo20 | (nikapcbka ¢hopma, 3asieHUKa 8uUpo6HUKa eionycky yeaHHs1* | peecmpayiliHo2o
3acoby ynakoeka) nocei04yeHHs1
1. ABIPOH Tabnetku no 250 mr [eTepo IHais [eTepo 1ab3 IHais BHECEHHS1 3MiH O peecTpauiiHMX maTtepianis: 3MiHN 3a He UA/18889/01/01
no 120 Tabnetok y Ja63 Nimiten | Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta peuenmom nionsieae
KOHTeWHepi; no 1 Timiteq dapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuui
KOHTENHepy y nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
KapTOHHIl kopobui IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHs Ha nigcTasi
perynspHO OHOBIOBAHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS fnikapcbKoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OL|iHKM 3BITY 3 AocnigXeHb, NPOBEAEHUX BifnoBigHO
00 nnaHy negiaTpuyHmx gocnigpkeHs (PIP) (3MiHy
Y3roAXXEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHoMm) - 3MiHVM BHECEHO [0 iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHS Nikapcbkoro 3acoby y
po3ain "MoGiyHi peakuii” BiANOBIAHO 40 OHOBMNEHOT
iHcpopMmawii 3 6e3nekn gitoyoi peyoBuHU. BBegeHHs
3MiH NpOTSArom 6-TW MicsiLiB Micns 3aTBEPAKEHHS
2. A3AUNTUAUN | niodinizaT ans Wvnna IHAisa MOBHUW LKN IHAisA BHECEHHS 3MiH [0 peecTpaLiiHUX MaTepianis: 3MiHu 3a - UA/18595/01/01
H LUUNNA PO34nHY Ans Megikea BMPOGHMYOro | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. peuenmom
iH ekuin no 100 wmr; Nimiteq npouecy: 3MiHM y BUpoGHMUTBI. 3MiHa iMnopTepa/3miHu, LWwo
no 1 dnakoHy y LUvnna Megikea CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIHO SAKOCTI
KapTOHHiIl kopobui Timiten, IHais roToBOro nikapcbkoro 3acoby (3amiHa abo
KOHTPOrb SIKOCTI i [oAaBaHHsA AiNbHULI, Ha SKiA 34iINCHIOETLCS
BUNpobyBaHHS KOHTpPOrb/BUNPOOYBaHHS cepii) - BBEAEHHS
CcTabinbHOCTI anbTepHaTUBHOI OinbHULI, BiANOBIAanNbHOI 3a
(dpi3nyHi i xiMiyHi KOHTPOIb SIKOCTi | BUNPoBYyBaHHS cTabinbHOCTI
Tectu): (dbi3nyHi i XiMiYHI TeCcTH) NS BXe 3aTBEPAXKEHOrO
LUnnna Mepikea BMpo6GHuka Lnnna Megikea Nimiteq / Shilpa
Nimiten, IHaia Medicare Limited
3. A3UTPO TabneTku, BKPUTI CaHpos CnoBeHisi nepBuHHA Ta HimeuunHa/ | BHECeHHs 3MiH 4O peecTpaLiiHMX MaTepianis: 3miHu 3a He UA/11332/01/02
CAHOO3® NNiBKOBOO dPapmacb BTOPUHHA TypeyymHa/ | Tuny - AgMiHicTpaTWBHi 3MiHW. 3miHa peuenmom | nidnsizae
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KOMMAEKTi 3 1
dnakoHOM
po34mnHHMKa (BoAa
anst in'ekyin) no 50
MIT Yy KapTOHHIV
Kopoo6Li

roToBWIA NiKapcbKuii 3acib y MeTofax KOHTPOIo
sKoCTi, Lo 6ynu 3aTBepaxeHi Hakasom MO3 18.10
2023 poky Ne1808, npv npoBefeHHi npoueaypu
3Mminm tvn I, n.B.11.r.2 gns niodginisaty: posain
"MexaHi4Hi BKITIOYEHHS - HEBUANMI YaCTUHKK"
(pi3HOYMTaHHSA y Mexax ogHoro AokymeHTa — MKA
J13); po3ain "Monicop6at 80"

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
o6onoHkoto, no 500 loTikana ynakoBkKa, PymyHis HaiMeHyBaHHsi Ta/abo agpecy MicLa NPoBaAKEHHS
mr; no 3 abo 6 a.a. KOHTpOrb cepii, AisinbHOCTI BUpOGHMKa/iMnopTepa roToBoro
TabneTtok y Gnictepi; [03BiN Ha BUNYyCK nikapcbkoro 3acoby, BKIoYaun AinbHULI BUMYCKY
no 1 Gnictepy B cepii: cepii abo MicLie NpoBeAeHHS1 KOHTPOJIHO SKOCTI.
KopobLi Cantotac ®apma (misinbHicTb, 3a AKy BignoBiaae BUPObHMK/iMNopTep,
'M6X, HimeyunHa BKITHOYao4mM BUMNYycK cepii) MpuBegeHHs y
BUPOBHMLTBO Bi4NOBIgHICTb Ha3BM BMpoOHUKa M3
Hepo3dhacoBaHoi BiANOBiganbHOro 3a BUPOOHULITBO 3a NOBHUM
NpPOoAYKUii: LMKIOM, BiAMNOBIAHO A0 MileHsii Ha BUPOGHMLTBO.
Canpo3s Inak BupobHuya ginbHuLsA, agpeca Ta yci BUPOGHUYi
Canaw Be TikapeT onepauii 3anuwarTbCcs He3MiHHUMK. [itova
A.C., TypeyunHa pegaakuis: C.K. Cangos C.P.J1., PymyHis S.C. Sandoz
BUPOBHMUTBO 3a S.R.L., Romania MNponoHoBaHa peaakuis: CaHgo3
MOBHUM LIMKITOM: C.P.J1., PymyHia Sandoz S.R.L., Romania 3miHn
Canpgos C.P.N., BHECEHO B iHCTPYKLiO 4Ns MeAMYHOro 3aCTOCyBaHHSA
PymyHis nikapcbkoro 3acoby y po3ain «BupobHuk» 3
BiAMOBIAHVMMW 3MiHAMW B TEKCTi MapKyBaHHS
ynakoBOK. TepMiH BBeAEHHSA 3MiH NpoTArom 6
MicAUiB Nicnsa 3aTBEPAXEHHS.
4. A3UTPO TabneTkn, BKpUTI CaHpos CnoBeHis nepBuHHa Ta HimeuunHa/ | BHECeHHs 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHu 3a He UA/11332/01/01
CAHOO3® NniBKOBOIO dapmach BTOPUHHA TypeuumnHa/ | TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom | nidnsieae
o6ornoHkoto, no 250 loTikana ynakoBKa, PymyHis HaiMeHyBaHHs1 Ta/abo agpecy MicLa NpoBagKEHHS
Mr; no 6 TabneTok y a.a. KOHTpOrb cepii, AisnbHOCTI BUPOBHMKa/imMnopTepa rotoBoro
Gnictepi; no 1 [03BiN Ha BUNYyCK nikapcbkoro 3acoby, BKIoYaun AinbHULI BUMYCKY
6nicTepy B kopobui cepii: cepii abo micue NpoBeAeHHS KOHTPOTIO SIKOCTi.
Cantotac ®apma (misnbHicTb, 3a AKy Bignosiaae BMpobHuK/imnopTep,
'm6X, HimeuunHa BKIOMAOUM BUMNYCK cepiin) MNprBeaeHHs y
BUPOGHMLTBO BiANOBIAHICTb Ha3BM BUpobHuka 13
Hepo3dhacoBaHoi BignoBigansHOro 3a BUPOOHULTBO 3a MOBHUM
nNpoAyKuii: LMKIOM, BiAMNOBiAHO A0 MileH3ii Ha BUpOBHMULTBO.
Canpos Inak BupobHuya ginbHuUS, agpeca Ta yci BUpobHW
CaHan Be TikapeT onepaLuii 3anuwatrTbes He3MiHHMMK. [itoya
A.C., TypeudnHa pepakuis: C.K. Cangos C.P.J1., PymyHia S.C. Sandoz
BMPOGHMLTBO 32 S.R.L., Romania NponoHoBaHa peaakuis: CaHgo3
MOBHUM LIMKITOM: C.P.J1., PymyHia Sandoz S.R.L., Romania 3miHn
Canpos C.P.1., BHECEHO B iHCTPYKLUitO0 ANs MEeAUYHOrO 3aCTOCYBaHHS
PymyHis nikapcbkoro 3acoby y po3ain «BupobHuk» 3
BiAMOBIAHVMMW 3MiHAMW B TEKCTi MapKyBaHHS
ynakoBoK. TepMiH BBeAEHHS 3MiH NPOTAroM 6
MicsiLiB micnsi 3aTBEpPOXKEHHS.
AKTUNI3E® niodinisat ans BepiHrep HimeyumH Bepinrep HimeyumHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a - UA/2944/01/01
PO34nHy Ans IHrenbxan a IHrenbxanm TexHivyHa nomwunka (3rigHo Hakazy MO3 Big peuenmom
iHdy3in no 50 wr, 1 M dapma 'mbX i Ko. 23.07.2015 Ne 460) - TexHiuHa nomunka B MKA.
dnakoH 3 IHTepHeLw KIr BunpasneHHst TexHiuHOi momunku B Cneuwndikadii Ha
niogpinizatom y HN MMBX
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

NOMWIKOBO BKa3aHa Ha3Ba MeTtoay Yy cneumdikadii
J13, wo 3acTOCOBYETLCS Yy BUSHAYEHHI METOAY
KOHTPOIMIO NOKa3HMKa, Bka3aHa HenpaBuIbHO:

HeoOXigHO 3a3HaunTK "PryopecUeHTHUI aHani3
miuen (FMA)" samicte BEEX (BucokoedekTmeHa
EKCKI3NBHA XpomoTorpadisi)

AJIBOBAK

NMopOLLOK AN
PO34KHyY Ans
iH'ekuin, no 1r, 1
PNaKoH 3 MOPOLLKOM
y nayui 3 KapTOHY

Mictpan
Kenitan
MeHneoxm
EeHT
Jlimiteq

AHrnis

JlabopaTtopio Peir

XKodppe, C.A.

Icnanisa

BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis: 3MiHn
| Tny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta
apmakoHarnagy. 3MiHu y KOPOTKil XxapakTepucTumLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHmx/GionoaibHMxX nikapcbknx
3acobiB nicns BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HaZaHHS! )KOAHWUX HOBMX A0AATKOBUX AaHKX) - 3MiHK
BHECEHO A0 iHCTPYKUIT ANa MeanyHoro
3acToCcyBaHHS NikapCbKoro 3acoby y posainm
"®apmakornorivHi BnactusocTi", "OcobnuneocTi
3acTtocyBaHHs", "Cnocib 3actocyBaHHs Ta Jo3un",
"Mo6ivHi peakuii”, "HecymicHicTb" 3rigHo 3
iHdbopmauieto Woao MegmMyHOro 3acTocyBaHHs
pedepeHTHOro nikapcbkoro 3acoby (Rocephin 1g
Powder for Solution for Injection or Infusion).
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPOKEHHS.

3a
peuenmom

He
nidnsieae

UA/13141/01/01

AJFTE3NKAM
®

PO34MH OIS iH'EKLIN,
10 mr/mn; no 1,5 mn
B amnyni, no 5
amnyn y 6nictepi, no
1 6nictepy B nayui

MpuBaTHe
aKuioHepH
e
TOBapucTB
0 "Nekxim-
Xapki"

Ykpaina

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"MNexxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu
| Tuny - 3miHK 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoOBIgHOCTI
€Bponewickkin dpapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHOBMeHoro cepTudikata BignNOBIAHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkin hbapmakonei: ansa A®l; ona BuxigHoro
matepiany/peareHTy/NnpoOMiKHOro MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHuUTBi A®l; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BiANOBIAHOCTI
€Bponevicbkinn apmakonei) - OHOBNEHWN
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHUKa -
noAaHHsi OHOBIEHOro cepTudikara BignNoBIAHOCTI
€Bponelicbkint papmakonei Ne CEP 2014-261 - Rev
01 (3aTBepaxeHo: RO-CEP 2014-261 - Rev 03) ans
A®| menokcukamy Bif 3aTBEPAXKEHOTO BUPOBHMKa
SWATI SPENTOSE PVT. LTD., IHgis

3a
peuenmom

UA/16968/01/01

ANITEP

Tabnetkv no 4 wmr;
10 Tabnetok y
GnicTepi; no 3
Gnictepn y nayui 3
KapTOHY

TOB HB®
«MIKPOXI
M»

YkpaiHa

TOB HB®
«MIKPOXIM»,
YkpaiHa
(ropuonyHa
agpeca
BUPOGHMKa;
BMPOGHMYa
ninbHMug (BCi
cTagii

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnX maTtepianis: 3MiHM
| Tuny - AgMiHicTpaTVBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AinbHULI (BKMHOYaYM AinbHULUI Ans
A®I, npomixHOro NpoAykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHUL AN NPOBEAEHHS
nakyBaHHsi, BUpOOHWKa, BiANOBiAanbHOro 3a BUMYCK
cepin, mMicLe NpoBeAEeHHS KOHTPOIO cepii) abo
nocTavarnbHuKa BMXigHOro martepiany, peareHty abo
[OMNOMiXKHOI pe4oBUHU (SIKLLO 3a3HAYEHO Y JOCLE) -

3a
peuernmom

UA/17735/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BUPOBHMYOro BUIyYeHHS BUPOOHMYOI AinbHuui "TOB HB®
npouecy); "MIKPOXIM"(nabopaTopisi ¢isvko-ximiyHOro aHaniay
BignosigansHWn Ta KOHTponto BUpobHuuTtea)" ansa 13, Taky camy
3a BUNycK cepii, dyHKUil0 Byae BUKOHYBaTV KOHTPaKTHe
He BKIIHoYao4mn BMpoGHMUTBO AT "®APMAK", o 3HaxoauTbCs 3a
KOHTPOMb/BUMNPOBY appecoto "YkpaiHa, 04080, m. Kuis, Byn.
BaHHSA cepii); Kupuniscbka, 74". BBefeHHs 3MiH NpoTsarom 6-tu
AT «DPAPMAK», MiCsILiB Micnsi 3aTBEPOKEHHS
YkpaiHa
(BMPOGHMLTBO 3a
MOBHUM LMKIIOM)
9. ANITEP TabneTtku no 8 mr, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS1 3MiH O peecTpauiiHuX maTtepianis: 3MiHN 3a - UA/17735/01/02
no 10 Tabnetok y «MIKPOXI «MIKPOXIM», | Tuny - AgmiHicTpaTVBHI 3MiHW. BunyyeHHs peuenmom
Gnictepi; no 3 M» YkpaiHa BUPOBHMYOT OinNbHUL (BKMHOYaouM AinbHULI 4ns
Gnictepn y nayui 3 (ropuanyHa A®I, npomixHoro npoaykTy abo rotoBoro
KapTOHY agpeca nikapcbkoro 3acoby, AinbHULI Ans NpoBeAeHHS
BMPOBHMKa; nakyBaHHsi, BUpOOHWKa, BiANOBiganbHOro 3a BUMNyck
BUpoGHMYa cepin, micLe NpoBedeHHs! KOHTporo cepii) abo
ainbHuug (BCi nocravanbHWKa BUXiZHOro Matepiany, peareHty abo
cTagii [OMOMDKHOT PEYOBUHM (SIKLLO 3a3Ha4YeHO Y AOChE) -
BUPOBHMYOro BUIyYeHHS BUPOOHMYOI AinbHuui "TOB HB®
npouecy); "MIKPOXIM"(nabopatopisi chianko-ximi4HOro aHanisy
BignosiganbHWn Ta KOHTponto BUpobHuuTBa)" ans 13, Taky camy
3a BUNycK cepif, yHKLUil0 Byae BUKOHYBaTW KOHTPaKTHe
He BKIo4ao4mn BMpo6HMUTBO AT "®APMAK", W0 3HaxoanTbLCA 3a
KOHTpOnb/B1Npoby appecoto "YkpaiHa, 04080, M. Kuis, Byn.
BaHHs cepii); Kupuniscbka, 74". BBeAeHHs 3MiH NpoTsrom 6-tu
AT «®PAPMAK», MiCsILiB Micnsi 3aTBEPOKEHHSA
YkpaiHa
(BUpPOBOHMLTBO 3a
MOBHUM LKIIOM)
10. AlNbAYPA3U KOHLeHTpaT Ans CaHodi HipnepnaH KiHueBe Himeyuunna/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/8093/01/01
M® po34nHy Ans B.B. an HanoBHEHHS IpnaHais YTOYHEHHA HanucaHHA BUPOOHMKIB B Hakasi MO3 peuenmom
iHdpysin, 100 O/mn; dnakoHiB Ykpainu Ne 176 Big 02.02.2024 B npoueci
Ne 1:no5mny (nepBuHHE BHeCEeHHS 3MiH (3MiHn | TUny - AgmiHicTpaTuBHi
dnakoHi; no 1 nakyBaHHs1), 3MiHN. 3MiHa HanveHyBaHHs Ta/abo agpecu mMicua
nakoHy y NpoBeAeHHs TECTY NpoBaXXeHHS AisnbHOCTI BUPOGHMKa (BKIHOYakouK,

KapTOHHiIl kopobui

Ha CTepUnbHICTb!
Bettep ®apma-
PepTiryHr MTM6X

3a HeobXigHOCTI, MicLie NPOBEAEHHS KOHTPOMO
sIKOCTi), abo BrnacHuka mactep-ganna Ha Adl, abo
noctavanbHuka A®l/BuxigHoro

eHg Ko.KT, maTepiany/peareHTy/NpOMiXXHOIro NPOAYKTY, LLO
HimeyuumHa; 3acTOCOBYOTbCH Y BUpobHULTBI ADI (sKLLO
MapkyBaHHs Ta 3a3HayYeHo y 10CbE Ha nikapcbKuii 3acib) 3a
BTOPUHHE BiCYTHOCTI cepTudikaTa BignosigHOCTi
nakyBaHHs, €Bponelicbkini hapmakonei y 3aTBepaXeHoMy
KOHTPOSb SIKOCTI pocbe, abo BUpoBOHMKa HOBOT JOMOMIXXHOT pEHOBUHM
M3 (3a (AKLLO 3a3HaYeHO Y AoCbe) 3MiHa Ha3Bu canTy,
BUKINKOYEHHAM BiANOBIAANbLHOro 3a aHanis in vitro Ha HasIBHICTb
TECTY Ha BipYCHMX KOHTaMiHaHTIB A5 4ito40i pe4oBUHM
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

CTEPUIIbHICTb),
BUMNYCK cepil:
[xeH3anm lpnang
JlimiTen, lpnangis

napoHigasu. Agpeca Ta Bci BUpo6HuMUi onepadi
3anuwnnncst HeamiHHMK. 3atBepmxkeHo: WuXi
AppTec Laboratories Services, Inc. 4751 League
Island Blvd., Philadelphia, PA 19112, USA.
3anponoHosaHo: WuXi Advanced Therapies Inc.
4751 League Island Blvd., Philadelphia, PA 19112,
USA). Pepakuisn B Hakasi - MapkyBaHHsi Ta BTOPUHHE
nakyBaHHs1, KOHTPOnb AkocTi [T13 (3a BUKIMIOYEHHAM
TEeCTy Ha CTePUNBLHICTB), BUNYck cepii: [XKEH3ANM
NIMITEL, Benuka bputaHig; KiHueBe HanoBHEHHA
nakoHiB (NepBMHHE NaKyBaHHS), NPOBEAEHHS
TECTY Ha CTepunbHiCTb: BeTTep ®apma-depTiryHr
'mM6X enp Ko.KI, HimeuyunHa; KiHueBe HanoBHEHHs
nakoHiB (NepBUHHE NaKyBaHHS), NPOBEAEHHS
TECTY Ha cTepunbHicTb: [pkyGineHT XonnictepCriep
JIJ1C, CLUA; BTOpMHHE NaKyBaHHS1, KOHTPOSb SKOCTI
113 Ta Bunyck cepii: [xeH3anwm lpnaxa Nimiteq,
Ipnangis. MponoHoBaHa pepakuin - KiHuese
HanoBHeHHS ¢hnakoHiB (MepBUHHEe NaKyBaHHS),
NpoBeAEeHHs TECTY Ha CTepunbHicTb: BetTep
®Papma-PepTiryHr F'm6X eHa Ko.KI, HimeuyuuHa;
MapKkyBaHHSi Ta BTOPUHHE NaKyBaHHs, KOHTPOIb
sAkocTi M3 (3a BUKNIOYEHHAM TecTy Ha
CTepunbHicTb), BUNYCK cepii: [hkeH3anm lpnaHg
Jimitea, Ipnaupis, lpnaxais.

11.

AJIbTABOP

Tabnetku no 20 wr,
no 10 Tabnetok y
6nicTepi; no 10
Tabnetok y 6nictepi;
no 2 6nictepuny
nayui; no 20 a6o 60
Tabnetok y
KOHTeWHepax
NnacTUKoBMX 3
KPULLIKOIO 3
KOHTPONEM MNepLLoro
PO3KPUTTS

My6niyHe
aKuioHepH
e
TOBapucTB
o
"HaykoBo-
BMPOGHWY
VI LEeHTP
"BopLuaris
CbKUN
XiMiKko-
dapmaues
TUYHWIA
3aBoa"

YkpaiHa

My6niyne
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYMIA

LEeHTp
"BopLuariBcbkui
XiMiko-
capmaLeBTUYHUA
3aBof"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnxX maTtepianis: 3MiHK
| Tuny: 3minHu 3 akocTi. FoToBMIA Nikapcbkuin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneyudikaui Ta/abo 4oNyCTUMUX MEX
roTOBOro MikapCbKoro 3acoby (iHLi 3MiHwu) -
BHECEHHS He3HaYyHMX 3MiH 4o cneuudikauii Ta
mMeToziB BUNPoOyBaHHSA 3@ NOKa3HUKOM
«MikpobionoriyHa unctotay. 3minum | Tuny: 3miHm 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpornb
OOMOMDKHUX pe4oBUH. 3MiHa napameTpiB
cneuudikauin Ta/abo gonycTummnx Mex ansi
[OOMOMIXKHOT peqoBUHU (BUNYYEHHS 3i cneuundikadii
He3Ha4Horo nokasHuka (Hanpuknag 3actapinoro
noKasHuKa))- BUNy4YeHHs nokasHuka
«MikpobionoriyHa YncToTay 3i cneuudikauii Ans
KOHTPOIMO AOMOMIDKHOI peYOBUHM apomartum3atopa
“Abpukoc”; 3MiHu | Tuny: 3miHK 3 sikocTi. oToBMI
nikapcbkuii 3aci6. KoHTpornb JONOMiIKHUX PEYOBUH.
3miHa napameTpiB cneuudikauin Ta/abo
OONyCTUMMX MeX A51S AONOMDKHOT pe4OBUHU
(BUNyYeHHs 3i cneumdikalii He3HaYHOro NokasHuKa
(Hanpuknag, 3acTapinoro NokasHuka))- BUNy4YeHHsI
nokasHuka «Baxxki meTanu» 3i cneundikauii Ans
KOHTPOMIO AOMNOMIKHOI Pe4OBMHU apoMaTtusartopa
“Abpukoc”; 3miHn | TMny: 3MiHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb JONOMiXKHUX PEYOBUH.

be3
peuenma

He
nidnsieae

UA/10229/01/01
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3miHa napameTpiB cneundikauii Ta/abo
OONyCTUMMX MEX A1 AONOMDKHOT pe4OBUHU
(BUNy4eHHs 3i cneumdikaLii He3Ha4HOro NokasHuKa
(Hanpuknag, 3acTapinoro nokasHuka)) - BUNy4YeHHsi
nokasHuka «PO34MHHICTb y Bodi» 3i cneumdikauii
ONst KOHTPOIO AOMOMIXKHOI PEHOBUHU
apomatusartopa “Abpukoc”; 3MiHu | Tuny: 3miHm 3
sikocTi. [oToBMIA Nikapcbkui 3aci6. Onuc Ta cknag.
3miHa y cknagi (4oNOMiIXKHUX pevoBMHAX) FOTOBOMO
nikapcbkoro 3acoby (cmakosi fobaBku abo
6apBHUKK) - [logaBaHHsi, BUNyYeHHs1 abo 3amiHa -
3MiHM Y peecTpi nocTtavanbHuKiB. CynyTHsA 3MiHa:
3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb
AOMOMDKHMX pe4oBUH. 3MiHa napameTpis
crneundikauin Ta/abo gonycTMMmMx Mex ansi
[OMOMIDKHOI peyYoBUHM (iHLWi 3MiHM) - 3aMiHa
nocravarnbHu1Ka AOMOMIKHOI PeYOBUHM
apomatuaartopa” Abpukoc”. 3MiHM BHECEHI ¥ po3ain
"Cknag" (OonoMmidkHi pe4oBMHK) B iHCTPYKLitO Ans
MEeOUYHOro 3aCTOCYBaHHsI NiKapCbKoro 3acoby.
BBegeHHs 3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPOKEHHS.
12. AMBPIA PO34MH AN iH'EKLIN TOB Ykpaina K.T. POM®APM PymyHis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHn 3a - UA/18431/01/01
50 mr/mn; no 2 mn B "®OPC- KOMMNAHI C.P.J1. | Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta peuenmom
amnyni, no 10 amnyn DAPMA bapmakoHarnsgy (iHwi amiHn) 3miHuM BHeceHo B
Y KapTOHHIN nayui ONCTPUNB TEKCT MapKyBaHHSA BTOPUHHOI YNaKOBKMN NiKapCbKoro
HOLH" 3acoby y n.11 "HameHyBaHHs i MicLle3Hax0o4KEeHHS
BUpOGHYMKa Ta/abo 3asiBHUKA", @ came
KOHKPeTM30BaHoO iHdhopalLiito LLoA0 Ha3Bu Ta
MiCLile3Hax04KEHHS 3asiBHMKA Ta BUpobHuka. TepMiH
BBeJEHHS 3MiH - NpoTSArom 6 Micsuis nicns
3aTBEPOKEHHS.
13. AMIHOMNA3 PO34uH ANns iHdY3il; B. BpayH HimeuumH BupobHuuTBoO, HimeuumHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHu 3a - UA/13161/01/01
MAIlb no 500 mny Menb3ayHr a nepBrHHa Ta | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib. peuenmom
B.BPAYH dnakoHi; no 10 eH Al BTOPUHHA KoHTponb roToBoro nikapcbkoro 3acoby (iHLui 3miHu)
10% E dnakoHis y ynakoBKa, BUMycK OHOBJIEHHS BXe 3aTBEpPXXEHUX METOAIB KOHTPOIO
KapTOHHiI kopobuyi cepii: b. bpayH SIKOCTi NikapcbKkoro 3acoby, a came: BUKIaAEeHHS
Menb3yHreH AT, TEKCTY AepXaBHO MOBO 3riAHO Cy4acHWUX BUMOT.
HimeuuuHa; BBeaeHHs 3MiH NnpoTsArom 3-boXx MicAuiB nicns
KoHTponb cepii: b. 3aTBEPOKEHHS
BpayH
Menb3ayHreH Al ,
HimeyuunHa
14. AMNOOUNIH- | tabnetku no 10 wr; AT YkpaiHa NMOBHUI LMKIT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu 3a - UA/7831/01/02
KB no 10 Tabnetok y "KUIBCbK BMpOGHUMUTBa: AT | Tuny - 3miHK 3 sikocTi. FoTOBMI NMikapcbkuin 3acib. peuenmom
6nicTepi; no 3 nn "KNTBCBLKNN 3MiHM y BUpo6HMUTBI. 3MiHM BUNpobyBaHb abo
Gnictepn y nayui BITAMIHH BITAMIHHA [OMYyCTUMUX MEX, BCTAHOBIEHMX Y cnevudikauisx,
717 3ABO[", YkpaiHa; nig Yac BUPOGHMLTBA rOTOBOrO fikapcbkoro 3acoby
3ABO[T" BMPOGHMLTBO, (IHLWi 3MiHW) 3MiHW B cneumdikaLii Ha MPOMiIXKHUI
nepBuHHE i NPOAYKT Ha CTagii aHanisy Macu ansi TabneTyBaHHs

BTOPUHHE

3a nokasHukoMm «KinbkicHe BU3Ha4YeHHs», a came




7

[IponoBkeHHs JoaaTKa 3

Ne
n/n

JliKapCcbKO20

Haszea

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

nakyBaHHs,
KOHTpOrb Cepili:
MpAT "TexHonor",
YkpaiHa

[OMOBHEHHS MPUMITKOK «** - nig Yac Banigauii
TexHonoriyHoro npouecy». 3ateepaxeHo: Cl1 Ha
«Maca gns TabnetyBaHHs» KinbkicHe BU3HAYEHHS.
CIN Ha «Hepo3adacoBaHa npoaykuis» KinbkicHe
BM3Ha4yeHHs 3anponoHoBaHo: Cl Ha «Maca ans
TabneTtyBaHHsA» KinbkicHe BU3Ha4YeHHA™ . ** - nig yac
Banigauii TexHonoriyHoro npouecy CIl Ha
«Heposdacosana npoaykuis» KinbkicHe
BU3HaAYeHHS™ . ** - nig yac Banigauii TexHonoriyHoro
npouecy. 3miHu | Tuny - 3miHn 3 akocTi. FoToBMI
nikapcbkuit 3aci6. 3MiHV y BUPOBHULTBI. 3MiHW Y
npoteci BUpoGHMLTBaA rOTOBOrO NiKapCbKoro 3acoby,
BKIMOYAKO4YM NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETLCS MPY BUPOOHMLTBI TOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y NpoLeci
BUPOGHMLTBA) 3MiHa TepMiHy NpuaaTHOCTI Macu Ansi
TabneTyBaHHs Ta Hepo3dacoBaHOi NPOAYKLi B
cneumdikalii Ha NPOMIXKHWI NPoAyKT. 3aTBEPOYKEHO:
CIN Ha «Maca gns TabneTtyBaHHsi» TepMiH
npugatHocTi. 15 gi6 CIN Ha «Hepo3dacoBaHa
npoaykuisi» TepmiH npuaaTtHocTi. 20 4i6
3anponoHoBaHo: CI1 Ha «Maca ansa TabnetyBaHHs»
Tepmin npugatHocTi. 30 g6 ClM Ha
«HepoadacosaHa npogykuis»

Tepwmin npugatHocTi. 30 gi6

15.

AMIIOAMUIMIH-

KB

TabneTtku no 5 wmr;
no 10 Tabnetok y
6nicTepi; no 3
Gnictepu y navui

AT
"KUIBCbK
nn
BITAMIHH
717
3ABOL"

YkpaiHa

NMOBHWI LMKN
BMpOGHUUTBa: AT
"KNIBCbKIA
BITAMIHHA
3ABO[", YkpaiHa;
BMPOGHMLTBO,
nepBUHHE i
BTOPUHHE
nakyBaHHs,
KOHTPOrb Cepili:
MpAT "TexHonor",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu
| Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuit 3acib.
3MiHM y BUpoGHMUTBI. 3MiHM BUNpobyBaHb abo
[OMyCTUMUX MEX, BCTAHOBIEHMX Y cneuundikauisax,
nia Yac BUPOBOHMLITBA rOTOBOTO MikapCbKoro 3acoby
(iHLWi 3MiHK) 3MiHM B cneuundikaLii Ha TPOMiXXHUIA
npoaykKT Ha cTagii aHanisy macuv ans tabneTyBaHHs
3a nokasHnkom «KinbkicHe BU3HaYeHHs», a came
[OOMOBHEHHS NMPUMITKOK «** - Mig Yac Banigauii
TexHonoriyHoro npouecy». 3atBepaxkeHo: Cl1 Ha
«Maca gns tabnetyBaHHs» KinbkicHe BU3HAYEHHS.
CIN Ha «Hepo3adacoBaHa npoaykuis» KinbkicHe
BM3Ha4yeHHs 3anponoHoBaHo: Cl Ha «Maca gnsa
TabnetyBaHHs» KinbkicHe BU3Ha4YeHHs™ . ** - nig yac
Banigauii TexHonoriyHoro npouecy CI Ha
«HeposdacosaHna npoaykuia» KinbkicHe
BU3HAYEHHA**. ** - nig Yyac Banigauii TeXHOMOor4YHoro
npouecy. 3mitu | TMny - 3miHu 3 sikocTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULUTBI. 3MiHW y
npoueci BUpoBHMLTBa rOTOBOrO fikapCbKoro 3acoby,
BKITHOMAI0YM MPOMDKHUI NPOAYKT, WO
3aCTOCOBYETLCS MPU BUPOOHULTBI TOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHMLUTBA) 3MiHa TEPMiHY NpuaaTHOCTI Macy Ans
TabneTyBaHHs Ta Hepo3dacoBaHOi NpoayKLii B
cneuudikauii Ha NPOMiXXHWI NPoAYKT. 3aTBEPAXEHO:

3a
peuenmom

UA/7831/01/01




8 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
CIN Ha «Maca gns TabneTtyBaHHa» TepMiH
npuaatHocTi. 15 ai6 ClN Ha «Hepo3dacosaHa
npoaykuis» TepmiH npuaaTtHocTi. 20 #i6
3anponoHoBaHo: CI1 Ha «Maca ans TabnetyBaHHs»
Tepwmin npugatHocTi. 30 ai6 CI1 Ha
«HepoadacosaHa npogykuis»
TepmMiH npugaTtHocTi. 30 fi6
16. AHANbIH Tabnetku no 0,5 r no MAT Ykpaina MAT "MoHdpapm" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu bes He UA/7331/01/01
10 TabneTok y "MoHdap | TMny - 3MiHK 3 skocTi. FoTOBMIA NikapcbKuii 3aciO. peuenma — | nidnsieae
6nictepax; no 10 Mm" CucTemMa KoHTelHep/3akynoptoBanbHuii 3acid. 3miHa Ne 10.
TabneTtok y Gnictepi; PO3Mipy YNakoBKM rOTOBOrO NikapcbKoro 3acoby 3a
no 2, abo 3, aéo 10 (3miHa KinbkocTi oguHMUb (Hanpuknag TabneTok, peuenmom —
GnicTepiB y nayui 3 amnyn Towo) B ynakosLi:) - 3mMiHa nosa AianasoHoM Ne 20, Ne
KapTOHY 3aTBEPAKEHMX PO3MIPIB YNaKOBKK 30, Ne 100
CynyTHs 3MiHa
- 3MiHN Wwono G6e3nekn/eddeKkTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHn) - goaaTkose
BTOpUHHe nakyBaHHsA Ne30 (10x3)(no 10 TabneTtok y
Gnictepi; no 3 Grictepn y nayui 3 KApTOHY 3
MapKyBaHHSIM YKPaiHCbKOK MOBOIO) MPOBOAUTLCSA
ANS MOXINMBOCTi €KCKIT03MBHOTO NPOAAXyY
nikapcbkoro 3acoby B JaHOMy BWAj NaKyBaHHS
avctpub’totopy KYBI "Mnactik". 3mMiHWM BHeCeHi y
po3ainu "Ynakoska" Ta "Karteropis Bignycky" B
iHCTPYKUIiO ANsi MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y 3B’s3Ky 3 BBEAEHHAM
[04aTKOBOI BTOPUHHOI YNAaKOBKW Ta SIK HACMigoK -
3aTBEPAKEHHS TEKCTY MapKyBaHHsA [0AaTKOBOI
yNakoBKM Nikapcbkoro 3acoby. BBeaeHHs 3miH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS
17. AHTPAIb® TabneTkn, BKpUTI AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnxX maTtepianis: 3MiHM bes - UA/6893/01/02
obornoHkoto, no 0,2 "®apmak” | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuyenma
r, no 10 Tabnetok y dapmakoHarnsgy (iHwi 3miHW) - OHOBNEHHSI TEKCTY
6nicTepi; no 3 MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI YNaKOBKN
6nictepn y nayuj 3 nikapcbkoro 3acoby, a came BUNy4YeHHs iHdopmaldlii,
KapTOHY 3a3HaveHoi POCINCHKOI MOBOIO, Ta HE3HAYHI 3MiHW Y
n. 17. IHWE TekcTy MapKyBaHHS BTOPUHHOT
ynakoBku Ta n.6. IHWE nepBuHHOI ynakoBku
nikapcbkoro 3acoby. BBeaeHHsi 3MiH npoTsirom 6-tu
MicsiLiB Micnsi 3aTBEPOKEHHS
18. AHTPAIb® TabneTkn, BKpUTI AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHAX MaTepianis: 3MiHU bes - UA/6893/01/01
obonoHkoto, no 0,1 "®apmak” | Tuny - 3MiHn Wopao G6e3nekn/edeKTUBHOCTI Ta peuenma
r, no 10 TabneTtok y apmakoHarnsagy (iHwi 3miHW) - OHOBMEHHS TEKCTY
6nicTepi; no 3 MapKyBaHHSi MEPBUHHOI Ta BTOPVHHOI YNaKoBKM
Gnictepn y nayui 3 nikapcbkoro 3acoby, a came BUNy4eHHs iHpopmallii,
KapTOHY 3a3HaYeHOI POCINCHKOK MOBOIO, Ta HE3HaYHI 3MiHU Y
n. 17. IHWE TekcTy MapkyBaHHS BTOPUHHOI
ynakoBku Ta n.6. IHLLE nepBMHHOI ynakoBku
nikapcbkoro 3acoby. BeegeHHs1 3MiH npoTsirom 6-t1
MiCsILIiB Micnsi 3aTBEPAKEHHS
19. APBIBIP- kancynu no 100 mr; TOBAPUNC YkpaiHa Bci cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuxX maTtepianis: 3miHa 6e3 - UA/10506/02/01
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
300POBA no 10 kancyny TBO 3 BUPOGHMUTBA, 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenma
6nictepi; no 1 OBMEXE KOHTPOIb SKOCTI, nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
Gnictepy B Kopobui 3 HOIO BUMYCK Cepii: 460) BeegeHHs 3MiH NpoTsArom 6-Tu MicsuiB nicns
KapTOHY BIANOBIA ToBapucTteo 3 3aTBepAKeHHs; 3MiHK | Tuny - 3MiHK Wozo
AJIbHICT obmMexeHoto 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
10) BiANOBIgANbHICTIO BBeneHHs abo 3MiHM [0 y3aranbHEHUX AaHUX Npo
«KOPIMOP "papmaLeBTUYHa cucTemy chapmakoHarnsay (BBeAeHHs y3ararnbHeHnX
ALIA KOMMaHis AaHunx npo cuctemy cpapmakoHarnsgy, amiHa
«310POB "3popos's"”, YNOBHOBaXeHOI 0cobMu, BignosigansHol 3a
"Ax YkpaiHa 3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
Bci cTagii dapmakoHarnagy 3asBHUKa ANS 34iNCHEHHS
BUPOBHMUTBA, bapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
KOHTPOIb AKOCTi: YNOBHOBa)eHOI 0cobu, BignosigansHoi 3a
ToBapucTso 3 3AiNCHEHHA hapmakoHarnsgy (BKoYaym
oBMmexeHo KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
BignoBiganbHICTO dawina cuctemn chapmakoHarnsgy) - 3miHa
"®APMEKC YMOBHOBaXKeHOI 0coby 3asiBHMKa, BiANoBigansHoOI 3a
FPYMN", Ykpaina dapmakoHarnag. Hitoya pepakuis: LesyeHko OneHa
IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoI 3a
dapmakoHarnsa. 3mviHa Homepa mactep-darina
cucTeMu dpapmakoHarnsigy
20. APBIBIP- kancynu no 100 wmr; TOBAPUC YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux maTtepianis: 3miHa - - UA/15471/01/01
300POB'A in bulk Ne 4000: no TBO 3 obmexeHo 3asBHuka 13 (MIBI) (BnacHvka peecTpauiiHoro
4000 kancyn y OBMEXE BianoBiaanbHIicTO nocsigyeHHs) (3rigHo Hakasy MOS3 Big 23.07.2015 Ne
nakeri HOKO "®PapmaLeBTUYHa 460) BBegeHHs 3MiH NpoTsiroM 6-Tu micsuiB nicns
nonieTuneHoBoMy y BIAMNOBIA KoMMaHisa 3aTBepAKEHHS; 3MiHK | Tuny - 3MiHK Woao
KOHTeNHepi AJIbHICT "3gopos's" 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
nnacTmMacoBoMy o BBeneHHs abo 3miHM A0 y3aranbHEHUX 4aHUX Npo
«KOPINOP cuctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
AUIA OaHuX Npo cuctemy apMakoHarnsgy, aMmiHa
«30POB yrnoBHOBaXxeHOoI ocobu, BignosigansHoi 3a
Ay 3[iNCHEeHHs dhapmakoHarnaay; KOHTakTHOi ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
hapmakoHarnsgy B YkpaiHi, Ko BoHa BigMiHHa Bif
yrNoBHOBaXxeHoi ocobu, BianoBigansHoi 3a
30iACHEHHs1 hapMakoHarnsgy (Bkrovaym
KOHTaKTHi AiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
cbanina cuctemn hapmakoHarnsgy) - 3miHa
yNoBHOBaXeHoI ocobu 3asiBHMKa, BiANOBiganbHOI 3a
apmakoHarnsg. Hitoua pegakuis: LeeyeHko OneHa
IropiBHa.
MponoHoBaHa pepakuis: MaHosa OneHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBiganbHoi 3a
apmakoHarnsig. 3miHa Homepa Mactep-darina
cucTeMU hapmakoHarnsigy
21. ACTPIA® TabneTkn, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnX maTtepianis: 3MiHM bes - UA/15979/01/01
nniBKOBOK "ACTPAD "ACTPAPAPM" | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkuit 3acib. peuenma
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
060s0HKOL0, Mo 5 Mr; APM" KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
no 10 Tabnetok y napameTpiB crneumdikalin Ta/abo onycTUMmUX Mex
6nictepi, no 1 abo roTOBOro NiKapcbkoro 3acoby (iHLi 3miHu) -
no 3 Gnictepu B BBEeJEHHS nepioAnMyHoCTi BUNpobyBaHHS 3a
kopobui; no 30 nokasHukom «MikpobionoriyHa umctoTa» B
Tabnetok y 6Gnictepi, Cneuumdbikauii 113, a came: «TeCT He € PYTUHHUM,
no 1 abo no 3 BUKOHYETbLCS A1 KOXHOT YeTBEPTOI cepii, ane He
6nictepu B kopobui pigLie 0gHOro pasy B pik»
22. ATEPOKAP[O TabneTtkn, BKpUTI AT YkpaiHa AT "KNIBCbKNN YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu 3a - UA/3926/01/01
NniBKOBOIO "KUIBCbK BITAMIHH/I | Tuny - 3miHm 3 akocTi. A®Il. Cnuctema peuenmom
obonoHkoto, no 75 nun 3ABOT" KOHTEeNHep/3akynoptoBarnbHUiA 3acib (iHwi 3miHu)
mr; no 10 TabneTtok BITAMIHH 3MiHM B po3aini «Ynakoeka» A®I BignosigHo Ao
y bnicTepi; no 1, 3, 4 nm MaTepianis BUpobHuka IND-SWIFT
abo 7 6rictepiB y 3ABOL" LABORATORIES LIMITED, IHgis. Oitoua pepakuisi -

navui

Y nakeTax nonieTUneHoBumx, BKNaaeHUxX y
KOHTelHepu (6apabaHu); MNponoHoBaHa pegakuis - B
aTMocdepi a3oTy, Y LWiNbHO 3aKpUTUX NakeTax
nonieTuneHoBumx, y NOTPINHMX NTamiHOBaHMX nakeTax,
L0 MICTATb NaKeTUKW 3 cunikarenem, BKNageHux y
HDPE koHTenHepu. 3miHm | Tuny - 3mMiHn 3 KOCTi.
A®I. KoHTponb ADL. 3miHa y napameTpax
crneumndikaLi Ta/abo 4oNyCTUMUX MEX, BU3HAYEHUX
y cneundikauisix Ha A®l, abo BMXigHUA/MPOMIKHWI
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpoGHMUTBa ADI (iHWi 3miHM) CynyTHS 3MiHa -
3miHu 3 akocTi. A®l. KoHtponb A®I. 3miHa y
mMeTogax BunpobyBaHHs ADI abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpAXXEHNX MeToAax
BUNPOBYBaHHS) - BUNYyYEHHsI TECTY «PO3YMHHICTbY 3i
cneundikauii A®I, ockinbku NOKa3HUK HOCUTb
iHcpopMaUiiHuin xapakTep. 3MiHn | Tuny - 3MiHn 3
akocTi. A®l. KoHTtponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONyCTUMUX MEX, BUSHAYEHUX
y cneuudikauisx Ha ADI, abo BUXigHUA/MPOMiXHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCH Y NPOLIEC
B1pobHMUTBa A®I (iHWi 3miHW) CynyTHS 3MiHa -
3miHu 3 sikocTi. ADI. KoHTponb ADI. 3miHa y
MeTofax BunpobyBaHHs ADI abo BuxigHoro
marepiany/npoMiXHOro NpoaykTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3MiHKM y MeTofax BUNPoDOYBaHHS (BKINOYa4n
3amiHy abo gonoBHeHHs1) A®I abo
BVXiLHOro/NnpOMiPKHOTO NMPOAYKTY) - 3MiHa B
cneundikadii Ta metogi koHTponto A®I 3a
NMOKa3HUKOM «3anuLuKoBi po34nHHuKn» (IMX) y
BiANOBigHOCTI A0 MaTepianis BUpobHuka API IND-
SWIFT LABORATORIES LIMITED, IHgis. 3miHn |
Tuny - 3MiHn 3 skocTi. A®Il. CtabinbHicTb. 3MiHa
nepiody NOBTOPHWX BUNpobyBaHb/nepiogy
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[IponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

36epiraHHsi abo ymoB 36epiraHHs ADI (3a
BiJCYTHOCTI y 3aTBepAXEHOMY A0ChbE cepTudikata
BiZNOBIgHOCTI €BponeWnchkin hapmakonei, Lo
BKJ1OYA€E nepiof, MOBTOPHOrO BUNPOGyBaHHSA)
(nepioa noBTOpHOrO BUNPOGYBaHHs/Nepios
36epiraHHs) - 3miHa ymoB 36epiraHHs ADI - 3miHK
ymoB 36epiraHHs AP BignosigHo 4o maTepianis
BMpobHuka A®I. [litova pegakuis: B opuriHanbHin
yNakoBLUi, y 3axuLLeHoMy Bif CBiTNa MicLi, npu
TemnepaTypi He Buwwe 25 °C. MponoHoBaHa
pedakuis: y WinbHO 3aKpUTUX OpUriHaNbHUX
KOHTEMHepax, y 3axuLLeHoMy Big CBiTNa Micui, npu
TemnepaTypi He Buwwe 25 °C. 3MiHu | Tuny - 3miHn 3
skocTi. A®I. CtabinbHicTb. 3miHa nepiogy
NoBTOPHUX BUNpobyBaHb/Nepioay 36epiraHHst abo
ymoB 36epiraHHst A®I (3a BigcyTHOCT y
3aTBEPPKEHOMY JOCbE cepTudikarta BignoBiaHOCTI
€BponeWcbkin dhapmakonei, Wo BKItoYae nepiog
NOBTOPHOro BMMNPobyBaHHS) (Nepiog NOBTOPHOro
BunNpobyBaHHs/nepioa 36epiraHHs) - 36inbLUeHHSA
abo BBeAeHHsI nepioay NOBTOPHOTO
BUNpoOyBaHHs/nepioay 36epiraHHA Ha OCHOBI
pesynbTaTiB AOCHIMKEHb Y peanbHOMYy Yaci -
36inbLeHHs TepMiHy nepekoHTpornto AdL. [itoua
pepakuia: TepMiH npuaaTtHocTi 2 poku. [NponoHoBaHa
peAakuis: 2,5 poku 3 HaCTYMHUM MEPEKOHTpONEM

23.

AOOULOA
EKCMNPEC

Kancynu M'ski no
200 mr no 10 kancyn
M'AKkuX y 6nictepi;
no 1 abo 2 6nictepu
B KapTOHHIln kopobui

DenbTa
Megiken
Mpomoyw
H3 Al

LLsenuapi
a

[xentek MNpanset

Timiten

IHaia

BHECEHHS 3MiH A0 peecTpauinHuX maTtepianis: 3MiHW
| Tuny - 3miHK 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponevicbkinn apmakonei/moHorpadii. NMogaHHs
HoBoro abo oHoOBMeHoro ceptudikaTa BiANOBIAHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkint hapmakonei: agns A®l; onsa BuxigHoro
maTepiany/peareHTy/NnpoOMiKHOro NPOAYKTY, WO
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ansi
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHW
cepTudikart Bif yKe 3aTBEPXKEHOrO BUPOBHMKA.
[MogaHHA oHoBREHOro cepTudikaty BiANOBIAHOCTI
EP CEP R1-CEP 1996-061-Rev 15 (nonepegHsi
Bepcia R1-CEP 1996-061-Rev 14) ana AdI
16ynpodbeH Bia Bxe 3aTBEpAKEHOro BUPOGHMKa
Solara Active Pharma Sciences Limited, IHais. 3miHun
| TMny - 3MiHu 3 sikocTi. CepTudpikart
BignoBigHocTi/'E-cepTudikat BianoBigHOCTI
€Bponevicbkinn dapmakonei/moHorpadii. NMoaaHHs
HoBoro abo oHoBreHoro cepTudikaTa BifNOBIQHOCTI
abo BUnyYeHHsi cepTudgikata BignoBigHOCTI
€Bponelicbkiii hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOrO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuuTBI API; ansi

6e3
peuenma

UA/18381/01/01
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoOBIgHOCTI
€sponewcbkin bapmakonei) - OHoBNeHWN
cepTudikart Bif yKe 3aTBEpPYKEHOrO BUPOBHMKA.
[NogaHHA OHOBREHOro cepTudikaTy BiANOBIQHOCTI
EP CEP R1-CEP 1996-061-Rev 14 (nonepegHs
Bepcis R1-CEP 1996-061-Rev 13) gna AdI
16ynpodpeH Big BXXe 3aTBEPOKEHOTO BUPOBHMKA
Solara Active Pharma Sciences Limited, IHgis
24. ALETUNCANI | tabnetkn no 0,51 no NAT YkpaiHa MAT «MoHdapm» YkpaiHa BHECEHHS 3MiH O peecTpauiiHuX maTtepianis: 3MiHW bes nionszae UA/6272/01/01
LUINOBA 10 TabneTok y «MoHdbap | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenma
KUCIOTA cTpwvni; no 1 ctpuny M» HaliMeHyBaHHS Ta/abo agpecy 3asiBHWKa (BnacHuka
B nNanepoBomMy peecTpaLiiHoro NocBigYeHHs) 3amiHa agpecu
KoHBepTi; no 10 3aaBHMKa. BBegeHHS 3MiH npoTaromM 6-tn micauis
TabneTok y cTpuni; nicns 3aTBepaXeHHs. 3MiHn | Tuny -
no 2 abo no 10 ApnMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS
CcTpuniB y nayui 3 Ta/abo agpecy Micua NpoBamKEHHS GisANbHOCTI
KapToHy; no 10 BUpobHMKa/imnopTepa roToBoro fikapCcbKoro 3acoby,
TabneTtok y Gnictepi; BKITHOYaK04M AinbHULI BUNYCKy cepii abo micue
no1, 2 5a6o 10 NPOBEAEHHSI KOHTPOIIO SIKOCTI. (AisNbHICTb, 3a Ky
GnictepiB y nayui 3 BiAnNoBigae BUPOGHWK/iMNopTep, BKIOYa4y BUMYCK
KapToHy; no 10 cepil) 3MiHa agpecu Micus NPOBamXeHHs OisinbHOCTI
Tabnetok y BMPOBHMKa roToBOro fikapcbkoro 3acoby. 3miHu
bnictepax abo y BHeCeHi y po3gin "Micue3HaxomkeHHs BUpoOHMKa Ta
cTpunax agpeca Micusi NPOBaKEHHS NOro AisAnbHOCTI" B
{HCTPYyKUil0 ANst MEAUYHOTO 3aCTOCYBaHHS Y 3B'A3KY
3i 3MiHOI agpecy BUPOGHMKa Ta K HAacMidokK - y
TEKCT MapKyBaHHS1 YNaKkoBKW nikapcbkoro 3acoby.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkuin 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa po3mipy
yNaKoBKM FOTOBOTO NikapCbKOro 3acoby (3miHa
KinbKOCTi oguHUUbL (Hanpuknag TabneTok, amnyn
TOLLO) B ynakoBLi:) - 3miHa no3a gianazoHom
3aTBepAKeHMX po3MmipiB ynakoBku. CynyTHS 3miHa-
3MmiHu Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW) gogaeTbest
[04aTKOBWIA BUA, BTOPMHHOIO nakyBaHHA Ne50
(10x5) no 10 TabneTok y 6nicTepi; no 5 Gnictepis y
navui 3 kapToHy. 3MiHU BHECeHi y po3ain "YnakoBka"
B iHCTPYKLIit0 ANst MEAWYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y 3B's13Ky 3 BBEAEHHSM
nopaTtkoBoi BTOpuHHOT ynakoBku Ne50 (10x5) Ta sik
HacnigoK 3aTBEP)KEHHS TEKCTY MapKyBaHHS
[04aTKOBOI BTOPUHHOI YNaKOBKM MiKapCbKOro
3acoby. BBegeHHs1 3MiH NpoTsarom 6-Tu micauis nicns
3aTBEPKEHHS.
25. ALUK® Tabnetku no 200 wmr, CaHpos CnoBeHisi Cantotac ®apma Himeyunna BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3MiHK 3a He UA/14584/01/01
no 5 tabnetok y dapmach mM6X | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. peuenmom | nidnsizae
Gnictepi; no 5 1oTikan3 CT1abinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
GnicTepis y a.a. ymMoBax 36epiraHHsi roTOBOro Nikapcbkoro 3acoby
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHil kopobui (3MEHLLEHHs TepMiHy NPUAATHOCTI FOTOBOro
nikapcbkoro 3acoby) - [1nsi TOproeoi ynakoBky -
3MEHLLEHHS TepMiHY NpuAaTHOCTI FOTOBOro
nikapcbkoro 3acoby ans tabnetok no 200 mr
(saTBepmkeHo: TepmiH npuaaTHocTi. TabneTku no
200 wmr: 5 pokiB; Tabnetku no 400 mr: 3 poku:
3anpornoHoBaHo: TepMiH npuaaTHOCTI 3 poku). 3MiHK
BHECEHI B iHCTPYKLIiO ANA MEQNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ain "TepmiH npugaTHOCTI"
26. ALUK® Tabnetkun no 400 wr, CaHpos CnoBeHis CantoTtac Papma Himeyuunna BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3MiHK 3a He UA/14584/01/02
no 5 tabnetok y dapmacb mM6X | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkui 3acio. peuenmom | niidnszae
Gnictepi; no 7 loTikana CT1abinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
GnictepiB y a.o. ymoBax 36epiraHHsi roTOBOrO flikapCcbKkoro 3acoby
KapTOHHIN kopobLi (3MEHLLeHHSA TepMiHY NpuAaTHOCTI FOTOBOrO
nikapcbkoro 3acoby) - [1ns Toproeoi ynakoBKu -
3MEHLLEHHS! TEpMiHY NpuAaTHOCTI rOTOBOro
nikapcbkoro 3acoby ans tabnetok no 200 mr
(3aTBepaKeHo: TepMiH npugaTHocTi. TabneTku no
200 wmr: 5 pokiB; Tabnetku no 400 mr: 3 poku:
3anpornoHoBaHo: TepMiH NpuaAaTHOCTI 3 pokK). 3MiHK
BHECEHI B iIHCTPYKLi0 AN MeQnYHOro 3acToCyBaHHs!
nikapcbkoro 3acoby y po3ain "TepmiH npugaTHOCT"
27. BETA®OC cycneHsia ans TOB Ykpaina K.T. POM®APM PymyHis BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHn 3a - UA/18736/01/01
iH'ekuin, (5 mr + 2 "®OPC- KOMMNAHI C.P.J1. | Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta peuenmom
Mr)/mn; no 1 mn B DPAPMA dapmakoHarnsaay (iHwi 3miHn) 3miHM BHECEHO B
amnyni, no 5 amnyn ONCTPUNB TEKCT MapKyBaHHSA BTOPUHHOI YNaKOBKMN NiKapCbKoro
Y KapTOHHIM nayui HOLH" 3acoby y n.11 "HaimeHyBaHHs i MicLLe3HaX0KEHHs!
BMpOGHVKa Ta/abo 3asBHMKA", a came
KOHKPeT130BaHo iHhopMalLlito LLoAo Ha3Bu Ta
MiCLIe3Hax04XKEHHS 3asiBHMKa Ta BUpobHuka. TepMiH
BBEAEHHS 3MiH - NPOTArom 6 MicsiyiB nicns
3aTBEPAXKEHHS.
28. BIOCOH TabneTkn, BKpUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiH1X maTtepianis: 3MiHu bes nionsizae UA/15137/01/01
NniBKOBOKO "ACIHO Crapt" | TMny - 3MiHu 3 akocTi. FoTOBMIA NikapCbkuin 3aci6. peuenma
o6oroHkoto no 10 YKPAIHA" KOHTpOSb roTOBOro fnikapcbKoro 3acoby. 3miHa

Tabnetok y 6nictepi;
no 1,2, 3ab6o 10
Gnictepis y
KapTOHHIN navui

napameTpiB cneuudikauin Ta/abo gonycTummnx mex
roTOBOro MikapCbKoro 3acoby (iHLi 3MiHN) — 3MiHa
OpPMYIOBaHHA NOKA3HUKIB KOHTPOIO «Onucy,
«Po3umHeHHs», «KinbkicHe BU3HAYeHHs TabneTok» B
p. 3.2.P.1,3.2.P.3.5,3.2.P.5.1,3.2.P.5.2,3.2.P.5.6,
3.2.P.8.1 Ta MKA N3: - n. «<Onucy - 3 onncy
TabneTok BuaaneHo dpasy «3a 30BHILLHIM
BUrMSAOM MatoThb Bignosigatu Bumoram OdY cratrs
«TabneTkn», OCKinbkvn BOHa Hemae iHpopmaLiiHoro
3MmicTy. Lis 3miHa Hece nuvLe pefakuiiHUA XxapakTep
i He CTOCYETBLCS 3MiHM 30BHILLUHBOrO BUMMSAAY
TabneTku. - npuBeaeHHS OPMYOBaHHSA
nokasHukiB «Po3unHeHHs» Ta «KinbkicHe
BM3HaAYEHHSA» [0 3aranbHUX BHYTPILLHBbO-ipMOBYMX
BUMOTr. 3MiHV BHeceHi B po3ain "OCcHOBHI gi3unko-
XiMiYHi BacTnBoCTi" B IHCTPYKLUIilO AN MeAWUYHOro
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[IponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acTocyBaHHs Nnikapcbkoro 3acoby. BeeaeHHs amiH
nNpoTArom 6-Tv MicsILiB Micnsi 3aTBEpOXEHHS; 3MiHK |
TMNy - 3MiHK 3 AKOCTI. FOTOBWIA NikapCbKuMin 3aciO.
KoHTposb roToBoro nikapcbkoro 3acody. 3MiHa y
MeTofax BUNpoOyBaHHS rOTOBOIO fikapCbKoro
3acoly (He3HayHa 3MiHa y 3aTBEepKEHUX MeToaax
BUNPOOYyBaHHS1) - BHECEHHS YTOYHEHHS1 B METOAMNKY
KOHTPOrto noka3Huka «KinbkicHe BU3HAYEHHS.
[okcunamiHy rigporeH cykuuHaTt», a came B
nporpami rpagieHTHOro entoBaHHA. BHeceHHSA
AaHoi 3MiHM MOB’A3aHO 3 HETOYHICTIO NePEeHECEHHs
AaHux, ski 6yno oTpMmaHo nNpu NpoBedeHHi
Banigauii gaHoi metoguku; 3minm | Tuny - 3miHn 3
sKocTi. [oToBuI nikapcbkuii 3aci6. KoHTpornb
roTOBOro nikapcbKkoro 3acoby (iHWi 3MiHK) - 3 MeToto
npuBeaeHHs (OpMyIoBaHHSA cknagy npenapaTy B
posginax 3.2.P.1 ta 3.2.P.3.2 BignosiaHo no MKA
J13 popaHo yTOYHEHHS B NepepaxyHoK AoKCunamiHy
rApOreH CyKUunHaTy Ta YTOMHEHO Ha3By 4OMOMIKHOT
peyoBUHM Kpoxmanb npexenaTyHi3oBaHun, a Takox
JeTanbHO PO3MNMCcCaHO CKnag NoKPUTTS ANst
HaHeceHHs1 o6onoHkn Opadry Il Blue. [laHa 3miHa
Mae nuvile pedakuinHuiA XxapakTep Ta He CTOCY€ETbCS
3MiHM cknagy npenapaty

29.

BIconNPON®

Tabnetkv no 2,5 mr;
10 Tabretoky
6nicTepi; no 2, 3 abo
5 GnicTepis y nayui

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHu
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy (iHwi amiHu)
OHOBRNEHHA TEKCTY MapKyBaHHSA NEPBUHHOI Ta
BTOPWHHOI YNaKoOBOK Nikapcbkoro 3acoby, a came:
BUyYeHO iHpopmaLito, 3a3Ha4YeHy POCINCbKO
MOBOIO; YTOYHEHO iHhopmaLito LLOoAOo noroTuny
3asBHUKA Ta BHECEHHS HE3HAYHUX pefaKLinHnX
NpaBoK MO TEKCTY.

TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB nicns
3aTBEPOKEHHS.

3a
peuenmom

UA/3214/01/03

30.

BiconPON®

Tabnetku no 5 mr;
10 TabneTok y
6nictepi; no 2, 3 abo
5 BnicTepis y nauui

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHix MaTepianis: 3miHn
| Tuny - 3MiHn Wwopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHn)
OHOBIEHHS TEKCTY MapKyBaHHsi NEPBUHHOI Ta
BTOPUWHHOI YNaKoBOK Nikapcbkoro 3acoby, a came:
BUITy4€eHO iHopMaLito, 3a3Ha4yeHy POCIiCbKO
MOBOI0; YTOYHEHO iHhopMmaLito LWoAo noroTuny
3asiBHUKA Ta BHECEHHS1 HE3HAYHUX pefaKLinHnX
npaBoK MO TEKCTY.

TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB nicns
3aTBEPOKEHHS.

3a
peuenmom

UA/3214/01/01

31.

BICOMPON®

Tabnetkun no 10 wr;
10 TabneTok y
6nictepi; no 2, 3 abo
5 GnicTepiB y nayui

AT
"®apmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHn
| Tuny - 3MiHn Wwopao G6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHu)
OHOBIEHHS TEKCTY MapKyBaHHS MEPBMHHOI Ta
BTOPWHHOI YNaKoBOK fikapcbkoro 3acoby, a came:

3a
peuernmom

UA/3214/01/02
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BUNYYEHO iH(bopMaLito, 3a3Ha4YeHy POCINCHKO
MOBOI0; YTOYHEHO iHopMaLito LWOAO0 NoroTuny
3asiBHUKA Ta BHECEHHSI HE3HAYHUX peaaKLinHnX
NpaBoK MO TEKCTY.
TepMiH BBEAEHHS 3MiH MPOTAroM 6 micsauiB nicns
3aTBEpPOKEHHS.
32. BOPHOI po3unH ans TOB Ykpaina TOB "®apma Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHK bes - UA/17147/01/01
KUCINOTU 30BHILLHLOrO "®apma Yepkac" | Tuny - AgmiHicTpaTVBHI 3MiHW. BunyyeHHs peuenma
PO34YUH 3aCTOCyBaHHs, Yepkac" BUPOBHMYOT OinbHULI (BKMHOYaouN AiNbHULI 4ns
CMUPTOBUWU | cnnpTosuii 3 %, no A®I, npomixxHoro npoaykTy abo rotoBoro
3% 20 mn abo 25 mn y nikapcbkoro 3acoby, AinbHULUI Ans NpoBeAeHHs
bnakoHi, nakyBaHHs, BUPOOHMKa, BiANOBiAanNbHOMo 3a BUMYCK
3aKynopeHomy cepin, mMicLe NpoBedeHHs! KOHTpOro cepii) abo
npo6koto Ta nocTavarnbHvKa BMXiGHOro martepiany, peareHty abo
KpuLLKoto; no 1 [OMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAY€HO Y LOCLE).
dnakoHy B BunyyeHHs Bupo6HuYoi ginbHuui 3AT « XK BOP»,
KapTOHHiI kopoOLi 3 M. [anbHeropcbk, Pocincbka Pegepadist. 3miHn 11
KapTOHHUM Tmny - 3MiHK 3 akocTi. A®l. BupobHuuTBo. 3MmiHa
nigpaoHom abo 6e3 BUPOGHMKa BUXIOHOTO/MPOMIXKHOIO
HBOro npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BUpobHM4oMy npoueci A®l, abo amiHa BUpobHMKa
(Bkntovaroum, ge HeobxigHo, MicLe NpoBeaEeHHs!
KOHTporto sikocTi) AP (3a BigcyTHOCTI cepTudikaTta
BignoBigHOCTI €Bponeiickki hapmakonei y
3aTBEPIKEHOMY [0ChE)(BBEAEHHSI HOBOMO
BMpoGHMKa AP| 3 HagaHHSAM macTep-daiina Ha AdI).
BBeneHHs HoBoro Bupo6Huka AD| 3 HagaHHsM
MacTep-cainna Ha APl — MNAT «Ximdapmsasog
«YepBoHa sipka», YkpaiHa
33. BOPTE30MI nioginisat ans lnnna IHpia MoBHWUIA LMKN IHpia BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHU 3a - UA/18675/01/01
B WWANMNA po34nHy Ans Megikea BMPOGHWYOTrO | Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbknn 3acib. peuenmom
iH ekuin no 3,5 wr; NimiTen npouecy: 3MiHM y BUpOOHMUTBI. 3MiHa iMnopTepa/3miHu, Lo
no 1 dnakoHy 3 LWnnna Megikea CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO AKOCTI
niodpinizatom y Nimitea, IHgis roToBOro fikapcbkoro 3acoby (3amiHa abo
KapTOHHI kopobLi KoHTponb sikocTi i AOAaBaHHS AiNbHULI, Ha SKIN 3AINCHIOETLCS
BUNpOBYyBaHHsI KOHTpOnb/BUNpoOyBaHHs cepii) - BBEOEHHSI
cTabinbHOCTI anbTepHaTMBHOI ginbHuLi (Unit-VII, Survey no 125,
(cbisnyHi i ximivHi 1st Floor, Plot no 79, IDA-Mallapur, Nacharam,
TecTu): Uppal (M), Medchal-Malkajgiri (Dt), Hyderabad -
Lvnna Megikea 500076, Telangana, India / FOHiT 7, CypBein 125, 111
Nimiteq, IHais noeepx, AinsHka 79, IDA-Mannanyp, Hakapam,
Ynnan (M), Megyan-Mankagxwpi (Dt), Xannepaban
- 500076, TenaHraHa, IHais) BignoBiganeHoi 3a
KOHTPOIb SKOCTi i BUNPoOYyBaHHA CcTabinbHOCTI
(dhi3nyHi i XiMiYHI TeCTH) ANs BXe 3aTBEPOXKEHOTO
BMpo6GHuKa Lnnna Megikea Nimiteq / Shilpa
Medicare Limited
34. BOPTEPO niodpinizat gns leTepo IHais [eTepo 1a63 IHais BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3miHu 3a - UA/15089/01/01
pO34nHYy AnA Jla63 Nimiten | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuernmom
iH'exuin, no 3,5 mr; 1 Timiteq dapmakoHarnsay. 3miHa y KopoTKili XapakTepucTui

rakoH 3

nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
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3acoby ynakoeka) noceio4yeHHs1
nioginizatom y iHCTPYKLUii 4Na MeaMYHOro 3acTocyBaHHs Ha nigcTasi
KapTOHHiI kopobui perynsipHO OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3acTOCyBaHHsI Nikapcbkoro 3acoby B
nicnspeecTpauiiHuii nepiod, abo sk pesynbTaT
OUiHKM 3BITY 3 AOCNIAXeHb, NPOBEAEHUX BigNOBIAHO
00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHV BHECEHi 40 iIHCTPYKUii ons
MELMNYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3gin "Mo6ivHi peakuii" BignoBiaHO 40 OHOBNEHOT
iHdbopMalLii 3 6e3neku gjitoyoi pevoBmHN. BBeaeHHs
3MiH NPOTAroM 6-T MicsLiB NiCNs 3aTBEPIKEHHS
35. BPOHXOCWP | cupon no 100 mn ToBapucT Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes He UA/17359/01/01
on a6o 200 mny BO 3 oBMeXeHo YTOYHEHHS cTaTycy peknamyBaHHsi B Hakasi MO3 peuenma nidnsieae
cnakoHi, no 1 obmexeHo BignoBiganbHICTO Ykpainm Ne 306 Big 22.02.2024 B npoueci
dnakoHy pasom 3 10 "XapkiBcbke nepepeecTpadii. IHdbopmauia B Hakasi - nignsrae.
[,03YH4NM Bignosiga tapmaLeBTUYHE BipHa penakuis - He nignsarae.
NPUCTPOEM Y NbHICTIO nignpuemMcTeo
KOpOoOGLi 3 KapTOHY «®dapmaue "3p0poB'a
BTUYHA Hapoay"
KOMMaHis
«3p0poB’sa
»
36. BYNIBAKAIH PO34MH AN iH'eKLiN, TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH IO peecTpauiiHAX MaTepianis: 3MiHa 3a He UA/13416/01/01
5 mr/mn, no 5 mn «OAPMA «OAPMACE/» 3asiBHuka 113 (MIBI) (BnacHuka peecTpauiiHoro peuyenmom | nidnszae
abono 10 mn B CEN» nocsigyeHHs) (3rigHo Hakasy MOS Big 23.07.2015 Ne

amnyni
nonieTuneHosin, no
10 amnyn y nayui 3
KapTOHY

460) BeeneHHs 3MiH npoTArom 3-x micauis nicns
3aTBEpKEHHS; 3MiHM | TUny - 3MiHM WwWoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX Npo
cucTemy chapmakoHarnsiay (BBeAeHHS y3aranbHEeHUX
OaHunx npo cuctemy cpapmakoHarnsgy, amiHa
yrnoBHOBaxeHoi ocobu, BianoBigansHoi 3a
3[iCHeHHs hapMakoHarnsay; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
cbapmakoHarnsgy B YKpaiHi, AKL0 BoHa BiAMiHHA Big
yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
30iACHEHHs1 hapMakoHarnsgy (Bkrovaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
arina cuctemu chapmakoHarnsigy) - 3miHa
yNoBHOBaXeHoI ocobu 3asiBHMKa, BiANOBiganbHOI 3a
tapmakoHarnag. Hitova pepakuis: CynpyH Egyapa
Bonoammuposuu.
lMponoHoBaHa pepakuis: boray TeTsaHa
OnekcaHgpiBHa. 3MiHa KOHTAKTHUX JaHWX
yNoBHOBaXeHoI ocobu 3asiBHMKa, BiANOBiganbHOI 3a
apmakoHarnsig. 3miHa Homepa Mactep-darina
cuctemu chapmakoHarnsgy; 3miHu | Tuny - 3miHm 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3miHK y
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

BUPOGHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
AinbHWUI BUpoBHULITBA AN YacTuHW abo BCbOro
BMPOGHMYOro NpoLEecy roTOBOrO MikapcbKoro 3acoby
(OiNbHUUS, Ha K NPOBOAATLCS Oyab-sKi BUPOOHUYI
cTafii, 3a BUHATKOM BUMYCKy Cepii, KOHTPOMIO SKOCTI
Ta BTOPWHHOTO NaKyBaHHS AN CTEPUITbHUX
nikapcbkunx 3acobis (BKoYaum BUPOGeHi
acenTUYHUM MeTOAO0M), KpiM nikapCbkux 3acobiB
6ionoriyHoro/iMyHONOri4YHOro NOXOOXKEHHS) - 3aMiHa
[inbHULI BUPOGHULITBA, Ha K ByayTb
3piricHoBaTUcsa 6yab-ski BUpoOHWYI cTagii, 3a
BUHSITKOM BUNYCKY Cepii, KOHTPOO SAKOCTI Ta
BTOPWHHOIO MaKyBaHHSA NS CTEPUINBbHUX FiKapCbKMX
3acobi..

BBegeHHst 3MiH NpoTsrom 3-x Micauis nicns
3aTBepAKEHHST; 3MiHM | TUNy - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHKM y BUPOBHULITBI.
3amiHa abo BBeAeHHS 40AATKOBOI AiNbHULI
BMPOBHMLUTBA ANS YacTUHM abo BCbOro BUPOBGHUYOro
npoLecy rotoBoro nikapcbkoro 3acoby (ginbHuusa
ONs BTOPUHHOIO NakyBaHHS) - 3amiHa AinbHuL
BUPOBHMLTBA, BiANOBiAanbHOI 3a BTOPUMHHE
nakyBaHHsi. BBegeHHs1 3MiH npoTsirom 3-x micsauiB
nicns 3aTBepAXeHHst; 3MiHu | Tuny - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkuit 3aci6. 3MiHM Yy BUPOBHULITBI.
3MmiHa iMnopTepa/3miHu, WO CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOSIO AKOCTI FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo gopaBaHHsi BUPOOHUMKa, LLO
BiANoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkntoyatoun KoHTponb/BunpobyBaHHs cepii - 3amiHa
BMPOGHMKa, BiAMNOBiAaNbHOMO 3a KOHTPOIb Ta BUMYCK
cepii. 3MiHM BHECEHO A0 IHCTPYKLIi ANA MeguyHoro
3acTocyBaHHS nikapcbKoro 3acoby B po3ainu
"BupobHuk" Ta "MicuesHaxomkeHHs BUpobHuka Ta
agpeca Micusi NPOBaMKEHHS MOro AisiNbHOCTI", K
Hacnigok - BiAMOBIAHI 3MiHW Y TEKCTi MapKyBaHHS
ynakoBKM nikapcbkoro 3acoby. BeegeHHs 3MiH
NpoTArom 3-X MiCALB Micns 3aTBepAXXEHHsT; 3MiHu |
Tuny - 3MiHM 3 sKocCTi. [0TOBMI Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
mMeTofax BUNpobyBaHHSA roTOBOIO JlikapCbKoro
3aco0y (iHwWwi 3amMiHM y MeToAax BuNpobyBaHb
(Bkntoyaoumn 3amiHy abo AOMOBHEHHS)) - 3MiHM B
meTogi koHTponto 13 3a nokasHukom «KinbkicHe
BU3HaveHHsA» (ODY, 2.2.29) Ta «lgeHTndikauis»
(AdY, 2.2.29), a came 3MEHLLEHO KOHLEHTpaLlito
BMNPOB0OBYBAHOrO PO3ymHy, L0 06YMOBIOE
OTPUMaHHS BinbLU CUMETPUYHKX NiKiB AitoYoi
peyoBuHW. B cneuudikadii M3 gns nokasHuka
«laeHTUdiKaLisg» yTOYHEHO, WO Yac yTpMMyBaHHS
OCHOBHOIO MiKa Ma€ BiAMNoBiAaT! Yacy yTpUMyBaHHs
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OCHOBHOIO Mika Ha XpomaTtorpami po3unHy
nopiBHAHHA 1 B Mexax £2%; 3MiHun | Tuny - 3miHn 3
sIKOCTi. [0TOBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTopax
BMNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHM Y MeTofdax BUNpobyBaHb (BKNOYA4KM 3aMmiHy
abo JonoBHEHHS)) - 3MiHa B cneumdikauii 13 Ta B
MeToZi KOHTPOO 3a NokasHnkom «CynposigHi
OOMiILKMY», a came 2.6-gumeTunaHiniyd éyae
BKITHOYEHUI 00 NokasHuka « CynpoBigHi JOMILLKMY i
BU3HAYaTUMETbLCSA OAHOYACHO B OAHIN MeToauLi
(oomiwka F). HopMmyBaHHS 3anuwaeTbcs 6e3 3MiH.
[o ouiHKkM npugaTHOCTi XxpomaTtorpadivHoi cuctemm
nopaHo kputepin S/N (cniBBiAHOLWEHHS
curHan/wym), ons gomiwku F BctaHoBNeHa mexa ii
KiNbKiCHOro BU3Ha4eHHS, WO A03BOISIE HAAIMHO
BU3HA4aTy JOMILLKK; 3MiHM | TURY - 3MiHK 3 AKOCTi.
["oToBMI Nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3MiHM) - OHOBNEHHSs
odopmneHHs npoekty MKA, BignosigHo 4o BUMOr
BHYTPILLHbOI YHOpMaTMBHOT AokyMeHTauii TOB
«OAPMACEI/» 6e3 3MiHM KpuTepiiB NPUUHATHOCTI Ta
MeToauk koHTponto M13; 3miHm | Tuny - 3MiHm 3
sikocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeiichbkin
dapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii JPY abo Esponeiickkoi hapmakoneri,
abo iHWoi HauioHanbHOI hapmakonei aepxasu €C
(3miHa y cneumdikaLisx, noB's3aHa 3i 3MiHamMu B
OoY, abo €sponelickkin hapmakonei, abo iHLwin
HauioHanbHin apmakonei aepxasu €C) -
akTyanisauisa cneundikauii 4ONOMIKHOT peqyoBUHU
«Hydrochloric Acid, dilute», 3rigHo B1umor
mMoHorpadii Ph.Eur. 01/2022:0003; 3miHun | Tuny -
3miHu 3 gkocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBiaHOCTI EBponenchKil
dapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
HeoOXiaHICTIO NpuBeaeHHS Yy BigMNoBIgHICTE OO
MoHorpadii JPY abo Esponeiickkoi dhapmakoner,
abo iHWoi HauioHanbHOi hapmakonei aepxasu €C
(3miHa y cneuudikauisx, noe'sa3aHa 3i 3miHamu B
OoY, abo €sponelickkin hapmakonei, abo iHLWin
HauioHanbHin apmakonei aepxasu €C) -
aKTyanisauis cneundikaii LONOMKHOT pe4oBUHN
«Sodium chloride» 3rigHo BuMor moHorpadii Ph.Eur
04/2021:0193; 3MiHu | TUNY - 3MiHKM 3 FKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BianoBigHOCTI €Bponenchkii
dapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
HeoOXigHICTIO NpuBeaeHHs Y BigNOBIHICTE A0




19

[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
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MoHorpadii JdY abo €Bponelicbkoi hapmakoner,
abo iHwWoi HauioHanbHoi hapmakonei aepxasu €C
(3miHa y cneuudikauisix, nos'sa3aHa 3i 3amiHamu B
oY, abo €Bponelicbkii dhapmakonei, abo iHLWin
HauioHanbHin apmakonei aepxasu €C) -
akTyanisauis cneundikaii 4LONOMKHOT pe4oBUHM
«Water for injection in bulk» 3riaHo BuMor
MoHorpadii Ph.Eur 04/2017:0169; 3minHwn | Tvny -
3MiHn 3 akocTi. CepTudikar BignosigHocTI/lE-
cepTuddikat BignoBigHOCTI EBpONENCHKI
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeoOXiaHICTIO NpuBeaeHHs y BignoBigHiCTe 4o
MoHorpadii JdY abo €sponelicbkoi dhapmakoner,
abo iHWoi HauioHanbHOI hapmakonei aepxasu €C
(3miHa y cneuudikauisix, nos'sa3aHa 3i 3aMmiHaMu B
oY, abo €Bponelicbkini hapmakonei, abo iHLwin
HauioHanbHin apmakonei aepxasu €C) -
akTyanisauis cneuudikauii 4ONOMIXKHOI pe4oBUHN
«Sodium hydroxide» 3rigHo BUMOr moHorpadii
Ph.Eur 01/2017:0677; 3minu | Tuny - 3miHn wono
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy (iHLwi
3MiHM) - 3MiHN BHECEHO [0 iHCTPYKUii ans
MeOMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby y
po3ain "Mo6iyHi peakyii" Woa0 BaXKINBOCTI
3BiTyBaHHS Npo nobiyHi peakuii. BBegeHHst 3MiH
NpoTArom 3-X MiCALB Micns 3aTBepAXXEHHsT; 3MiHu |
Tuny - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuii 3acib.
3MiHn y BUpo6HMUTBI. 3MiHa po3mipy cepii
(BkntOvatoum diana3oH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (3meHLweHHs go 10 pasis) -
3MiHa po3mipy cepii [T13, o6yMoBneHa TeXHIYHUMM
XapakTepucTyKaMun peakTopy Ha AinbHuL
BUpoGHuKa «PAPMACEN».

[itoya pepakuin: 1400 n MponoHoBaHa pefakuis: no
10 mn: 280 n (26926 amn.), 560 n (53851 amn.),
1000 n (96163 amn.) no 5 mn: 280 n (53338 amn.),
560 n (106676 amn.), 1000 n (190493 amn.); 3miHu |
Tuny - 3MiHM 3 aKocTi. [0TOBMI Nikapcbkui 3acib.
Cwnctema KoHTelnHep/3aKkynoptoBarnbHui 3acio. 3miHa
dopmu abo po3mipy KOHTENHEpPA YK
3aKyrnoproBanbHOro 3acoby (MepBUHHOI YNaKkoBKu)
(cTepunbHi nikapcbki 3acobu) - Ha MPOMOHOBAHIN
ainbHuui TOB «PAPMACE/N», M3 6yne
BUIOTOBNSATUCS B amrynax nonieTurneHoBmx 06’eMom
5 mn ta 10 MmN 3 nonieTuneHy paHille 3aTBepaKEHOT
SIKOCTI, ane iHWoi reoMeTpu4HOi bopmu. [irova
pepakuis: 10 mn: 18 Mm x 19 mm x 88 mm
MponoHoBaHa pegakuisi: 5 mn: 14 MM x 12 mm x 84
MM; 10 Mz 15 MM X 12 MM X 122 MM; 3MiHum | Tuny -
3MiHM Wwoao 6e3nekn/eeKTUBHOCTI Ta
dapmakoHarmnsaay (iHwi 3miHW) - OHOBIEHHS TEKCTY
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MapKyBaHHsI NikapcbKkoro 3acoby, a came BUny4YeHo
BVKNaAEHHS TEKCTY POCICbKOK MOBOIO Ta
3a3HayeHo NoroTun 3asiBHWKa/BUpobHuka. BBeaeHHs
3MiH NPOTArom 3-X MicALiB Nicnsi 3aTBEPOXKEHHS;
3Mminu |l Tuny - 3MiHM 3 sKkocTi. FoTOBUI NiKapCbKn
3aci6. Cuctema KoHTeHep/3akynopoBanbHUii 3acio.
3MiHa po3Mipy ynakoBKM FOTOBOIO NiKapCbKoro
3acoby (3miHa macu/o6'eMy BMICTY KOHTelHepa
6araTogo30BOro CTEPUIbHONO NiKapcbKoro 3acoby
(abo oaHOO030BOrO, YaCTKOBOrO BUKOPUCTaHHS) Ta
6araTo030BOro fikapcbkoro 3acoby
6ionoriYyHoro/iMyHONOr4YHOro NOXO4XKEHHS AN
napeHTepanbHOro 3acTOCyBaHHS) - BBEAEHHSI
[0AaTKOBOro po3mipy ynakoBku J13, o6’emom 5 mn.
Martepian nepBuHHOro nakyBaHHs (NosieTUneH) He
3MiHMBCS. 3MiHM BHECEHO [0 IHCTPYKUii Ans
MEeOUYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby B
po3ain "Ynakoska".
BBegeHHst 3MiH NpoTsrom 3-x Micauis nicns
3aTBEPOKEHHS
37. BAPITPUKC niodpinisat gns "makcoCmi Benwka nakcoCmiTKnanH Benbris BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3MiHK 3a - UA/15966/01/01
™/ PO34MHY ANg iH'eKUin TKnamH BpuTtaHia Bionogxikana C.A. | TMny - 3MiHK 3 skocTi. FoTOBMIA NikapcbKuii 3aciO. peuenmom
VARILRIX™ no 1 gosi; 1 pnakoH Ekcnopt KoHTponb JOMOMDKHUX pe4yoBUH. 3MiHa y MeTogax
BAKLUUHA 3 niocinizatom Ta 1 JimiTen BUNPOOYBaHHS LOMOMIXKHOI pe4oBUHY (iHLi 3MiHWM).
ansa amnyna 3 3MiHUN y TEKCTi aHaniTMYHNX MeToaWK Ans
MPO®INAKT PO34YMHHMKOM (BOAA TECTYBaHHS AOMOMKHOI peqoBmHM Amino Acids for
UKN ans iH'ekuin) B Injection 3 MeTOO yCyHEHHS1 pO3BiXXHOCTEN MiX
BITPAHOI NNacTUKoBOMY peecTpaLiiHUM A0CbE Ta BHYTPILLHBOK
BICIMNU XXUBA | koHTelHepi B onepauinHo AOKyMEHTaUje. 3MiHN BHOCATBLCS Y
ATEHYMOBA | kapToHHiit kopobui; po3ginu P.4.2 Control of excipients Ta P.7 Container
HA 1 donakoH 3 Closure System
niodinizatom Ta 1
nonepeaHL0
HanoBHEHWIA LLNpUL,
3 PO3YNHHUKOM
(Bopa ans iH'ekuin) y
KOMMMeKTi 3 ABOMa
rornkamu B
nnacT1koBoMy
KOHTelVHepi B
KapTOHHI kopoOLyj;
100 cnakoHiB 3
niodpinizatom ta 100
amnyn 3
PO34MHHMKOM (BOAA
ans iH'ekuin) (8
YapyHKOBIl
yMaKoBLji) B OKpPEMUX
KapTOHHUX Kopobkax
38. BECCEI OYE | kancynu m'ski no Anbdacir ITanis Anbdacirma ITanis BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a - UA/8123/02/01
(] 250 J10; no 25 ma C.n.A. C.n.A,, Itanis; YTOYHEHHS peecTpauiiHoi npoleaypy B HakKasi peuenmom
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

kancyn y énicrepi;
no 2 6nictepu B
KapTOHHIl kopobui

KaTtaneHT ITanis
C.n.A., lTania

MO3 Ykpaiuu Ne 388 Big 25.02.2023 - 3miHu | Tuny
- 3MiHu 3 sKocTi. FoTOBWMIA NiKapcbkuii 3acib.
Cuctema koHTelHep/3akynoptoBanbHuin 3aci6. 3miHa
napameTpiB cneundikaui Ta/abo 4onycTUMMX MeX
NepBMHHOT YNakoBKM FOTOBOTO MikapCbKoro 3acoby
(BUMYYEHHS HE3HAYHOIO NMOKa3HVKa (Hanpuknag
3acTapinoro nokasHuka)) - BHECEHHS 3MiH [0 p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKkynoproBarbHUii
3acib, a came BMaaneHHs i3 cneumdikauii/metonis
KOHTPOSMO SAKOCTi NEPBUHHOMO NakyBaHHsA 3 PVC-
PVDC HesHayHoro nokasHuka “Dimensional
stability”. 3MiHu | Tuny - 3miHK 3 sikocTi. MoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3miHa y
MeToAax BUNpobyBaHHS NEPBUHHOI yNaKoBKM
roTOBOrO JlikapCbKoro 3acoby (He3Ha4Hi 3MiHK y
3aTBEPAKEHNX MeToAax BUNpobyBaHb) - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBanbHUii 3acio, a came
YTOYHEHHS Ha3BM METOAY Ta He3HaYHi 3MiHM onucy
meToay BunpobyBaHHs “Total thickness” nepBuHHOI
ynakoBku 3 PVC-PVDC. 3MiHu | Tuny - 3miHn 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneundikauii Ta/abo 4oNyCTUMMX MEX
NepBUHHOI YNaKoBKM rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHW) - BHeCeHHs 3MiH go p. 3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3acib, a came 3miHa
Mex cneuudikauii anst nokasHuka “Total thickness in
um” Ans nepBuHHOI ynakosku 3 ALU/PVDC
(3aTBepaxeHo: 31,0 - 37,0; 3anponoHoBaHo: 32,0
—45,9). 3MmiHn | TMNy - 3MiHK 3 sKocTi. [oTOBUNA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
napameTpiB cneyndikadi Ta/abo JonycTUMmUX Mex
NepBUHHOI YNaKoBKM rOTOBOTO NiKapCbKoro 3acoby
(BonoBHeHHs1 cneumdikaLlii HOBUM NOKa3HWKOM 3
BiAMOBIAHMM METOAOM BUNPODYBaHHS) - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTelHep/3aKkynoptoBanbHUi 3acib, a came
[ofaBaHHA 4o cneuudikauii/MeToaiB KOHTPOro
AKOCTi NepBMHHOrO nakyBaHHs 3 ALU/PVDC HoBoro
nokasHuka “Microperforations count”. 3miHu | TUny -
3MiHM 3 akocTi. [oToBMI Nikapcbkui 3acib. Cucrema
KOHTeWHep/3aKynopoBarnbHuiA 3aci6. 3miHa y
MeToax BUNpobyBaHHS NEPBUHHOI YNaKOBKM
rOTOBOrO fikapCbKoro 3acoby (He3HauHi 3MiHW y
3aTBEpAKEHNX MeToAax BUNpobyBaHb) - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBarnbHui 3acib, a came
YTOYHEHHS Ha3BM METOAY Ta He3HaYHi 3MiHM onucy
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

meTogy BunpoGyBaHHSA “Total thickness” nepBuHHOI
ynakosku 3 ALU/PVDC. 3minu | Tuny - 3miHm 3
skocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo 4onycTUMUX MeX
NepBUHHOI YNakoBKW FOTOBOrO NiKapCbKoro 3acoby
(3BY)XEHHS JONYCTUMMX MEX, BU3HAYEHUX Y
cneundikadii) - BHeCeHHs1 3MiH go p. 3.2.P.7.
CuctemMa KoHTelHep/ 3aKynoptoBanbHuUiA 3acio, a
caMe 3BY)XeHHS1 Mex cneumdikauii ons nokasHuka
“Total weight in g/m2”, Wo 3acTocoByETLCA ANA
BUNpobyBaHHSA NepBUHHOI ynakosku 3 PVC/PVDC
(3aTBepakeHo: 361,0 - 401,0; 3anponoHoBaHo:
361,0 — 400,1). 3miHun | TMNY - 3MiHK 3 AKOCTI.
["oToBMI nikapcbkmin 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHuii 3aci6. 3MiHa y
mMeTofAax BUMNpobyBaHHSA NEPBUHHOI yNaKOBKM
roTOBOrO JlikapCbKoro 3acoby (He3HayHi 3MiHW y
3aTBEPAKEHUX MeToAax BUNpobyBaHb) - BHECEHHS
3MiH 0o p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBasbHuWIA 3acib, a caMme He3HauHi 3MiHU B
onwuci metoay BunNpobyBaHHs n. “Total weight” ans
nepBuHHOI ynakosku 3 PVC/PVDC. 3minu | Tuny -
3MiHu 3 sikocTi. [oToBMI Nikapcbkuii 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa y
mMeTofax BUNpobyBaHHSA NEPBUHHOI yNaKoBKM
roTOBOro fikapcbkoro 3acoby (iHWi 3MiHW y MmeToaax
BMNpobyBaHb (BkMoYakoum 3amiHy abo gogaBaHHs))
- BHECeHHs1 3MiH Ao p. 3.2.P.7. Cuctema koHTenHep/
3aKyrnoproBanbHui 3acib, a came gogaBaHHs onucy
BMKOHaHHS! TECTOBOro napameTpy “Supplier
Certificate of Analysis verification” go meTogis
BMNpobyBaHHsA NnepBuHHOI ynakosku 3 PVC/PVDC.
FK HacnigoK, yTOYHEHHS! Ha3BW BKa3aHOro TECTOBOTO
napametpa B cneuudikauii. 3miHu | TUny - 3miHn 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
napameTpiB cneundikai Ta/abo AONyCTUMUX MEX
NepBUHHOI yNakoBKW rOTOBOTO NiKapCbKoro 3acoby
(3BY)XEHHSI ONYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauii) - BHeCeHHs 3miH Ao p. 3.2.P.7.
CuctemMa KOHTenHep/ 3aKynoproBarnbHUiA 3acio, a
came 3BY>XEHHS MexX crneuundikauii Ta yTOYHEeHHs
Ha3BW TeCTOBOro napameTpa “Total thickness in um
Ona nepBUHHOro nakyeaHHsA 3 PVC-PVDC
(3aTBepokeHo: 260,0 - 289,0; 3anponoHOBaHO:
260,0 — 288,8). 3miHu | TMNy - 3MiHK 3 AKOCTI.
["oToBMI nikapcbkmin 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHUi 3aci6. 3miHa y
MeToAax BUNpoOyBaHHSA NEPBUHHOI yNaKoBK/
roTOBOrO flikapcbKoro 3acoby (He3HayHi 3MiHu y
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3aTBEPAKEHMX MeToAax BUNpobyBaHb) - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBasnbHUI 3acib, a came He3HauHi 3MiHK B
onwuci metogy BunNpobyBaHHs n. “Total weight” onsa
nepsuHHOI ynakosku 3 ALU /PVDC. 3minm | Tuny -
3MiHu 3 akocTi. [oToBMI Nikapcbkuii 3acib. Cucrema
KOHTeWHep/3aKynoptoBanbHWiA 3aci6. 3miHa y
mMeToaax BUNpobyBaHHsi NEPBUHHOI yNakoBKW
roTOBOro nikapcbKkoro 3acoby (iHwWi 3MiHM y meTogax
BMNpoOyBaHb (BKItoHaloum 3amiHy abo gogaBaHHs))
- BHECEHHs 3MiH Ao p. 3.2.P.7. Cuctema koHTenHep/
3aKyrnoproBanbHui 3acib, a came gogaBaHHS onucy
BMKOHAHHS TECTOBOrO napameTpy “Supplier
Certificate of Analysis verification” go meTogis
BUNpoOyBaHHSA NepBMHHOI ynakosku 3 ALU /PVDC.
£K HacnigoK, yTOYHEeHHS! Ha3BW BKa3aHOro TECTOBOIO
napameTpa B cneuudikawyji.

39.

BITAMIH D3

Tabnetku no 1000
MO:; no 10 TabneTtok
y 6nicTepi; no 3
Gnictepn y kopobui

TOBAPWNC
TBO 3
OBMEXE
HOIO
BIAMOBIA
AJTbHICT
10]
«KOPIMOP
ALIA
«300POB
"A»

YkpaiHa

ToBapucTBeo 3
oBMeXeHo
BiAnNoBiganbHIiCTIO
"papmaueBTnYHa
KOMNaHisa
"3poopos's"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHUX maTepianis: 3mMiHa
3asiBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro
noceigyeHHs) (3rigHo Haka3dy MOS3 Big 23.07.2015 Ne
460) BeegeHHs 3MiH NpoTsrom 6-Tu Micsauie nicns
3aTBepMAKeHHs1; 3MiHK | Tuny - 3MiHK Wopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
BBeneHHs abo 3miHM A0 y3aranbHEHUX 4aHUX Npo
cucTemy chapmakoHarnsiay (BBeAeHHS y3aranbHEeHUX
AaHunx npo cuctemy cpapmakoHarnagy, 3amiHa
yrnoBHOBaXeHoI ocobu, BignosigansHoi 3a
3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKA ANS 30iNCHEHHSI
thbapmakoHarnsgy B YkpaiHi, aKLWwo BoHa BigMiHHa Bif
yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
3AiNCHEeHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
darina cuctemu chapmakoHarnsigy) - 3miHa
YMOBHOBa)eHOI 0coby 3asiBHMKa, BiANOBIAaNbHOI 3a
apmakoHarnsg. Jitoua pegakuis: LeeyeHko OneHa
IropiBHa.

MponoHoBaHa pepakuis: MaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
yNoBHOBaXeHo! ocobu 3asiBHMKa, BiANOBiganbHOI 3a
dapmakoHarnag. 3miHa Homepa mactep-ganina
cuUcTeEMU papmakoHarnsigy

3a
peuenmom

UA/19495/01/01

40.

BITAMIH D3

Tabnetku no 2000
MO; no 10 TabneTok
y 6nicTepi; no 3
Gnictepn y kopobui

TOBAPUC
TBO 3
OBMEXE
HOIO
BIAMOBIA
ANBHICT
10
«KOPTMOP
ALS

YkpaiHa

ToBapucTtBo 3
obmexeHo
BiANoBiganbHICTIO
"PapmaLeBTUYHa
KOMMNaHis
"3gopos's"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHa
3asBHuka 13 (MIBI) (BnacHvka peecTpauiiHoro
noceigyeHHs) (3rigHo Hakazy MOS Big 23.07.2015 Ne
460) BBeaeHHs 3MiH NpOTsroM 6-Tu MicsLiB nicns
3aTBepAKEHHs1; 3MiHu | Tuny - 3MiHK Woao
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3MiHM 40 y3aranbHeHVX AaHuX Npo
cucTemy chapmakoHarnsagy (BBeAeHHS y3aranbHeHUX
[AaHux npo cucteMy dhapmakoHarnsgy, amiHa

3a
peuernmom

UA/19495/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
«310POB YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
"An 3[iCHEHHsI hapMakoHarnsay; KOHTakTHOI ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
yNoBHOBaXeHoi ocobu, BiAnoBiaanbHoi 3a
34iicHeHHs hapmakoHarnsgy (Bknovarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
anna cuctemn hapmakoHarnsgy) - 3miHa
YyNOBHOBa)eHOI 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a
dapmakoHarnag. Hitova pegakuis: LesyeHko OneHa
IropiBHa.
MponoHoBaHa peaakuis: MNaHosa OneHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
YMOBHOBaXKeHOI 0cObM 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnag. 3miHa Homepa mactep-aiina
cucTeMu dpapmakoHarnsigy
41. BITAMIH D3 Tabnetkn no 4000 TOBAPUC Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHAX MaTepianis: 3MiHa 3a - UA/19495/01/03
MO; no 10 TabneTtok TBO 3 0oBMeXeHo 3asiBHuKa J13 (MIBI) (BnacHuka peecTpauiitHoro peuenmom
y 6nicTepi; no 3 OBMEXE BianoBiganbHiCcTO noceigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
bnictepn y kopobui HOIO "®apmaueBTUYHa 460) BeegeHHs 3MiH NpoTArom 6-tu micauie nicns
BIANOBIA KOMnaHis 3aTBepAKeHHs1; 3MiHK | Tuny - 3MiHK Woao
ANBHICT "3popos's" Ge3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
0 BBeneHHs abo 3miHn Ao y3aranbHeHNX 4aHux npo
«KOPMOP cuctemy chapmakoHarnsgy (BBeAeHHs y3ararnbHeHnx
AUIA OaHuX Npo cuctemy dhapmMakoHarnsgy, amiHa
«3[0POB yrnoBHOBaxeHoi ocobu, BignosigansHoi 3a
Ax 3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
dapMakoHarnagy 3asBHUka Ans 34iNCHEHHs
cbapmakoHarnsgy B YKpaiHi, AKL0 BOHA BiAMiHHA Bif
yrnoBHOBaXxeHOoI ocobu, BignosigansHoi 3a
30iACHEHHs hapMakoHarnsgy (Bkoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
darina cuctemu chapmakoHarnsigy) - 3miHa
ynoBHOBaxeHoi ocobu 3asiBHUKA, BiANoOBiganbHoI 3a
dapmakoHarnag. Hitova pepakuis: LesyeHko OneHa
IropiBHa.
MponoHoBaHa pepakuis: MaHosa OneHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX OAHUX
ynoBHOBaxeHoi ocobu 3asiBHUKA, BiANOBIganbHOI 3a
apmakoHarnsg. 3miHa Homepa Mactep-darina
cucTemMm hapMakoHarnagy
42. BITAMIH D3 Tabnetkun no 5600 TOBAPUC YkpaiHa ToBapucTtBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHa 3a - UA/19495/01/04
MO; no 10 TabneTok TBO 3 obmexeHor 3asiBHUka 13 (MIBI) (BnacHWka peecTpauiiHoro peuenmom
y 6nicTepi; no 3 OBMEXE BiAnoBiganbHIiCTO noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
Gnictepu y kopobui HOKO "®apmaueBTuyHa 460) BBeaeHHs 3MiH NpOTSAroM 6-Tu MicsLiB nicns
BIOMOBIO KOMnaHis 3aTBEpAKEHHS; 3MiHM | TUny - 3MiHM Wono
AJIbHICT "3popos's" 6e3nekn/edheKTMBHOCTI Ta dhapmakoHarnsay.
o BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
«KOPTIOP cucTemMy chapmakoHarnsay (BBeAEHHs y3ararnbHeHUX
AUIA [aHWX Npo cuctemy hapMakoHarnsgy, amiHa
«300P0OB yrnoBHOBaXeHOI ocobu, BignosigansHoi 3a
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
"Ax 3[iicHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
chapmakoHarnsgy B YKpaiHi, AKLo BoHa BiaMiHHA Bif
YNOBHOBaXeHOI 0cobWu, BignosigansHoil 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLleHHi MacTep-
canina cuctemn chapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOi 0cobu 3asiBHUKA, BiANoBigansHoi 3a
dapmakoHarnag. Hitoya pegakuis: LesyeHko OneHa
IropiBHa.
[MponoHoBaHa pepakuis: NMaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
yNOBHOBaXeHOi 0cobu 3asiBHMKA, BignoBiganbHoI 3a
dapmakoHarnsa. 3miHa Homepa mactep-darina
cucTeMu dpapmakoHarnsigy
43. BITAMIH kancynu m'ski; no 10 | TOBAPUC YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHMX maTepianis: 3miHa 6e3 - UA/16043/01/01
A+E- kancyn y énicrepi; TBO 3 0oBMexeHo 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenma
300POB'A no 3 Gnictepu abo OBMEXE BianoBiganbHiCcTO noceigyeHHs) (3rigHo Haka3dy MOS3 Big 23.07.2015 Ne
no 5 Gnictepis y HOIO "papmaueBTnYHa 460) BeegeHHs 3MiH NpoTsrom 6-Tu Micsauie nicns
KopobLi BIAMNOBIA KOMMNaHis 3aTBepAKEHHS; 3MiHn | Tuny - 3MiHK Woao
ANBHICT "3popos's" Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
o BBegeHHs abo 3miHM A0 y3aranbHEHNX gaHUX Npo
«KOPINOP cuctemy chapmakoHarnsay (BBeAeHHS y3aranbHeHUX
AUIA [aHUX Npo cuctemy hapmakoHarnagy, amiHa
«30POB yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
"Ax» 3iicHeHHs1 dhapMakoHarnagy; KOHTaKTHOI ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
capmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHa Bif
yrMoBHOBaxeHoi ocobu, BianoBigansHoi 3a
30iACHEHHS hapMakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
bavina cuctemu hapmakoHarnsagy) - 3miHa
yNoBHOBaXeHoi ocobu 3asiBHMKa, BiANOBiganbHoi 3a
apmakoHarnsg Hitoya pegakuisi: LeeyeHko OneHa
IropiBHa lNMponoHoBaHa pepakuis: NaHosa Onena
MwukonaiBHa 3MiHa KOHTaKTHUX AaHuX
yNoBHOBaXeHoi ocobu 3asiBHMKa, BiANOBiganbHoi 3a
dapmakoHarnsa 3miHa Homepa mactep-cavina
cuUcTeEMU papmakoHarnsigy
44, BITAMIH A- Kancynu m’siki no TOBAPUC YkpaiHa ToBapucTtBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHa bes - UA/16142/01/02
300POB'A 100000 MO, no 10 TBO 3 obmexeHoto 3asBHuka 113 (MIBI1) (BnacHvka peecTpauiiHoro peuenma
Kancyn y 6nictepi; OBMEXE BiANoOBIganbHICTO noceigyveHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
no 5 Gnictepis y HOKO "®apmaueBTuyHa 460) BBeaeHHs 3MiH NpoTsiroM 6-Tu MicsLiB nicns
KOpoO6Li 3 KapTOHY BIANOBIA KOMMNaHis 3aTBEPOKEHHS; 3MiHM | TMny - 3MiHK Wwoao
AJIbHICT "3gopos's" 6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
o BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX NPo
«KOPINOP cuctemy chapmakoHarnsaay (BBeAeHHS y3ararnbHeHnX
AUIA JaHuX Npo cuctemy dhapmMakoHarnsgy, amiHa
«300POB yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
"Ax» 3[iicHeHHs hapMakoHarnagy; KOHTaKTHoi ocobu 3

dapmakoHarnagy 3asBHuKa ANns 34iNCHEHHs!
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
chapmakoHarnsigy B YKpaiHi, AKLWo BoHa BiaMiHHA Bif
yNnoBHOBaXeHoi ocobu, BiAnoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
anna cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a
dapmakoHarnag. Hitoya pegakuis: LesyeHko OneHa
IropiBHa.
MponoHoBaHa peaakuis: MNaHosa OneHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
yMNOBHOBaXeHoi 0cobu 3asiBHUKA, BiANOBIAanbHOI 3a
dapmakoHarnag. 3miHa Homepa mactep-aiina
cucTeMu dpapmakoHarnsigy
45, BITAMIH A- Kancynm m ki no TOBAPUC Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHAX MaTepianis: 3MiHa bes - UA/16142/01/01
300POB'A 33000 MO, no 10 TBO 3 oBMeXeHo 3asiBHuKa J13 (MIBI) (BnacHuka peecTtpaLliiHoro peuenma
kancyn y énicrepi; OBMEXE BignoBiganbHicTo nocsigyeHHs) (3rigHo Hakasy MOS Big 23.07.2015 Ne
no 5 6nictepis y HOIO "®apmaueBTnyHa 460) BBeaeHHs 3MiH MPOTAroM 6-Tu micAuiB nicns
KopobLi 3 KapTOHY BIAMNOBIA KoMnaHisa 3aTBEepPOKEHHS; 3MiHM | TMny - 3MiHK Wwoao
ANBHICT "3popos's" 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
0 BeeneHHs abo 3miHn Ao y3aranbHeHNX 4aHux npo
«KOPMOP cuctemy chapmakoHarnsay (BBe4eHHs y3ararbHeHnx
AUIA OaHUX Npo cuctemy hapmakoHarnagy, amiHa
«3[00POB yrnoBHOBaXeHoI ocobu, BignosiganbHoi 3a
"Ax 3fiicHeHHs hapMakoHarnagy; KOHTakTHoOi ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
capmakoHarnsgy B YKpaiHi, AKL0 BOHa BiAMiHHA Bif
yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
30iACHEHHS hapMakoHarnsgy (Bkoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLieHHi MacTep-
darina cuctemu chapmakoHarnsigy) - 3miHa
yNOBHOBaXeHOoI 0cobu 3asiBHMKa, BignoBigansHoi 3a
dapmakoHarnag. ditova pegakuis: LeueHko OneHa
IropiBHa.
MponoHoBaHa pepakuis: MaHosa OneHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX OAHUX
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiAanbHoI 3a
dapmakoHarnsg. 3miHa Homepa Mactep-darina
cucTeMu papmakoHarnsgy
46. BOPUKOLUMUAO | nopoluok ansi TosapucT YkpaiHa Bupo6HuuTBO peuis BHECEHHS 3MiH 0 peecTpauinHuX maTtepianis: 3miHa 3a - UA/20208/01/01
pPO34nHy Ans BO 3 roTOBOI NiKapCbKoi 3asiBHUka 13 (MIBI) (BnacHWka peecTpauiiHoro peuenmom
iHdpysin no 200 wr; obmexeHo dopmu, NnepBrHHa nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
no 200 Mr nopoLLKy 10 Ta BTOPVHHA 460) BBeaeHHs 3MiH NpOTsArom 6-Tu MicsUiB nicns
y cbnakoHi; no 1 Bignosiga ynakoBkKa, 3aTBEPOKEHHS
dnakoHy y TBHICTIO KOHTpOrb cepil,
KapTOHHIN navui «BYCT BUMYCK cepii:
DAPMA» AHOAPM
XENJAC C.A.,
[peuis
BTopuHHa
ynakoBka,

KOHTpOnb cepii,
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[IponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu Peknam Homep
aionycky yeaHHs1* | peecmpauiliHo20
noceio4yeHHs1

BUMYCK Cepii:
DAPMATEH CA,
[peuis

47.

BOPMIN

TabneTtku ans
XyBaHHs no 400 wmr,
no 1 abo 3 Tabnetku
y 6nictepi; no 1
Gnictepy B ynakoBLi
3 KapTOHY

Mini
Xenckepe
Nimiten

Benuka
BputaHis

Menpo
dapmacbiloTukanc
Mpisat NimiTe,
IHAis
IkcEnb
JlabopaTtopiec
MeT. JlTg., IHAOia

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu
| TMny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asiBHUKA (BnacHUKa
peecTpauinHoro Noceia4eHHs) - 3MiHa agpecu
3asBHUKA (BNacHMKa peecTpaLiniHoro NocBiAYeHHS).
3MiHN BHeceHi y po3ain "MicLe3HaxomKeHHs
3asBHMKA" B IHCTPYKLiO AN MEAUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby y 3B'A3Ky 3i
3MiHOI agpecu 3asBHMKa. BBegeHHA 3MiH NpoTAarom
6-TV MicaLiB nicns 3aTBEPOKEHHS

3a He UA/6434/02/01

peuenmom | nidnseae

48.

FANA3O0NIH®

renb HasanbHUM
0,05% no10ry
dnakoHi 3 Hacocom-
nosaTtopom; no 1
cbnakoHy B navui
KapTOHHIN

BapLasch
Knn
hapmaues
TUYHUIA
3aBof
Monbda
AT

Monbwa

MegaHna ®apma
AKuioHepHe
ToBapucTBo

Monbwa

BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu
| Tuny - 3miHun Wwopo 6e3nekn/edpekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHeHMX JaHWX Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEeHUX AaHuX Npo cucTemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobw,
BigNoBiganbHoOI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asiBH1Ka ans
3[iNCHeHHs hapmakoHarnagy B YkpaiHi, SKLLO BOHa
BiAMiHHa Bif, yNOBHOBaXXE€HOI 0CO0M, BignoBiganbHoi
3a 3gdiicHeHHs cbapmakoHarnsgy (Bknovarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLieHHi MacTep-
danna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
bapmakoHarnsg B YKpaiHi.

[Hitoya pepakuis: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pepakuis: Tecntok OneHa
BonoammupiBHa. 3MiHa KOHTaKTHUX OAHWX
KOHTaKTHOT 0cobu 3asiBHUWKA, BianoBigansHoi 3a
dapmakoHarnag B YkpaiHi

6e3 - UA/0401/01/01

peuernma

49.

FANA3ONIH®

renb HasanbHui 0,1
% no 10 r y conakoHi
3 HacOCOM-
nosatopom; no 1
dnakoHy B nayui
KapTOHHIN

BapLasch
Kni
dapmaues
TUYHUIA
3aBoj
Monbda
AT

Monbuwa

MepaHa ®apma
AkLioHepHe
TosapucTBo

Monbwa

BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3miHn
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn o
y3aranbHeHUx AaHux Npo cuctemy papmakoHarnagy
(BBEOEHHS y3aranbHEHWX AaHnX Npo cucTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOI 0cobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTAKTHOI 0CO0M 3 (hapMakoHarnsgy 3asiBHUKa Ansi
34iicHeHHs dhapmakoHarnagy B YKpaiHi, SIKLLO BOHa
BiAMiHHa BiJ, yNOBHOBaXXeHOI 0cO0M, BignoBigansHoi
3a 3piicHeHHsA hapmakoHarnagy (Bkroyaym
KOHTaKTHi AiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
davina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
bapmakoHarnsg B YKpaiHi.

[itoua pepakuis: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pepakuisi: Tecniok OneHa
BonogvmupisHa. 3MiHa KOHTAKTHMX AaHWX

6e3 - UA/0401/01/02

peuenma
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
dapmakoHarnsag B YKpaiHi
50. rEBIPAH TabneTtkn, BKpUTI dapmavreB Monblwa dapmaLeBTUIHNUIA Monblwa BHECEHHs 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu 3a - UA/7565/01/02
NNiBKOBOIO TUYHUIA 3aBofg | Tuny - 3MiHn Wopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
o6onoHkoto, no 400 3aBoj "TONb®APMA" apmakoHarnagy. BeegeHHsi abo 3amiHm oo
mr; no 10 TabneTok "MOJIb®A C.A. y3aranbHEeHUX AaHux nNpo cuctemy cbapmakoHarnsay
y 6nictepi; no 3 PMA" C.A. (BBEAEHHSA y3aranbHEHWX AaHWX Npo cucTemy
6nictepa y chapmakoHarnsigy, 3miHa ynoBHOBaxeHoi ocobu,
KapTOHHil kopobui BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBH1Ka ans
3[iNCcHeHHs dhapmakoHarnagy B YkpaiHi, SKLLIO BOHa
BigMiHHa Bif, yNOBHOBaXeHOI ocobu, BignosiganbHoi
3a 3diicHeHHs cbapmakoHarnsgy (BKioYarymn
KOHTaKTHi AaHi) Ta/abo 3miHW y po3MilLieHHi MacTep-
daiina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
apmakoHarnsag B YkpaiHi.
[itoya pepakuin: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pegakuisi: Tecniok OneHa
BonoammupiBHa. 3MiHa KOHTaKTHUX OAHWX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
chapmakoHarnsag B Ykpaiti
51. FEBIPAH TabneTkn, BKpUTI dPapmaues MonbLa dapmaueBTNYHUIA MonbLa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu 3a - UA/7565/01/03
NNiBKOBOK TUYHUNA 3aBof | Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta peuenmom
obornoHkoto, no 800 3aBoj "TONb®APMA" dapmakoHarnsagy. BeegernHs abo 3minn o
mr; no 10 TabneTok "MONb®A C.A. y3aranbHeHUX AaHux Npo cuctemy papmakoHarnagy
y bnicTepi; no 3 PMA" C.A. (BBEOEHHS y3aranbHEHWX AaHWX Npo cucTeMy
Gnictepay dapmakoHarnsgy, 3MiHa YrnoBHOBaXeHOi ocobu,
KapTOHHIN kopobLyi BiANOBIAANbLHOI 3a 3AiCHEHHs1 hbapmakoHarnsay;
KOHTaKTHOT 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
3[iNCHeHHs dhapmakoHarnsgy B YKpaiHi, SKLLO BOHa
BiAMiHHa BiJ, yNOBHOBaXXeHOI 0cObU, BignosigansHoi
3a 3[iicHeHHs1 hapmakoHarnagy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
danna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
bapmakoHarnsg B YKpaiHi.
[Hitoua pepakuis: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pepakuisi: Tecnok OneHa
BonoavmupisHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0cobu 3asiBHUMKA, BignosigansHoi 3a
dapmakoHarnag B YkpaiHi
52. FEBIPAH TabneTtkn, BKpUTI dapmavreB Monblwa dapmaLeBTU4HNUIA Monblwa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu 3a - UA/7565/01/01
NniBKOBOKO TUYHUIA 3aBof | Trny - 3miHun Wwopo 6e3nekn/edpekTMBHOCTI Ta peuenmom
obonoHkoto, no 200 3aBof "MONb®APMA" dapmakoHarnsgy. BeenerHs abo 3amiHn go
mr; no 10 TabneTok "MOJIb®A C.A. y3aranbHeHMX JaHWX NPo cucTemMy hapmakoHarnsgy
y bnicTepi; no 3 PMA" C.A. (BBEOEHHS y3aranbHeHWX AaHuX Npo cucTemy

Gnictepay
KapTOHHI kopobLyi

hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOI ocobu,

BignoBiganbHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asBHuUKa Ans
34iicHeHHs dhapmakoHarnagy B YKpaiHi, SIKLLO BOHa




29 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BigMiHHa Bif, yNOBHOBaXXeHOI 0cobM, BignoBigansHoi
3a 3AincHeHHs dpapmakoHarnagy (Bkrovaydmn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHOT 0cobu 3asiBHMKa, BiAMNOBiganbHOI 3a
capmakoHarnsg B YkpaiHi.
[itoya pepakuin: TaHacoBa 3opsiHa MukonaiBHa.
lMponoHoBaHa pepakuisi: Tecniok OneHa
BonogmmupiBHa. 3MiHa KOHTaKTHUX AaHMX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
dapmakoHarnsg B YKpaiHi
53. rEePOiH nioginisat anga Mini Benuka lN'ydik BiocaiHcuc IHgia BHECEHHS 3MiH O peeCTpaLinHUX MaTepianis: 3MiHK 3a He UA/6630/02/01
PO34mMHy Ang iH'ekuin | Xenckepe BpuTtaHia Nimitean, tOHIT-2 | TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom nidnsieae
no 20 wr, 1 corakoH JlimiTen HariMeHyBaHHs Ta/abo agpecu 3asBHUKA (BnacHuKa
o6'emom 10 mn 3 peecTpaLiiHoro noceigveHHs). 3MiHa agpecu
nioginizatom B 3asiBHMKA (BNacHWKa peecTpaLiiHoro NocBig4YeHHs).
ynakoBLi 3MiHn BHeceHi y po3ain "MicuesHaxomkeHHs
3asBHMKA" B IHCTPYKLiO AN MEAUYHOro
3acTocyBaHHs Nikapcbkoro 3acoby y 3B'A3Ky 3i
3MIHOIO agpecu 3asBHMKA.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPOKEHHS.
54. FENATPOMBI | kpewm, 50 000 "Xemodpap | Pecny6nik | "Xemodapm" A, Pecnybnika | BHeCeHHsi 3MiH 1O peecTpauiinHMx maTepianis: 3MiHu be3 - UA/3054/01/02
H MO/100r,no40ry m" Al a Cepbist Bpwau, Biggin Cepbis | Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta peuenma
Ty6i; no 1 1y6i B BMPOGHMYa dapmakoHarnsaay (iHwi 3mMiHW) 3MiHM BHECEHO Y
KapTOHHIl ynakoBuj ainbHuug Wabau, TEKCT MapKyBaHHS nikapcbkoro 3acoby, a came,
Pecny6bnika YTOYHEHO iHpopmaLito LLOAO HaHECEHHS foroTuny
Cepbis 3asiBHUKA.
(BMpPOBHMLTBO
Hepo3adpacoBaHoi
npoaykuii,
nepBUHHA Ta
BTOPWHHA
ynakoBka,
KOHTpOnb cepii);
"Xemodpapm" A,
Pecnybnika
Cepbis (KOHTpOrb
cepii, 4O3BIN Ha
BUNYCK cepii)
55. FEMNATPOMBI | kpewm, 30 000 "Xemodpap | Pecnybnik | "Xemodapm" AL, Pecnybnika | BHeceHHS 3MiH 0O peecTpauinHux maTepianis: 3MiHK bes - UA/3054/01/01
H MO/100rno40ry M" Al a Cepbis Bpuwau, Bigain Cepbis | Tuny - 3MiHn Wopao G6e3nekn/edeKTUBHOCTI Ta peuenma
Ty6i; no 1 Ty6i B BMPOGHMYa dapmakoHarnsaay (iHwi 3miHW) 3MiHM BHECEHO Y
KapTOHHIN ynakoBLi ninbHuug Wabau, TEKCT MapKyBaHHS nikapcbkoro 3acoby, a came,
Pecny6bnika YTOYHEHO iHpopmaLito oA HaHECEHHS NoroTuny
Cepbis 3asiBHMKA.
(BMPOBHMLTBO
Hepo3adhacoBaHoi
npoaykuii,

NepBUHHA Ta
BTOPUHHA




30 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
ynakoBka,
KOHTpOnb cepii);
"Xemodapm" A,
Pecny6bnika
Cepbisi (kOHTpOnb
cepii, [O3BIN Ha
BUMYCK cepii)
56. rniuvH KpucTaniyHnmn ToBapucT Ykpaina ToBapuctso 3 Ykpaina BHECEHHS 3MiH 40 peecTpauinHMX MaTepianis: 3MiHu - - UA/19790/01/01
NOPOLLIOK BO 3 0obMexeHo | TMny - 3MiHu 3 sikocTi. CepTudpikart
(cybeTaHuin) y obmexeHo BianoBiganbHIiCTO BignosigHocTi/lE-cepTudikaT BigNoBIgHOCTI
MiLLKax 10 "®APMXIM" €sponelicbkin hapmakonei/moHorpadii. 3MiHu,
nonieTUneHoBux Bignosiga noB'A3aHi 3 HeobXiAHICTIO NpMBeaeHHs y
ons NbHICTIO BigNOBIgHICTb 40 MoHorpadii AdY abo
dapmaLeBTU4HOro "®APMXI €Bponelicbkoi dapmakonei, abo iHWOoT HauioHanbHOI
3acTocyBaHHSA Mm" tapmakonei gepxasu €C (iHwi 3miHn) MNprBeaeHHs
cneumdikauii Ta metogiB KoHTpono APl go
MoHorpadii EP Glycine, a came-BunpaBneHHs
OAMHULIb BUMIPIOBAHHS Ta HEKOPEKTHOrO nepeknagy
BUMOT cneumdikauii Ta MeETOANK KOHTPOSHO AKOCTi 3a
nokasHukamu «lgeHtudikauis», «PO34YMHHICTbY,
«HiHrigpuH-No3nTMBHI peyoBUHM» Ta «CynpoBigHi
OoMiLwkmy». 3MiHn | Tuny - 3miHn 3 skocTi. AdI.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX
BUNpoOyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHs Al (3a BigCyTHOCTI y 3aTBEPKEHOMY
[ocbke cepTudikaTa BignoBigHOCTI €Bponenchbkin
dapmakonei, Lo BKtOYa€e nepiod NOBTOPHOMO
BUNpobyBaHHs) (Nepiof NOBTOPHOrO
BunNpobyBaHHs/nepion 36epiraHHs) - 36inbLUeHHSA
abo BBefeHHs nepiogy NOBTOPHOIO
BUNpobyBaHHs/nepiogy 36epiraHHs Ha OCHOBI
pesynbTaTiB AOCHIMKEHb Y peanbHOMY Yaci -
36inbLUeHHs TepMiHy nepekoHTponto AdI 3 12
MicsiuiB 4o 24 micsauiB, Ha OCHOBI MO3UTUBHUX
pesynbTaTiB AOCHiMKEHb CTabinbHOCTI y peansHOMY
Yaci
57. FMYTAPTIH Tabnetkn no 1 r, no TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnxX maTepianis: 3MiHu bes nionsizae UA/4022/02/02
AINKOKNIH 1 TabneTuiy TBO 3 BUPOBHMLTBA, | TMny - 3MiHu 3 akocTi. FoTOBMIA Nikapcbkuin 3aci6. peuenma
GnicTepi; no 2 OBMEXE KOHTPOIb SIKOCTI, 3MiHM y BUpoBbHMLTBI. 3aMiHa abo BBeOEHHSI
Gnictepuy HOKO BUNYCK cepii: [00aTKoBOI AinbHULI BUPOBHULTBA ANst YacTMHM abo
KapTOHHI kopoOLyj; BIANOBIA ToBapucTso 3 BCbOro BUPOOHMYOrO NpoLiecy roToBOro NikapCbKOro
no 10 Tabnetok y AJIbHICT obmexeHor 3acoby (AinbHULSA, Ha Sk NpoBOAATbLCS Oy Ab-siKi
GnicTepi; no 1 o BignoBiganbHiCcTO BUPOGHWYI cTagii, 338 BUHATKOM BUMYCKY Cepil,
6nictepy B «KOPT10OP "®apmaueBTnyHa KOHTPOIIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
KapTOHHiIl kopobui AUIA KOMMaHis nakyBaHHs, AN HECTEPUNbHUX MiKapCbKkux 3acobiB).
«300POB "3gopos's", CynyTHs 3MiHa - 3MiHK 3 sikoCTi. [OTOBMI Nikapcbkui
Ax YkpaiHa 3aci6. 3MiHn y BMpo6HMLTBI. 3amiHa abo BBeAeHHS
BCi cTaaii [00aTKoBOI AinbHULI BUPOBHULTBA ANst YacTuHU abo
BMPOOHMLTBA, BCbOr0 BUPOGHMYOro NpoLIeCy roTOBOrO MikapCbKoro

KOHTPOIb SKOCTI,
BUNYCK cepii:

3aco0y (AinbHULA ANA BTOPUHHOIO NaKyBaHHS); -
3MmiHu 3 sikocTi. FoToBUMIA Nikapcbkuii 3aci. 3miHW y
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[IponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

ToBapucTtBeo 3
obmexeHoto
BiANOBIgANbHICTIO
"dAPMEKC
FPYM", YkpaiHa

BUPOGHMLTBI. 3aMiHa abo BBeAEHHSI [OOATKOBOI
AinbHWUI BUpoBHULTBA ANs YacTuHW abo BCbOro
BMPOGHMYOro NpoLecy roTOBOrO Nikapcbkoro 3acoby
(AiNbHUUS ANS NEPBMHHOIO NakyBaHHS) - BBEOEHHS
[00aTKOBOro BUPOGHMKA FOTOBOrO NMiKapCbKOro
3acoby (Tinbku ana ynakoeku: Ne10 (10x1) y
6nictepi B kopobui) - TOB “©APMEKC IPYI”,
YkpaiHa. BBegeHHs 3MiH npoTsirom 6-Tu micauis
nicnsa 3aTBepAXeHHs. 3MiHK | Tuny - 3MiHM 3 SKOCTI.
["oToBMI nikapcbkuit 3aci6. 3MiHM y BUPOOHULITBI.
3MiHa imnopTepa/3miHu, WO CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOSO SAKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo fogaBaHHsA BUPOOHMKA, LLO
BiANoBiAae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkntoyatoum KoHTponb/BunpobyBaHHs cepii -
nofaBaHHs BUpobHuka - TOB “©APMEKC MPYIT”,
YKpaiHa Lo BignoBigae 3a KOHTPOsb SKOCTi Ta
Bunyck cepii J13. 3MiHN BHeceHi B po3ainu
"BupobHuK" Ta "MicLe3HaxomkeHHs1 BUPOOHUKa Ta
appeca Micus NpoBagkeHHS Noro AisnbHOCT" B
iHCTPYyKUil0 ONsi MeQUYHOro 3acTOCyBaHHS LLOA0
[oAaBaHHS BUPOBHMYOT AinbHULI Ta SIK HAcniokK -
3aTBEPAKEHHS 4OAATKOBOrO TEKCTY MapKyBaHHS
ynakoBKM Nikapcbkoro 3acoby. BeegeHHs 3aMiH
NpOTSArom 6-Tv MicsiLiB Micns 3aTBEPOXEHHS.

58.

TPUNAYT
FAPSYMI
HAMIA

NMopOLLOK A1
oparnbHOro PO3yuHy;
no 6 ry nakeTuKy;
no 10 nakeTukiB y
KapTOHHiI kopobui

€Bpo
INandkep
MpawnsiT
JlimiTen

IHais

OLC Nimiteq,
IHais;
EBepTomkeH
Jland CaeHcus
Nimiten, IHaia

IHAisa

BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHn
| Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsgy (iHwi amiHn) 3miHWM BBHECEHO A0
iHCTPYKLUii Ans MeQMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby, a came c)OpMOBaHO OKpPeEMi
IHCTPYKLUii ANS MeAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Anst KOXHOrO i3 BXe
3aTBepOKEHMX BUPODOHUKIB 3 BignoBiaAHUMM 3MiHaMu
y po3ginax "Bupo6Huk", "MicLe3HaxooKeHHs
BUpobOHMKa Ta agpeca NPOBaPKEHHS 0T
fisnbHocTi". TepMiH BBe4eHHS 3MiH - NPOTArom 6
MicsiLiB micnsi 3aTBEpOXKEHHS.

be3
peuenma

nidnsieae

UA/15361/01/01

59.

OEKBALON

TabneTtkun ans
PO3CMOKTYBaHHS 3
TIMMOHHUM CMaKoM;
no 6 Tabnetoky
GnicTepi; no 3 abo 5
GnicTepiB y nauui 3
KapToHy; no 12
Tabnetok y 6nictepi;
no 1 abo 3 Gnictepu
y nauui 3 kKapToHy

AT
"KUIBCbK
nm
BITAMIHH
nm
3ABO["

Ykpaina

AT "KWIBCHKNN
BITAMIHHUM
3ABOL"

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHK
| Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib.
CucTemMa KoHTenHep/3akynoptoBanbHuiA 3aci6. 3miHa
PO3Mipy yMakoBKM rOTOBOrO NiKapcbKoro 3acoby
(3MiHa KinbkocTi oAnHMLL (Hanpuknas TabneTok,
amnyn ToLo) B ynakoBLi:) - 3mMiHa nosa AianasoHoM
3aTBEpPAKEHUX PO3MIpIB YNAKOBKM - BBEAEHHS
popaTtkoBux ynakoBok Ans J13 Oeksagon, no 12
Tabnetok y 6nictepi; no 1 abo 3 Gnictepu y nayui.
3MiHu BHeceHo B po3pain "YnakoBka" B iHCTPyKLUi0
ONs MeAMYHOro 3acToCyBaHHS Nikapcbkoro 3acoby y
3B'A3KYy 3 BBEAEHHSIM [0AaTKOBOI YNakoBKM Ta K
HacnifoK - 3aTBePAKEHHSI TEKCTY MapKyBaHHS
[00aTKOBOI YNAKOBKU MikapcbKoro 3acoby.

be3
peuenma

nidnsieae

UA/16837/01/01
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BBepneHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBepAXKEHHs1; 3MiHn | Tuny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy (iHLwi
3MiHM) - OHOBNEHHS TEKCTY MapKyBaHHS NEPBUHHOI
Ta BTOPWMHHOI YNakoBKuW Nikapcbkoro 3acoby, a came
BUIyYeHHS iHGopMaLlii, 3a3Ha4YeHOi POCINCbKO
MOBOI0, Ta BUKIaAEHHS ii aHrMiNCbKOK MOBOIO.
BBeaeHHs 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEpPOKEHHS
60. OEKBAOON TabneTtkun ans AT YkpaiHa AT "KWIBCbKU YkpaiHa BHECEHHS 3MiH O peecTpauiiHuX maTtepianis: 3MiHW be3 nionsieae UA/16838/01/01
PO3CMOKTYBaHHS 3 "KNIBCBK BITAMIHHAW | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenma
MarnuHOBMM CMakoM; nm 3ABOL" Cuctema koHTelHep/3akynoptoBanbHui 3aci6. 3miHa
no 6 TabneToky BITAMIHH PO3Mipy ynakoBKM FOTOBOIO NikapcbKoro 3acoby
Gnictepi; no 3 abo 5 nn (3MiHa KinbkocTi oAnHMLE (Hanpuknag TabneTok,
GnicTepiB y nayui 3 3ABOL" amMnyrn Towo) B ynakoBLi:) - 3MiHa no3a gianasoHom
KapTOHY; no 12 3aTBEPAKEHMX PO3MIPIB YNAKOBKW - BBEAEHHSA
Tabnetok y 6nictepi; nopaTtkoBux ynakoBok ans J13 deksagon, no 12
no 1 abo 3 Gnictepu TabneTtok y 6nictepi; no 1 a6o 3 Gnictepn y navui.
y nayi 3 KapToHY 3MiHM BHeCeHOo B po3ain "YnakoBka" B iHCTPYKLitO
0N MeQMYHOro 3aCTOCYBaHHSI NikapCbKoro 3acoby y
3B'sI3Ky 3 BBEJEHHSIM 40OATKOBOI YNaKoBKM Ta SIK
HacnifoK - 3aTBEPPKEHHS TEKCTY MapKyBaHHS
[0[aTKOBOI YNAKOBKM MikapCbKOro 3acoby.
BBegeHHs 3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEpAKEHHS; 3MiHM | Tuny - 3MiHK WwWoao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHLwi
3MiHN) - OHOBNEHHS TEKCTY MapKyBaHHS MEPBUHHOT
Ta BTOPWHHOI yNakoBKW fikapcbkoro 3acoby, a came
BUIyYEHHS iHopMaLlii, 3a3Ha4YeHOi POCINCHKOD
MOBOI0, Ta BMKIAAEHHS i aHrMiNCbKO MOBOHO.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEPOKEHHS
61. OEKBAOON TabneTkn ans AT YkpaiHa AT "KUIBCbKW YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnxX maTepianis: 3MiHu be3 nionsieae UA/16839/01/01
PO3CMOKTYBaHHS 3 "KNIBCbK BITAMIHHAN | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. peuenma
KOKOCOBUM CMaKkom; nn 3ABO[T" CucTtema KoHTenHep/3akynoptoBanbHuii 3aci6. 3miHa
no 6 Tabnetok y BITAMIHH PO3Mipy ynakoBKM rOTOBOrO NikapcbKoro 3acoby
6nicTepi; no 3 abo 5 nn (3MiHa KinbkocTi oAnHMLE (Hanpuknag TabneTok,
GnicTepiB y nayui 3 3ABOT" amnyn ToLo) B ynakosLi:) - 3MiHa nosa Aiana3oHoM

KapToHy; no 12
Tabnetok y 6nictepi;
no 1 abo 3 rictepu
y nauui 3 KapToHy

3aTBEpPAKEHUX PO3MIpIB YNaKOBKM - BBEAEHHS
popaTtkoBux ynakoBok Ans J13 Oeksagon, no 12
TabneTtok y 6nictepi; no 1 abo 3 Gnictepu y nayui.
3MiHM BHeceHo B po3ain "YnakoBka" B iHCTpyKLUito
ANs MEeAMYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby y
3B'sI3Ky 3 BBEJEHHSIM JOAATKOBOI YNaKOBKU Ta K
HacnifoK - 3aTBepAXKEHHsI TEKCTY MapKyBaHHS
[00aTKOBOI YMaKOBKU MikapcbKoro 3acoby.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPAKEHHS; 3MiHM | Tuny - 3MiHM Wono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi
3MiHM) - OHOBNEHHS TEKCTY MapKyBaHHS MEPBUHHOI
Ta BTOPWHHOI yNakoBKM Nikapcbkoro 3acoby, a came
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BUIyYeHHS iHGbopMaLlii, 3a3Ha4YeHOi POCINCbKO
MOBOI0, Ta BUKITAAEHHS i1 aHrMiNCbKOK MOBOHO.
BBepgeHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBEpPOKEHHS
62. OEKBAOON TabneTtku ans AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH O peecTpauiHMX maTtepianis: 3MiHN bes nidnsieae UA/14989/01/01
PO3CMOKTYBaHHS 3 "KUIBCbK BITAMIHH/I | TMny - 3MiHK 3 skocTi. Fo0TOBMIA NikapcbKuMii 3aciO. peuenma
M'ATHUM CMaKOM; Mo M 3ABOLO" CucTeMa KoHTelHep/3akynoptoBanbHUiA 3aci6. 3miHa
6 TabneTtoky BITAMIHH PO3Mipy YNakoBKM rOTOBOrO NikapcbKoro 3acoby
Gnictepi; no 3 abo 5 nm (3miHa KinbKkoCTi oauHMUE (Hanpuknag TabneTok,
GnicTepiB y nayui 3 3ABOL" amMnyrn Towo) B ynakoBLi:) - 3MiHa no3a gianasoHom
KapToHy; no 12 3aTBEpPAKEHNX PO3MIpIB YNaKOBKM - BBEOEHHS
TabneTtok y Gnictepi; nopaTtkoBux ynakoBok ans J13 deksagon, no 12
no 1 abo 3 Gnictepu TabneTtok y 6nictepi; no 1 abo 3 Gnictepn y navui.
y nayui 3 KapTOHY 3MiHu BHeceHo B po3gin "YnakoBka" B iHCTPyKLUitO
ONst MEQUYHOro 3aCTOCYBaHHS nikapcbkoro 3acoby y
3B'sI3Ky 3 BBEEHHSIM 4OAATKOBOI YNaKoBKU Ta SIK
HacCMifoK - 3aTBEPAPKEHHS TEKCTY MapKyBaHHSA
[04aTKOBOI YNakoBKM fikapcbkoro 3acoby.
BBegeHHs 3MiH NpoTArom 6-Tn MicauiB nicns
3aTBepAKEHHS; 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy (iHLwi
3MiHM) - OHOBMEHHS1 TEKCTY MapKyBaHHS NEPBUHHOI
Ta BTOPWHHOI YNakoBKM fikapcbkoro 3acoby, a came
BUNYYEHHS iHopMaLii, 3a3Ha4YeHOl POCINCLKOH
MOBOI0, Ta BMKIAAEHHS i aHrMiNCbKO MOBOHO.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpPOKEHHS
63. ONEKEHOP® PO34MH AN iH'EKLN KPKA, CnoBeHis BMPOGHMK, CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiHUX MaTepianis: 3MiHu 3a - UA/17180/01/01
abo indpysin, 50 mr/2 | a.4., Hoso BiAMOBiAANbHWIA Il Tuny - 3minHun 3 akocTi. A®I. BupobHuuteo. 3miHa peuenmom
MI, Mo 2 Mn B MecTo 3a BUPOBHMLTBO BMPOGHMKa BUXiQHOrO/MPOMIXXHOIO
amnyni; no 1 amnyni "in bulk", npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
y bnicTepi; no 1 nepBuHHe Ta BMpOGHMYOMy npoueci A®I, abo 3miHa BUpobHUKa
Gnictepy y BTOPUHHE (Bkntovaroum, fe HeobxigHo, MicLe NpoBeaEeHHs
KapTOHHiIl kopobuyj; nakyBaHHS, KOHTponito sikocTi) ADI (3a BigcyTHOCTI cepTudikaTa
no 2 mn B amnyni; KOHTpOIb Ta BiANoBiAHOCTI €Bponencokin dapmakonei y
no 5 amnyny BUNYCK cepii: 3aTBEPIKEHOMY [0ChE)(BBEAEHHSI HOBOMO
6nicTepi; no 1 abo KPKA, g.4., Hoeo BUpoGHMKa ADI 3 HagaHHsSM MacTep-chaina Ha Adl)
no 2 6nicrepny MecTo, CrnoBeHis; BBEAEHHS 0AATKOBOro BUpobHuka AdI
KapTOHHiIl kopobuyi BMPOGHMUK, AekckeTonpodeHy (y BUrMsiAi ekckeTonpodeHy
BiANOBiganNbHUIA TpomeTamony) Saurav Chemicals Limited, India.
3a KOHTPOIb cepil: BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
KPKA, a.4a., Hoso 3aTBEPOKEHHS
MecTo, CrnioBeHisi
64. OEKEHOP® TabneTkn, BKpUTI KPKA, CrnioBeHis BUPOBHMUTBO "in CnoBeHis BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a - UA/17180/02/01
NNiBKOBOIO a.a., Hoso bulk", nepsuHHe | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. peuenmom
oboroHkKot, no 25 MecTo Ta BTOPVHHE 3MiHM y BUPOOHMUTBI. 3MiHM y npoLieci BUPOGHMLTBa

mr, no 10 TabneTok
y 6nicTepi, no 1 abo
no 3 Gnictepny
KopobLi

nakyBaHHS,
KOHTpOnb Ta
BUWMYCK Cepil:

KPKA, a.a., Hoso

MecTo, CrnoBeHis

rOTOBOrO flikapcbKoro 3acoby, BKIo4aym
NPOMIKXHUIA NPOAYKT, L0 3aCTOCOBYETLCS MU
BMPOBHMUTBI rOTOBOrO MikapCcbKkoro 3acoby
(He3HayHa 3MiHa y Npoueci BUPOOHMLITBA) HE3HAYHI
3MiHW y npoLeci BUpoBHULITBA FOTOBOrO NiKapCbKoro
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[IponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3aco0y, a came 3anpoBapKEHHs eTany «nepeg,
HaHECEHHSIM NMiBKM EMHICTb A5 MOKPUTTS MOXe
OyTV nonepeaHbLO NoKpUTa CycneHsieo Ans
NNiBKOBOro NOKpUTTSA». 3MiHu Il TMny - 3miHK 3
sikocTi. A®l. BupobHuuTtBo. 3MiHa BUpobHKMKa
BVXiHHOro/npoMi>KHOTO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUpoBHMYOMY npoueci A,
abo 3miHa BMpoOHUKa (BkMoYakum, e HeobxigHo,
MicLie NnpoBeaeHHs KoHTponto sikocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponelcbkint hbapmakonei y 3aTBepaxXeHoMy
nocbe)(BBeAeHHs HOBOro BMpobHuka Adl 3
HadaHHsaM MacTep-daiina Ha ADl) BBegeHHs
popaTtkoBoro BupobHuka APl Saurav Chemicals
Limited, India 3 HagaHHAM mMacTep-anna
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPOKEHHS

65.

OEKCAITH®

TabneTkn, BKPUTI
NniBKOBOIO
obonoHkot, no 25
mr; no 10 TabneTok
y bnicTepi; no 1 abo
no 3, abo no 5
GnictepiB y
KapTOHHiI kopobui

MeHapiHi
IHTepHeLw
OHan
Onepenw
OHC
JTriokcemby
pr C.A.

JTrokcemby
pr

Bupo6HMLTBO in
bulk, nakyBaHHs,
KOHTpOrb Ta
BUMYCK Cepil:
JlaBopaTopioc
MenapiHi C.A.,
Icnanis
BupobHuuTBOo in
bulk, nakyBaHHs
Ta BMNYCK cepil:
A. MeHapiHi
MaHydakTypiHr
JoricTikc eHa
Cepsicec C.p.J1,,
ITanis
KoHTpornb
cepii/TecTyBaHHS
(Tinbkn Ans cepin
BWUIOTOBMNEHNX
A.MeHapiHi
MaHydakTypiHr
JoricTikc eHa
Cepsicec C.p.J1.):
A. MeHapiHi
MaHydakTypiHr
JoricTik eHg,
Cepsicec C.P.J1,,
ITanis

Icnanis/Itani
a

BHECEHHS 3MiH O peeCTpaLlinHUX MaTepianis: 3mMiHN
| TMny - 3MiHK 3 sikocTi. FoTOBMIA NikapcbKuii 3aciO.
KoHTponb AonomikHMX pevoBuH. 3MiHa y meToaax
BUNPOBYBaHHSA 4OMOMIKHOT pe4YOBMHM (iHLLI 3MiHW Y
MeTodax BunpoGyBaHHS (BKMoYaro4ymn 3aMiHy abo

nopasaHHs)) JoaasaHHsa 14-cnekTpockonii, sk
MeToAa BUNpobyBaHHS Ans ineHTudikaLii
OOMOMDKHOI PeYOBUHU — CyXOro naky. Takox,

BHECEHHS pefakLiiHNX 3MiH o p.3.2.P.4.1. 3MiHu |
Tuny - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuii 3acib.

KoHTponb gonomixkHux peyoBuH. 3MiHa napameTpis

cneundikauii Ta/abo JonycTMMUX MexX Ansi

[OOMOMIXKHOT peqoBUHU (BUNYYEHHS 3i cneuundikadii

He3Ha4yHoro nokasHuka (Hanpuknag 3actapinoro
nokasHuka)) BunyyeHHs HE3HaYHOro NokasHuKa
Makporon 6000 3i cneumndikauii ans igeHTudikaui
[OOMNOMIXXKHOI pe4oBUHU-CYXOro naky. 3minum | Tuny -
3MmiHu 3 akocTi. FoToBUIA nikapcbkuin 3acib. KoHTpornb
[OOMOMDXHMX pevyoBUH. 3MiHa napameTpiB
cneuudikauin Ta/abo gonyctummnx Mex ans

[OMNOMIXKHOI peqoBUHU (iHLWi 3MiHWM) BHeCeHHS 3miH

o p.3.2.P.4.1 Cneuudikauisi, a came — 3amiHa
CTOPIHKM MOHOrpadii KOMMNOHEHTIB CyXOro naky
nocvnaHHHaM Ha EP gitoye BugaHHs. 3minm | tuny -
3MmiHu 3 sikocTi. FoToBUMIA Nikapcbkuii 3aci6. KoHTponb
[OOMOMDXHMX pevoBUH. 3MiHa napameTpiB
crneundikaui Ta/abo gonycTMMmMX Mex ansi

[ONOMiXXHOT peqoBUHU (iHLWi 3MiHWM) BHeCeHHs 3MiH
0o p.3.2.P.4.1 Cneuudikauisi, a came- 3MiHa MeX

MiKpOBHOro 3abpyaHeHHS AN JOMOMiIXKHOI
PEYOoBWHM- CyXOro Nnaky (npvBeaeHHs ao sumor EP
5.1.4,2.6.12 1a 2.6.13). 3miHu | TYNy - 3miHK 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. KoHTpornb
[OMOMiXXHMX peyoBuH. 3MiHa y MeToaax

3a
peuenmom

UA/9258/01/01
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[IponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

BUNPOOYBaHHSA AOMOMIKHOI peqoBMHY (iHLWUI 3MiHW Y
mMeToaax BunpobyBaHHs (BKMoYaoum 3amiHy abo
nofaBaHHs)) BHeceHHs 3miH go p.3.2.P.4.2, a came-
3aMiHa meToay BMNpobyBaHHs ANs iaeHTudikaLii
TUTaHy Aiokcnay Ans nepesipkv ineHTudikauii
[OMOMIDKHOI PEYOBUHM CyXOro faky Ha HoBy, BinbLu
OHoBreHy. 3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuit 3aci6. KOHTponb JONOMIXKHMX PEYOBUH.
3MiHa y MeTofax BUNpobyBaHHSI JOMOMIKHOI
pevoBUHM (iHLWi 3MiHWM Yy MeTogax BUNpobyBaHHs
(Bkntoyatoum 3amiHy abo gogaBaHHs)) BHeceHHs
3MiH o p.3.2.P.4.2, a came- 3amiHa meToay
BUNpobyBaHHA Ans igeHTudikauii rinpomenosn gns
nepesipkv igeHTudiIKaLii LONOMIKHOI peYOBUHM
CyXOro Jlaky Ha HoBY, GinbLl oHoBMeHy. 3MiHu | Tuny
- 3MiHK 3 sikoCTi. FOTOBUIA NiKapCbkuiA 3aci6. 3MiHU y
BMPOBHMLUTBI. 3MiHa imnopTepa/amiHu, Wwo
CTOCYHTbCS BUMYCKY Cepil Ta KOHTPOO AKOCTI
roTOBOro nikapcbkoro 3acoby (3amiHa abo
[oOaBaHHSA AinbHULI, Ha SKiN 30iNCHIETLCA
KOHTpornb/BUnpobyBaHHs cepii) 3amiHa Dompe
Farmaceutici S.p.A, BignoBiganbHOro 3a KOHTPOsb
cepii Ha A. Menarini Manufacturing Logistic and
Services S.R.L. Via Sette Santi, 3, 50131 Firenze,
Italy sik BignoBigansHOro 3a KOHTPoIb
cepii/TecTyBaHHSA (TinNbKv ANS cepiin BUTOTOBREHUX A.
MeHapini ManydakTypiHr JloricTikc eHa Cepsicec
C.p.J1.). 3MmiHun | Tuny - 3miHn 3 sikocTi. [oTOBMIA
nikapcbkuii 3aci6. KoHTpornb JONOMDKHUX PEYOBUH.
3miHa y MeTogax BUNpoGyBaHHS AOMOMIKHOI
peYoBMHM (iHLLI 3MiHM y MeToaax BUNpOoGYyBaHHS
(Bkntovatoum 3amiHy abo goaaBaHHs)) BHeceHHs
3MiH 8o p.3.2.P.4.2 AHaniTu4Hi MeToaunku1, a came-
BMPOBaKEHHS rapMOHi30BaHMX METOAIB OLiHKN
MiKpOBHOro 3abpyAHEeHHS [OMOMIKHOI PE4YOBUHU-
CyXOro naky

66.

OEKCAMETA
30H B®3

Kpanni o4Hi,
cycnexsid, 1 mr/mn
no 5 mn y dpnakoHi-
KpanenbHuLi 3
KOHTPOMEeM NepLLoro
pPO3KpUTTS; No 1
dnakoHy-
KpanenbHuLi 3
KOHTPONEeM NepLLoro
PO3KPUTTS B navLi
KapTOHHIN

Bapliascb
Kni
dapmaues
TUYHUA
3aBoj
Monbda
AT

MonbLa

Bapluascbkuii
apmaLeBTUYHNIA
3aBog NMonbda AT

MonbLla

BHECEHHS 3MiH IO peecTpaLiiHix MaTepianis: 3miHu
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn o
y3aranbHeHUX AaHux npo cuctemy dpapmakoHarnagy
(BBEOEHHS y3aranbHEeHWX AaHuX Npo cucTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeEHOI 0cobu,
BignoBiganbHoOI 3a 34iNCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asiBHvKa Ans
34iicHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianoBigansHoi
3a 3picHeHHsA dhapmakoHarnagy (Bkroyaym
KOHTaKTHi AiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
aina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
chapmakoHarnsg B YKpaiHi.

3a
peuenmom

UA/2543/01/01
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Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

[iroya pepakuin: TaHacoBa 3opsiHa MukonaiBHa.
lMponoHoBaHa pepakuisi: Tecntok OneHa
BonogmmupiBHa. 3MiHa KOHTaKTHUX SaHKX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOI 3a
dapmakoHarnsg B YKpaiHi

67.

OEPMABIH

Mas3b; no 15 r B Ty0i;
no 1 1y6i y navui 3
KapTOHY

TOB "®3
"BIO®AP
MA"

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHUX MaTepianis: 3MiHK
| Tvny - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuii 3aci6.
3MiHn y BUpoBHMUTBI. 3MiHM BUNpobyBaHb abo
[ONyCTUMMX MEX, BCTAHOBIEHUX Yy creuundikauisx,
nig yac BMPOGHMLTBA roTOBOrO NikapCbKoro 3acoby
(iHLWi 3MiHW) -

OHoBReHHs cneuudikauii npoMixkHOT NpoayKuii nig
Yyac BMpOBHMLTBA nikapcbkoro 3acoby 3a
NOKa3HMKOM "pO3Mmip YacTok" (BUITyHYEHHAM
nocunaHHsa Ha 3actapinui Mmikpockon "JIOMO",
OCKiNbKn BBEAEHO HOBUIA cydacHuin mikpockon Nikon
SMZ25, akui gossonse pobotu cotorpadii i
chikcyBaTK PO3MIp 4aCTOK)

3a
peuenmom

UA/14273/01/01

68.

OVKNAK®
NINOrenb

renb1%no50ry
Ty6i; no 1 1y6i B
KapTOHHIl kopobui

CaHnpos
dapmacb
loTikana
a.a.

CrnioBeHis

Cantotac ®apma
MM6X

Himevumna

BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu
| Tuny: 3miHn 3 akocTi. CepTudcpikar
BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI
€Bponencbkin dapmakonei/MmoHorpadii. 3miHn,
NnoB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BigNOBIgHICTb 40 MoHorpadii AdY abo
€Bponencbkoi hapmakonei, abo iHLWOT HauioHanbHOT
dapmakonei gepxasu €C (3miHa y cneumdikauisx,
noe'sizaaHa 3i amiHamu B [1®Y, abo €Bponeinchkin
dapmakonei, abo iHLWiN HauioHanbHin hapmakonei
nepxasu €C) - OHOBNEHHSA NOCUMNAHHSA Ha HiMEeLbKy
MoHorpadito 3 DAB 1999 Ha unHHe BuaaHHa DAB
Ons AoNoMiXkHOI pevoBrHM Ammonia solution 10 %.
BBeneHHs 3MiH NnpoTarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHM | Tuny: 3MiHK 3 sKOCTi.
[oToBWMI Nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cknagi (AoNOMIKHUX peYOBMHaX) roTOBOro
nikapcbkoro 3acoby (iHLi 3MiHW) - MiHa cknagy
JonomixHoi pevoBuHu 13, a came nponoHyeTbCs
BUITYYUTN apoMaTUYHMIN KOMMOHEHT «Lilial» 3i
ckragy OOMOMIKHOI peqyoBUHM apomMaTusaTopy — onii
«Vert de Creme». 3miHu BHeceHi y po3gin "Cknag"
(BOMOMIKHI peYOBMHM) B IHCTPYKLIlO AN MEAUYHOrO
3aCTOCyBaHHSA Ta SIK HAacNiAoK - y TEKCT MapKyBaHHs!
ynakoBKM nikapcbkoro 3acoby. BeegeHHs 3MiH
NpoTArom 6-T1 MicsALIB MiCNs 3aTBEPYKEHHS.

bes3
peuenma

nidnsieae

UA/0981/02/01

69.

OUKINO®EHA
K €BPO

TabneTku, BKPUTI
060S0HKOH,
KMULLKOBOPO3YMHHI MO
50 mr; no 10
Tabnetok y 6nictepi;
no 1, abo no 2, abo
no 10 GnictepiB y

"FOHik
dapmacb
toTUKan
Jlabopato
pi3"
(BipaineHH
s pipmun

IHaisa

FOHik
dapmackioTrkan
JlabopaTopis
(BiogineHHst ipmun
"x. B. Kemikana
eHg
dapmacboTrkana

IHaisa

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu
| Trny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsay (iHwi 3amiHn) 3miHW BHeCeHi B
po3ain "OcHoBHi ¢hi3nko-ximivHi BnacTueocTi" B

iHCTPYKLIiO ANs MeAUYHOTro 3acTOCYBaHHA
nikapcbkoro 3acoby. TepmiH BBeOEHHS 3MiH
nNpoTArom 6 MicsAUIB Nicns 3aTBEPMKEHHS.

3a
peuernmom

He
nionsieae

UA/3939/03/01
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KOpOGLi 3 KAaPTOHY

"Ox. B.
Kewmikan3a
eHp,
dapmach
H0TUKaN3
nra.")

Nra.")

70.

LOIEHOTECT
3EHTIBA

TabneTku, BKPUTI
NNiBKOBOIO
0BOSIOHKOLO, MO 2 M,
no 14 tabnetok y
GnicTepi, no 2 abo
no 6 Gnictepis y
KapTOHHIN nayui

3eHTiBa,
K.C.

Yecbka
Pecny6nik
a

Xaynt ®apma
MioHcTep M'm6X

Himeuumna

BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis: 3MiHn
| Tuny - 3miHun 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponewckkin hapmakonei/MoHorpadii. MoaaHHs
HoBoro abo oHOBMEeHOro cepTudikaTa BigMNOBIAHOCTI
abo Buny4deHHs ceptudikata BignoBiAHOCTI
€BponeWckkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BiANoOBiAHOCTI
€sponewicbkin bapmakonei) - OHoBNEHWN
cepTugikart Bif yxe 3aTBepaKEHOro BUPOBHMKa -
noJaHHs OHOBEHOro cepTudikaTty BignosigHocTi EP
CEP RO-CEP 2016-333-Rev 01 (monepeaHs Bepcis
CEP RO-CEP 2016-333-Rev 00) gns AdI gieHorecT
Bif] BXXe 3aTBEpaKeHoro BupobHuka Industriale
chimica s.r.l., Itanis, y 38°a3ky 3 BBeAEHHAM
[o4aTtKoBoi AinbHUui BUpobHuuTea A®lI CHEMO
BIOSYNTHESIS s.r.I. 3miHu | Trny - 3miHu 3 sikocTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT
BignoBigHOCTI €Bponenchkii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBreHoro cepTudikara BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponelicbkint hapmakonei: agns A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpoOHMUTBI ADIl; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponewicbkin dpapmakonei) - OHOBNEHWU
cepTudikaT Big yxe 3aTBepaXeHOro BUpobHuKa -
noAaHHs OHOBMEHOro cepTtudikaty BignosigHocTi EP
CEP R1-CEP 2016-333-Rev 00 (monepeaHs Bepcis
CEP RO-CEP 2016-333-Rev 01) anst A®l gieHorecT
Bif BXe 3aTBepaKeHoro BupobHuka Industriale
chimica s.r.l., Itanis. B Hogin Bepcii CEP nepiog
noBTOpHOro BunpobyeaHHs ans A®Il fieHorect
CTaHoBUTb 5 pokiB

3a
peuenmom

UA/17602/01/01

71.

aiKknoTon®

rpaHynu no 100 mr,
no 1 rrpavyny

cawe; no 20 cawe y
KapTOHHIIN ynakoBLii

TOB
«MEOPA
PM NTO»

YkpaiHa

KYCYM

XENTXKEP NBT

nTa

IHaia

BHECEHHS 3MiH O peecTpaLiiHuX MaTepianis: 3MiHu
| Tuny - 3MiHn Wopao 6e3neku/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHW y KOpOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLUii ANs MeAMYHOro 3aCTOCyBaHHS
reHepu4HMX/ribpuaHux/6ionogibHMx nikapcbkux
3acobiB nicnsg BHECEHHS TiET camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye

3a
peuernmom

He
nidnsieae

UA/12364/02/01
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3acoby ynakoeka) noceio4yeHHs1
Ha[aHHS XXOAHWX HOBMX AOAATKOBUX AaHWX) 3MiHN
BHECEHO A0 IHCTPYKUIii AnA Mean4Horo

"dapmakonoriyHi BnactusocTi”, "lMpoTunokasaHHsA",

3acTocyBaHHS Nikapcbkoro 3acoby y posainu:

"B3aemogis 3 iHWKMK nikapcbkumn 3acobamm Ta
iHWi BMAW B3aemogain”, "OcobnueocTi
3acTocyBaHHA", "3acTocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHs rpyaar”, "3aaTHicTb BNAMBaTK Ha
LWIBMAKICTb peakLii Npyn KepyBaHHi aBTOTPaHCNOPTOM
abo iHWKUMKN MexaHiamamun", "Crocib 3acTocyBaHHsI
Ta pgosn", "Oitn", "MepenosyBaHHs", "MoGivHi
peakuii" BianoBigHO o iHdopmMalii Woao MeguyHoro
3acTocyBaHHsl pedhepeHTHOro nikapcbkoro 3acoby
(AEPTAI, nopoLuok Ans opanbHOi CycneHsir).
BBeaeHHs 3MiH NpoTArom 6-Tn micusie 3 gaTtm
3aTBepMAKeHHs. 3MiHu | Tuny - 3MiHK Woao
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy. 3MiHa
y KOPOTKili XapakTepucTumLi nikapcbkoro 3acofy,
TEKCTi MapKyBaHHA Ta IHCTPYKLUii Ang MeanyHoro
3acToCyBaHHS Ha MiACTaBi perynspHo
OHOBOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3neku 3acTocyBaHHS
nikapcbKkoro 3acoby B nicnspeecTpauinHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXEHb,
npoBeAeHNX BiANoBIAHO A0 NnaHy negiatpuyHux
pocnimpkenb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHom) 3miHu
BHECEHO [0 iHCTPYKLii AN MegnyHoro
3acTOoCyBaHHS NikapCcbKoro 3acoby y po3ain
"BacTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyoao” BignosigHO A0 OHOBREHO! iHpopmalii 3
6esneku fitoyoi pevoBuHU. BBeAeHHS 3MiH NpoTsarom
6-T MicLsiB 3 AaTK 3aTBEPAXEHHS. 3MiHM | Tuny -
3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
30060B'A3aHb Ta YMOB Buaadi peecTpaLiiHoro
NoCBiAYeHHs, BKNtoYatoun [naH ynpasniHHA
puU3rKamMm (3aCTOCYBaHHS TEKCTY, SIKUIA NMOTOAXKEHWU
3 KOMMETEHTHUM opraHom) 3asiBHUKOM HagaHo
OHoBreHun MNMnaH ynpaeniHHS pusnkamm Bepcis 2.2.
3MiHWM BHeCeHO 0 YacTuH: | «3aranbHa

3 chapmakoHarnsgy» 1V «naHu wopao
nicnsapeecTpauinHmx gocnimkeHb ehekTUBHOCTI» V
«3axoau 3 MiHimMi3auii puaukiB» VI «Pestome nnaHy
ynpasniHHa pusukamuy» VIl «Jopatkuy» (gogatku 1-

8) y 3B’A3Ky 3 OHOBJIEHHAM iHbopMaLlii 3 6e3nekn
Lit0Y0i pevyoBMHM aLeknodeHak BianoBiaHo o
aKTyanbHOI pedepeHTHOI iHdopMalLlii, a TakoX y

iHdpopmauis» Il «Cneumndikauia 3 6eanekm» Il «MnaH

3B'AI3Ky i3 3MiHOIO dhopmaTy BiAMoBIAHO 4O BUMOT
Evaluation Guidance on the format of the risk
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V Rev.2
Human Medicines). 3miHun | Tuny - 3miHn Wwoao
6e3nekn/edeKkTVBHOCTI Ta hbapmakoHarnsgy (iHLwi
3MiHM) 3MiHWM BHECEHO [0 iHCTPYKUIT Anst MeaUYHOro
3acTocyBaHHS nikapcbkoro 3acoby y po3ain "MobiyHi
peakuii" LoA0 BaXNMBOCTI 3BITyBaHHSA NPO NOBiYHi
peakuii. BBegeHHs 3MiH NpoTsirom 6-Tn micauiB 3
4aTun 3aTBEpPOXKEHHS
72. OONOBEHE renb; no 20 r abo 50 TOB Ykpaina (BMPOBHMLTBO HimeyunHa BHECEHHS 3MiH 40 peecTpauinHMX MaTepianis: 3MiHu bes - UA/5565/01/01
r, abo 100 r renio B «TeBa Hepo3dacoBaHoro 11 Tuny - 3MiHK 3 akocTi. ADL. (iHLWi 3MiHK) - peuenma
Ty6i; no 1 1y6i B YkpaiHa» NPOAYKTY, OHOBJEHHs MacTep-anna Ha ADI NenapuH HaTpilo
KopobLi; nepBuHHA Ta BMpobHuuTBa Changzhou Qianhong Bio-Pharma Co,
BTOPUHHA Ltd., China (oHoBneHHst AM® 3 Bepcii W-2020-07-07
ynakoBKa, no 0333QH18 V00)
KOHTpOnb cepii);
(nosBin Ha BUNycK
cepii): Mepkne
'M6X, HimeyynHa
73. EBKABAJI®6 NOPOLLIOK A4S Ecnapma HimeuyunH Jlingodapm MbX HimeuyunHa BHECEHHS1 3MiH O peecTpauiiHuX maTtepianis: 3MiHN 6e3 - UA/16272/01/02
00 CALLE oparnbHOro po34vnHy mM6X a | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenma
no 600 mr; mo 3re. dapmakoHarnsagy (iHwi 3amiHn). OHOBNEHHS TEKCTY
cawe; no 10, abo no MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOT YNaKOBOK
20, abo no 50 cawwe nikapcbKkoro 3acoby, a came: YTOYHEHO iH(bopmaLito
B KapTOHHIl LLOA0 MOroTuUNy 3asiBHUKA; A0AAHO LITPUX-KOA,.
ynakoBLi
74. EHOOKCAH® | Tabnetku, BKpUTI Bakctep HimeyvumH Bunyck cepii: HimeuumHa/ | BHeCeHHS 3MiH JO peecTpauinHMX MaTepianis: 3MiHU 3a - UA/0027/01/01
LLlyKpOBOIO OHkonopx a Bakctep IcnaHis | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
o6onoHkot, no 50 i 'm6X Onkonopgxi M6X, apmakoHarnsgy (iHwi 3amiHn). OHOBNEHHS TEKCTY
mr; no 10 TabneTok HimeyuumHa; MapKyBaHHS yNaKoBKM NikapCbKoro 3acoby, 3okpema
y 6nictepi; no 5 BupobHuLTBO BHECEHHS HE3HAYHUX pefaKLiiHUX NPaBoK No
GnicTepiB y Hepo3adpacoBaHoi TekcTy. TepMiH BBeAeHHS 3MiH - NPOTArom 6 micsuis
KapTOHHiI kopobui npoayKuii, nicns 3aTBepAXKEHHS.
nepBuHHA Ta
BTOPWHHA
ynakoBka:
Mpacdapma, C.J1.,
IcnaHis; MaynT
®apma Amaper
'M6X, Himeyunna
75. EH3UCTAN® | TabneTku, BKpUTI ToppeHT IHAisa ToppeHT IHAisa BHECEHHS 3MiH A0 peecTpauiinHux maTtepianis: 3MiHn bes nionsizae UA/2874/01/01
LlyKpOBOIO dapmacb dapmachbtoTikanc | TMny - AgMiHicTpaTuBHI 3MiHW. 3miHa peuenma
060onoHKot, toTikanc NTo. HaliMeHyBaHHA Ta/abo agpecu micus NpoBagXeHHS
KULLKOBOPO3YMHHI MO o, fisiNbHOCTI BUPOGHMKa/iMnopTepa rotToBoro

10 Tabretok y
Gnictepi; no 2 abo 8
GnicTepiB y
KapTOHHIN ynakoBLii

nikapcbkoro 3acoby, BKIMHOYa4u AinbHULL BUMYCKY
cepii abo micLie NpoBeeHHS KOHTPOO SKOCTI.
(misnbHicTb, 3a siky Bignosiaae BMpobHUK/iMnopTep,
BKITHOYAKOUM BUMYCK cepiit) - 3MiHa agpecu
BUPOOHMYOT AiNbHUL FOTOBOTO fikapCbKoro 3acooy,
6e3 3MiHM PaKTUYHOIO MicLIe3HaXO4XKEHHS
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BMPOBHMUTBA. 3MiHN BHECEHO B iHCTPYKLit0 Ans
MEAMNYHOro 3aCTOCYBaHHsI NiKapCbKoro 3acoby Wwoao
MicLie3HaxOoMKeHHS BUPOOHMKA 3 BiANOBIZHMMM
3MiHaMK y TEKCTi MapKyBaHHS yNaKoBKM NikapCbKoro
3acoby. TepMiH BBEAEHHS 3MiH NPOTSrom 6 micsuis
nicns 3aTBEpAXKEHHS.
76. EHKAO® PO34MH ANS iH'EKLN TOB Ykpaina TOB "BIONIK Ykpaina BHECEHHS 3MiH 40 peecTpauinHMX MaTepianis: 3MiHu 3a He UA/5196/01/01
3,5%; no3mne "BIOJIIK DOAPMA" | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. peuenmom nidnsieae
amnyni; no 10 amnyn | ®APMA" KoHTposb roToBoro fikapcbkoro 3acody (iHLwi 3miHM)
y nayui, abo no 5 OHOBIEHHS BXe 3aTBEpPAKEHVNX METOAIB KOHTPOO
amnyn y 6nicrepi, no SIKOCTi Nikapcbkoro 3acoby, a came: BUKNaaeHHs!
2 6nictepu y nayui TEKCTY AEPXXaBHOK MOBO 3rigHO Cy4acHUX BUMOT.
TepmiH BBEAEHHA 3MiH - NPOTArom 6 micsuis nicns
3aTBepAKeHHS. 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHK. 3MiHa Ha3BM fikapcbkoro 3acoby - 3MiHa
Ha3BW fikapcbkoro 3acoby. SATBEPXXEHO:
EHKAL-BIONIK (ENCAD-BIOLIK)
3AMPOMNOHOBAHO: EHKAL® (ENCAD) TepmiH
BBEAEHHSA 3MiH - NPOTArom 6 micauis nicns
3aTBEPAKEHHS.
77. EHTEPOXEP | cycneHsis opanbHa TOB YkpaiHa BUPOBHMUTBO, ITanis BHECEHHS1 3MiH O peecTpauiiHuX maTtepianis: 3MiHN 6e3 - UA/15608/01/01
MIHA® Ne 5:mo 5mny "Onenna nepBuHHe Ta | Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbkni 3acib. peuenma
®OPTE dnakoHi; no 5 Xenckea BTOPUHHE 3MiHn y BUpobHMUTBI. 3amMiHa abo BBeAEHHS
bnakoHiB, 3'eaHaHNX YkpaiHa" nakyBaHHs, [0AaTKOBOI AinbHULI BUPOOHULTBA AN YacTMHKU abo
MiX coboto KOHTpOrb Ta BCbOro BUPOBHMYOro NpoLiecy roToBOro fikapCbKoro
nonieTMneHoBow BUNYCK Cepin: 3acoly (AinbHULA ANA BTOPUHHOIO NaKyBaHHS) -
nepemMunykolo, y Onenna Xenckea BBeaeHHs gogaTkoBoOl AiNbHULI ANst BTOPUHHOIO
KaceTi; no 1 kaceTi B Itani C.p.n., Itanisa nakyBaHHst HeonompxucTika C.p.n., llapro BoyyoHi,
KapTOHHI kopoOuyj; BTOPUHHE 1-21040 Opigxbo (VA), ITanis/Neologistica S.r.l.,
Ne 10; Ne 20 (10x2): naKyBaHHs: Largo Boccioni, 1 - 21040 Origgio (VA), Italy
no 5 mn y dnakoHi; HeonopxwucrTika
no 10 chnakoHis, C.p.n., Itanis
3'eAHaHNX MiX
coboto
nonieTMneHoBow
nepemMmuyKolo, y
kaceri; no 1 abo 2
KaceTu B KapTOHHIW
KopooGLi
78. EProce® Tabnetku no 50 mr TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHW 3a He UA/6666/01/02
no 1 abo 2, abo 4 "dapmaune "PapmaLeBTUYHa | Trny - 3miHun Wwopo 6e3nekn/ehekTUBHOCTI Ta peuenmom nionsieae
TabneTtku y Gnictepi; BTUYHA KOMMaHis hapmakoHarnsigy. 3miHa y KopoTkili XapakTepucTuui
no 1 6nictepy B KOMMaHis "®apKoC" nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
Kopobui; no 4 "®apKoC" iHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi

TabneTtku B GnicTepi;
no 2 6nictepu B
KopobLi

perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
OL}iHKM 3BITY 3 JOCNigKEeHb, NPOBEAEHMX BignoBigHO
00 nNnaHy neaiaTpuyHmx gocnigpkers (PIP) (3MiHy
Y3TOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
opraHom) 3MiHM BHECEHO [0 IHCTPYKUIT Ansa
MeaMYHOro 3aCTOCYBaHHSI NikapCcbkoro 3acoby y
po3ain "Baaemogis 3 iHWnMu nikapcbkummn 3acobamm
Ta iHWi BMAW B3aemogiin" BianoBigHO 4O OHOBMNEHOI
iHpopmalii 3 6e3nekn gitoyoi peHoBUHM
79. EPJIOTUHIB TabneTtkn, BKPUTI KPKA, CnoBeHis KOHTpOrb cepii Ta CnogeHisi/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu 3a He UA/18714/01/02
KPKA NniBKOBOO a.Aa., Hoeo BUMNYCK cepil: XopsarTis | Tuny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta peuenmom | niidnszae
obonoHkoto no 100 MecTo KPKA, a.4., Hoso dapmakoHarnsgy. 3MiHW y KOpOTKili XapakTepucTuui
mr; no 10 TabneTok MecTo, CrnoBeHis; nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
y 6nicTepi, no 3 BUPOBHMUTBO «in iHCTPYKLUii ANs MeQMYHOro 3aCTOCyBaHHs
6nictepu y kopobui bulk», nepsuHHe reHepuyHMX/ribpuaHmx/6ionodibHMX nikapcbkux
Ta BTOPUHHE 3acobiB nicns BHECEHHS TiEl camoi 3MiHM Ha
nakyBaHHs, pedepeHTHUIN Npenapar (3miHa He noTpebye
KOHTpOrb cepii Ta HaAaHHS1 )XOOHWX HOBUX AOAATKOBUX AaHUX) 3MiHM
BUMYCK Cepii: BHECEHI [0 iHCTPYKUIii ANA MeaUYHOro 3acToCyBaHHSA
KPKA-®APMA nikapcbkoro 3acoby y po3ain "lMobivHi peakuii”
[0.0.0., XopBaris; 3rigHo 3 iHhopMaUieto Woao MeguyHoro
BTOPUHHE 3acTocyBaHHsl pedhepeHTHOro nikapcbkoro 3acoby
nakyBaHHsi: KPKA, (Tarceva® 25 mg, 100 mg, 150mg film-coated
n.0., Hoeo mecTo, tablets). BBegeHHs 3MiH NpOTArom 6-Tu MicsiLiB
CnoBeHis nicnsa 3aTBepakeHHs.. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) 3MiHM BHECEHI [0 iHCTPYKLUii AN MEAUYHOTO
3acTocyBaHHs Nikapcbkoro 3acoby y po3ain "lMobivHi
peakuii" Wwoao 3BiTyBaHHSA Npo NoGiyHi peakwji.
BBeneHHs 3MiH NnpoTarom 6-Tu MicauiB nicns
3aTBEpPOKEHHS
80. EPJNTOTUHIB TabneTkn, BKpUTI KPKA, CnoBeHis KOHTpOrb cepii Ta CnoseHis/ BHECEHHS 3MiH O peecTpauiiHiX maTepianis: 3MiHn 3a He UA/18714/01/03
KPKA NniBKOBOO a.Aa., Hoeo BUWMYCK Cepil: XopsarTis | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuyenmom | nidnseae
o6onoHkoto no 150 MecTo KPKA, a.4., Hoso hapmakoHarnsigy. 3MiHW y KOpOTKil XapakTepucTuui
mr; no 10 TabneTok MecTo, CrnoBeHis; nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
y bnicTepi, no 3 BMPOGHMLTBO «in iHCTPYKLUIii ANS MEAMYHOro 3aCTOCYBaHHS
Gnictepn y kopobui bulk», nepBuHHe reHepuYHMX/ribpuaHux/6ionogibHMx nikapcbkmnx
Ta BTOPVHHE 3acobiB nicns BHECEHHS TiET caMoi 3MiHM Ha
nakyBaHHS, pedepeHTHUI NpenaparT (3MiHa He nNoTpebye
KOHTpOrb cepii Ta HaZaHHS! )XOAHWUX HOBMX A0AATKOBUX AaHWX) 3MiHK
BUNYCK cepii: BHECeHIi A0 iHCTPYKLii NS MeAM4HOro 3aCTOCyBaHHS
KPKA-®APMA nikapcbkoro 3acoby y po3ain "Mobivni peakuii”
0.0.0., XopBaris; 3rigHo 3 iHdopMaldieto Woao MeguyHoro
BTOPUHHE 3acTocyBaHHsl pedhepeHTHOro fnikapcbkoro 3acoby
nakyBaHHs: KPKA, (Tarceva® 25 mg, 100 mg, 150mg film-coated
n.a., Hoso mecTo, tablets). BBegeHHs1 3MiH npoTarom 6-Tu micsiuis
CrnoBeHis nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3miHu Wwoao
6esnekn/edekTMBHOCTI Ta bapmakoHarnagy (iHwi
3MiHM) 3MiHM BHECEHI [0 iIHCTPYKLUiT ANst MeauyHOro
3aCTOCYBaHHs1 Nikapcbkoro 3acoby y po3ain "MobivHi
peakuii" Woao 3BiTyBaHHA Npo NobiyHi peakuii.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS
81. EPJNIOTUHIB TabneTkn, BKpUTI KPKA, CnoBeHist KOHTpOrb cepii Ta CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu 3a He UA/18714/01/01
KPKA NNiBKOBOKO a.a., Hoso BUNYCK cepii: XopsarTisi | TMny - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom | nidnsizae
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

06onoHkKoto no 25
mr; no 10 TabneTok
y 6nicTepi, no 3
6nictepn y kopobui

MecTO

KPKA, a.4a., Hoso
mecTto, CnoBeHis;
BUPOBHMUTBO «in
bulk», nepsuHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTpOrb cepii Ta
BUMNYCK cepil:
KPKA-®APMA
0.0.0., XopBaris;
BTOPUHHE
nakyBaHHs: KPKA,
n.a., Hoso mecTo,
CnoBeHiga

tapmMakoHarnagy. 3MiHu y KOpOTKili XxapakTepucTumLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKLUIii 4N MEAMYHOro 3aCTOCyBaHHS
reHepuYHMX/riopnaHMx/6ionogibHMxX nikapcbknx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
Ha[aHHS XXOAHWX HOBMX A0AATKOBUX AaHWX) 3MiHN
BHECEHI A0 iHCTPYKLii ANs MeanyHoro 3acTocyBaHHS
nikapcbkoro 3acoby y po3ain "lMobivHi peakuii”
3rigHo 3 iHdopmauieto Wwoao MeguyHoro
3acTocyBaHHs pedhepeHTHOrO fikapcbkoro 3acoby
(Tarceva® 25 mg, 100 mg, 150mg film-coated
tablets). BBegeHHs1 3MiH NpoTsArom 6-Tu Micsiuis
nicnsa 3aTBepaKeHHsi. 3MiHu | Tuny - 3miHn woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM) 3MiHM BHECEHi [0 iIHCTPYKUIT Ans MeanyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain "MobiyHi
peakuii” Wwoao 3BiTyBaHHS Npo NobGiyHi peakLii.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPOKEHHS

82.

EPOTEKC
ans
YOJIOBIKIB

TabneTtkn, BKPUTI
NniBKOBOKO
obonoHkoto, no 50
mr no 1 abo 4
Tabnetku y 6nictepi;
no 1 6nictepy y
KapTOHHIN navui

CninbHe
YKpaiHCbK
o.
icnaHcbke
nignpuemc
TBO
"CMEPKO
YKPATHA"

Ykpaina

AxTasic Jlta.

ManbTta

BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHu
| TMny - 3miHun Wwopo 6eanekn/edpekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUii ANs MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHoO OHOBIOBAHOrO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI NikapCcbkoro 3acoby B
nicnspeecTpauinHuii nepiofd, abo sk pesynbtat
OL|iHKM 3BITY 3 AoChigKeHb, NpOBeAeHUX BignoBigHO
00 nnaHy negiaTpuyHmx gocnigkeHs (PIP) (3MiHy
Y3rog>KeHo 3 KOMNETEHTHUM YNOBHOBaXEHUM
opraHom)
3MiHu BHeceHo Ao IHCTpyKLiT Ans megnyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamm Ta
iHWi BMAW B3aemopin" woao 6e3nekn 3acTocyBaHHs
nito40i pevoBrHU cunaeHadin BianosigHo oo
pekomeHaauii PRAC.

BBeaeHHs 3MiH npoTsarom 6-Tu micauiB nicnsa
3aTBEpPKEHHSI

3a
peuenmom

He
nidnsieae

UA/15460/01/01

83.

EPOTEKC
ansa
YOJOBIKIB

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkoto, no 100
mrno 1 abo 4
Tabnetku y Gnictepi;
no 1 6nicrepy y
KapTOHHIN navui

CninbHe
yKpaiHCbK
0-
icnaHcbke
nignpuemc
TBO
"CMEPKO
YKPATHA"

YkpaiHa

AxTasic Jlta.

ManbTta

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu
| Tuny - 3MiHn Wopao G6e3neku/edeKTUBHOCTI Ta
apmakoHarnsgy. 3miHa y KOpoTKili XxapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUIii ANs MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOBJSIOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbKoro 3acoby B
nicnapeecTpauinHun nepioa, abo sk pesynbtaT
OLliHKM 3BITY 3 gocnigXeHb, NPOBeAeHWX BignoBigHo

3a
peuernmom

He
nidnsieae

UA/15460/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
Y3roAXXEHO 3 KOMMNETEHTHUM YNOBHOBAXEHUM
opraHom)
3MiHM BHeceHo [0 [HCTpykLii gns MmeguyHoro
3aCTOCyBaHHS fikapcbKoro 3acoby Ao po3ainy
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta
iHWi BUAM B3aemogin" woao 6e3nekn 3acTocyBaHHs
AitoY0i pevoBuHM cungeHadin BignoBigHoO A0
pekomeHgauin PRAC.
BBepneHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBEPAKEHHSA
84. ECNA- TabneTtku, Wo Ecnapma HimeuyunH BUPOBHMLTBO IcnaHis BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu 6e3 - UA/17918/01/02
BACTUH® OncnepryoTbes B m6X a Hepo3dacoBaHoro | Tuny - 3miHu Wwopo 6e3nekn/edpekTMBHOCTI Ta peuenma
POTOBII MOPOXHWMHi NpoayKTy, dapmakoHarnsgy (iHwi 3amiHn) HesHauyHi 3amiHu B
no 20 mr, no 10 nepBuHHE TEKCTi MapKyBaHHSI BTOPUHHOI YNaKOBKM NiKapCbKoro
Tabnetok y Gnictepi, nakyBaHHs, 3acoby, 30kpema gogaBaHHs iHdopMauii npo
no 1 6nictepy B BTOPUHHE HasBHICTb LUTPVX-KOAY Ta NPUHANEXHICTb Noro
ynakoBLji nakyBaHHS, 3asaBHUKY y n. 17. IHWE
KOHTPOIMb AKOCTI,
BWMNYCK Cepil:
JlaBopaTopioc
MegikameHTOC
IHTepHacboHanec,
C. A, IcnaHis
85. ECNA- TabneTtku, LWo Ecnapma HimeyumH BMPOBHMLTBO IcnaHis BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu bes - UA/17918/01/01
BACTUH® ANCnepryoTLes B mM6X a Hepo3dacoBaHoro | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenma
POTOBIN NOPOXKHUHI npoaykTy, apmakoHarnsgy (iHwi 3amiHn) HeaHauyHi 3amiHu B
no 10 mr, no 10 nepBUHHE TEKCTi MapKyBaHHS BTOPUHHOI yNakoBKM NikapCbKoro
Tabnetok y 6nictepi, nakyBaHHs, 3acoby, 3okpema foaaBaHHs iHdopMalLii npo
no 1 6nictepy B BTOPWHHE HasABHICTb LUTPUX-KOAY Ta NPUHANEXHICTb Noro
ynakoBLi nakyBaHHs, 3asBHUKy y n. 17. IHWE
KOHTPOIb SIKOCTI,
BUNYCK cepii:
INa6opaTopioc
MegikameHTOC
IHTepHacboHanec,
C. A, IcnaHis
86. ECNA- Tabnetku no 2,5 wr, Ecnapma HimeyvumH Ninpodapm Mm6X HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3MiHu 3a - UA/17004/01/01
TUBON® no 28 tabnetok y beX a | Tny - 3miHK 3 akocTi. FoToBUIA Nikapcbkuin 3aci6. peuenmom
6nicTepi; no 1 3MiHM y BUpo6HMUTBI. 3MiHM BUNpobyBaHb abo
Gnictepy B [OMYyCTUMUX MEX, BCTAHOBIEHMX Y cnewundikauisx,
KapTOHHiIl kopobui nig Yyac BUPOGHMLTBA rOTOBOrO fikapcbkoro 3acoby
(BUMYYeHHS HecyTTeBOro BUNPOByBaHHS B MPOLIECI
BMPOGHMLTBA) 3MiHM Yy MiApo3aini peecTpauiiHoro
pocbe 3.2.P.3.3. Onuc BupoGHU4oro npouecy Ta
KOHTPOIIO MPOLECY, @ Came: BUIyYaETbCA KOHTPOIb
BMICTY A1il040i Pe4YOBWHMW Ha CcTagii NpUroTyBaHHs
cyMiwi aAns TabneTyBaHHs
87. ETONO3UA- KOHLleHTpaT ans Mini Benwuka BeHyc Pemegic IHais BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3MiHK 3a He UA/6439/01/01
Mini pO34nHYy AnA Xenckepe BputaHisa Nimiten | Tuny - AgmiHicTpaTuBHI 3miHW. 3MiHa peuennmom | nidnseae
iHdysin, 20 mr/mn no Jlimiteq HalMeHyBaHHsi Ta/abo agpecu 3asiBHVKa (BNacHWKa
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
2,5 mn (50 mr), abo peecTpauinHoro noceigveHHs) - 3MiHa agpecu
5 mn (100 wr), abo 3asBHUKA (BNacHMKa peecTpaLinHoro NocBiAYeHHs ).
10 mn (200 mr) y 3MiHN BHeceHi y po3ain "MicLe3HaxomKeHHs
cnakoHi; no 1 3asBHMKA" B IHCTPYKLiO AN MEAUYHOro
nakoHy B kopobui 3aCTOCYBaHHsI NiKapCbKoro 3acoby y 3B's3Ky 3i
3MiHOI0 afpecu 3asiBHVKa. BBegeHHSA 3MiH NpoTsArom
6-TV MicaLiB nicns 3aTBEPOKEHHS
3ABILE®TA NOPOLLIOK ANA MOANIEP CLUA BnpobHuuTBO Bpasunis/ BHECEHHS 3MiH [0 peecTpauiiHAX MaTepianis: 3MiHK 3a - UA/17440/01/01
KOHLIeHTpaTy Ans ENM. CI. HaniBNpoayKTy ITania | TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom
PO34MHY Anis Ml. CTEPUIbHOT CyMiLli HaliMeHyBaHHs Ta/abo agpecu 3asiBHUKA (BnacHUKa
iHdpysin, no 2000 KOPIOP uedrasmanmy peecTpauinHoro Noceia4eHHs) - 3MiHa agpecu
mr/500 mr, no 10 ENLLH kapboHaTy 3asiBHMKA
cbnakoHiB 3 (uedTasnanmy
NOPOLLKOM y neHTarigpar 3
KapTOHHIl kopobui Kkap6oHaToM
HaTpito),
TECTYBaHHs npu
BUWMYCKY:
AHTMBIOTIKOC O
Bpasin lTaa,
Bpaswunisa
BUPOBHMUTBO,
nakyBaHHs,
KOHTPOMb SIKOCTI
Ta BUNYCK cepil:
EnCiEc Jo6dap
C.n.A,, Itanis
BUNpOBYyBaHHsI
cTabinbHOCTI
roToBOro
nikapcbKoro
3acoby
EnCiEc Jobdap
C.n.A,, Itanis
88. 3EPBAKCA® | nmopotuok ans Mepk LLisenuapi BMPOGHMLTBO, CLUA/ BHECEHHS 3MiH O peecTpaLiiHUX maTepianis: 3miHn 3a He UA/16362/01/01
KOHLeHTpaTy Ans Wapn i a nepBUHHE ®paHuia | TMny - AQMiHICTpPaTUBHI 3MiHW. BunyyeHHs peuenmom | nidnsizae
PO34nHY Ans Ooym nakyBaHHS, BMPOGHMYOI AinbHULI (BKMHOYaYM AinbHULUI Ans
iHdpysin, 1 r/0,5; no IOEA KOHTPOMb SKOCTI A®I, npomixHOro NpoaykTy abo rotoBoro
10 dnakoHiB 3 MM6X (TecTyBaHHs npu nikapcbkoro 3acoby, AinbHUL Ans NpoBeAEHHS

MOPOLLKOM Y
KapTOHHiI kopobLyi

BUMYCKY),
TECTyBaHHS
cTabinbHoCTI:
Crepi-®apma,
JINC, CWA
BTOPWHHE
nakyBaHHs,
KOHTPOJSIb SIKOCTi
(TecTyBaHHs npu
BUMYCKY),
BianoBiganbHWn
3a BMNyCK cepil:

nakyBaHHsi, BUpOOHWKa, BiANoBiganbHOro 3a BUMyck
cepin, MicLe NpoBeAeHHS KOHTPOIO cepii) abo
noctavanbHWKa BUXIQHOro MaTepiany, peareHty abo
[OOMOMDXHOT PEYOBMHU (SIKLLIO 3a3HAYeHO Y AOChE)
BunyyeHHs dyHKLUiT “BUNycKy cepii” anst BUpobHuka
Crepi-®apwma, JINC, CLUA.
Buny4yeHHs iHCTpyKUii ANs MEAWYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ta TeKCTy MapKyBaHHSA YNaKkoBKu
nikapcbkoro 3acoby ans Bupo6Huka «Ctepi-dapma,
JINC, CLWA». BBefeHHsi 3MiH npoTsirom 6-t1 Micauis
nicns 3aTBepaXeHHs. 3MiHn | Tuny -
AamiHicTpaTuBHI 3MiHW. BunyyeHHs BUpoBHUYOi
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

SAPEBA
Mipabens,
PdpaHuis

OinbHUUI (BKNtoYatoum ginbHuui ans Adl,
NPOMiXXHOrO NPoAyKTy abo roToBOro nikapcbkoro
3acoby, AinbHULI Ans NpoBeAeHHS NaKyBaHHS,
BUPOGHMKA, BignoBigansHOro 3a BUMYCK cepi, Micue
npoBeeHHs1 KOHTPOro cepii) abo nocTayansHuka
BUXigHOro matepiany, peareHTy abo JOMNOMiKHOI
PEYOBUHM (SIKLLIO 3a3HaYeHO Y AoCbe) BunyyeHHs
YHKLIT “BTOPUHHE NaKyBaHHS” Ans BUpobHuKa
Crepi-®apma, JIIC, CLUA 3 BHECEHHS YyTOYHEHHS
LoA0 yHKLiN 3aTBEepAXeHoro BupobHuka PAPEBA
Mipabenb, ®paHuisi. BeeaeHHs1 3MiH NpoTsrom 6-Tu
MicsliB nicns 3aaTBepmkeHHs. 3MiHun | Tuny - 3MiHKM 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa y meToaax
BMUNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepOKEHNX MeTodax
BMNpobyBaHHs) HeaHayHa 3MiHa y 3aTBepaXeHnX
MeToax BUNpoOyBaHHS 3a NOKa3HUKOM
“KonbopoBicTb po34MHy” A5 rOTOBOrO NiKapCbKoro
3acoby, o nependbavae MOXIMBICTb BUKOPUCTaHHS
anbTepHaTUBHOIO eKBiBaneHTHOro obnagHaHHsA 4o
BXe 3aTBepmkeHoro. 3MiHu | Tuny - 3MiHM 3 SIKOCTI.
[oToBMI Nikapcbknin 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNpoByBaHHsi FOTOBOrO NikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTodax
BuUNpobyBaHHs) HeaHayHa 3MiHa y 3aTBepOKeHMX
MeToax BUNpobyBaHHS 3a NOKa3HUKOM
“KonbopoBicTb po34nHy” AnA NPOMIKHOIO MPOAYKTY,
Lo nepenbavae MOXNMBICTb BUKOPUCTAHHS
anbTepHaTUBHOIO eKBiBaneHTHOro obnagHaHHsA 4o
BXe 3aTBepmkeHoro. 3miHu | Tuny - 3MiHM 3 SIKOCTI.
oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3MiH1) OHOBMNEHHS BXe
3aTBEPAKEHUX METOLIB KOHTPOIO SKOCTI
nikapcbKkoro 3acoby, a came: BUKITaAEeHHS TEKCTY
[ep>XaBHOK MOBOH 3riJHO Cy4aCHUX BUMOT.

89.

IMATUHIB
lwmnnnA

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 100
mr, no 10 TabneTok
y 6nicTepi, no 3
Gnictepu y
KapTOHHI kopobLyi

Wnnna
Megikea
Nimiten

IHais

MoBHWUI UMKN
BMPOGHMYOro
npouecy:
LWvnna Megikea
Nimiten, IHaia
KoHTponb sikocTi i
BUNpobyBaHHS
cTabinbHOCTI
(di3nyHi i xiMiyHi
TecTu):
Lvnna Megikea
Nimiten, IHaia

IHAisa

BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3MiHK
| Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3aci6.
3MiHM y BUpoGHMUTBI. 3MiHa iMnopTepa/3miHu, Lwo

CTOCYHOTLCS BUMYCKY Cepii Ta KOHTPOIO AKOCTi
roToBOro nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHSA AiNbHULI, Ha AKiA 30iACHI0ETLCS
KOHTpOrnb/BUNpobyBaHHs cepii). BBeaeHHs

anbTepHaTMBHOI AinbHUL (Unit-VII, Survey no 125,

1st Floor, Plot no 79, IDA-Mallapur, Nacharam,
Uppal (M), Medchal-Malkajgiri (Dt), Hyderabad -

500076, Telangana, India / FOHiT 7, CypBen 125, 111

nosepx, AinaHka 79, IDA-Mannanyp, Hakapam,

Ynnan (M), Meguyan-Mankapxwpi (Dt), Xangepaban

- 500076, TenaHraHa, IHgis) BignoBiganeHoi 3a

3a
peuenmom

UA/18684/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTPOIb SIKOCTi | BUNPOOYBaHHS cTabinbHOCTI
(hi3nyHi i XiMiYHI TeCTK) ANSA BXe 3aTBEPAXEHOrO
BMpobHuka LUnnna Megikea Jliviteq / Shilpa
Medicare Limited.
90. IMATUHIB TabneTku, BKPUTI Wnnna IHgis MoBHWUIA UMKN IHgis BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHN 3a - UA/18684/01/02
LWNNA NniBKOBOK Megikea BUPOBHMYOro | TMny - 3MiHK 3 skocTi. FoTOBMIA NikapcbKuii 3aciO. peuenmom
o6onoHkoto, no 400 Timiteq npotecy: 3MiHu y BUpOBHMUTBI. 3miHa iMnopTepa/amMiHu, Lo
mr no 10 Tabnetok y LWnnna Megikea CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOHO AKOCTI
Gnictepi, no 3 Nimitea, IHais roTOBOro nikapcbkoro 3acoby (3amiHa abo
Gnictepn y KoHTponb sKocCTi i [oAaBaHHSA AiNbHULI, Ha SKiA 34INCHIOETLCS
KapTOHHiI kopobui BMNPOOYBaHHS KOHTponb/BMNpobyBaHHs cepii). BBeaeHHs
cTabinbHOCTI anbTepHaTuBHOI ginbHuui (Unit-VII, Survey no 125,
(cbisnyHi i ximiyHi 1st Floor, Plot no 79, IDA-Mallapur, Nacharam,
TecTn): Uppal (M), Medchal-Malkajgiri (Dt), Hyderabad -
LLnnna Megikea 500076, Telangana, India / FOHiT 7, Cypsen 125, 111
Nimiteq, IHaia nosepx, Ainaxka 79, IDA-Mannanyp, Hakapam,
Ynnan (M), Meguyan-Mankagxwpi (Dt), Xangepaban
- 500076, TenaHraHa, lHgis) BignoBiaanbHOI 3a
KOHTPOrb SIKOCTi | BUNPOGYBaHHS cTabinbHOCTI
(dhi3nyHi | XiMiYHI TECTN) ANSA BXe 3aTBEPAXEHOrO
BnpobHuka LUnnna Megikea Jliviteq / Shilpa
Medicare Limited.
91. IMOAIYM®LY | Tabnetku; no 6 MakHin AHrniga BMPOGHMLTBO 3a PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHn bes nionszae UA/19902/01/01
(o) Tabnetok y 6nictepi, | lMpogakTc NOBHUM LMKIOM ITanis/ | TMny - 3MiHK 3 skocTi. FoTOBMIA NikapcbKuMii 3aciO. peuenma
no 1 6nictepy B Timiteq (BpPOBHMLTBO IHAisA CrabinbHicTb. 3miHa y TepMiHax npuaaTHOCTi abo
KapTOHHIN nayui roToBOI NiKapCbKoi ymoBax 36epiraHHsi roTOBOro NnikapCcbKoro 3acoby
dopMK, KOHTPOIb (36inblUeHHsI TEPMiHY NPUAATHOCTI FOTOBOIO
AKOCTi rOTOBOI nikapcbkoro 3acoby) - [ins ToproBoi ynakoBku
nikapcbkoi gpopmu, (niaTBEPOXKYETHCA AAHUMK PearibHOro Yacy)
nepBUHHE 36inbLieHHs TepmiHy npuaaTtHocTi 13, y 3B'A3ky 3
nakyBaHHs Ta OTPUMaHHAM OHOBMEHMX AaHuX 3i cTabinbHOCTI
BUNYCK cepii): niaTBEPKEHNX AaHMMK peanbHoro vacy. [livova
DKHTI pepakuis: TepMiH npuaaTHOCTI 2 poKu.
KoHcblomep Xenc [MponoHoBaHa pepakuis: TepmiH npugaTHOCTI 3
(PpaHc) CAC, POKW. 3MiHM BHECEHO B iHCTPYKLIitO ANS MEANYHOIO
®dpaHuis 3acTocyBaHHS nikapcbkoro 3acoby y po3ain «TepmiH
KOHTPOIb AIKOCTI: npuaaTHOCTI»
AncceH Cinar
C.M.A., ltania
KOHTPOMb SIKOCTI
(TinbKn
TeCTyBaHHs1
cTabinbHocTi):
IKOHCOH i
IxoHcoH lNpansaT
1A, IHpis
92. IHOAMNEH SR TabneTkn, BKpUTI dapmaveB Monblwa dapmaLeBTU4HNUIA Monblwa BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3MiHK 3a - UA/0877/02/01
060noHKoIo 3 TUYHUIA 3aBoa | Tuny - 3MiHn Wwopao 6e3neku/edeKTUBHOCTI Ta peuenmom
MoaucbikoBaHUM 3aBof "MOJNIbOAPMA" capmakoHarnsgy. BeegeHHs abo 3miHv oo
BVBINIlbHEHHAM MO "MONb®A C.A. y3aranbHeHUX AaHux Npo cuctemy papmakoHarnagy
1,5wmr,no 14 abono | PMA" C.A. (BBEEHHS y3ararnbHEHWX JaHWX Npo cUCTeMy
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
15 TabneTok y dapmakoHarnagy, 3MiHa ynoBHOBaXeHoi ocobu,
6nictepi; no 2 abo BiANOBIAANbHOI 3a 3AiNCHEHHs bapmakoHarnsAay;
no 4 Gnictepu B KOHTaKTHOI 0cobM 3 chapMakoHarnsgy 3asiBHUKa ansi
KapTOHHIl kopobui 3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLLO BOHa
BiAMiHHa Bi ynoBHOBaXeHOi ocobu, BiAnoBigansHoi
3a 34iicHeHHs cbapmakoHarnsgy (BKoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu papmakoHarnagy). 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
capmakoHarnsg B YkpaiHi.
[itoya pepakuis: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pegakuis: Tecniok OneHa
BonoammupiBHa. 3MiHa KOHTaKTHUX SaHKX
KOHTaKTHOI 0cOobM 3asiBHUKA, BiANOBiAanbHOI 3a
bapmakoHarnag B YkpaiHi.

93. IHOAHPUKC cycneHsis (DTPa- "makcoCmi Benwka "nakcoCmiTKnanH Benbris BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3MiHN 3a - UA/16235/01/01
FEKCA™/INF HBV-IPV) gnsa TKnsamH BputaHis Bionogxikans C.A. | Tuny - 3miHun 3 akocTi. Ceptudikat peuernmom
ANRIX iH’ekuin no 0,5 mn (1 Ekcnopt BignosigHocTi/ME-cepTudikaT BiANOBIAHOCTI
HEXA™ [o3a) Ta niodinisat TimiTeq €Bponeiickkin hapmakonei/MoHorpadii. MogaHHs
KOMBIHOBA (Hib); 1 nonepeaHbO HOBOro abo OHOBNEHOro cepTudikaTa BignoBigHOCTI
HA HarnoBHEHU abo Buny4deHHs ceptudikata BignoBigHOCTI
BAKUMHA OAHOpa3oBuIn €BponeWcbkin dapmakonei: gna A®l; ans BuxigHoro
ansa wnpwuy (mo 0,5 mn (1 marepiany/peareHTy/NPOMDKHOIO NMPOAYKTY, LLO
NMPO®IIAKT [03a)) y KOMMekTi 3 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
UKN [BOMa ronkamm Ta ponomixHoi pevoBuHu (ME-cepTudikat
OUDTEPII, donakoH 3 BiAnoBiaHOCTI €Bponenchkin hapmakonei ans
NPABLA, niogpinizatom (Hib) Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
KALUMKOKY ana 1 nosu, Wwo npoaykTy abo 4onoMixxHoi pevoBuHU) - OHOBREHUIA
(ALENKONAP | smiwyoTbes nepen cepTugikar Bif BXe 3aTBEPKEHOro BUPOOHUMKA.

HUA BUKOPUCTaHHAM [MopgaHHA oHoBREHOro cepTudikarta BiANOBIAHOCTI
KOMMOHEHT | (wnpwy 3 ronkamu €sponelicbkint hapmakonei Ne R1-CEP 2000-171 -
), TENATUTY 3aKpUTi TYMOBUMU Rev 04 (3atBepaxeHo: R1-CEP 2000-171 - Rev 03)
B, KoBnaykamu); OBi ans Donor Bovine Serum y 3B'A3Ky 3 OHOBMEHHSAM
noniomieni ronku (ogHoro HOPUANYHOI Ha3BU 3aTBEPAXXEHOro BUpobHuKa 3 “Life
TY TA po3mipy), Wwnpuy Ta Technologies New Zealand Limited” Ha “Thermo
3AXBOPIOB nakoH repMeTUYHO Fisher Scientific New Zealand Limited”, 6e3 3miHu
AHb, 3anakoBaHi y appecu BUpobHuka

3bYOHUKOM nnacTUKoBMIN

AKUX € KOHTenHep; no 1 abo

HAEMOPHIL no 10 nnacTukoBmx

us KOHTEeWHepiB y

INFLUENZAE | kapTOHHiii kopobLi;

TNy B 1 nonepegHbO

HanoBHEeHWI
OfHOpa3oBui
wnpuy (no 0,5 mn (1
[03a)) y KOMNNeKTi 3
[BOMa ronkamu Ta
rakoH 3
nioginiatom (Hib)
aonsa 1 gosu, Wwo
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3MiWyoTbCs nepeq
BMKOPUCTaHHSAM
(wnpwy 3 ronkamu
3aKpUTi TYMOBUMMN
KoBMnaykamw); aBi
ronku (ogHoro
po3mipy), Wwnpuy Ta
nakoH repMeTu4HO
3anakoBaHi y
NnacTUKoBU
KOHTenHep; no 1 abo
no 10 nnacTnkoBmx
KOHTENHepIB y
KapTOHHIN kopobui
94. IHOJTAMIH cynosuTtopii MpuBaTHe YkpaiHa MNpuBaTHe YkpaiHa BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK - - UA/7391/01/01
pekTaneHi no 0,015 aKLioOHEepH aKuioHepHe | TMny - 3MiHu 3 sikocTi. CepTudpikat
r, in bulk Ne 1250: e TOBapuUCTBO BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
no 5 cynosuTopiiB y TOBapUCTB "INekxim - Xapkis" €Bponeickkin hapmakonei/MoHorpadii. MogaHHs
6nictepi; no 250 0 "lNekxim- HoBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
bnicTepiB y AWKy XapkiB" abo Buny4deHHs ceptudpikata BiaNoOBIAHOCTI
€BponeWcbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMiXXHOIO NPOAYKTY, L0
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
[OMOMIDKHOI pe4oBUHM (CepTudikaT BiANOBIAHOCTI
€Bponevicbkint hapmakonei) - OHOBMNEHWN
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHuKa -
NnofaHHs OHOBMEHOro cepTudikata BiANOBIAHOCTI
€sponelicbkint hapmakonei Ne CEP 2014-261 - Rev
01 (satBepaxeHo: RO-CEP 2014-261 - Rev 03) ans
A®| menokcukamy Bif 3aTBEPAXKEHOTO BUPOOHMKa
SWATI SPENTOSE PVT. LTD., IHgis
95. IHOJTAMIH cynosuTopii MpuBaTHe Ykpaina MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu 3a - UA/7390/01/01
pekTaneHi no 0,015 aKuioHepH akuioHepHe | Tuny - 3miHK 3 sikocTi. CepTudikat peuenmom
r; no 5 cynoautopiis e TOBapUCTBO BignoBigHocTi/'E-cepTudikat BiaNoBigHOCTI
y 6nicTepi; no 2 TOBapuUCTB "Nekxim - XapkiB" €Bponewicbkin dpapmakonei/MoHorpadii. NogaHHs
Gnictepu y nayui 3 0 "[lekxim- HoBoro abo OHOBMeHoOro cepTudikaTa Bi4NOBIQHOCTI
KapTOHY Xapkis" abo BuUny4eHHs cepTugikata BignosigHoCTi
€Bponelicbkin hbapmakonei: ana A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADIl; ans
[OOMOMDKHOT peyoBMHU (cepTudikaT BigNoBiAHOCTI
€Bponevicbkint papmakonei) - OHOBMNEHWI
cepTudikaT Big yxe 3aTBepKeHOro BUPOBHUKa -
nofiaHHsi OHOBIEHOro cepTudikara BifnNoBiAHOCTI
€sponelicbkint papmakonei Ne CEP 2014-261 - Rev
01 (3aTBepaxeHo: RO-CEP 2014-261 - Rev 03) ans
A®| menokcukamy Bif 3aTBEPAXKEHOTO BUPOOHMKa
SWATI SPENTOSE PVT. LTD., IHgis
96. INPATPOMNIY iHransuis nig 3AT JlnutBa JTabopaTtopio IcnaHis BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a - UA/16363/01/01
M-IHTENI TUCKOM, PO34MH MO "IHTENI Anbpo-HOHioH, | TMny - 3MiHu 3 akocTi. FoTOBMIA NikapCbkuii 3aciO. peuenmom
20 mkr/go3a; no 10 TEHEPUK C.J. CucTeMa KoHTelnHep/3akynoptoBanbHuii 3aci6. 3miHa
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MI po34nHy (200 C HOPO" Yy NEePBUHHI yNakoBLj roOTOBOrO fikapCbKoro 3acoby
£003) y 6anoHi; no 1 (Tvin KOHTeNHepa abo foAaBaHHS HOBOIO
GanoHy y KapTOHHIMN KOHTelHepa) - Teepai, M'siki Ta HeCTepunbHi pigki
KopobLi nikapcbki OpMK - BHECEHHSA 3MiH 4O MaTepianis
peecTpaLiiHoro 4ocbe, a came 3MiHa Tuny
KOHTEWHepy 3 MOHOGIOYHOIO antoMiHIEBOrO
KOHTelHepa o6’emom 19 mn i ropnoBMHOD
diameTpom 20 MM Ha MOHOGNOYHUIA antoMiHIEBUIA
KOHTEeWHep, BHYTPILLHSA MOBEPXHS Ikoro obpobneHa
FCP (dbTopByrneLieBoto noniMepHo nnasmoto)
o6’emom 19 mn i ropnoBrHoto giameTpom 20 MM
97. IPUHOTEKAH | koHueHTpaTt gns LWwunna IHgia [MoBHWUI UuWKN IHgia BHECEHHS 3MiH O peeCTpaLinHUX MaTepianis: 3MiHK 3a - UA/18000/01/01
LWNNA PO34MHy Ang Megikea BUPOBHMYOro | TMny - 3MiHK 3 akocTi. FoToBMIA NikapcbKuMin 3aci6. peuenmom
iHdpysin, 20 mr/mn, Tlimiteq npouecy: 3MiHM y BUpoBHMUTBI. 3MiHa iMnopTepa/3miHu, Lwo
no 15 mn y dnakoHi; Llwnnna Megikea CTOCYHTbCS BUMYCKY CEpil Ta KOHTPOSHO SAKOCTI
no 1 conakoHy y Nimiteq, IHaia roToBOro nikapcbkoro 3acoby (3amiHa abo
KapTOHHIN kopobLi KoHTponb sikocTi i AOAAaBaHHS AiNbHULI, Ha SKiN 34iINCHIOETLCA
BUNpobyBaHHS KOHTponb/BUNpobyBaHHs cepii). BBegeHHs
CcTabinbHOCTI anbTepHaTuBHOI AinbHuui (Unit-VII, Survey no 125,
(cpisnyHi i ximivHi 1st Floor, Plot no 79, IDA-Mallapur, Nacharam,
TecTn): Uppal (M), Medchal-Malkajgiri (Dt), Hyderabad -
LLnnna Megikea 500076, Telangana, India / FOHiT 7, Cypsen 125, 111
TimiTen, IHais nosepx, AinsHka 79, IDA-Mannanyp, Hakapam,
Ynnan (M), Meauyan-Mankamxkupi (Dt), Xangepabag
- 500076, TenaHraHa, IHgis) BignoBiganbHoi 3a
KOHTPOIb SKOCTi i BUNpoOyBaHHA CTabinbHOCTI
(dpi3nyHi i XiMiYHI TeCTH) AN BXe 3aTBEPOXKEHOIO
Bupo6Huka Lnnna Megikea Nimiteq / Shilpa
Medicare Limited.
98. KACEHITAKC | nopowiok ans KaceH IcnaHis KaceH Pekoppaari, IcnaHis BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHu bes nionsizae UA/14473/01/01
oparibHOro po34nHy Pekoppaari C.JL | TMny - 3MiHu 3 akocTi. FoTOBMIA NikapCbkuin 3aci6. peuenma
no 10, 10 abo 20 , C.JL KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
calle y KapTOHHIN napameTpiB cneuudikauin Ta/abo AonycTUMNX Mex
KopoobLi roToBOro fikapcbkoro 3acoby (iHwi 3MiHK1) 3MiHK B
onwuci napameTpy crneundikadii "3oBHilwHin BUrnsag”
N3 3miHa Ha3Bwu BiQNOBIAHOrO METOAY KOHTPOIH i3
«Bi3yanbHa OLjHKa» Ha «OpraHonenTUYHO». 3MiHu
BHECEHO B iHCTPYKLiO ANSi MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain «Jlikapcbka dpopmar
(«OcHoBHiI hisuko-ximivHi BnacTUBOCTI»). BBeaeHHs
3MiH NpOTSArom 6-TM MicsILiB MicNsi 3aTBEPAKEHHS
99. KNIMAKCAH Tabnetku, no 20 TOB YkpaiHa 3AT CaHToHika Jlutea BHECEHHS 3MiH 10 peecTpaUiiH1X MaTepianis: 3MiHu bes - UA/12815/01/01
FTOMEOIATU | TabneTok y 6nicTepi; "Matepia | TMny - 3MiHu 3 sikocTi. CepTudpikart peuenma
YHUKA no 1 6nictepy y Mepnwika- BignoBigHocTi/'E-cepTudikat BiaNoBigHOCTI
KapTOHHiIl kopobui YkpaiHa" €Bponelicbkiii hapmakonei/MmoHorpadii. 3MiHu,

NoB'si3aHi 3 HEOOXIOHICTIO NPUBEAEHHS Y
Bi4NOBIgHICTb 40 MoHorpadii AdY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHanbHoI
dapmakonei gepxasu €C (3miHa y cneumdikawisx,
noe'sizaHa 3i amiHamu B [1®Y, abo €Bponencobkin
hapmakonei, abo iHWin HauioHanbHIN dapmakonei
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

nepxasu €C) - 3miHa y cneuudikauii BuxigHoro
NpoayKTY «Apis», LLIO BUKOPUCTOBYETLCS Y
BUpoGHMYOMY npoueci APl, obymosneHa
npvBeAeHHsM 1i y BiANOBIAHICTb 4O aKTyarbHOI
MoHorpadii HimeLpkoi romeonaTtnyHoi hapmakonei
Ta 3aranbHoi MoHorpadii «MaTpryHi HacCTOsIHKKU Ans
romeonatuyHux J13» EP; 3miHn | Tuny - 3miHn 3
akocTi. CepTudpikat BignosigHocTi/l E-cepTudikat
BignoBigHOCTI €Bponeiichbkii
dapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii JdY abo €eponelicbkoi dhapmakonei,
abo iHWoi HauioHanbHoI hapmakonei gepxasu €C
(3miHa y cneuudpikauisx, nos'sa3aHa 3i 3miHamu B
oY, abo €sponelicbkini hapmakonei, abo iHLwin
HauioHanbHi papmakonei gepxaeun €C) - 3MiHa y
cneundikadii BuxigHoro npoaykty «Lachesisy, wo
BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci A,
o6GyMoBrieHa NpmMBeAeHHsM ii y BignoBigHicTe Jo
akTyanbHoi MoHorpadii Himeubkoi romeonaTnyHoi
capmakonei; 3miHn | Tuny - 3MiHM 3 SKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BigNOBIQHOCTI €BponenchbKii
tapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii ®Y abo €Bponericbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei aepxasu €C
(3miHa y cneuudikalisx, noB's3aHa 3i 3MiHaMu B
[dY, abo €sponerickkin hapmakonei, abo iHLWin
HauioHanbHin hapmakonei aepxasu €C) - 3miHa y
cneuudikauii BuxigHoro npoaykty «Cimicifuga», wo
BVKOPUCTOBYIOTbCH Y BUpoBHUYOMy npoueci AdI,
obymoBneHa npuBeAeHHsM ii y BignoBigHiCTb 40
akTyanbHOI MoHorpadii HimeubKoi romeonaTuyHOI
dapmakonei Ta 3aranbHoi MoHorpadii «MaTpuyHi
HacTOsIHKK Ans romeonaTuyHux N13» EP; 3MiHn |
Tmny - 3MiHu 3 sikocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikadin Ta/abo JonyCTUMNX MEX,
BM3HaYeHuX y cneuudikauisx Ha Adl, abo
BUXiAHUA/NPOMIXXHWI NpOAYKT/peareHT, LWo
BVIKOPVCTOBYIOTBCS Y npoLieci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOTO NMOKa3HMKa AKOCTI
(Hanpvknag BUMYYEHHS 3acTapinoro nokasHuka)) -
Buny4yeHHs He3Ha4yHOro nokasHuka sikocTi «EtaHon»
i3 cneumdikauii BUXigHoOro npoaykTy «Apis», Lo
BMKOPUCTOBYETbLCS Y BUPOGHUYOMY npoueci ADI.
BignosigHo o 3aranbHoi MoHorpadii «MaTpuyHi
HacTosAHKM Ansa romeonaTudHux N3» EP, akwo
NPOBOAUTLCS BU3HAYEHHS BIQHOCHOI IYCTUHM,
BU3HAYEHHS BMICTYy €TaHOMy He NoTpidHe. Y 3B’A3Ky
3 TUM, Wo napameTp «BigHocHa rycTMHa» BKIOYEHO
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
B cneumdikauio BUXigHOro NpoaykTy, napameTp

«ETaHon» BBaXKaeTbCA HECYTTEBUM | BUIYYEHO i3
cneumndikauii; 3miHm | Tuny - 3MiHn 3 skocTi. ADI.
KoHTponb A®l. 3MiHa y napameTpax cneumdikauin
Ta/abo [oMyCTUMUX MEX, BU3HAYEHUX Y
crneungikauiax Ha A®l, abo BUXIgHUIA/NPOMIXKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y MPOLIECI
BUPOOHMLUTBa AD| (BMITYYEHHSI HE3HAYHOIO
nokasHuKa SKOCTi (Hanpuknag BUNyYeHHs
3acTapifioro nokasHuka)) - BunyyeHHs HeaHa4yHoro
nokasHuka skocTi «ETaHony i3 cneumdikauii
BUXigHoro npoaykTy «Cimicifuga», wo
BUKOPUCTOBYETbLCS Y BUPOBHUYOMY npoueci ADI.
BignosigHo po 3aranbHoi MoHorpadii «MaTpuyHi
HacTosAHKK Ansa romeonaTudHux N3» EP, akwo
NPOBOANTLCS BU3HAYEHHS BIAHOCHOI MYCTUHM,
BM3HAYEHHS BMICTy €TaHomy He noTpibHe. Y 3B’a3Ky
3 TUM, WO napameTp «BigHocHa rycTuHa» BKIOYEHO
B cneumdikauio BUXigHOro NpoaykTy, napameTp
«ETaHon» BBaXKaeTbCA HECYTTEBUM | BUIYYEHO i3
cneumndikadii; 3miHm | Tuny - 3MiHn 3 sikocTi. ADI.
KoHTponb A®I (iHwWwi 3miHW) - BBeaeHHs1 KOHTporto
A®I| Cimicifuga C200, Lachesis C50, Apis C200;
3Mminn Il Tuny - 3miHm 3 akocTi. ASl. BUpobHMLTBO.
3MiHa BUpoBHMKa BMXiQHOTrO/NPOMiIXXHOMO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpoGHMYOoMy npoueci A®I, abo 3miHa BUpoGHMKa
(Bkntoyvatoun, Ae HeobxigHo, MicLie NpoBeAeHHs
KOHTporto sikocTi) AdI (3a BiacyTHOCTI cepTudikaTa
BignoBigHoCTi €Bponenchki hapmakonei y
3aTBEPAKEHOMY AoCke)(iHLWi 3MiHK) - 3miHa
BUPOBHMKA BUXIOHOTO NPOAYKTY, L0
BUKOPUCTOBYOTbCS Y BUPoBHMYoMy npoueci ADI
(3MiHa BMpOGHMKa BUXIOHOTO NPOAYKTY «Apis») 3
OO0 NPF “Farm VILAR” Ha Herbamed AG; 3minu Il
Tuny - 3MiHn 3 skocTi. A®l. BupobHuuTeo. 3miHa
BMPOGHMKa BUXiQHOMO/MPOMiXXHOIO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOoGHMYoMy npoueci A®I, abo 3miHa BUpOGHMKa
(Bkntoyvatoun, Ae HeobxigHo, MicLie NpoBeAeHHS
KOHTporto sikocTi) AdI (3a BigcyTHOCTI cepTudikaTa
BiANoBigHOCTI €Bponencokin apmakonei y
3aTBEPKEHOMY A0Cke)(iHLWi 3MiHK) - 3MiHa
BMPOBHWMKa BUXIAHOTO NPOAYKTY, LU0
BMKOPWCTOBYIOTbCS Y BUpOBHMYoMy npoueci AD|
(3miHa BMpOGHMKa BuxigHoro npoaykty «Lachesis»)
3 000 NPF “Farm VILAR” Ha Herbamed AG; 3miHun
Il Tuny - 3minHun 3 akocTi. APl BupobHuuteo. 3MiHa
BMPOGHMKa BUXIOHOMO/MPOMiXXHOIO
npoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y

BMpoGHMYoMy npoueci A®I, abo 3miHa BUpOGHMKa
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

(Bkrtovaroun, fe HeobXxigHoO, MicLle NpoBeaeHHS
KOHTporto sikocTi) ADI (3a BiAcyTHOCTI cepTudikaTta
BignoBigHOCTI €Bponeiickki hapmakonei y
3aTBEpAKEHOMY A0Cbe)(iHLWi 3MiHM) - 3MiHa
BUPOGHMKa BUXIOHOMO NPOAYKTY, L0
BUKOPUCTOBYHOTLCSA Y BUPOBGHMYOMY npoueci API
(3miHa BMPOGHMKa BUXIQHOTO NMPOAYKTY
«Cimicifuga») 3 OO0 NPF “Farm VILAR” Ha
Herbamed AG

100.

KNOBEUT®

kpeM, 0,5 mr/r, no 25
r B Ty6i; no 1 Ty6i B
KapTOHHiIl kopobui

TOB
«BAYL
XENC»

YkpaiHa

dapmsaBog
€nbda A.T.

Monbwa

BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3mMiHN
| Tuny - 3miHun 3 akocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
€Bponeickkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBreHoro ceptudikaTa BiANOBIAHOCTI
abo Buny4deHHs ceptudikata BignoBigHOCTI
€Bponenckkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BiANoBiAHOCTI
€Bponencekivi hapmakonei) - HoBun ceptudikar Big
HOBOrO BMpPOBHMKa (3amiHa abo [OMOBHEHHS)
nogaHHs HOBOro cepTudikaTa BiaNoBIgHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2009-221 -
Rev 00 ans A®I knoGeTasony nponioHaTy Big
HOBOrO anbTepHaTUBHOrO BMpoGHUKa Symbiotica
Speciality Ingredients SDN. BHD, Malaysia.

3a
peuenmom

UA/3512/01/01

101.

KOAKT

TabneTku, BKpUTI
NniBKOBOO
obornoHkoto, no 875
Mr/125 mr no 5
Tabnetok y 6nictepi,
no 3 6nictepu B
KapTOHHiI kopobui

AypobiHgo
dapma
N1

IHaia

AypobiHgo Papma
Nimiten, FOHIT-XII

IHaia

BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3miHn
| Tuny - 3miHn Wwopao G6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
iHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHs Ha NiacTasi
perynspHoO OHOBIOBAHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OL|iHKM 3BITY 3 JocCnigKeHb, NPOBeAeHMX BignoBigHO
00 nnaHy negiaTpuyHmx gocnigkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YMOBHOBaXEHUM
opraHom) 3MiHVM BHECEHO [0 iHCTPYKLiT Ans
ME[IMYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ginu: "B3aemopis 3 iHWMMM nikapCbKumm
3acobamu Ta iHWi Buam B3aemopin”, "OcobnmBocTi
3actocyBaHHs1", "MNepenosysaHHs", "lMobGivHi peakuii”
BiJMNOBIQHO 4O OHOBMEHOI iHpopmaLii 3 6esneku
Lilo401 pevoBUHU

3a
peuenmom

He
nidnsieae

UA/13907/01/01

102.

KOAKT

TabneTkn, BKpUTI
NniBKOBOKO
obGornoHkoto, no 500
Mr/125 mrno 5
Tabnetok y 6nictepi;
no 3 Gnictepu B

AypobiHgo
dapma
Jita

IHAia

AypobiHgo ®apma
Nimiten, FOHIT-XII

IHaia

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu
| Trny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
iHCTPYKLUii ANa MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOBIOBAHOIO 3BiTYy 3 6e3neku

3a
peuernmom

He
nionsieae

UA/13884/01/01




53

[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHil kopobui nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCyBaHHS fikapcbkoro 3acoby B
nicnapeecTpauinHui nepiod, abo sk pesynbTart
OUiHKM 3BITY 3 AOCNIAXeHb, NPOBEAEHUX BigNOBIAHO
[0 nNnaHy neaiatpuyHmx gocnimkeHs (PIP) (3Miny
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHM BHECEHO [0 IHCTPYKLUIT Ana
MeaMYHOro 3aCTOCYBaHHSI Nikapcbkoro 3acoby y
po3aginu: "Bsaemogiqa 3 iHWnMK nikapCbkummn
3acobamu Ta iHwWi Buam B3aemopin", "OcobnmBocTi
3acTtocyBaHHs", "MNMepepo3yBaHHs", "MobiuHi peakuii”
BigMNoBigHO 4O OHOBMEHOI iHpopmaLii 3 6esneku
[it0401 peYOBUHM
103. | KOMBIHUN® Kpanni O4Hi/BYLLHI CEHTICC IHAisA CEHTICC ®APMA IHAisA BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3MiHM 3a - UA/11313/01/01
ayo nos5mny SAPMA NBT. NTA. | TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom
nonieTuneHoBoMy NBT. NTA. HaiMeHyBaHHs1 Ta/abo agpecy Micua NpoBagKEHHS
drakoHi- LisiNbHOCTI BUpOGHKMKa (BKIOYaouu, 3a
KpanenbHuLi 3 HeobXigHOCTI, MicLie NpoBeaeHHs KOHTPOJHO SKOCTi),
KPWLLIKOHO- abo BnacHuka mactep-canna Ha Adl, abo
ckapudikaTopomM; no nocravansHuka A®|/BuxigHoro
1 conakoHy- MaTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
KpanenbHuui B 3aCTOCOBYHOTbCS Y BUPOOHMUTBI API (SIKLLO
KapTOHHIN naydi; no 3a3HavyeHo y JOChE Ha Nikapcbkuii 3acib) 3a
5mMny BiACYTHOCTI cepTudikaTa BianoBigHOCTI
nonieTuneHoBoMy €Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
dnakoHi 3 npobKoto- Aocbe, abo BUpoOHMKa HOBOI JONOMDKHOT pEYOBUHM
KpanenbHULEH i (AKLLO 3a3HaYeHO Y AOCkE). 3MiHa HaiMeHyBaHHS
KpuLLKoto; no 1 BUpoGHMKa AD| nekcameTtasoHy i3 CAHO®I YIMI,
dnakoHy B ®paHuis (SANOFI CHIMIE, France) Ha EBPOATrI
KapTOHHIN nayui PPAHUIA, dpaHuis (EUROAPI FRANCE, France).
BHeceHHs cynyTHbOI 3miHM o MKA y posain
«Cknagy». YTOUHeHHs agpecu BMpobHuka Adl, a
came fofaHo Hassy Bynui i Homep Gyaisni.
3atBepaxeHo: Po3gin 3.2.5.2.1. BupobHuya
ainbHuua A®I [lekcameTtaszoH: CAHOO®I
YIMI/SANOFI CHIMIE, 63480 Beptone, ®paHuis /
63480 Vertolaye, France. MKA: lekcameTasoH - 1
Mr
BupobHuk: CAHO®I YIMI, dpaHuisi / SANOFI
CHIMIE, France. 3anponoHoBaHo: Po3ain 3.2.S.2.1.
BupobHnya ginbHunua A®I JekcametasoH: EBPOATMI
®PAHLIA / EUROAPI FRANCE, 4 J1a MNatepie
63480 Beptone, ®paHuis / 4 La Paterie 63480
Vertolaye, France
MKA: OekcameTasoH-1 mr. BupobHuk: EBPOAIMI
PPAHLIA, dPpaHuisi / EUROAPI FRANCE, France
104. | KOPHEPETE renb o4HuRn, 50 mr/r, TOB YkpaiHa [Op. Mepxapa HimeyumHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu bes - UA/8545/01/01
Nb® no 5ry 1y6i; no 1 «BAYL MaHH XeM.-cbapm. | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuit 3acib. peuenma
Ty6i B KQPTOHHIl XENC» ®abpuk MM6X KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y

KopobLi

mMeToaax BuNpobyBaHHsi FOTOBOTO NMikapCbKOro
3acoly (iHwWwi 3amiHK y MeTogax BuNnpobyBaHb
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
(BKntovatoum 3amiHy abo [4ONOBHEHHS)) - 3MiHU y
mMeToauui BunpobysanHs 113 "BusHayeHHs 3-
amiHonponaHony" metogom TLUX.
105. KOPTUOEPM kpem, 1 mr/r; no 10 TOBAPUNC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3miHa 3a - UA/15573/01/01
r,no 15r, abo no 30 TBO 3 BMPOGHMLTBA, 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuernmom
ry 1y6i; no 1 Ty6i B OBMEXE KOHTPOSb SIKOCTI, nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
KOpOOGLi 3 KapTOHY HOIO BUMYCK cepii: 460) BeegeHHs 3MiH NpoTArom 6-T1 Micauis nicns
BIAMOBIO ToBapwucTtBo 3 3aTBepAKeHHs; 3MiHn | Tuny - 3MiHK Woao
AINBHICT 0obMexeHo 6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy.
10) BiANOBIgANbHICTIO BBeneHHs abo 3miHM 40 y3aranbHEHUX AaHuX npo
«KOPINOP "®apmaueBTnyHa cuctemy chapmakoHarnsay (BBeAeHHs y3ararnbHeHnX
AUIA KOMNaHisa [aHUX Npo cuctemy hapmakoHarnagy, amiHa
«30POB "3popos’s", YNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
"Ax Ykpaina 3[iNCHEeHHs dhapmakoHarnaay; KOHTakTHOi ocobu 3
BCi cTagii thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHSA
BUPOBHMUTBA, bapmakoHarnagy B YKpaiHi, AKLO BOHa BigMiHHa Big
BMNYCK cepii: yrnoBHOBaxeHoi ocobu, BignosigansHoi 3a
ToBapucTteo 3 3aiicHeHHs cdhapmakoHarnsgy (BknoYarymn
oBMeXeHo KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
BignoBiganbHiCcTO banina cuctemn papmakoHarnsagy) - 3miHa
"papmaueBTnYHa yNoOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
KoMnaHisa tapmakoHarnag. Hitova pegakuis: LesyeHko OneHa
"3gopos'sa”, IropiBHa.
YkpaiHa MponoHoBaHa peaakuis: MaHosa OneHa
KOHTPOIb SIKOCTi: MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
ToBapucTso 3 YMOBHOBa)eHOI 0cobM 3asBHMKa, BiANOBiAanbHOI 3a
obmexeHoto dapmakoHarnsg. 3miHa Homepa Mactep-darina
BiANoOBiganbHICTIO cuctemn dhapmakoHarnagy
"®APMEKC
FPYIM", Ykpaina
106. | KCAPENTO® | rpaHynu ans Banep Al HimeyvumH BMPOGHMLTBO in HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHnxX maTtepianis: 3MiHM 3a He UA/9201/02/01
NPUroTyBaHHs! a bulk, nepsuHHe N3 (MIBMM), wo noTpebytoTb HOBOI peecTpallii - peuenmom | nidnseae
cycneHsii ans nakyBaHHS, 3MiHa cunu gii, nikapcbkoi dpopmu Ta crnocoby
nepoparbHOro BTOPUHHE 3aCTOCyBaHHSA: 3MiHa abo JoAaBaHHsSI HOBOI
3acTocyBaHHs, 1 nakyBaHHS, nikapcbkoi popMu (3aTBEpPOKEHO: TAbNETKN, BKPUTI
Mr/mn; 1 donakoH no KOHTPOrb SIKOCTI, nniskoBot o6omnoHkot no 2,5 mr, no 10 mr, no 15 mr
100 mn, Wwo micTuTb BUNYCK cepii: Ta no 20 wmr).
2,625 r rpaHyn; no 1 Baviep AT,
dnakoHy B HimeuuunHa; [NepiognyHiCTb NOAaHHA perynsipHO OHOBIHOBAHOIO
KapTOHHIl kopoOLi 0515 BTOPUHHOIO 3BIiTy 3 6e3neku, BianoBiaHo Ao MNopsaky 30inCHEHHs
pasom 3 1 naKyBaHHs: dapmakoHarnsgy, 3aTBepaKeHoro Hakasom
nnacTUKoBUM LLiteremaHH MiHicTepcTBa OXOpOHM 300p0oB’'st YKpaiHu Big 27
wnpuom o6'emom JToHdbepnakyHr & rpyaHst 2006 poky Ne 898, sapeecTpoBaHOro B

50 mn 3
rpagytoBaHHsIM Mo
1,0 mn, 2
NNacTUKoBUMU
[03yH4UMU
NpUCTPOSIMA
ob6'emom 1 mn 3

ToricTiwep Cepsic
e.K., HimeuunHa

MinicTepcTai tocTuuii Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
OXOPOHM 300p0B'A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpoKamu,
3a3HaYeHVMN Y NepioANYHOCTI MOAAHHSA PerynapHUX
3BITIB 3 6e3neku.
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[IponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

rpagytoBaHHSM No
0,1mnTa1
apgantepom; 1
cnakoH no 250 mn,
wo Mictntb 5,251
rpaHyn; no 1
¢nakoHy B
KapTOHHiI kopobui
pasom 3 1
nnacTUKoOBUM
Lwnpuuom o6'emom
100 mn 3
rpagyoBaHHsIM No
2,0 mn, 2
NNacTUKOBUMU
[03Yy4MU
NpUCTpOSIMN
o6'emom 5 mn 3
rpagytoBaHHsIM No
0,2 mn, 2
NNacTUKOBUMU
[03Yy4MU
NpUCTpOSIMN
o6'emom 10 mn 3
rpagytoBaHHsIM Mo
0,5mnTa1
aganTepoM

107.

JIAMITOP

Tabnetku no 50 wr,
no 10 Tabnetok y
GnicTepi; no 3
Gnictepu y
KapTOHHiI kopobLi

TOPPEHT
®APMAC
BbIOTIKAI

cnTa.

IHaia

TOPPEHT
®APMACBIOTIKA
nc nTa.

IHaia

BHECEHHS 3MiH 0 peecTpauinHuxX maTtepianis: 3MiHW
| Tuny - AgMiHicTpaTuBHI 3MiHW. 3miHa
HalMeHyBaHHA Ta/abo agpecu Micus NPOBaAXEHHS
LisinbHOCTI BUPOGHMKa/imnopTepa rotToBoro
nikapcbkoro 3acoby, BKIMHOYa4u AinbHULL BUMYCKY
cepii abo micue NpoBeAeHHS KOHTPOIHO SIKOCTI.
(misnbHicTb, 3a sy Bignosiaae BMpobHUK/imnopTep,
BKJTO4aK0UM BUMYCK Cepiit) - 3MiHa agpecu
BUPOGHMYOT AiNbHULI FOTOBOrO Nikapcbkoro 3acoby,
6e3 3MiHM PaKTUYHOrO MiCLIe3HaXO4XKEHHS
BMPOGHMLUTBA. TepMiH BBEAEHHS 3MiH NpoTArom 6
MicsiLiB Micnsi 3aTBEPOXKEHHS

3a
peuenmom

He
nidnsieae

UA/2915/01/02

108.

JIAMITOP

Tabnetku no 100 wmr;
no 10 Tabnetok y
GnicTepi; no 3
Gnictepuy
KapTOHHiI kopobLyi

TOPPEHT
®APMAC
BbIOTIKA

cnTa.

IHaia

TOPPEHT
®APMACBIOTIKA
nc nTa.

IHaisa

BHECEHHS 3MiH 0 peecTpauinHuX maTtepianis: 3MiHW
| Tuny - AgmiHicTpaTuBHI 3miHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecy Micus NPOBaAXEHHS!
[isiNbHOCTI BUPOGHWMKa/iMnopTepa rotToBoro
nikapcbkoro 3acoby, BKIMHOYa4u AinbHULL BUMYCKY
cepii abo micue NpoBeAEHHS! KOHTPOHO SIKOCTi.
(misnbHicTb, 3a siky Bignosiaae BUpobHUK/imnopTep,
BKITHOYAKO4M BUMYCK cepit) - 3MiHa agpecu
BUPOGHMYOT AiNbHULI FOTOBOrO NikapcbKoro 3acoby,
6e3 3MiHM PaKTUYHOrO MiCLIe3HAXO4XKEHHS
BMPOGHMLTBA. TepMiH BBEAEHHS 3MiH NpOTArom 6
MicsiLiB Micnsi 3aTBEPOKEHHS

3a
peuernmom

He
nionsieae

UA/2915/01/03
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Ne
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peecmpayiliHo2o
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109.

JIAMITOP

Tabnetku no 25 wr;
no 10 Tabnetok y
Gnictepi; no 3
Gnictepn y
KapTOHHiI kopobui

TOPPEHT
®APMAC
bIOTIKAN

cnTa.

IHgia

TOPPEHT

SAPMACBIOTIKA

Nic nTa.

IHgia

BHECEHHS 3MiH [JO peecTpauiiHuX maTepianis: 3MiHN
| TMny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu Micus NpoBagXeHHs
nisinbHOCTI BUPpOGHWMKa/imnopTepa roToBoro
nikapcbkoro 3acoby, BKMYauy AinbHULI BUNYCKY
cepii abo micLie NpoBefeHHS KOHTPOJTHO AKOCTi.
(misnbHiCTb, 3a Ky Bignosiaae BUpobHMK/imnopTep,
BKJIOYAI0UM BUMYCK Cepiit) - 3miHa agpecu
BUPOBHMYOT AiNbHULI rOTOBOrO flikapCbKoro 3acofy,
6e3 3MiHM (haKTUYHOro MicLile3HaXO4KEHHSI
BMPOOHMUTBA. TepMiH BBEEHHS 3MiH NpoTsirom 6
MicsUiB Nicnsa 3aTBEPAXEHHSA

3a
peuenmom

He
nidnsieae

UA/2915/01/01

110.

JIAMITPUN

Tabnetku no 25 wr,
no 30 TabneTtoky
bnakoHax

dapmacan
HC IHK.

KaHnaga

dapmacariHc IHk.

KaHaga

BHECEHHS 3MiH O PeeCTpaLinHUX MaTepianis: 3MiHK
| Tuny - 3miHn Wwopao G6e3nekn/edeKTUBHOCTI Ta
tapMakoHarnagy. 3MiHa y KOpOoTKili xapakTepucTumui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKLUii ANa MeaMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOBIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauinHuin nepioa, abo sk pesynbTart
OUiHKM 3BITY 3 AOCNiAXEHb, NPOBEAEHMX BiAMNOBIAHO
[0 nNnaHy negiatpuyHmx gocnimpkens (PIP) (3Miny
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHM BHECEHO [0 iHCTPYKLiT ANnA MeguyHoro
3acTocyBaHHS nikapcbKkoro 3acoby y po3ainu:
"OcobnusocTi 3acTocyBaHHs", MNepenosysaHHs",
"Mo6ivHi peakuii" BigNOBIgHO O OHOBNEHOI
iHdpopmalLlii 3 6e3neku Aito4oi peYOBUHM.

3a
peuenmom

He
nidnsieae

UA/2656/01/01

111.

JIAMITPUN

Tabnetkun no 100 wr,
no 60 Tabnetoky
dnakoHax

dapmacan
HC IHK.,

Kanapa

dapmacarHc IHk.

KaHapa

BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3MiHU
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHsA Ta
iHCTPYKLUii ANa MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynspHO OHOBIIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OLjiHKM 3BITY 3 AochnigXeHb, NpoBeAeHMX BignoBigHO
00 nNnaHy neaiaTpuyHmx gocnimpkeHs (PIP) (3MiHy
Y3rOXXEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
OopraHom).
3MiHN BHECEHO A0 iHCTPYKLiT AN MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby y posainu:
"OcobnusocTi 3acTocyBaHHs", MNepeno3yBaHHs",
"Mo6ivHi peakuii" BigNOBIgHO 4O OHOBMEHOI
iHdopmalii 3 6e3neku Aito4oi peHOBUHM.

3a
peuenmom

He
nidnsieae

UA/2656/01/02

112.

JNAMITPUN

Tabnetkun no 150 wr,
no 60 Tabnetoky
driakoHax

dapmacan
HC IHK.

Kanapa

dapmacariHc IHk.

KaHapa

BHECEHHS 3MiH IO peecTpauiiHnX maTtepianis: 3MiHM
| Tuny - 3miHun Wwopo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuui

3a
peuernmom

He
nionsieae

UA/2656/01/03
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nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS Ha niacTasi
perynsipHo OHOBIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCYBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpadinHui nepioa, abo sk pesynbtaTt
OUiHKM 3BITY 3 AOCNiAXeHb, NPOBEAEHMX BiANoBIigHO
[0 nNnaHy neaiatpuyHmx gocnimkeHs (PIP) (3Miny
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHM BHECEHO A0 IHCTPYKUIT ANS Mean4Horo
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu:
"OcobnueocTi 3acTtocyBaHHsA", NepenosyBaHHs",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMNEHOT
iHdopMauii 3 6e3nekun 4it4oi pe4oBUHM.

113.

JIEBOKCUME
a

TabneTkn, BKpUTI
NniBKOBOKO
obornoHkoto, no 500
Mr o 7 TabneTok y
Gnictepi; no 1
Gnictepy B
KapTOHHil kopobui

TOB
"YOPSI
MEOVLM
v

YkpaiHa

yoprng
MEOVLUVH INAY
CAH. BE TIIPK.
A.LL.

TypeuunHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
tapMakoHarnagy. 3MiHu y KOpOTKil xapakTepucTumui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHmx/GionoaibHMxX nikapcbknx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HaZlaHHS! )KOAHWX HOBMX JA0AATKOBUX AaHWX) 3MiHU
BHECEHO [0 iHCTPYKUii AN MegnyHoro
3acToCcyBaHHS NnikapcbKoro 3acoby y po3ainu:
"®apmakornorivyHi BnactusocTi”, "Moka3aHHs",
"B3aemogis 3 iHWKMK nikapcbkumMn 3acobamu Ta
iHWi BMAwn B3aemogin”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepios BariTHOCTi
abo rogyBaHHsa rpyaa”, "3aaTHicTb BNNMBaTK Ha
LIBMAKICTb peakLii Npu kepyBaHHi aBTOTPaHCTNIOPTOM
abo iHWKuMK mexaHismamun", "Cnocib 3acTocyBaHHS
Ta pgo3n", "Mepeno3yBaxHs", "MobiyHi peakuii
BigNoBIgHO [0 iHbopMaLii LWoao MeaNYHOro
3acTocyBaHHsl pedhepeHTHOrO fikapcbkoro 3acoby
(Tavanic 500 mg film-coated tablets). BeegeHHsi
3MiH NPOTArom 6-TW MICSILB MiCNsi 3aTBEPOKEHHS.
3MmiHu | TUNy - 3miHKn Wwopo 6e3nekn/edPekTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHu) 3mMiHM BHECEHO A0
iHCTPYKLUIii ANS MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "MobivHi peakuii” wono
BaXINWBOCTi 3BiTYBaHHSA Npo NobiYHi peakuii.
BBepneHHs 3MiH NnpoTarom 6-Tu MicauiB nicns
3aTBEPOKEHHS

3a
peuenmom

He
nidnsieae

UA/12659/01/01

114.

JIEBOMIH®
30

TabneTku, BKPUTI
NniBKOBOK
ob6ornoHkoto, no 0,03
mr/0,15 wmr; no 21
Tabnetui y bnicrepi;
no 1 a6o no 3, abo

TOB
«MIBE
YKPATHA»

YkpaiHa

mibe MMBX
ApuHaimiTTenb

Himeyunna

BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu
| Tuny - 3miHn 3 akocTi. A®I. KoHtponb ADI. 3miHa y
MeTofax BunpobyBaHHs A®I abo BuxigHoro
maTepiany/npoMixxHOro NpoAyKTy/peareHTy, Wwo
BMKOPVCTOBYETbLCS y npoueci BUpobHuuTea AdI
(He3HaYHi 3MiHM y 3aTBEPXXEHNX MeToAax

3a
peuernmom

UA/16583/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 6 Gnictepis y BUNPOOYBaHHS)
KapTOHHiI kopobui HesHauHi 3mMiH1 4o MeToaWKM BUNPOBYBaHHSA Ans
BM3HAYeHHs PO3Mipy YaCTOK METOA0M NasepHoi
andpakuii
115. | NEBOMILIET Kpanni o4Hi 0,25 %, TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu 3a UA/5515/01/01
WH no 10 mn y donakoHi "BIODAP "BIODAPMA" | TMny - 3MiHK 3 skocTi. FoTOBMIA NikapCbKMiA 3aciO. peuenmom
nnacTukosomy; no 1 MA" 3MiHV y BUpPOBHMUTBI. 3MiHM Y NpoLeci BUpOGHMLTBA
dnakoHy y nadui 3 roTOBOrO fikapCbKoro 3acoby, BKkMoYao4m
KapTOHY NPOMIKHUIA MPOAYKT, WO 3aCTOCOBYETLCA NpU
BMPOOHMLITBI rOTOBOrO MikapCbKoro 3acoby
(HesHauHa 3miHa y npoueci BUpobHULTBa).
BunpasneHHs KinbKOCTi CUPOBUHK XrnopaMdeHikony
Ta Kucnotu 60pHoi, LWo HeobXigHi ons
NPUroTyBaHHS rOTOBOIO NiKapCbKoro 3acoby
BiANoBigHO 40 3aTBepaeHoro o6’emy cepii 275,0 .
3rigHo 3 posginom 3.2.P.3 «[Mpouec BMpobHUUTBa
nikapcbKoro 3acoby», 3aTBepaxeHuin o6’eM cepii
cTaHoBUTb 275,0 n. To6TO, TEOPETUYHUIA PO3MID
cepii ctaHoBUTL 27 500 dhnakoHiB. Taknum YMHOM,
Ccepito A4S KiNbKOCTi CUPOBMHM | MaTepianiB Ha cepito
6yno BunpaeneHo 3 25 000 conakoHis Ha 27 500
cbnakoHiB.
[MonepeaHbo BkadaHe uncno 25 000 dnakoHiB — ue
OuiKyBaHWI BUXI4 NpY TEOPETUYHOMY PO3MIpi cepii
27 500 dpnakoHiB.
BignosigHo, 6yno BUNpaBneHo KinbKOCTi CUPOBUHU
xrnopamdeHikony Ta 6OpHOT KUCNOTK, OCKiNbKU B
nonepeHin peakuii BoHW Bynu po3paxoBaHi Ha
KinbkicTb Bogu 250 n, Wwo € noMmunkoBum. BkasaHo
TEeOopeTUYHe 3HaYeHHs, po3paxoBaHe Ans 06’emy
275 n.
Takox BUNpaBrneHo NOMUIIKY B KOAYBaHHi
cneumdikauii BxigHoro koHTpornto. Cn. 5.14-01-84
«XnopmadeHikon», BiANoBiAHO A0 AKOT
3AINCHIOETLCSA KOHTPOIb CcybCTaHLji xnopamdeHiKon.
116. | NEPKAMEH® | Tabnetku, BKpUTi MeHapiHi | Iiokcemby Bupo6HMuTBO HimeuumHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu 3a He UA/0583/01/02
20 NniBKOBOIO IHTepHeLw pr npenaparty "in | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. peuenmom | nidnszae
obornoHkoto, no 20 OHan bulk" Ta koHTpOnb 3MiHM y BUpo6HMUTBI. 3MiHM BUNpobysaHb abo
Mr no 7 Tabnetok y Onepeiiu cepii: OOMyCTUMUX MEX, BCTaHOBMNEHMX Y cneuundikauisx,
GnicTepi; no 1 OHC BEPJIIH-XEMI AT, nig Yyac BUPOGHMLTBA rOTOBOrO Mikapcbkoro 3acoby
6nictepy B ITrokcemby HimeyumHa (BUNYYeHHS HecyTTeBOro BUNPOByBaHHS B NPOLIECi
KapTOHHiIl kopobuyj; pr C.A. KiHueBe BUPOGHMLTBA). 3MiHN CTOCYIOTbCS BUAANEHHS
no 10 Tabnetok y nakyBaHHs, HecyTTeBOro BMNpobyBaHHs Nig Yac BUPOOHULTBA
Gnictepi; no 6 abo 9 KOHTPOrb Ta (MeToay KinbKiCHOro BU3Ha4YeHHs MikapCbKoro
GnicTepiB y BUNYCK cepii: PEYOBUHU Ha rpaHyfbOBaHUX i HEMOKPUTUX

KapTOHHiIl kopobuyj;
no 14 tabnetoky
GnicTepi; no 1 abo 2,
abo 4 6nictepu B
KapTOHHiI kopobLyi

BEPINIH-XEMI AT,

Himeyuunna

Tabnetkax metogom BEPX a6o Y®). BuganeHHs
MEeTOAY KiNbKICHOro BU3HAYEHHS! NiKapCbKoi
PEYOBWHM Ha NPOMiXHI NPOAYKTY (rpaHynun Ta
TabneTkn 6e3 060noHku). 3miHu | TUNy - 3miHK 3
sKocTi. [oTOBMI Nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo AonyCcTUMMX
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

MeX, BCTAHOBIEHUX y cneundpikaLisx, nig vyac
BMPOBOHMLTBA rOTOBOTO NikapCbKoro 3acoby
(BUNYYEHHS HECYTTEBOro BUNPOGYBaHHS B NMPOLIECI
BUPOGHMLTBA).
3MiHM CTOCY0TbCS BUAANEHHSA HECYTTEBOIO
BUNpobyBaHHSA nig Yac BupobHuuTea (lgeHTudikauis
nikapcbkoi pe4yoBMHN Ha TabneTkax 6e3 060NoHKN
3a gonomoroto Y®). 3minm | Tuny - 3miHM 3 AKoCTi.
["oToBMI Nikapcbknii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(BUNyYeHHS MeTody BUNPODYBaHHS, SIKLLO BXeE
3aTBEpPAKEHUIN anbTepHaTUBHUI MeTog). 3MiHM
CTOCYHOTbCSI BUAANEHHS anbTePHATUBHOIO
aHaniTM4Horo MmeTtoay (KinbkKicHOro BU3Ha4YeHHs
TabneTok, BKpUTMX 060noHkot, YP). Cnig
NigKPECnuTK, L0 KiNbKiCHe BU3HAYEeHHs1 TabneTok,
BKPUTUX 0BONOHKOI, BUKOHYETBHCS 3a HOBUM
aHaniTm4Hum metogom BEPX.
3miHn | TUNYy - 3MiHK 3 gKocTi. [oToBMI NiKapCbKui
3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
3miHa y MmeTogax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (iHWwi 3amMiHn y meToaax
BUNpobyBaHb (BKNOYaym 3amiHy abo
[OMNoBHEHHS)). 3MiHa, NoB’si3aHa i3 3amMiHOK 0OHOro
aHaniTuyHoro metoay (iaeHTudikauia nikapcbkoi
peYoBUHK, TabNeTok, BKPUTKX 060MoHKo, YO >
BEPX (Detector UV/VIS)). 3minu | Tvny - 3miHu 3
sKocTi. [oToBMI Nnikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3MiHa y meToaax
BMNpPoOyBaHHS rOTOBOrO NiKapCbKoro 3acoby (iHLWi
3MiHM Y MeTodax BUNpobyBaHb (BKIIOYAK4N 3aMiHy
abo gonoBHeHHS)). 3miHa, NoB’s3aHa i3 3aMiHo
0[HOro aHaniTU4HOro MeToay Ha HOBUI
(ineHTudikauia Ta KinbKicHe BU3Ha4YeHHS nikapCbKoi
pevoBUHM, TAONETOK, BKPUTUX 060MOHKOK - BEPX.).
3MmiHu | TUNy - 3MiHK 3 gkocTi. FoToBMIA Nikapcbkui
3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
3MiHa y MeTofax BUNpobyBaHHsI rOTOBOMO
nikapcbkoro 3acoby (iHLi 3MiHM y MeToaax
BuNpobyBaHb (BKNoYarun 3aMiHy abo
[OMNoBHEHHS)). 3MiHa NoB’a3aHa i3 3MiHOK OJHOro
aHanituyHoro metoay (CnopigHeHi pe4yoBuHU Ans
nepkaHiauniHy rigpoxnopuay: ctapuii metog BEPX
3aMiHI0Tb HOBMM MeTogom BEPX). 3miHun | Tuny -
3MiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro Nnikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHSA rOTOBOIO NikapCbKOro 3acoby (iHLwui
3MiHWM Yy MeTofax BUNpobyBaHb (BKMHOYAKUKN 3aMiHy
abo gonoBHeHHS)). 3MiHa NoB’sA3aHa i3 3MiHO
ofHoro aHanitu4yHoro meroay (TecT Ha PO34YUHEHHS!
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nikapcbkoro 3acoby: ctapuin metog BEPX
3aMiHI0I0Tb HOBUM MeTogom BEPX). 3miHu | Tuny -
3MiHu 3 skocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa y meToaax
BMNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby
(He3HayHa 3miHa y 3aTBEpAKEHUX MeToAax
BUNPOOYBaHHS). 3MiHW NOB'A3aHi 3 OHOBIIEHHSAM
aHaniTMYHOro MeToay iaeHTUdiIKauii Aiokeuay
TuTaHy. 3MiHun | Tuny - 3MiHu 3 akocTi. ADI.
Bupo6HMLTBO. 3MiHa BUPOGHWMKa
BVXiAHOro/NnpoMmi>KHOrO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Yy BUPOGHMYOMY npoLeci A,
abo 3miHa BUpoBHMKa (BKMoYaoun, ae HeobxigHo,
MicLle NpoBeaeHHs kKoHTponto skocTi) APl (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoOMy
pocbe)(iHwi 3miHKn). [lonaHo HOBOro BUpobHMKa
BUXiAHOro NPOAYKTY nepkaHiguniHy rigpoxnopuay -
3-HiTpobeHsanbaerigy: BupobHuk: QUZHOU
RUIYUAN CO., LTD. BBegeHHst 3amiH npoTtsrom 6-tu
MicAUiB Nicnsa 3aTBEPAKEHHS.
3MiHn | TMny - 3MiHn 3 sikocTi. A®l. BUpoGHMLTBO.
3miHa BUpOBHYVKa BMXIQHOTO/MPOMIXKHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpo6HM4oMy npoueci A®I, abo 3miHa BUpobHUKa
(BKkntoyaroun, oe HeobxigHo, MicLle NpoBeaeHHS
KOHTporito sikocTi) APl (3a BigcyTHOCTI cepTudikata
BignoBigHOCTi €Bponenchki hapmakonei y
3aTBepAKEHOMY Aocbke)(iHLWi 3MiHW). [logaHo HOBOro
BMPOGHMKa BUXIQHOMO NPOAYKTY NepKaHiamniHy
rigpoxnopuay - 3-HiTpobeH3anbaerigy: BupobHuk:
RUPAL CHEMICALS LTD. BeegeHHs1 3MiH NpOTArom
6-Tv MicaLiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MmiHu 3 gkocTi. A®l. BupobHuuTBo. 3MmiHa
BMPOGHMKa BUXIQHOTO/MPOMiXXHOIO
npoaykTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpoGHMYoMy npoueci A®I, abo 3miHa BUpobHUKa
(BKkntoyaroun, oe HeobxigHo, MicLie NpoBeaeHHs
KOHTporto sikocTi) APl (3a BiacyTHOCTI cepTudikaTa
BignoBigHoCTi €Bponenchkit papmakonei y
3aTBepAKeHOMY Aocbke)(iHLWi 3MiHu). [logaHo HOBOro
BMPOGHMKa BUXIQHOTO NPOAYKTY NepKaHiamniHy
rigpoxnopuay - aumeTuncynbgaTy. BupobHuk:
INDUSTRIAL SOLVENTS & CHEMICALS PVT LTD.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHM | TUny - 3MiHK 3 akocTi. ADI.
BupobHuuTBo. 3MiHa po3mipy cepii (Bkrtoyatoum
pianasoHun) APl abo NpomibKHOro MPOAYKTY, SKWIA
3aCTOCOBYETLCS y Npoueci BUpobHuuTea Ad|
(36inbLieHHs go 10 pasiB NOpPIBHSAHO i3
3aTBEpAKEHVM po3MipoMm). 3MiHK, NOB'A3aHi 3
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OHOBreHHAM moayns 3.2.S.2.2. logaBaHHs
anbTepHaTMBHOro po3mipy cepii (Batch size B) gns
NPOMiXKHOI NMiKapCbKOi PeYOBUHM NepKaHiguniHy
rigpoxnopuay REC 15/2375-07, BugineHoro
HanpuKiHLi TpeTboro etany cuHTesy. 3miHu | Tuny -
3MiHu 3 skocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTporb
OOMOMiXHMX Pe4oBUH. 3MiHa y MeToaax
BUNPOBYBaHHS JONOMIXXHOT PEHOBUHM (HE3HAYHI
3MiHM Y 3aTBEpPOXXEHNX METOAaxX BUNPobyBaHb).
3MiHM NOB'sI3aHi 3 OHOBMNEHHSIM aHaniTUYHOI
METOAMKM iAeHTuIKaLii giokeuay TUTaHy,
KOMMOHEHTa CyMilli NNiBKOBOrO NMOKPUTTS. 3MiHM |
TMny - 3MiHK 3 AKoCTi. Fo0TOBUIA NikapcbKuin 3aci6.
KoHTponb AonomikHMX pevoBuH. 3MiHa y meToaax
BUNPOBYBaHHSA AONMOMIKHOT peYOBMHM (iHLLI 3MiHW Y
MeTodax BunpoGyBaHHS (BKMoYaroym 3aMiHy abo
AoAaBaHHs)). 3MiHWM CTOCYHOTLCS aHamniTUYHOT
npoueaypv ineHTudikauii okcuagy 3anisa,
KOMMOHEHTa CyMilli NiBKOBOro NMOKpUTTS. 3asiBHUK
NPOMOHYE 3aMiHNTU KONTOPUMETPUYHWI TECT ANA
ineHTndikauii okcnay 3anisa Ha HOBUI
KONOPUMETPUYHMIA TecT. 3MiHu | Tuny - 3MiHn 3
sKocTi. [oToBuI nikapcbkuii 3aci6. KoHTponb
OOMOMiXHMX Pe4oBUH. 3MiHa y MeToaax
BUNPoByBaHHS AOMOMIXXHOI PEYOBUHY (iHLLI 3MiHK Y
mMeToAax BunpobyBaHHS (BKIroYaroumn 3amiHy abo
nofaBaHHs1)). 3asiBHUK NPOMOHYE 3MiHY METOAIB
ocapxkeHHs Ta TLWX BignosigHo Ans igeHTudikaLii
TarnbKy Ta OpraHiuHMX KOMMOHEHTIB CyMiLLi
NNiBKOBOro NokpuUTTA Ha IY-meToa. PegakuiniHi 3miHm
cTocyTbes po3giny 3.2.P.1 Onuc i cknag,
nikapcbkoro 3acoby, a came: 3aMiHa Ha3BW CyMiLli
[Onsi NNiBKOBOro NOKpUTTS. 3MiHM BHECEHI B po3ain
"Cknag" (BonomixxHi pe4oBMHM) B IHCTpYKLi0 Ans
MEeOUYHOro 3aCTOCYBaHHsI NiKapCbKoro 3acooy.
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHu). 3MiHWM BHeceHi B
IHCTPYKUitO ANst MEONYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby o po3sginis "OcobnueocTi
3actocyBaHHs", "MobiuHi peakuii” , a Takox BHECEHI
peakuinHi npaeky 4o po3ainis "®apmakonorivHi
BnacTmBocTi", "B3aemogis 3 iHWUMK nikapCbKuMmn
3acobamu Ta iHWi Buam B3aemogiin”, "OcobnmBocTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog, BariTHOCTI
abo rogyBaHHs rpypar”, "Cnocib 3actocyBaHHs Ta
po3n", "Mob6iuHi peakuii". BBegeHHs 3MiH NPOTSAroM
6-T MicaLiB Micnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHM 3 AkocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb
[OOMOMIXHUX PpevoBUH. 3MiHa y MeToaax
BUNPOBYBaHHS AOMOMIKHOI PEYOBMHY (iHLLI 3MiHW Y
MeTofax BUNpobyBaHHS (BKIHoYaroum 3amiHy abo
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[ofaBaHHs)). 3MiHM CTOCYHTLCS aHaniTUYHOTO
meToay iAeHTUdiIKaLjii KOMNOHEHTIB CyMiLlli
NNiBKOBOrO NOKPUTTSA. |AEHTUYHICTE 3 AONOMIDKHMX
peyoBUH - Makporony 6000, rinpoMenosu Ta Tanbky
nepesipeHo 3a gonomoroto cnekrpockonii FT-IR.
BunpaBneHHs cTocyeTbCsA NpoBeAeHHS NepeBipKn
iAeHTUIKaLii 3 BUKOPUCTaAHHAM Npunagy, kv
MOXHa NOPIBHATY 3 Hapasi 3apeecTpoBaHNM
npuctpoem Parkin Elmer SpectrumTwo.

117.

JIIHBAI

Kancynu Teepgi, no
25 wmr, no 10 kancyn
y 6nicTepi, no 3

Gnictepu B kOpoOLi

TOB
"CaHpo3
YkpaiHa"

YkpaiHa

Jlek
dapmaueBTU4Ha
KoMnaHia g.4a.,
CnoBeHis
(nepBuHHa Ta
BTOPWHHA
ynakoBka, [03BiN
Ha BUNYCK cepii);
Tlek
dapmaueBTMyHa
KoMnaHisa a.4.,
CnoBeHis
(nepBuHHa Ta
BTOPWHHA
ynakoBka); C.K.
Canpos C.P.I.,
PymyHis
(koHTponb cepii);
[eHBeoH Inak
Canaw Be TikapeT
A.C., TypeuunHa
(BPOGHMLUTBO
Hepo3dhacoBaHoi
npoaykuii)

CnoseHis/
PymyHis/
TypeyumHa

BHECEHHS 3MiH [JO peecTpauiiHuX maTepianis: 3MiHN
| Tuny - 3miHun 3 akocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANOBIAHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
abo Buny4deHHs ceptudikata BignoBigHOCTI
€Bponewcbkin dapmakonei: gna A®l; ons BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans
ponomixxHoi pedoBuHu (ME-cepTudpikat
BiZNOBIQHOCTI €Bponewnchkin dhapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOro
nNpoaykTy abo JOMOMKHOI pe4oBUHM) - BunyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MynbTUNIIETHOro cepTudikata Ha matepian) -
Buny4veHHs 'E-CepTtudikaty BignosigHocTi
€sponeicbkoi papmakonei Ne R1-CEP 2000-027-
Rev 02 ansa gonomixHoi peyoBuHM Gelatin Big Bxe
3aTBepakeHoro BupobHuka Rousselot; 3miHm | Tuny
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lTE-
cepTudpikaT BignoBiaHOCTI EBpONENCHKiIl
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpoOHMUTBI APIl; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIQHOCTI €Bponenchkin dapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo OMOMIKHOI pe4oBUHM) - BunydeHHs
cepTtudikaTis (y BUNagKy HasgBHOCTI
MynbTUNAETHOro cepTudikata Ha maTtepian) -
Buny4veHHsi F'E-CepTtudikaty BignosigHocTi
€Bponencbkoi hapmakonei R1-CEP 2001-332-Rev
02 gns gonomixHoi pevoBuHu Gelatin Big
3aTBepAKeHoro BupobHuka Rousselot; 3miHu | Tuny
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lTE-
cepTudikaT BignoBiaHoOCTI EBponenchKiln
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI

3a
peuenmom

UA/15586/01/01
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€Bponenckkin dapmakonei: gna APl; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
[onomixHoi pevoBuHm (ME-ceptudpikat
BiANOBIgHOCTI €Bponewncbkin dapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NPoAyKTYy abo JOMOMDKHOI pe4oBUHM) - BUnyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MYnbTUNSIETHOrO cepTudikata Ha martepian) -
BunyyenHs E-ceptudikaty BignosigHoCTI
€sponeicbkin bapmakonei R1-CEP 2002-110 Rev
00 ans gonomixHoi pevoBuHM Gelatin Big Bxe
3aTBepakeHoro BMpobHuka PB Gelatins; 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpoNEnchbKi
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponewcbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/MPOMDKHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
pornomixxHoi pedoBuHm (ME-cepTudpikat
BiZNOBIgHOCTI €BponeWnchkin dapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo 4OMOMiXKHOI pe4oBuHM) - BunyyeHHs
cepTtudikaTis (y BUNagKy HasgBHOCTI
MynbTUNAEeTHOro cepTudikata Ha maTtepian) -
BunyyYeHHs E-cepTudikaTy BignoBiAHOCTI
€sponencokin dpapmakonei R1-CEP 2004-022 rev
00 ans gonomixHoi pedoBuHM Gelatin Big Bxe
3aTBepakeHoro BupobHuka PB Leiner; 3minu | Tuny
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lTE-
cepTudikaT BignoBiaHOCTI EBponenchKil
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikara BignosigHocTi abo
BUIyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®l; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei ons
Adl/BunxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo OMOMIKHOI pe4oBUHM) - BunydeHHs
cepTudikaTis (y BUNagKy HasgBHOCTI
MynbTUNIIETHOrO cepTudikata Ha matepian) -
BuUnyyYeHHs E-cepTudikaTy BigNoBiAHOCTI
€Bponencokin dpapmakonei Ne R1-CEP 2003-172-
Rev 00 anst gonomixxHoi peyoBuHu Gelatin Big BXxe
3aTBepakeHoro BupobHuka GELITA Group; 3MiHu |
Tuny - 3MiHM 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BigNoBiAHOCTI €BpONENChKin
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dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHOrO cepTudikaTa BianoBiaHOCTi abo
BUNYyYEHHS cepTudikaTa BiaNOBIAHOCTI
€Bponencekin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
nonomixHoi peyoBuHm (ME-ceptudpikat
BiANOBIgHOCTI €Bponewnchkin dapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
NpoAyKTy abo JOMOMDKHOI pe4oBUHM) - BunyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MynbTUNIIETHOrO cepTudikata Ha maTepian) -
BunyyenHs E-ceptudikary signosigHoCTi
€sponericbkin bapmarkonei Ne R1-CEP 2004-247-
Rev 00 anst gonomixxHoi pedoBuHm Gelatin Big BXxe
3aTBepakeHoro BMpobHuka Nitta Gelatin Inc; 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BianoBigHOCTI €BponenchKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHOro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BiaNOBIAHOCTI
€Bponewcbkin dapmakonei: gna APl; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiAMOBIAHOCTI €Bponencukin dapmakonei Ans
Adl/BuxigHoro matepiany/peareHTy/npoMixxHOro
npoaykTy abo OMOMXKHOI pe4oBuHM) - BunydeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MynbTUNNEeTHOro cepTudikata Ha maTtepian) -
BunyyYeHHs E-cepTudikaTy BignoBigHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2004-320-
Rev 00 ans gonomixHoi pedoBuHM Gelatin Big Bxe
3aTBepakeHoro BupobHuka Nitta Gelatin; 3miHn |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiANOBIAHOCTI €EBpONENChKIN
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBreHoro cepTudikata BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOrO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin dhapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo 4onoMixHoi pe4oBuHU) - OHOBREHUIA
cepTudikaT Bif BXe 3aTBEPAXKEHOro BUPOOHYKa -
nogaHHs oHoneHoro NE-CepTtudikarty
BignoBigHocTi €Bponeicekini papmakonei Ne R1-
CEP 2000-344-Rev 03 (3atBepgxeHo: R1-CEP
2000-344-Rev 02) anst 4ONOMIKHOI pEYOBUHM
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Gelatin Big Bxe 3aTBepmpkeHoro BupobHuka NITTA
GELATIN INDIA LTD; 3minHu | Tuny - 3MmiHn 3 akocTi
CepTudpikat BignosigHocTi/E-cepTudikaT

€Bponelicbkint hapmakonei: agns A®l; onsa BuxigHoro

Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro

matepiany/peareHTy/npoMiKHOrO NPOAYKTY abo
3aTBepOKeHOro BUPOGHMKa - noAaHHs Hosoro [E-

dapmakonei R1-CEP 2001-424 - Rev 03 ans

BignoBigHOCTI €BponeiichbKin
apmakonei/moHorpadii. [MogaHHs HoBoro abo
OHOBJEHOro cepTudikarta BianoBigHoCTi abo
BUNYyYEHHS cepTudikaTa BiaNOBIAHOCTI
€sponelicbkin bapmakonei: ana A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMiIXHOrO MPOAYKTY, L0
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
AonomikHoT pevosuHn (ME-cepTudikart
BiNOBIgHOCTI €BponeWnchkin hapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AOMOMiXKHOI pe4oBuHU) - OHOBREHUIA
cepTudikat Bif BXXe 3aTBEPAXEHOro BUPOOHMKa -
nogaHHs oHosneHoro E- cepTudikaty
BiAnoBigHOCTi €Bponencokini hapmakonei Ne R1-
CEP 2005-217 Rev 02 (3atBepmkeHo: Ne R1-CEP
2005-217 Rev 00) anst 4ONOMiKHOI PEYOBUHM
Gelatin Big Bxe 3aTtBepmkeHoro supobHuka NITTA
GELATIN INC. (MpowmixHa Bepcia CEP Rev 01 He
BMKOpUCTOBYBanacb npu BUpobHMUTBI [T13); 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BianoBigHOCTI €BponencobKin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI APl; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin dhapmakonei ons

npoaykTy abo ONOMiXHOI pevoBuHK) - HoBuiA
cepTtudpikaT Ansa BUXigHOro

[OMOMDXHOT peqoBMHU Bi HOBOro abo Bxe

cepTugikaTy BianoBiAHOCTI €BpONENChKin

€Bponencekin dapmakonei: gna A®l; ans BUxigHoro

[onomixHoi peyoBuHu Gelatin BupobHuutea GELITA
Group ans nocravansHuka Capsugel; 3MiHu | Tuny -
3miHu 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTuddikat BigNoBIiAHOCTI €BpONENCHKi
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikata BignosigHocTi abo
BUITyYEHHS cepTudikarta BignoBigHOCTI

mMaTepiany/peareHTy/NpOMiXXHOIO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
AonomixHoi pevoBuHu (CE-cepTudikart
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BiZNOBIgHOCTI €BponeWchkin hapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOro
npoaykTy abo JoNoMiXKHOT pe4oBuHK) - HoBuia
cepTudikaT anga BUXigHoOro
maTepiany/peareHTy/npoMixkHOro npoaykTy abo
[OMOMIDKHOI pe4OBUHM Big HOBOrO abo Bxe
3aTBepOKeHoro BUpo6HUWKa - nogaHHs Hosoro [E-
cepTudikaTy BiaNoBiAHOCTI €BpONENChbKin
dapmakonei R1-CEP 2000-045-Rev 04 gns
[onomixxHoi peyoBuHu Gelatin BupobHuuTBa
Tessenderlo Group N.V. gns noctavanbHuka
Capsuge; 3MmiHu | Tuny - 3MiHu 3 sikocTi. CepTudpikaT
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
€Bponewicbkin dpapmakonei/MoHorpadii. NogaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
abo Buny4deHHs ceptudikata BignoBigHOCTI
€sponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMIXHOIO NPOAYKTY, O
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AonomixkHoi pevosuHn (ME-ceptudikart
BiNOBIgHOCTI €BponeWnchkin hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo JOMOMIKHOI pevoBuHK) - HoBui
cepTudikaT ansa BUXigHOro
matepiany/peareHTy/npoMixXHOro NpPoaykTy abo
[OMOMIDKHOI pe4OBUHM Bi HOBOTO abo Bxe
3aTBEpOKEHOro BUPOGHUWKa - nodaHHs Hosoro [E-
CepTudpikaTy BignosigHoCTI €EBponeichkii
dapmakonei Ne R1-CEP 2010-043-Rev 00 ans
[onomixHoi pevoBuHu Gelatin BupobHuLTBa
ROUSSELOT ans noctavanbHuka Capsugel; 3miHn
| TMny - 3MiHu 3 akocTi. CepTudikart
BignoBigHocTi/'E-cepTudikaTt BiaNoBigHOCTI
€Bponevicbkinn apmakonei/moHorpadii. MoaaHHs
HoBoro abo oHoBMeHoro cepTudikaTa BiANOBIAHOCTI
abo Buny4yeHHs cepTudikata BignoBigHOCTI
€Bponelicbkint hapmakonei: agns A®l; ons BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin dapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
npoaykTy abo [oNoMiXXHOI pevoBuHK) - HoBuiA
cepTtudpikaT Ansa BUXigHoOro
mMaTtepiany/peareHTy/npoMiKHOro NpoaykTy abo
[OMOMDXHOT pe4oBMHU Bi HOBOro abo Bxe
3aTBEPAKEHOr0 BUPOOHUKA - nofaHHsA HoBoro E-
cepTugikaty BiaNoBiZHOCTI €EBpONENChbKi
capmakonei Ne R1-CEP 2000-029-Rev 05 ans
[onomixHoi peyoBuHu Gelatin BMpobHuUTBa
ROUSSELOT gnsa noctayanbHuka Capsugel
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118. | NIHBAT Kancynu Teepgi, no TOB YkpaiHa Jlek CnogeHisi/ BHECEHHS 3MiH O peecTpauiiHuX maTtepianis: 3MiHW 3a UA/15586/01/02

50 mr, no 10 kancyn "CaHpo3 dapmaueBTUYHa PymyHis/ | Tuny - 3miHun 3 akocTi. Ceptudikat peuenmom

y 6nicTepi, no 3 YkpaiHa" KOMnaHis 4.4., TypeuurHa BignosigHocTi/lE-cepTudikaT BiANoOBIgHOCTI

Gnictepu B kOpoOLi CnogBeHisi €Bponewickkin hapmakonei/MoHorpadii. MogaHHs

(nepBuHHa Ta HoBoro abo oHOBMEHOro cepTudikaTa BiAMNOBIQHOCTI
BTOpPWHHA abo Buny4deHHs ceptudpikata BignoBigHOCTI

ynakoBka, A03Bin
Ha BUNYCK cepii);
Jlek
dapmaueBTMyHa
KoMnaHisa a.4.,
CnoBeHis
(nepBuHHa Ta
BTOPWHHA
ynakoBka); C.K.
Canpos C.P.N.,
PymyHis
(koHTpOMb cepii);
[eHBeoH Inak
Canaw Be TikapeT
A.C., TypeyunHa
(BUPOBHULTBO
Hepo3dhacoBaHoi
npoaykuii)

€Bponencbkin dapmakonei: gna APl; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
[onomixHoi pevoBuHm (ME-cepTudpikat
BiANOBIgHOCTI €Bponewnchkin dapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOro
npoaykTy abo JOMOMKHOI pe4oBUHM) - BUnyyeHHs
cepTtudikaTis (y BUNagKy HasgBHOCTI
MynbTUNIIETHOro cepTudikata Ha maTtepian) -
BunyyeHHs ME-CepTudikaTy BignoBigHoOCTI
€sponeicbkoi dpapmakonei Ne R1-CEP 2000-027-
Rev 02 anst gponomixxHoi pedoBuHm Gelatin Big BXxe
3aTBepAkeHoro BMpobHuka Rousselot; 3mMiHu | Tuny
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lTE-
cepTudikat BignoBigHOCTI €BpoONENChbKi
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€BponeWcbkin dapmakonei: gns A®l; ans BuxigHoro
marepiany/peareHTy/MPOMIKHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®l; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIQHOCTI €Bponewnchkin dapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixxHOro
npoaykTy abo OMOMKHOI pe4oBUHM) - BunyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MynbTUNAEeTHOro cepTudikata Ha maTtepian) -
Buny4veHHst F'E-CepTtudikaty BignosigHocTi
€sponencbkoi papmakonei R1-CEP 2001-332-Rev
02 agns gonomixHoi pevoBuHK Gelatin Big
3aTBepaxeHoro BupobHuka Rousselot; 3minu | Tuny
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lTE-
cepTudikat BiaNoBIAHOCTI EBpONENCHKIN
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEeHOro cepTudikarta BignosigHocTi abo
BUIyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ansi
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin dapmakonei ons
Adl/BnxigHoro matepiany/peareHTy/npoMiXXHOro
npoaykTy abo 4OMOMIXKHOI pe4oBUHM) - BunydeHHs
cepTudikaTis (y BUNagKy HasgBHOCTI
MyNbTUNIIETHOIO cepTudikata Ha martepian) -
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BunyyenHs E-ceptudikaty signosigHoCTi
€sponevicbkin bapmakonei R1-CEP 2002-110 Rev
00 ans gonomixHoi pevoBuHM Gelatin Big Bxe
3aTBepakeHoro BMpobHuka PB Gelatins; 3miHu |
Tuny - 3MiHn 3 akocTi. CepTtudikaT BignosigHocTi/l'E-
cepTudikat BiaNoBIAHOCTI €BpoONenchKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHOTO cepTudikaTa BianoBiaHOCTi abo
BUNYyYEHHS cepTudikaTa BiaNOBIAHOCTI
€Bponencbkin dapmakonei: gna APl; ans BuxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHULTBI ADI; ans
ponomixxHoi pedoBuHm (ME-cepTudpikat
BiZNOBIgHOCTI €Bponewnchkin dapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
nNpoaykTy abo JOMOMKHOI pe4oBUHM) - BUnyyeHHs
cepTudikaTis (y BUNagKy HasBHOCTI
MynbTUNIIETHOro cepTudikata Ha matepian) -
BunyyenHsa E-ceptudikaty signosigHoCTI
€sponencokin dapmakonei R1-CEP 2004-022 rev
00 ans gonoMixHoi pevoBuHM Gelatin Big Bxe
3aTBepakeHoro BMpobHuka PB Leiner; 3miHun | Tuny
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lTE-
cepTudikaT BianoBigHOCTI €BponenchbKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI APl; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin dhapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixxHOro
npoaykTy abo 4OMOMiXKHOI pe4oBUHM) - BunydeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MynbTUNIIETHOrO cepTudikara Ha martepian) -
BunyyYeHHs E-cepTudikaTy BigNnoBiAHOCTI
€sponericbkin bapmarkonei Ne R1-CEP 2003-172-
Rev 00 anst gonomixxHoi peyoBuHM Gelatin Big BXxe
3aTBepgkeHoro BupobHuka GELITA Group; 3MiHu |
Tuny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiaNoBIAHOCTI €BpONenchKin
dapmakonei/MmoHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOrO NMPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®l; Ang
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin hapmakonei ons
Adl/BnxigHoro matepiany/peareHTy/npoMixxHoro
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NpPoAyKTYy abo AOMOMIKHOI pe4oBUHM) - BUnyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MYnbTUNSIETHOrO cepTudikata Ha maTtepian) -
BunyyenHs E-ceptudikaty BignosigHoCTI
€sponeicbkin bapmarkonei Ne R1-CEP 2004-247-
Rev 00 anst gonomixxHoi pedoBuHn Gelatin Big Bxe
3aTBepakeHoro BMpobHuka Nitta Gelatin Inc; 3miHn |
Tuny - 3MiHn 3 akocTi. CepTtudikaT BignosigHocTi/l'E-
cepTudikat BignoBigHOCTI €BpONENCHKin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudikata BignosigHocTi abo
BUNYyYEHHN cepTudikaTa BiaNOBIAHOCTI
€BponeWcbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
pornomixxHoi pedoBuHm (ME-cepTudpikat
BiNOBIgHOCTI €Bponewnchkin dhapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo JOMOMKHOI pe4oBUHM) - BUnyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MynbTUNIIETHOro cepTudikata Ha maTtepian) -
BunyyenHsa E-ceptudikary signosigHoCTi
€sponericbkin bapmarkonei Ne R1-CEP 2004-320-
Rev 00 anst gonomixxHoi pedoBuHu Gelatin Big BXxe
3aTBepakeHoro BupoGHuka Nitta Gelatin; 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBiaHoOCTI EBponenchKil
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: agns A®l; onsa BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin dhapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npoMixxHOro
npoaykTy abo 4onoMixHOI pevoBuHU) - OHOBREHUIA
cepTudikaT Bif BXXe 3aTBEPAPKEHOrO BUPOOHYKa -
nogaHHs oHosneHoro ME-CepTtudikarty
BignoBigHocTi €Bponeiickkint papmakonei Ne R1-
CEP 2000-344-Rev 03 (3atBepgxeHo: R1-CEP
2000-344-Rev 02) ons AONOMIKHOI pEYOBUHM
Gelatin Big Bxe 3aTBepmxeHoro BupobHuka NITTA
GELATIN INDIA LTD; 3minu | Tuny - 3miHu 3 siKoCTi.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BignoBigHOCTI €Bponemncokii
capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
marepiany/peareHTy/NpPOMIKHOIO MPOAYKTY, L0
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BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ans
AonomikHoI pevosuHn (ME-cepTudikart
BiZNOBIgHOCTI €BponeWnchkin hapmakonei ans

Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AONoMiKHOI peqoBuHM) - OHOBREHWI
cepTudikat Bif BXXe 3aTBEPAXEHOro BUPOOHMKa -
nogaHHs oHosneHoro E- cepTudikaty
BiAnoBigHOCTi €Bponencekini papmakonei Ne R1-
CEP 2005-217 Rev 02 (3atBepmpkeHo: Ne R1-CEP
2005-217 Rev 00) anst 4ONOMiKHOI PEYOBUHM
Gelatin Big Bxe 3aTBepaeHoro BupobHuka NITTA
GELATIN INC. (MpowmixHa Bepcia CEP Rev 01 He
BMKOpUCTOBYBanach npv BupobHuuTBi T13); 3MiHun |
Tuny - 3MiHn 3 akocTi. CepTudikaTt BignosigHocTi/l'E-
cepTudikaT BianoBigHOCTI €BponenchKin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudikara BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponewcbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NPOMDKHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
ponomixxHoi pedoBuHm (MCE-cepTudpikat
BiANOBIgHOCTI €Bponewnchkin dapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixHOro
npoaykTy abo JoNOMiXHOI peqyoBuHK) - HoBuiA
cepTtudpikaT Ans BUXigHOro
maTepiany/peareHTy/npoMixXHOro NpoaykTy abo
[OMOMDXHOT pevoBMHU Bi HOBOro abo Bxe
3aTBepOKeHOro BUPOGHMKa - noAaHHs Hosoro [E-
cepTtudikaTy BignoBigHOCTI €EBponeinchkii
dapmakonei R1-CEP 2001-424 - Rev 03 ans
AonomixHoI pevoBunHM Gelatin BupobHuutea GELITA
Group ans noctavansHuka Capsugel; 3MiHn | Tuny -
3miHu 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiaNoOBIAHOCTI €BpONENCHKi
capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikarta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, L0
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans
AonomixHoi pevoBuHu (ME-cepTudikart
BiQNOBigHOCTI €Bponelickkin hapmakonei Ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
npoaykTy abo AONOMXKHOT pe4oBuHK) - HoBui
cepTudikat ons BUXigHoOro
mMaTtepiany/peareHTy/npoMiKHOro NPoAyKTy abo
[OMOMIDKHOI pe4OBUHM Bi HOBOTO abo BXxe

3aTBepOKEHOro BUPOGHUWKa - noAaHHs Hosoro [E-
cepTugikaTy BianoBiZHOCTI €BpONENChKin
dapmakonei R1-CEP 2000-045-Rev 04 ans




71

[IponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

[onomixxHoi peyoBuHu Gelatin BMpobHuLTBa
Tessenderlo Group N.V. ans noctavanbHuka
Capsuge; 3MiHu | Tuny - 3MiHu 3 sikocTi. CepTudikaT
BignosigHocTi/ME-cepTudikaT BigNoBIigHOCTI
€sponevicbkin bapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
abo Buny4deHHs ceptudpikata BianoBigHOCTI
€sponelicbkin bapmakonei: ansa A®l; onsa suxigHoro
marepiany/peareHTy/NpOMiIXHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
AonomikHoT pevosuHn (ME-cepTudikart
BiNOBIgHOCTI €BponeWchkin dapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixHOro
npoaykTy abo JOMOMiIKHOI pevoBuHK) - HoBuiA
cepTudikaT ansa BUXigHoOro
MaTepiany/peareHTy/npoMixkHOro NpoaykTy abo
[OOMOMIDKHOI pe4OBUHM Big HOBOrO abo Bxe
3aTBepOKeHOro BUPoGHUKa - nogaHHs Hosoro [E-
CepTudcikaTty BignoBigHoOCTi €Bponechkii
dapmakonei Ne R1-CEP 2010-043-Rev 00 ans
[ornomixHoi pevoBuHu Gelatin BupobHuuTBa
ROUSSELOT ans noctavansHuka Capsugel; 3miHn
| Tuny - 3miHun 3 akocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
€Bponeickkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBMeHoro cepTudikaTa BiANOBIAHOCTI
abo BuUny4eHHs cepTugikata BignosigHoCTi
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin dhapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixxHOro
npoaykTy abo JONOMiXHOI peqoBuHM) - HoBuiA
cepTtudpikaT Ansa BUXigHoOro
matepiany/peareHTy/npoMiKHOrO NPOAYKTY abo
[OMOMDXHOT pevoBMHU Bi HOBOro abo Bxe
3aTBepO4KeHOro BUPOGHMKa - noAaHHs Hosoro [E-
cepTugikaTy BianoBiAHOCTI €BpONENChKil
capmakonei Ne R1-CEP 2000-029-Rev 05 ans
[onomixxHoi peyoBuHu Gelatin BupobHuuTBa
ROUSSELOT gnsa noctayanbHuka Capsugel

119.

JIIHBAI

Kancynv Teepgi, no
75 wr, no 10 kancyn
y 6nicTepi, no 3

Gnictepu B kKopobui

TOB
"CaHpo3
YkpaiHa"

YkpaiHa

TNek
dapmaueBTUYHa
KoMnaHisa a.4a.,
CnoseHis
(nepBuHHa Ta
BTOPWHHA
ynakoBka, 403Bin
Ha BUNyckK cepii);
Jlek

CnoseHisi/
PymyHis/
TypeuuunHa

BHECEHHS 3MiH 0 peecTpauinHuX maTtepianis: 3MiHW
| TMny - 3MiHu 3 sikocTi. CepTudpikart
BignoBigHocTi/E-cepTudikat BianoBigHOCTi
€Bponevicbkinn dapmakonei/moHorpadii. NMoaaHHs
HoBoro abo oHoBreHoro ceptudikaTa BifnNOBIQHOCTI
abo BUny4eHHs1 cepTugikata BignosigHoCTi
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOrO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuuTBi API; ansi

3a
peuernmom

UA/15586/01/03
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
dapmaueBTMyHa [onomixxHoi peyoBuHm (ME-ceptudpikat
KOMMaHis 4.4., BiANOBIAHOCTI €Bponencukin hapmakonei Ans
CnogBeHisi Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
(nepBuHHa Ta NPoAyKTy abo AOMOMDKHOI pe4oBUHM) - BunyyeHHs
BTOpPUHHA cepTtudikaTis (y BUNagKy HasBHOCTI
ynakoBka); C.K. MYnbTUNSIETHOrO cepTudikata Ha matepian) -
Canpos C.P.J1., BunyyeHHs ME-CepTudikaTy BignoBigHOCTI
PymyHis €sponeicbkoi papmakonei Ne R1-CEP 2000-027-

(koHTpOMb cepii);
[eHBeoH Inak
Canaw Be TikapeT
A.C., TypeyunHa
(BUPOBHULTBO
Hepo3dhacoBaHoi
npoaykuii)

Rev 02 anst gonomixxHoi pedoBuHmu Gelatin Big BXxe
3aTBepAKeHoro BMpobHuka Rousselot; 3mMiHu | Tuny
- 3MiHu 3 sKocTi. CepTudikat BignosigHocTi/lTE-
cepTudikat BianoBigHOCTI €BponenchKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHOoro cepTudikara BignosigHocTi abo
BUNYYEHHA cepTudikaTa BiaNOBIAHOCTI
€Bponewcbkin dapmakonei: gna APl; ans suxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
pornomixxHoi pedoBuHm (ME-cepTudpikat
BiANOBIgHOCTI €BponeWnchkin dapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
nNpoayKkTy abo JOMOMKHOI pe4OBUHM) - BUnyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MynbTUNIIETHOro cepTudikata Ha matepian) -
Buny4veHHs 'E-CepTtudikaty BignosigHocTi
€Bponencbkoi papmakonei R1-CEP 2001-332-Rev
02 gns gonomixHoi pevoBuHu Gelatin Big
3aTBepaKeHoro BupobHuka Rousselot; 3miHu | Tuny
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lTE-
cepTudikaT BignoBiaHOCTI EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBreHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHMLUTBI ADI; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin dhapmakonei ans
Adl/BunxigHoro matepiany/peareHTy/npoMiXXHOro
npoaykTy abo 4OMOMIKHOI pe4oBMHM) - BunydeHHs
cepTudikaTis (y BUNagKy HasgBHOCTI
MynbTUNIIETHOrO cepTudikata Ha martepian) -
BuUnyYeHHs E-cepTudikaTy BigNoBiAHOCTI
€ponewickkin dpapmakonei R1-CEP 2002-110 Rev
00 ans gonomixHoi pevoBuHM Gelatin Big Bxe
3aTBepakeHoro BupobHuka PB Gelatins; 3minu |
Tuny - 3MiHM 3 skocTi. CepTudikaT BignosigHocTi/l E-
cepTudikat BiaNoOBIAHOCTI EBpONENCHKIN
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEeHOro cepTudikarta BignosigHocTi abo
BUITYYEHHS cepTudlikaTa BignoBigHOCTI
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

€Bponencbkin dapmakonei: gna A®l; ons BuxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
[onomixHoi pevoBuHm (ME-cepTudpikat
BiANOBIgHOCTI €Bponewnchkin hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
NPoAYKTYy abo JOMOMDKHOI pe4oBUHM) - BunyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MYnbTUNSIETHOrO cepTudikata Ha martepian) -
BunyyenHs E-ceptudikary signosigHoCTI
€sponeiicbkin bapmakonei R1-CEP 2004-022 rev
00 ans gonomixHoi pevoBuHM Gelatin Big Bxxe
3aTBepakeHoro BMpobHuka PB Leiner; 3miHu | Tuny
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lTE-
cepTudikat BignoBigHOCTI €BpoNEnchbKi
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BiaNOBIAHOCTI
€Bponecbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
ponomixxHoi pedoBuHu (ME-cepTudpikat
BiZNOBIQHOCTI €Bponewnchkin dapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixxHoro
npoaykTy abo AOMOMiXKHOI pe4oBUHM) - BunyyeHHs
cepTtudikaTis (y BUNagKy HasgBHOCTI
MynbTUNNEeTHOro cepTudikata Ha maTtepian) -
BunyyYeHHs E-cepTudikaTy BignoBigHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2003-172-
Rev 00 ansa gonomixHoi peyoBuHM Gelatin Big Bxe
3aTBepgkeHoro BupobHuka GELITA Group; 3MiHum |
Tuny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBiaHOCTI EBponenchKil
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUITyYEHHS cepTudikarta BianoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMIKHOIO NMPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBi A®l; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponenchkin dhapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/NpoMiXXHOro
npoaykTy abo OMOMXKHOI pe4oBMHM) - BunydeHHs
cepTudikaTis (y BUNagKy HasBHOCTI
MynbTUNIIETHOrO cepTudikata Ha martepian) -
BuUnyyYeHHs E-cepTudikaTy BigNoBiAHOCTI
€sponelicbkint hapmakonei Ne R1-CEP 2004-247-
Rev 00 anst gonomixxHoi peyoBuHm Gelatin Big BXxe
3aTBepakeHoro BupobHuka Nitta Gelatin Inc; 3miHu |
Tuny - 3MiHM 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BigNoBIAHOCTI EBpONENCHKIN
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[IponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHOroO cepTudikata BignoBigHocTi abo
BUNYyYEHHS cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ons BuxigHoro
marepiany/peareHTy/npOMiKHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
nonomixHoi peyoBuHm (ME-ceptudpikat
Bi4NOBIgHOCTI €BponeWnchkin dapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npoMiXHOro
NpoAyKTy abo JOMOMDKHOI pe4oBUHM) - BunyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MynbTUNIIETHOrO cepTudikata Ha maTtepian) -
BunyyenHs E-ceptudikary signosigHoCTi
€sponericbkin bapmakonei Ne R1-CEP 2004-320-
Rev 00 anst gonomixxHoi pedoBuHm Gelatin Big BXxe
3aTBepakeHoro BupoGHuka Nitta Gelatin; 3miHu |
Tuny - 3MiHn 3 akocTi. CepTtudikaT BignosigHocTi/l E-
cepTudikat BignoBigHOCTI €BpoONENCchbKi
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEeHoro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponencbkin dhapmakonei: gna A®l; ons BuxigHoro
marepiany/peareHTy/MPOMIKHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiAMOBIAHOCTI €Bponencukin hapmakonei Ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo onoMixHOI pe4oBuHU) - OHOBREHWIA
cepTudikaT Bif BXe 3aTBEPAPKEHOrO BUPOOHNKA -
nopaHHst oHosneHoro ME-CepTudikaty
BignosigHocTi €Bponeicbkini papmakonei Ne R1-
CEP 2000-344-Rev 03 (3aTtBepmxeHo: R1-CEP
2000-344-Rev 02) ons 4ONOMiXXHOI peYOBUHM
Gelatin Big Bxe 3aTBepmxeHoro BupobHuka NITTA
GELATIN INDIA LTD; 3minu | Tuny - 3miHu 3 siKoCTi.
Ceptudikat BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeinchkii
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponelicbkin hapmakonei: ans A®l; onsa BuxigHoro
marepiany/peareHTy/MpPOMiIKHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
AonomixHoi pevoBuHu (ME-cepTudikart
BiZNOBIgHOCTI €Bponenchkin hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo A4OMOMiIXKHOI pe4oBuHU) - OHOBREHWUIA
cepTudikaT Bif BXe 3aTBEpAPKEHOro BUPOOHNKa -
nogaHHs oHosneHoro 'E- cepTudikaty
BignoBigHoCTi €Bponeincekini hapmakonei Ne R1-
CEP 2005-217 Rev 02 (3atBepmxeHo: Ne R1-CEP
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[IponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

2005-217 Rev 00) anst [ONOMiKHOI peYOBUHM
Gelatin Big Bxe 3aTBepmxeHoro BupobHuka NITTA
GELATIN INC. (MpowmixHa Bepcias CEP Rev 01 He

BMKOpUCTOBYBanach npv BupobHuuTBi I'113); 3MiHun |
Tuny - 3MiHn 3 akocTi. CepTtudikaT BignosigHocTi/l'E-
cepTudikat BignoBigHOCTI €BpONENCHKIn
dapmakonei/moHorpadii. MogaHHA HoBoro abo

OHOBIEHOrO cepTudikata BignoBigHocCTi abo

BUNYyYEHHS cepTudikaTa BiaNOBIAHOCTI
€Bponencbkin dapmakonei: gna APl; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
ponomixxHoi pedoBuHm (ME-cepTudpikat

BiZ4NOBIgHOCTI €Bponewnchkin dapmakonei ons

Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AonoMixkHOT pe4oBuHK) - HoBuia
cepTudikat ons BUXigHOro
MaTtepiany/peareHTy/NpoMiXKHOro NpoaykTy abo
[OMOMIDKHOI pe4voBUHM Big HOBOTO abo Bxe
3aTBEpAKEHOro BUPOGHMKa - moAaHHs Hosoro [E-
cepTugikaTy BiaNoBiaHOCTI €BpONENCbKil
capmakonei R1-CEP 2001-424 - Rev 03 gns
ponomixHoi peyoBuHu Gelatin BupobHuutea GELITA
Group ans noctavansHuka Capsugel; 3miHn | Tuny -
3MiHn 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNOBIAHOCTI €EBpONEnChKin
dapmakonei/moHorpadii. MogaHHa HoBoro abo

OHOBIeHoro cepTudikaTta BignosigHocTi abo

BUITyYEHHS cepTudikarta BignoBigHOCTI
€Bponelicbkint hapmakonei: aons A®Il; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, L0
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
ponomixHoi pevoBuHu (ME-cepTudikat

BigNoBigHOCTI €Bponenckkin chapmakonei Ans

Adl/BunxigHoro matepiany/peareHTy/npoMiXHOro
npoaykTy abo JOMOMiIXKHOI pevoBuHK) - HoBuiA
cepTuddikat ons BUXigHOro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY abo
[OMOMIDKHOI pe4OBUHM Bi HOBOTO abo Bxe
3aTBEpOKEHOro BUPOoGHUKa - noAaHHs Hosoro [E-
cepTugikaTy BiaNoBiAHOCTI €BpONenChKin
dapmakonei R1-CEP 2000-045-Rev 04 ans

[onomixHoi pevoBuHu Gelatin BuUpobHuLTBa

Tessenderlo Group N.V. gnsi noctavansHuka

Capsuge; 3MiHu | Tuny - 3MiHu 3 akocTi. CepTudikaT
BignoBigHocTi/E-cepTudikat BiANOBIgHOCTI
€Bponenickkin hapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
abo BuUnyYeHHs1 cepTudgikata BignosiaHoCTI
€Bponencekin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpPOMiIKHOIO NMPOAYKTY, LLO
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[IponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; ans
AonomikHoT pevosuHn (ME-cepTudikart
BiZNOBIgHOCTI €BponeWnchkin hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
npoaykTy abo foNOMiKHOI pevoBmHM) - HoBuia
cepTudikaT Anga BUXigHoOro
mMaTtepiany/peareHTy/NpoMixKHOro NpPoaykTy abo
[JOMOMDKXHOT pe4OBMHU Bi HOBOIo abo Bxe
3aTBepOKeHoro BUpo6HUWKa - mogaHHs Hosoro [E-
CepTucbikaty BignoBigHoOCTi €Bponeiichbkii
capmaxkonei Ne R1-CEP 2010-043-Rev 00 ans
[onomixxHoi pedoBuHu Gelatin BupobHuUTBa
ROUSSELOT ans noctavansHuka Capsugel; 3miHn
| Tuny - 3miHun 3 akocTi. Ceptudikat
BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MoaaHHs
HoBoro abo oHoBreHoro ceptudikaTa BiANOBIAHOCTI
abo Buny4deHHs ceptudikata BignoBiAHOCTI
€Bponeicokin dapmakonei: gns A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOIO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
pornomixxHoi pedoBuHu (ME-cepTudpikat
BiZNOBIgHOCTI €Bponewnchkin dapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixHOro
npoaykTy abo JONOMiXHOI peqoBuHM) - HoBuiA
cepTtudpikaT Ansa BUXigHOro
matepiany/peareHTy/npoMixXHOro NpoaykTy abo
[OMOMDXHOT pevoBMHU Bi HOBOro abo Bxe
3aTBepO4KeHOro BUpobHuKa - noaaHHs Hosoro [E-
cepTudikaTy BignoBigHOCTI €EBponeinchkii
capmakonei Ne R1-CEP 2000-029-Rev 05 ans
AonomixHoi pevoBunHK Gelatin BupobHuuTBa
ROUSSELOT ans noctayanbHuka Capsugel

120.

JIIHBAI

Kancynv TBepgi, no
150 mr, no 10
Kancyn y énicrepi,
no 3 Gnictepu B
KopobLi

TOB
"CaHpos
YkpaiHa"

YkpaiHa

Jlek
dapmaueBTUyHa
KoMnaHisa a.4a.,
CnogBeHisi
(nepBuHHa Ta
BTOPWHHA
ynakoBka, [03Bin
Ha BUNyckK cepii);
Jlek
dapmaueBTU4Ha
KoMnaHisa a.4.,
CnoseHis
(nepBuHHa Ta
BTOPWHHA
ynakoBka); C.K.
Canpos C.P.I.,
PymyHis
(koHTponb cepii);

CnoseHisi/
PymyHis/
TypeudunHa

BHECEHHS 3MiH A0 peecTpauinHuX maTtepianis: 3MiHW
| TMny - 3MiHu 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponevicbkinn apmakonei/moHorpadii. MoaaHHs
HoBoro abo oHoBMeHoro cepTudikaTa BiANOBIAHOCTI
abo BUnyYeHHs1 cepTugikata BignosiaHoCTi
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIXHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €BponeWnchkin hapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixxHOro
npoaykTy abo 4OMOMXKHOI pe4oBUHM) - BunydeHHs
cepTtudikaTis (y BUNagKy HasgBHOCTI
MynbTUNNETHOro cepTudikata Ha maTtepian) -
Buny4veHHsi FE-CepTtudikaty BignosigHocTi
€ponericbkoi papmakonei Ne R1-CEP 2000-027-
Rev 02 ansa gonomixHoi pedoBmHM Gelatin Big Bxe

3a
peuenmom

UA/15586/01/05




[IponoBkeHHs JoaaTKa 3

Canaw Be TikapeT
A.C., TypeyunHa
(BUPOBHMLTBO
HeposdacoBaHoi
npoaykuii)

- 3MiHu 3 sKocTi. CepTudikat BignosigHocTi/TE-
cepTuddikat BignoBigHOCTI €BpONENCHKin
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHOro cepTudikata BignosigHocTi abo
BUNYyYeHHS cepTudikaTa BiaNOBIAHOCTI
€Bponencbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
nonomixxHoi pevoBuHm (ME-cepTudpikat
Bi4NOBIgHOCTI €Bponewnchbkin hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo JOMOMKHOI pe4oBUHM) - BUnyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MynbTUNIIETHOro cepTudikata Ha maTtepian) -
BunyyeHHs ME-CepTudikaTy BignoBigHoOCTI
€Bponeicbkoi hapmakonei R1-CEP 2001-332-Rev
02 ons gonomixHoi peyoBuHK Gelatin Big
3aTBepakeHoro BMpobHuka Rousselot; 3miHu | Tuny
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lTE-
cepTudikat BignoBigHOCTI EBpoONENChbKi
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BiaNOBIAHOCTI
€Bponewcbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUMUTBI API; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin dhapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo 4OMOMXKHOI pe4oBUHM) - BunyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MynbTUNNEeTHOro cepTudikata Ha maTtepian) -
BunyyYeHHs E-cepTudikaTy BignoBigHOCTI
€ponewickkin dpapmakonei R1-CEP 2002-110 Rev
00 ans gonomixHoi pevoBuHK Gelatin Big Bxe
3aTBepakeHoro BupobHuka PB Gelatins; 3minu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BiANoBIAHOCTI €BpONenchKin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpPOMIKHOIO NMPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin hapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
npoaykTy abo 4OMOMiXKHOI pe4oBuHW) - BunydeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI

MyNbTUNIIETHOTO cepTudikata Ha martepian) -
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BunyyenHs E-ceptudikaty signosigHoCTi
€sponeiicbkin bapmakonei R1-CEP 2004-022 rev
00 ans gonomixHoi pevoBuHM Gelatin Big Bxe
3aTBepakeHoro BMpobHuka PB Leiner; 3miHu | Tuny
- 3MiHu 3 sKocTi. CepTudikat BignosigHocTi/TE-
cepTuddikat BignoBigHOCTI EBpONENCHKI
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHOro cepTudikata BignosigHocTi abo
BUNYyYEHHS cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npOMiKHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
ponomixxHoi pedoBuHm (ME-cepTudpikat
BiNOBIgHOCTI €Bponewnchkin dhapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOro
npoaykTy abo JOMOMKHOI pe4oBUHM) - BUnyyeHHs
cepTtudikaTis (y BUNagKy HasgBHOCTI
MynbTUNIIETHOro cepTudikata Ha maTtepian) -
BunyyenHsa E-ceptudikary signosigHoCTi
€sponericbkin bapmarkonei Ne R1-CEP 2003-172-
Rev 00 anst gonomixxHoi pedoBuHm Gelatin Big Bxe
3aTBepakeHoro BupobHuka GELITA Group; 3MmiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaTt BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpoNEnNChbKi
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
marepiany/peareHTy/MPOMDKHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin dhapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo OMOMKHOI pe4oBUHM) - BunyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MynbTUNIIETHOrO cepTudikara Ha martepian) -
BunyyYeHHs E-cepTudikaTy BignoBigHOCTI
€sponericbkin bapmarkonei Ne R1-CEP 2004-247-
Rev 00 anst gonomixxHoi peyoBuHm Gelatin Big BXxe
3aTBepakeHoro BupobHuka Nitta Gelatin Inc; 3miHum |
Tuny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNOBIAHOCTI €BpONENCHKI
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/MpOMIKHOIO NMPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBi A®I; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin hapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
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NPoAYKTYy abo AOMOMKHOI pe4oBUHM) - BunyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MYnbTUNSIETHOrO cepTudikata Ha maTtepian) -
BunyyenHs E-ceptudikaty signosigHoCTi
€sponeicbkin bapmarkonei Ne R1-CEP 2004-320-
Rev 00 anst gonomixxHoi pedoBuHm Gelatin Big BXxe
3aTBepakeHoro BupobHuka Nitta Gelatin; 3miHn |
Tuny - 3MiHn 3 akocti. CepTudikaT BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpONENCHKi
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHOro cepTudikata BignosigHocTi abo
BUNYYEHHN cepTudikaTa BigNoBIgHOCTI
€Bponewcbkin dapmakonei: gna APl; ans BuxigHoro
marepiany/peareHTy/NpPOMIKHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans
ponomixxHoi pedoBuHu (ME-cepTudpikat
BiZNOBIgHOCTI €BponeWnchkin dapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixxHOro
NpPoAyKTy abo AONOMKHOI pedoBUHK) - OHOBREHUI
cepTudikaT Bif BXXe 3aTBEPA>KEHOrO BUPOOHNKa -
noAaHHsi oHoeneHoro 'E-CepTtudikaty
BignosigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2000-344-Rev 03 (3atBepaxeHo: R1-CEP
2000-344-Rev 02) ons AONOMIKHOT pe4oBUHN
Gelatin Big Bxxe 3aTtBepmpkeHoro BupobHuka NITTA
GELATIN INDIA LTD; 3minu | Tuny - 3miHu 3 sKoCTi.
CeptudikaTt BignosigHocTi/lE-cepTudikaT
BignoBigHOCTI €Bponeinchkii
capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponelicbkin hbapmakonei: ana A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, L0
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
AonomikHoi pevoBuHn (ME-cepTudikart
BiZNOBIgHOCTI €Bponewnchkin dhapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AOMOMiXKHOI pe4oBuHU) - OHOBREHUIA
cepTudikaT Bif BXe 3aTBEPAPKEHOrO BUPOOHNKA -
nogaHHs oHosneHoro 'E- cepTudikaty
BignoBigHoCTi €Bponeincekini hapmakonei Ne R1-
CEP 2005-217 Rev 02 (3atBepmxeHo: Ne R1-CEP
2005-217 Rev 00) onsi 4ONOMiXKHOI pe4OBUHM
Gelatin Bif Bxe 3aTtBepmkeHoro BupobHuka NITTA
GELATIN INC. (MpomixHa Bepciss CEP Rev 01 He
BMKOPWCTOBYBanach npu BupobHuuTei MM13); 3minm |
Tuny - 3MiHM 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiaNoOBIAHOCTI EBpONENCHKIN
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUITYYEHHS cepTudikata BignoBigHOCTI
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€Bponencokin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpPOMiKHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
[onomixHoi pevoBuHm (ME-cepTudpikat
BiANOBIgHOCTI €Bponewnchkin dhapmakonei Ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AoNoMiXKHOT pedoBuHK) - HoBuia
cepTudikat ons BUXigHOro
mMaTtepiany/peareHTy/NpoMixkHOro NpoaykTy abo
[OMOMIDKHOI pe4OBUHM Big HOBOTO abo BXxe
3aTBepAKEeHOro BUpobHuKa - noaaHHs Hosoro E-
cepTugikaTy BianoBiaHOCTI €Bponencbkin
capmakonei R1-CEP 2001-424 - Rev 03 gns
ponomixHoi peyoBuHu Gelatin BupobHuuTea GELITA
Group ans noctavansHuka Capsugel; 3miHn | Tuny -
3MiHn 3 skocTi. CepTuddikat BignosigHocTi/lE-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIN
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJEHOro cepTudikarta BianoBigHOCTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€BponeWcbkin dapmakonei: gna A®l; ans BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
ponomixxHoi pedoBuHu (ME-cepTudpikat
BiNOBIgHOCTI €BponeWnchkin hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npoMiXHOro
npoaykTy abo JONOMiXHOI pevoBuHM) - HoBuiA
cepTuddikat ons BUXigHOro
matepiany/peareHTy/npoMiKHOrO NPOAYKTY abo
[OMOMDXHOT pevoBMHU Bi HOBOro abo Bxe
3aTBepOKEeHOro BUPoGHUWKa - nogaHHs Hosoro [E-
cepTugikaTy BiaNoBiAHOCTI EBpONENChKin
dapmakonei R1-CEP 2000-045-Rev 04 gns
JonomixHoi pevoBuHu Gelatin BupobHuLTBa
Tessenderlo Group N.V. onsi noctavansHuka
Capsuge; 3MmiHu | Tuny - 3miHu 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BianoBigHOCTI
€Bponewickkin dapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBMeHoro cepTudikaTa BiANOBIAHOCTI
abo BUny4eHHs cepTudgikata BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, L0
BMKOPUCTOBYOTbCS Y BUpoOHUMUTBI ADIl; ans
AonomixHoi pevoBuHu (ME-cepTudikart
BiZNOBIgHOCTI €Bponewnchkin hapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AONOMiXKHOT pe4oBuHK) - HoBui
cepTtudikaT Ansa BUXigHOro
marepiany/peareHTy/npoMixXHOro NpoaykTy abo
[OMOMIDKHOI pe4OBUHM Bi HOBOTO abo BXe
3aTBEpPAKEHOr0 BUPOOHUMKA - nofaHHsA HoBoro E-
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CepTucbikaTty BignoBigHOCTi €Bponenchkii
capmaxkonei Ne R1-CEP 2010-043-Rev 00 ans
[onomixxHoi pedoBuHu Gelatin BMpobHuLTBa
ROUSSELOT ans noctayansHuka Capsugel; 3miHn
| TMny - 3MiHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponenickkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBMeHoro cepTudikaTa BiANOBIAHOCTI
abo Buny4deHHs ceptudpikata BignoBigHOCTI
€Bponencbkin dapmakonei: gna APl; ans BuxigHoro
marepiany/peareHTy/npOMiKHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
ponomixxHoi pedoBuHm (ME-cepTudpikat
BiNOBIgHOCTI €Bponewnchkin dhapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOro
npoaykTy abo AonoMixkHOT pe4oBuHK) - HoBuia
cepTudikat ons BUXigHOro
MaTepiany/peareHTy/NpoMixkHOro NpoaykTy abo
[OMOMIDKHOI pe4voBUHM Big HOBOTO abo Bxe
3aTBep4KeHOro BUPOGHMKa - nogaHHs Hosoro [E-
cepTugikaTy BianoBiaHOCTI €BpoNencbkin
dapmakonei Ne R1-CEP 2000-029-Rev 05 gnsa
AonomikHOT pevoBnHM Gelatin BupobHuuTBa
ROUSSELOT gnsa noctavanbHuka Capsugel

121.

JIIHBAI

Kancynv Teepgi, no
300 mr; no 7 kancyn
y bnicTepi, no 2

Gnictepn B Kopobui

TOB
"CaHpos
YkpaiHa"

YkpaiHa

Tlek
dapmaueBTUyHa
KoMnaHisa a.4a.,
CnoBeHis
(nepBuHHa Ta
BTOPWHHA
ynakoBka, [03Bin
Ha BUNycK cepii);
Tlek
dapmaueBTU4Ha
KoMnaHisa a.4.,
CnoBeHis
(nepBuHHa Ta
BTOPWHHA
ynakoBka); C.K.
Canpos C.P.1.,
PymyHis
(koHTponb cepii);
[eHBeoH Inak
Canaw Be TikapeT
A.C., TypeuunHa
(BPOGHMLUTBO
Hepo3dhacoBaHoi
npoaykuii)

CnoBeHisi/
PymyHis/
TypeudunHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHK
| TMny - 3MiHu 3 akocTi. CepTudikart
BignoBigHocTi/'E-cepTudikat BianoBigHOCTI
€Bponevicbkinn apmakonei/moHorpadii. NMoaaHHs
HoBoro abo oHoBMeHoro cepTudikaTa BiANOBIAHOCTI
abo BuUny4eHHs cepTudikata BignoBigHoCTI
€Bponelicbkint hapmakonei: agns A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUMUTBI APl; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin dhapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo 4OMOMiXKHOI pe4oBUHM) - BunydeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MynbTUNAETHOro cepTudikata Ha maTtepian) -
Buny4veHHsi F'E-CepTudikaty BignosigHocTi
€ponelicbkoi dpapmakonei Ne R1-CEP 2000-027-
Rev 02 ana gonomixHoi pedoBuHM Gelatin Big Bxe
3aTBepAKeHoro BupobHuka Rousselot; 3miHu | Tuny
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBiaHOCTI EBpONENCHKiIl
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEeHOro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOrO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI API; ans

3a
peuenmom

UA/15586/01/08
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[onomixxHoi peyoBuHm (ME-ceptudpikat

Bi4NOBIgHOCTI €Bponewnchkin hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NPoAyKTy abo AOMOMDKHOI pe4oBUHM) - BunyyeHHs

cepTtudikaTis (y BUNagKy HasBHOCTI
MYnbTUNSIETHOrO cepTudikata Ha martepian) -

BunyyeHHs ME-CepTudikaTy BignoBigHOCTI
€sponencbkoi papmakonei R1-CEP 2001-332-Rev
02 ons gonomixHoi pevoBuHK Gelatin Big
3aTBepAKeHoro BMpobHuka Rousselot; 3mMiHu | Tuny
- 3MiHu 3 sKocTi. CepTudikat BignosigHocTi/lTE-

cepTuddikat BignoBigHOCTI €BpoONEnChbKi
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponewcbkin dapmakonei: gna APl; ans suxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
pornomixxHoi pedoBuHm (ME-cepTudpikat
BiNOBIgHOCTI €Bponewnchkin dhapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOro
npoaykTy abo JOMOMKHOI pe4oBUHM) - BUnyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MynbTUNIIETHOro cepTudikata Ha maTtepian) -
BunyyYeHHs E-cepTudikaTy BigNoBiAHOCTI
€ponewickkin gpapmakonei R1-CEP 2002-110 Rev
00 ans gonomixHoi pedyoBuHM Gelatin Big Bxe
3aTBepakeHoro BupobHuka PB Gelatins; 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBiaHOCTI EBponenchKil
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ansi
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin dhapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
npoaykTy abo OMOMKHOI pe4oBUHM) - BunydeHHs
cepTudikaTis (y BUNagKy HasgBHOCTI
MynbTUNIIETHOrO cepTudikata Ha martepian) -
BuUnyyYeHHs E-cepTudikaTy BigNnoBigHOCTI
€Bponencokin dhapmakonei R1-CEP 2004-022 rev
00 ans gonomixHoi pevoBuHK Gelatin Big, Bxe
3aTBepakeHoro BupobHuka PB Leiner; 3miHu | Tuny
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTudikat BiaNoOBIAHOCTI EBpONENCHKIN
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEeHOro cepTudikarta BignosigHocTi abo

BUITYYEHHS cepTudlikaTta BignoBigHOCTI
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n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

€Bponenckkin dapmakonei: gna APl; ans BuxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
[onomixHoi pevoBuHm (ME-cepTudpikat
BiANOBIgHOCTI €Bponewnchkin dapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NPoAyKTYy abo JOMOMDKHOI pe4oBUHM) - BUnyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MYnbTUNSIETHOrO cepTudikata Ha martepian) -
BunyyenHs E-ceptudikaty signosigHoCTi
€sponeiicbkin bapmarkonei Ne R1-CEP 2003-172-
Rev 00 anst gonomixxHoi pedoBuHm Gelatin Big BXxe
3aTBepakeHoro BupobHuka GELITA Group; 3MmiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BignoBigHOCTI €BpoNEnchbKi
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponewcbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
pornomixxHoi pedoBuHu (ME-cepTudpikat
BiANOBIgHOCTI €Bponenchkin dapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMixHOro
npoaykTy abo 4OMOMiXKHOI pe4oBuHM) - BunyyeHHs
cepTtudikaTis (y BUNagKy HasBHOCTI
MynbTUNNEeTHOro cepTudikata Ha maTtepian) -
BunyyeHHs E-cepTudikaTy BignoBigHOCTI
€sponericbkinn bapmakonei Ne R1-CEP 2004-247-
Rev 00 ansa gonomixHoi peyoBuHM Gelatin Big Bxe
3aTBepakeHoro BupobHuka Nitta Gelatin Inc; 3MmiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBiaHOCTI EBponenchKil
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBreHoro cepTudikara BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBi A®l; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin dhapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
npoaykTy abo OMOMIKHOI pe4oBUHM) - BunydeHHs
cepTudikaTis (y BUNagKy HasgBHOCTI
MynbTUNIIETHOrO cepTudikata Ha martepian) -
BuUnyyYeHHs E-cepTudikaTy BigNoBiAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2004-320-
Rev 00 anst gonomixxHoi peyoBuHm Gelatin Big BXxe
3aTBepakeHoro BupobHuka Nitta Gelatin; 3miHu |
Tuny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l E-
cepTudikat BigNoBIAHOCTI EBpONENCHKIN
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHOTO cepTudikaTa BianoBiaHOCTi abo
BUNYyYEHHS cepTudikaTa BignoBigHOCTI

€Bponencekin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
nonomixHoi peyoBuHm (ME-ceptudpikat
BiANOBIgHOCTI €Bponewnchbkin dapmakonei Ans
Adl/BnxigHoro matepiany/peareHTy/npoMiXHOro
NpoAyKTy abo AONOMKHOI pedoBUHU) - OHOBREHUI
cepTudikaT Bif BXe 3aTBEpAXEHOro BUpPobHumKa -
noAaHHsi oHoeneHoro M'E-CepTtudikaty
BignosigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2000-344-Rev 03 (3atBepaxeHo: R1-CEP
2000-344-Rev 02) ons AONOMIKHOT pe4oBUHN
Gelatin Big Bxxe 3aTtBepmpkeHoro BupobHuka NITTA
GELATIN INDIA LTD; 3minu | Tuny - 3miHn 3 skocTi
CepTudikat BignosigHocTi/E-cepTudikaT
BignoBigHOCTI €Bponeiichbkii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJEHOro cepTudikarta BianoBigHoOCTIi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponeicbkin hbapmakonei: ansa A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuuTBi A®l; ans
AonomikHoi pevoBuHu (ME-cepTudikart
BigNOBigHOCTI €Bponelckkin chapmakonei Ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AOMOMiXKHOI pe4oBuHU) - OHOBREHWUIA
cepTudikaT Bif BXe 3aTBEPAXKEHOrO BUPOOHUMKA -
nogaHHsa oHosneHoro 'E- cepTudikaTy
BignoBigHOCTi €Bponencokini hapmakonei Ne R1-
CEP 2005-217 Rev 02 (3atBepaxeHo: Ne R1-CEP
2005-217 Rev 00) ons 4ONOMiXKHOI pe4oBUHU
Gelatin Big Bxe 3aTtBepmkeHoro BupobHuka NITTA
GELATIN INC. (MpomixHa Bepcis CEP Rev 01 He
BMKOpPUMCTOBYBanach npu BupobHuuTei MM3); 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiaNoBigHOCTI €BpONENChKi
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOrO MPOAYKTY, O
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ansi
ponomixHoi pevoBuHu (ME-cepTudikat
BiZNOBIgHOCTI €Bponewnchkin hapmakonei ons
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro

npoaykTy abo [oNoMiXHOI pevoBuHK) - HoBuiA
cepTtudpikaT Ansa BUXigHOro

MaTtepiany/peareHTy/npoMixkHOro NpoaykTy abo
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

[OMOMIDKHOI pe4OBUHM Big HOBOTO abo Bxe
3aTBepAKEeHOro BUpobHuKa - noaaHHs Hosoro [E-
cepTugikaTy BianoBiaHOCTI €BpONenChKin
dapmakonei R1-CEP 2001-424 - Rev 03 ans
JornomixHoT pevoBuHK Gelatin BupobHuutea GELITA
Group anst noctavansHuka Capsugel; 3miHu | Tuny -
3MmiHn 3 akocTi. CepTudikart BignosigHocTi/lE-
cepTudikat BiANOBIAHOCTI EBpONENCHKIn
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHOCTIi abo
BUINYyYEHHS cepTudikaTta BignoBigHOCTI
€Bponewcbkin dapmakonei: gna APl; ans suxigHoro
marepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
pornomixxHoi pedoBuHm (ME-cepTudpikat
BiNOBIgHOCTI €BponeWchkin hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npoMiXHOro
npoaykTy abo AoNoMiXKHOT pe4yoBuHK) - HoBuia
cepTudikaT ansa BUXigHOro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY abo
[OMOMIDKHOI pe4voBUHM Big HOBOTO abo Bxe
3aTBepOKeHOro BUPoGHUKa - nogaHHs Hosoro [E-
cepTugikaTy BiaNoBiAHOCTI €EBPONENCHKIN
capmakonei R1-CEP 2000-045-Rev 04 gnsa
ponomixHoi pedoBuHu Gelatin BupobHuUTBa
Tessenderlo Group N.V. onsi noctavansHuka
Capsuge; 3miHu | Tuny - 3miHn 3 sikocTi. CepTudikaT
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponewicbkin dhapmakonei/MoHorpadii. NogaHHs
HoBoro abo OHOBMeHoOro cepTudikata BigNOBIAHOCTI
abo BuUny4eHHs cepTudikata BignoBigHoCTI
€Bponelicbkin hapmakonei: ana A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOrO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
AonomikHoi pevoBuHn (ME-cepTudikart
BiZNOBIgHOCTI €Bponewnchkin dhapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo JOMOMiIXKHOI pevoBuHK) - HoBuiA
cepTtudikaT Ansa BUXigHOro
matepiany/peareHTy/npoMixXHOro NpoaykTy abo
[OMOMIDKHOI pe4OBUHM Bi HOBOTO abo Bxe
3aTBEPAKEHOrO BUPOOHUKA - NofgaHHsA HoBoro ME-
CeptudpikaTy BignosigHocTi €EBponeichkil
dapmakonei Ne R1-CEP 2010-043-Rev 00 ans
[onomixxHoi peyoBuHu Gelatin BMpobHuUTBa
ROUSSELOT ans nocravanbHuka Capsugel; 3miHn
| TMny - 3MiHu 3 sikocTi. CepTudpikart
BignosigHocTi/lE-cepTudikaT BigNoBIigHOCTI
€Bponevicbkinn dapmakonei/moHorpadii. NMoaaHHs
HoBoro abo oHoBMeHoro cepTudikaTa BifNOBIQHOCTI
abo BunyYeHHs ceptudpikata BigNoBiAHOCTI
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
€Bponenckkin dapmakonei: gna APl; ans BuxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
[onomixHoi pevoBuHm (ME-cepTudpikat
BiANOBIgHOCTI €Bponewnchkin dhapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo JoNoMiXKHOT pe4oBuHK) - HoBuia
cepTudikat ons BUXigHOro
mMaTtepiany/peareHTy/NpoMixkHOro NpoaykTy abo
[OMOMIDKHOI pe4OBUHM Big HOBOTO abo BXxe
3aTBepAKEeHOro BUpobHuKa - noaaHHs Hosoro E-
cepTugikaty BianoBiaHOCTI €BpoONenchbkin
dapmaxkonei Ne R1-CEP 2000-029-Rev 05 gns
AonomixHOT pevoBuHM Gelatin BupobHuuTBa
ROUSSELOT gnsa noctayanbHuka Capsugel
122. | NIHE3ONIAU PO34MH Ans iHdY3in, NAT YkpaiHa MAT "Tanuudapm" YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu 3a UA/11948/01/01
H 2mr/mnno 300 mny | "lanuuda | Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbkun 3acib. peuernmom
nnsawui; no 1 pm" 3MiHN y BUPOBHMUTBI. 3MiHM y NpoLieci BUpOOHMLTBA
nNAAwWi B nayui rOTOBOrO fikapcbKoro 3acoby, BKIoYaym
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCH NpK
BMPOGHMLTBI FOTOBOrO NiKapCbKoro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUpobHMLTBA)
BUITYYEHHS MPOMIKHMX (A0AATKOBUX) in-process
KOHTPOMIB AAKOCTi 3a NokasHukamu «l1po3opicTby,
«KonboposicTby», «pH», Ha cTagii «Po34uH
iNnbTPOBaHUAY»
123. | NINPETTO TabneTku, BKpUTI TOB HB® YkpaiHa BMPOGHMYa YkpaiHa; BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu 3a He UA/18323/01/02
NniBKOBOO "MIKPOXI AinbHUUS (BCi | Tuny - 3miHn Wwopo G6e3nekn/edeKTUBHOCTI Ta peuyenmom | nidnseae
obornoHkoto, no 20 Mm" cragii hapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuLi
mr: no 10 TabneTok BMPOGHMYOro nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
y bricTepi; no 3 abo npouecy): TOB iHCTPYKLUIii AN MEAUYHOro 3aCTOCyBaHHSA Ha NiacTaBi
no 9 énictepis y HB® "MIKPOXIM", perynspHoO OHOBIIOBAHOTO 3BiTy 3 6e3neku
nadyui 3 KapToHy; no Ykpaina; nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
30 Tabnetok y BignosigansHUn 3aCTOCyBaHHsI Nikapcbkoro 3acoby B
6aHuj; o 1 6aHui y 3a BUNyCK cepii, nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
nadui 3 KapToHy He BKIHoYar4un OLliHKM 3BITY 3 AocnigXeHb, NpoBeAeHUX BignoBigHO
KOHTpOnb/BUNpoby 00 nnaHy negiaTpuyHmx gocnigkeHs (PIP) (3MiHy
BaHHs cepii): TOB Y3ro[pKEHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
HB® OpraHom) 3MiHWM BHECEHO [0 IHCTPYKUIii Ans
«MIKPOXIM», ME[IMYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby y
YkpaiHa po3ginu "OcobnueocTi 3actocyBaHHs", "MobiYHi
peakuii" BignoBigHO 40 OHOBMEHOI iHpopmalii 3
6e3neku fitoyoi pevyoBUHU. BBEAEHHS 3MiH NPOTSIroM
6-TK MicAUiB nicnsa 3aTBEPAKEHHS
124. | NINPETTO TabneTku, BKPUTI TOB HB® YkpaiHa BMPOGHMYa YkpaiHa; BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu 3a He UA/18323/01/03
NniBKOBOK "MIKPOXI ninbHMug (BCi | Trny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom nionsieae
obornoHkot, no 40 Mm" cragii apmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuLi
mr: no 10 TabneTok BMPOGHMYOro nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta

y 6nicTepi; no 3
Gnictepn y nayui 3
kapToHy; no 30

npouecy): TOB
HB® "MIKPOXIM",
YKpaiHa;

iHCTPYKLUIii ANs MeAMYHOro 3aCTOCYBaHHS Ha NigcTaBi
perynsipHo OHOBIIOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
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3acoby ynakoeka) noceio4yeHHs1
TabneTtok y 6aHLUi; BignosigansHun 3acToCyBaHHS nikapcbkoro 3acoby B
no 1 6aHuj y nayui 3 3a BUNycK cepii, nicnsipeecTpauiiHuii nepiod, abo sk pedynbTaT
KapTOHY He BKIHo4aK4un OUiHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHUX BiANOBIAHO
KOHTPOMb/BUMNPOBY 00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
BaHHs cepii): TOB Y3ropKEHO 3 KOMNETEHTHUM YNOBHOBaXKEHNUM
HB® OopraHom) 3MiHW BHECEHO A0 iHCTPYKUiT Ans
«MIKPOXIM», MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby y
Ykpaina po3gainu "OcobnusocTi 3acTocyBaHHs", "lMoBiYHi
peakuii” BignoBigHO 0 OHOBMEHOI iHhopmallii 3
Besneku gito4oi pe4oBnHU. BBeAeHHsS 3MiH NpOTArom
6-T1 MicAUiB Nicnsa 3aTBEPAXEHHS
125. | NINPETTO TabneTkn, BKpUTI TOB HB® YkpaiHa BUpoGHMYa YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu 3a He UA/18323/01/01
NniBKOBOO "MIKPOXI OinbHuus (BCi | Tuny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom nionsieae
obornoHkoto, no 10 Mm" cragii dapmakoHarnsgy. 3miHa y KOpoTKili XxapakTepucTuui
mr: no 10 TabneTok BMPOGHMYOro nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
y bnicTepi; no 3 abo npouecy): TOB IHCTPYKUiT ANA MeANYHOro 3acTocyBaHHs Ha nigcTasi
no 9 énictepis y HB® "MIKPOXIM", perynspHO OHOBIOBAHOTO 3BiTYy 3 6e3neku
naywi 3 KapToHy; No YkpaiHa; nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
30 TabneTtok y BignosiganbHWn 3acTocyBaHHS nikapcbkoro 3acoby B
6aHuj; o 1 6aHui y 3a BUNyCK cepii, nicnapeecTpauinHuii nepiod, abo sk pesynbtat
nauui 3 KapToHy He BKIHo4ar4un OUiHKM 3BITY 3 AOCNIAXeHb, NPOBEAEHUX BigNOBIAHO
KOHTPOMb/BUMNPOBY 00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
BaHHs cepii): TOB Y3rofpKEHO 3 KOMNETEHTHUM YNOBHOBaXKEHNUM
HB® OopraHom) 3MiHW BHECEHO A0 iHCTPYKLiT Ans
«MIKPOXIM», ME[MYHOrOo 3aCTOCYBaHHs NikapCbKoro 3acoby y
YkpaiHa po3ainu "OcobnueocTi 3actocyBaHHs", "MobiYHi
peakuii" BiANoBigHO A0 OHOBMEHOI iHpopmaLlii 3
6e3neku fitoyoi pevoBuHU. BBeOEHHS 3MiH NPOTSroM
6-TK MicAUiB nicrsa 3aTBEPAXKEHHS
126. | MAKCIICTUH | tabnetku no 16 wr; TOBAPUC YkpaiHa TOB "dapmekc YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 3a UA/10012/01/02
no 10 tabnetok y TBO 3 Mpyn" 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
6nicTepi; no 3 OBMEXE nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
Gnictepu y navui HOKO 460) BBegeHHs 3MiH NpoTsiroM 6-Tu micsuiB nicns
BIANOBIA 3aTBepOKEHHS; 3MiHu | Tuny - 3miHu Wwoao
AJTbHICT 6esnekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
o BBeneHHs abo 3miHM A0 y3aranbHEHNX aHUX Npo
«KOPTIOP cucTemy chapmakoHarnsiay (BBeAeHHS y3aranbHEeHUX
ALIA AaHux npo cuctemy cpapmakoHarnsgy, 3amiHa
«300POB yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
Ax 3[iCHEHHsI hapMakoHarnsay; KOHTakTHOI ocobu 3

dhapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
capmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif

yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a

3AiNCHEHHSA hapmakoHarnsgy (BKoYyaym
KOHTaKTHi AiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-

darina cuctemu chapmakoHarnsigy) - 3miHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, Bi4noBigansHoi 3a
apmakoHarnsg. Jitova pegakuis: LLleByeHko OneHa

IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
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3acoby ynakoeka) noceio4yeHHs1
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BiANOBIAanbHOI 3a
dapmakoHarnsg. 3miHa Homepa mactep-darina
cucTeMu dpapmakoHarnsgy
127. | MAKCIFICTWUH | tabneTku no 24 wr; TOBAPUC Ykpaina TOB "dapmekc Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHa 3a UA/10012/01/03
no 10 Tabnetok y TBO 3 pyn" 3asBHuka 13 (MIBI1) (BnacHuka peecTpauiiHoro peuenmom
Gnictepi; no 3 OBMEXE nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
6nictepu y nayui HOKO 460) BBeaeHHs 3MiH NPOTAroM 6-Tu micAuiB nicns
BIONOBIA 3aTBepMKeHHS; 3MiHu | Tuny - 3MiHun Wwoao
AINBHICT 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
o BBeneHHs abo 3miHM A0 y3aranbHeHNX 4aHuX Npo
«KOPINOP cuctemy chapmakoHarnsay (BBeAeHHS y3aranbHeHUX
AUIA [aHUX Npo cuctemy hapmakoHarnagy, amiHa
«30POB YNOBHOBaXeHOI 0cobu, BignosigansHoi 3a
"Ax» 34iicHeHHs1 dhapmakoHarnagy; KOHTaKTHOi ocobu 3
thapmakoHarnagy 3asiBHUKa Ansi 30iNCHEHHA
bapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHa Big
yrNoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3aiicHeHHs cdhapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darna cuctemn hapmakoHarnsgy) - 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BigNoBiganbHOI 3a
tapmakoHarnag. Hitova pegakuis: LesyeHko OneHa
IropiBHa.
MponoHoBaHa peaakuis: MNaHosa OneHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX JaHUX
YMOBHOBa)eHOI 0coby 3asiBHMKa, BiANOBIAaNbHOI 3a
dapmakoHarnsg. 3miHa Homepa Mactep-darina
cucTeMU papmakoHarnsigy
128. | MAKCIICTUH | tabnetku no 8 wmr; TOBAPUC Ykpaina TOB "dapmekc YkpaiHa BHECEHHS 3MiH IO peecTpauiiHAX MaTepianis: 3MiHa 3a UA/10012/01/01
no 10 Tabnetok y TBO 3 pyn" 3asiBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro peuenmom
6nicTepi; no 3 OBMEXE nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
Gnictepu y navui HOIO 460) BBeaeHHs 3MiH MpPOTAroM 6-Tu micauiB nicns
BIANOBIA 3aTBepOKEHHS; 3MiHu | Tuny - 3miHu Wwoao
AJIbHICT 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
O BBeneHHs abo 3miHn A0 y3aranbHeHNX 4aHux npo
«KOPTIOP cucTemy chapMakoHarnsay (BBeAeHHs y3ararnbHeHUX
AUIA OaHuX Npo cuctemy dapmMakoHarnsgy, amiHa
«3[0POB yrnoBHOBaxeHoi ocobu, BianoBigansHoi 3a
Ax 3[iCHEHHsI hapMakoHarnsay; KOHTakTHOI ocobu 3

dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
chapmakoHarnsgy B YKpaiHi, AKLo BoHa BiAMiHHA Bif

yrnoBHOBaXxeHoI ocobu, BignosiaansHoi 3a

30iACHEHHs1 hapmakoHarnsay (Bkovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MiLLieHHi MacTep-

arina cuctemu chapmakoHarnsigy) - 3miHa
yNoBHOBaXeHOo! ocobu 3asiBHMKa, BiANOBiganbHOI 3a
dapmakoHarnag. Hitova pepakuis: LesyeHko OneHa

IropiBHa.
MponoHoBaHa pepakuis: MaHosa OneHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX OAaHUX

YNOBHOBaXeHOI ocobu 3asiBHMKA, BiNOBiganbHOI 3a
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
dapmakoHarnag. 3miHa Homepa mactep-gaina
cucTeMun hapmakoHarnsgy
129. | MAKCITPA TabneTtkn, BKpUTI dapmavreB Monblwa dapmaLeBTUIHNUIA Monblwa BHECEHHS 3MiH O peecTpauiiHuX maTtepianis: 3MiHN 3a UA/14262/01/02
NNiBKOBOIO TUYHUIA 3aBofg | Tuny - 3MiHn Wopao Gesnekn/edheKTUBHOCTI Ta peuenmom
obonoHkoto, no 100 3aBoj "TONb®APMA" apmakoHarnagy. BeegeHHsi abo 3amiHm oo
mr; no 1 abo no 4 "MOJIb®A C.A. y3aranbHEeHUX AaHux Npo cuctemy cbapmakoHarnsgy
Tabnetku y 6nictepi; | PMA" C.A. (BBEAEHHSA y3aranbHEHUX AaHUX NPO cUcTemy
no 1 6nictepy y hapmakoHarnsgy, amiHa ynoBHoBaXeHoi ocobu,
KapTOHHil kopobui BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy sasiBH1Ka ans
3[iNCcHeHHs dhapmakoHarnagy B YkpaiHi, SKLLIO BOHa
BigMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3diicHeHHs cbapmakoHarnsgy (BKioYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOI 3a
apmakoHarnsag B YkpaiHi.
[iroya pepakuin: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pegakuisi: Tecniok OneHa
BonoammupiBHa. 3MiHa KOHTaKTHUX OAHWX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
chapmakoHarnsag B Ykpaiti
130. | MAKCITPA TabneTkn, BKpUTI dPapmaues MonbLa dapmaueBTNYHUIA MonbLa BHECEHHS 3MiH O peecTpauiiHiX maTtepianis: 3MiHK 3a UA/14262/01/01
NNiBKOBOK TUYHUNA 3aBof | Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta peuenmom
obornoHkoto, no 50 3aBoj "TONb®APMA" dapmakoHarnsagy. BeegernHs abo 3aminn o
mr, no 1 abo no 4 "MONb®A C.A. y3aranbHeHUX AaHux Npo cuctemy papmakoHarnagy
Tabnetku y 6nictepi; | PMA" C.A. (BBEOEHHS y3aranbHEeHUX AaHuX Npo cucTemy
no 1 6nictepy y dapmakoHarnsgy, 3MiHa YrnoBHOBaXeHOi ocobu,
KapTOHHIN kopobLyi BiANOBIAANbLHOI 3a 3AiNCHEHHst bapmakoHarnsay;
KOHTaKTHOT 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BiAMiHHa BiJ, yNOBHOBaXXeHOI 0cObU, BignosigansHoi
3a 3[iicHeHHs hapmMakoHarnagy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
danna cuctemu apmakoHarnagy). 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
bapmakoHarnsg B YKpaiHi.
[Hitoua pepakuis: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pepakuisi: Tecnok OneHa
BonoavmupisHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0cobu 3asiBHUMKA, BignoBiaansHoi 3a
dapmakoHarnag B YkpaiHi
131. | MEJIOKTAM PO34MH AN iH'eKLiN, Mictpan AHrnig XENM C.A. Mpeuis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3miHn 3a UA/19319/01/01
15 mr/1,5 mn; no 1,5 Kenitan | Tuny - 3miHun 3 akocTi. CepTudikat peuernmom
mn (15 mr) B MeHemxm BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
amnynax; no 5 eHT €Bponevicbkin apmakonei/moHorpadii. NMogaHHA
amnyn B KaceTi B Timiteq HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI

navui

abo BUnyYeHHsi cepTudgikata BignoBigHOCTI
€Bponelicbkint hapmakonei: aons A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMIKHOrO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuuTBi A®l; ansi
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoOBIgHOCTI
€sponewcbkin bapmakonei) - OHoBNeHWN
cepTugikart Bif yke 3aTBepa)KEHOro BUPOOHMKa -
noJaHHsi OHOBMEHOro cepTudikaTa BianoBigHOCTI
€sponelicbkin hapmakonei R1-CEP 2009-040-Rev
05 (3atBepmkeHuin: R1-CEP 2009-040-Rev 04) onsa
AD| Menokcukam Big yxe 3aTBepaKEHOro
BupoGHuka Cipla Limited, IHais
132. | METOTPEKC PO34MH AN iH'EKLN, EBEBE ABCTpis NOBHUI LNKI ABcTpisi/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu 3a He UA/0513/02/01
AT "EBEBE" 10 mr/mn no 1 mn dapma BUpOGHMUTBA: HimeuyunHa | Tuny - 3miHun Wwopo 6eanekn/edhekTUBHOCTI Ta peuenmom | nidnsieae
(10 mr), no 5 mn (50 lec.m.6.X. PAPEBA YHTepax dapmakoHarnsgy. 3miHa y KopoTKili XapakTepucTuui
Mr) y donakoHi; no 1 Hdor.KI 'M6X, ABTpis; nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
cnakoHy B BUMYCK Cepii: IHCTPYKUIT ANA MeANYHOro 3acTocyBaHHs Ha nigcTasi
KapTOHHIN kopobuyj; EBEBE ®apma perynspHO OHOBIIOBAHOTO 3BiTy 3 6e3neku
no 0,75 mn (7,5 wr), [ec.m.6.X. Hopr. nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
no 1 mn (10 mr), no KI, ABCTpis; 3acTocyBaHHS fikapcbkoro 3acoby B
1,5 mn (15 mr), no 2 TectyBaHHs: MIMJ1 nicnapeecTpauinHuii nepiod, abo sk pesynbtat
mn (20 mr) y Mikpo6ionoriwec OUiHKM 3BITY 3 AOCNIAXeHb, NPOBEAEHUX BigNOBIAHO
nonepegHLo Mptocbnabop 00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
3arnoBHeEHOMY 'm6X, ABCTpis; Y3rof>KEHO 3 KOMNETEHTHUM YNOBHOBaXKEHNUM
wnpwui; no 1 abo no TECTYBaHHS: opraHom) 3mMiHM BHeCeHO A0 IHCTpykuii ans
5 nonepegHbO Jlabop 1 + C AT, MeONYHOro 3aCToCyBaHHsI NikapCbkoro 3acoby Ao
3arnoBHEHNX Himeuunna po3giny "B3aemogis 3 iHLLMMM NiKapCbKUMmn
wnpuvuis y 3acobamu Ta iHWi BUAM B3aemopiin" BignosiaHo Ao
KapTOHHiI kopobui iHpopmaii 3 6e3neku nikapcbkoro 3acoby.
pa3om 3i BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
CTEpPUnbHO 3aTBEpAKEHHS. 3MiHuM | Tvny - 3MiHK WwWoao
iH’€KLiINHOO roMKoK 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. 3MiHa
Ta cepBeTkamu Y KOPOTKii XapakTepucTuLi fnikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans MeanyHoro
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiatpudHnx
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHVUM YNOBHOBAXXEHVM OPraHoM) 3MiHu
BHeCeHO A0 IHCTpyKuii Ans MeanyHoro
3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpyaar” BianoBigHo 8o iHgpopmaLii 3 6e3neku
nikapcbkoro 3acoby. BBeaeHHsi 3MiH npoTsirom 6-tu
MicsILiB Micnsi 3aTBEPOKEHHSA
133. | METPOHIOA3 | po3suuH Ans iHdys3in [HouvipHe YkpaiHa HouipHe YkpaiHa BHECEHHS 3MiH 0 peecTpauinHuX maTtepianis: 3MiHW 3a He UA/4555/01/01
on 0,5% no 100 mny nignpuemc nignpueMcTeo | Tny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta peuenmom | nidnsizae
KOHTeNHepi i3 TBO "®apmatpeng” apmakoHarnsgy. 3miHa y KOpoTKili XxapakTepucTuLi
nonisiHinxnopuay "®apmaTtp nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta
abo 3 noninponinexy eng" IHCTPYKLUIii ANs MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi

B NniBLj

perynsipHo OHOBIIOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku




91

[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3acTOCyBaHHsI Nikapcbkoro 3acoby B
nicnsipeecTpauiiHuii nepiod, abo sk pedynbTaT
OUiHKM 3BITY 3 AOCNiAXeHb, NPOBEAEHUX BigNoBIgHO
00 nnaHy negiatpuyHux gocnigkes (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO B IHCTpyKLito ansi
MeAMYHOro 3aCTOCyBaHHSI Nikapcbkoro 3acoby Ao
po3ainie "OcobnueocTi 3acTocyBaHHs" Ta "MobiyHi
peakuii" BignoBigHO 4O OHOBMEHOI iHbopmauii Wwoao
6e3nekn 3acTocyBaHHS Ailo40i PEYOBUHM 3rigHO 3
pekomeHgauieto PRAC
134. | ME®EHAMIH | Tabnetkn no 500 wmr; MPAT YkpaiHa BignoBigansHUin YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu 6e3 nidnsieae UA/17139/01/01
OBA no 10 Tabnetok y "®ITOPA 3a BUPOBGHULTBO, | TMny - 3MiHK 3 sikocTi. FoTOBMIA NikapCbKuMii 3aciO. peuenma
KUCIOTA GnicTepi; no 2 PM" nepBuHHe, 3MiHM y BUpoBHMUTBI. 3MiHa iMnopTepa/amiHu, Lwo
Gnictepy B nayui 3 BTOPUHHE CTOCYHTbCS BUMYCKY Cepil Ta KOHTPOIO AKOCTI
KapTOHY nakyBaHHs, roToBOro nikapcbkoro 3acoby (3amiHa abo
KOHTPOIb SIKOCTi [oaaBaHHA BUpObOHMKa, LLIO BiAMOBiAaE 3a BBE3EHHSA
Ta BUNyCK cepil: Ta/abo Bunyck cepii) - He Bkntoyaroum
MPAT KOHTPOSb/BUNPOBYBaHHA cepii - BBEAEHHS
"OITOPAPM", [oaartkoBoi BUpobHMYoi ainbHuui NPAT
YkpaiHa «PITOPAPMy, BignosigansHoi 3a BUNYCK cepii, He
BignosiganbHWn BKITHO4a04M KOHTPOSL/BMNPOBYBaHHS cepil 3a
3a BMNyCK cepil, appecoto: YkpaiHa, 08303, KuiBcbka obnacTb, MiCTO
He BKIoYaoum Bopwucninb, Byn. Yymaubka, 6yanHok 17. Po3anucaHo
KOHTpOnb/B1Npoby dyHKUiT 3aTBEpmKEHOro BUpobHuka MPAT
BaHHS cepii: «PITODAPM». 3MiHn BHeceHi y po3ainn "BupobHuk"
MPAT Ta "MicuesHaxomkeHHs BUpobHuka Ta agpeca micus
"OITOPAPM", NPOBaXeHHS Noro AisnbHOCTI" B IHCTPYKLi0 ANs
Ykpaina MEeAMNYHOrO 3aCTOCYBaHHS y 3B'A3Ky 3 BBEAEHHAM
[o[aTkoBoi BUpOOHMYOT AinbHuULI, BianoBigansHoi 3a
BUMYCK Cepii, 3 MOXIMBICTIO APYKYBaHHSA ABOX
IHCTPYKUi ANs MeguyHoro 3actocyBaHHs 113 ans
OKpeMMX BUPOBHUKIB Ta sIK HAcnigokK - NosiBa TEKCTY
MapKyBaHHs1 yNakoBKU fikapcbKoro 3acoby ans
[04aTKOBOro BUpOGHMKa. BBegeHHs 3MiH NpoTsarom
6-TW MicsaUiB Nicns 3aTBEPAXEHHS.
135. | MIKOHA30n NopoLLIOK Yemo IcnaHis KIMIKA IcnaHis BHECEHHS 3MiH 10 peecTpauiiHix MaTepianis: 3MiHU - UA/17787/01/01
Y HITPAT (cybeTaHuisa) y |6epika, CIHTETIKA, C.A. Il Tvny - 3miHun 3 akocTi. ADI. (iHwWi 3MiHN). MNopgaHHs
MIKPOHI3OB | nopagiiiHux CA. OHOBIeHOI Bepcii MacTep-gaina Ha ADI
AHUHA nonieTuneHoBmx Mikonasony Hitpaty DMF MI-QS1-Ed.02-UA-EP-
naketax ang (November 2023) (nonepegHs Bepcis MI-QS1-
dapmaLeBTU4HOro Ed.01-UA-EP-(September 2019)
3acTOCyBaHHS
136. | MINICTAH NMOPOLLIOK A1IsA Mini Benuka IkcEnb IHais BHECEHHS 3MiH O peecTpaLiiHuX maTtepianis: 3MiHN be3 nidnsieae UA/2433/01/01
FAPAYUNA oparnbHOro PoO34unHy, Xenckepe BpuTaHis JNa6bopaTopiec | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenma
YAM BI, no 6 r y nakeTuky; TimiTen MeT. JITg. HariMeHyBaHHs Ta/abo agpecu 3asBHUKA (BNacHUKa
KALWUTHO no 10 nakeTwukiB y peecTpauiHoro noceigveHHs) - 3MiHa agpecu

KapTOHHiI kopobui

3asiBHUKA (BNacHMKa peecTpaLiiHoro NocBigYeHHst).
3MiHM BHeceHi y po3ain "MicLie3HaxomKeHHs
3asiBHMKA" B IHCTPYKLilO A1 MEAUYHOro
3aCTOCYBaHHsI Nikapcbkoro 3acoby y 3B's3ky 3i
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3MiHOI0 afpecu 3asiBHVKa. BBegeHHA 3MiH NpoTsarom
6-T1 MicAaUiB Nicnsa 3aTBEPAXEHHS
137. | MINIICTAH NOPOLLIOK A1s Mini Benuka IkcEnb IHpis BHECEHHS 3MiH O peecTpauiiHuX maTtepianis: 3MiHN be3 nionsieae UA/2368/01/01
FAPAYUA oparnbHOro Po3ynHy, Xenckepe BputaHis Nab6opaTtopiec | TMny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenma
YAHK 3I no 6 r y nakeTuky; Timiteq Mer. lTA. HaliMeHyBaHHs Ta/abo agpecy 3asiBHWKa (BnacHuka
CMAKOM no 10 nakeTwukiB y peecTpaLiiHoro noceigveHHs). 3MiHa agpecu
JIMMOHA KapTOHHiI kopobui 3asiBHMKA (BNacHMKa peecTpaLiniHoro NocBiAYeHHs).
3MiHn BHeceHi y po3ain "Micue3HaxoakeHHs
3asBHMKA" B IHCTPYKLiO AN MEAUYHOro
3acToCyBaHHS nikapcbkoro 3acoby y 3B'A3Ky 3i
3MiHOIO agpecu 3asBHMKA.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPAKEHHS
138. | MIMICTAH cycrneHsig opanbHa Mini Benuka pakype IHAisA BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHK bes nionszae UA/1454/01/01
MYJNbTUCUM | no 100 mny Xenckepe BpuTtaHia dapmachbioTikanc | TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenma
NTOMHUA cdnakoHi; no 1 JlimiTen nTa HariMeHyBaHHs Ta/abo agpecu 3asiBHUKA (BNacHUKa
¢rakoHy pa3om 3 peecTpauiiHoro noceigvyeHHs) - 3MiHa agpecu
MipHOIO FTOXKEYKOH Y 3asiBHUKA (BnacHuKa peecTpaLiiHoro NocBigYeHHs).
KapTOHHIN ynakoBLii 3MiHn BHeceHi y po3ain "MicuesHaxomkKeHHs
3asiBHMKA" B IHCTPYKLitO ANS MeANYHOro
3acTocyBaHHs nikapcbkoro 3acoby y 3B'A3Ky 3i
3MiHOI afpecu 3asiBHUKa. BBeAeHHs 3miH npoTsarom
6-TK MicAUiB Nicnsa 3aTBEPAXKEHHS
139. | MIHOKCUOMU PO3YMH HaLLKIpHWIA, 3AT JlntBa IHpacTpian IcnaHis BHECEHHS1 3MiH O peecTpauiiHuX maTtepianis: 3MiHN 6e3 UA/14771/01/01
N IHTENI 5 %; no 60 mny "IHTeni dapmaceyrTika | TMny - 3MiHu 3 akocTi. CepTudikart peuenma
dnakoHi; no 1 eHepuke KanTabpia, C.A. BignoBigHocTi/E-cepTudikaTt BiANOBIAHOCTI
drakoHy y Hopg" €Bponevicbkinn apmakonei/moHorpadii. MoaaHHs
KOMMMEKTi 3 MipHUM HoBoro abo oHoBMeHoro cepTudikaTa BiANOBIAHOCTI
HacocoMm y abo BunyYeHHs cepTudikata BignoBigHOCTI

KapTOHHiI kopobui

€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponewicbkin dpapmakonei) - OHOBNEHWU
cepTudikart Bif yKe 3aTBEPXKEHOrO BUPOBHMKa.
[MopgaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2002-212 -
Rev 05 (3atBepaxeHo: R1-CEP 2002-212 - Rev 04)
ansa A®| miHokcmauny Bif BXe 3aTBEpaKEHOro
BMpo6HuKa Flamma S.P.A., Itanis. 3mitu | Tuny -
3miHu 3 gkocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBiaHoOCTI EBponeinchbkil
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ansi
OOMOMDKHOT peyoBMHM (cepTudikaT BigNoBiAHOCTI
€Bponevickkin dpapmakonei) - OHoBNEHWUIA
cepTudikaT Bif yXe 3aTBEpAKEHOro BUpobHUKaA -
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noJaHHsi OHOBMEHOro cepTudikaTa BiAnoBigHOCTI
€sponericbkin bapmarkonei Ne R1-CEP 2002-212 -
Rev 06 ans A®I miHokcmauny Big BXe
3aTBepaKeHoro BMpobHuka Flamma S.P.A., lTanisi.
140. | MIHOKCUOU PO3YMH HALLKIpHWN, 3AT Jlntea IHpacTpian Icnanis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu bes UA/14771/01/02
NIHTEN 2 %; no 60 mny "IHTeni PapmaceyTika | TMny - 3MiHu 3 sikocTi. CepTudpikart peuenma
dnakoHi; no 1 eHepuke KaHTabpia, C.A. BignoBigHocTI/lE-cepTudikaTt BiANOBIAHOCTI
dnakoHy y Hopa" €sponeicbkin bapmakonei/moHorpadii. NMogaHHA
KOMMAEKTi 3 MipHUM HoBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
Hacocom y abo Buny4deHHs ceptudpikata BignoBigHOCTI
KapTOHHiI kopobui €sponelicbkin bapmakonei: ana A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiIXHOIO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBMHN (CepTudikaT BigNOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWU
cepTuddikart Bif yXKe 3aTBepaKEHOro BUPOBHMKa.
MoaaHHa oHoBRNEHoOro cepTudikarta BigNoBIAHOCTI
€Bponecbkin dapmakonei Ne R1-CEP 2002-212 -
Rev 05 (3atBepgkeHo: R1-CEP 2002-212 - Rev 04)
ansa A®| miHokcmauny Bifg BXXe 3aTBEpOKEHOro
BUpobHuka Flamma S.P.A., Itanis. 3miHn | Tuny -
3MiHn 3 skocTi. CepTudikat BignosigaHocTi/lE-
cepTudikaT BiANOBIAHOCTI €EBpONENCchKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ansi
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHW
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHuka -
NnoJaHHs OHOBMEHOro cepTudikata BiANOBIAHOCTI
€sponelicbkint hapmakonei Ne R1-CEP 2002-212 -
Rev 06 anst A®I miHokcauny Big BXe
3aTBepaKeHoro BupobHuka Flamma S.P.A., ITanis.
141. | MITPA PO34MH ANS iH'EKLN, TOB YkpaiHa K.T. Pomdapm PyMyHis BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHu 3a UA/20063/01/01
100 mr/mn, mo 5 mn «POPC- komnaHi C.P.J1. | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
B amnyni, no 5 DAPMA hapmakoHarnsgy (iHwi amiHu) 3miHu BHeceHo y n.17
amnyn y KOHTYpPHiIn ONCTPUB IHLE TekcTy MapKyBaHHsSi BTOPUHHOI YNakoBKW
YapyHKOBIN FOLWH» nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH
ynakosui, no 2 nNpoTSArom 6 MicsLiB nicns 3aTBepaKeHHS
KOHTYPHI YapyHKOBI
yNakoBKM B nayi 3
KapTOHY
142. MOP®IH PO34MH ANs iH EKLiNA, AT Natsisa BCi cTagii CnoBayuvHa | BHECEHHsI 3MiH 10 peeCTpaLiHMX MaTepianis: 3MiHU 3a He UA/15322/01/01
KANUEKC 10 mr/mn; no 1 mn B "Kanuexkc" BUPOBHMYOro / | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom nidnsieae
npotecy, Kpim TNaTtBis HalMeHyBaHHs1 Ta/abo agpecu 3asiBHVKa (BnacHuka

amnyni; no 5 amnyn
B KOHTYPHiW
YapyHKOBIN ynakoBLi
(niggoHi); no 1, 2

BUWMYCKY Cepii:
XBM ®apma
c.p.o.,

peecTpauiiHoro noceigveHHs) - 3MiHa agpecu
3asiBHMKa. 3MiHM BHECEHO [0 iHCTPYKLUIi Ans
MeAMYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao
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3acoby ynakoeka) noceio4yeHHs1
a60 20 KOHTYpHUX CnoBayynHa po3ainy "Micue3HaxomKeHHs 3asiBHUKA"; 3MiHu |
YapyHKOBUX BUPOBHWIK, SKWiA Tvny - 3MiHW Wwopao 6eanekn/edekTMBHOCTI Ta
yNakoBOK (NiggoHIB) Bignosigae 3a dapmakoHarnagy. 3MiHa y KOpoTKili xapakTepucTumui
B nayui KOHTPO~b nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
cepii/BunpobysaH iHCTPYKUIii AN MEAUYHOro 3aCToCyBaHHS Ha NiacTaBi
HS: perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
AT "T'pingekc", nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
NaTsis 3aCTOCyBaHHS nikapcbkoro 3acoby B
BUPOBHMK, KNI nicnapeecTpadinHui nepioa, abo sk pesynbtaTt
BiOgNOBigae 3a OUiHKM 3BITY 3 AOCNIAXeHb, NPOBEAEHUX BigNOBIAHO
BMNYCK cepii: [0 nNnaHy neaiatpuyHmx gocnigpkers (PIP) (3Miny
AT "Kanuekc", Y3roAXXeHO 3 KOMMETEHTHMUM YNOBHOBaXXEHNM
JlatBia opraHom) - 3MiHW BHeCeHi A0 IHCTPYKLUIii Ans
MEeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ainu "Baaemogaia 3 iHWnMn nikapCbKnmm
3acobamu Ta iHwWi Buau B3aemopin", "OcobnmBocTi
3acTtocyBaHHs", "Cnocib 3acTocyBaHHsA Ta 4o3un",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT
iHdbopMalLii 3 6e3neku git4oi pevyoBUHM
143. | MYKO3A PO34MH AN iH'EKLIN Bionoriwe HimeyvumH Bionoriwe HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu 3a UA/2946/01/01
KOMMNO3UTY | no 2,2 mn B amnyrni; XanneMitt a Xannbmittens | Tuny - 3miHu 3 akocTi. A®Il. CtabinbHicTb. 3miHa peuenmom
M no 5 amnyny enb Xeenb Xeenb 'M6X nepiogy NoBTOPHMX BUNpobyBaHb/nepiogy
KOHTYPHIl mbX 36epiraHHsi abo ymoB 36epiraHHs ADI (3a
YapyHKOBIn BiAICYTHOCTI y 3aTBEpOKEHOMY [OChE cepTudpikata
ynakoBui; no 1 abo BigMNOBigHOCTI €Bponeichkin hapmakonei, Lo
no 2, abo no 20 BKJ1HO4a€E Nepiof, MOBTOPHOrO BUMPOOYBaHHS)
KOHTYPHMX (nepiog noBTOpHOrO BUNPOByBaHHs/Nepion
YapyHKOBUX 36epiraHHs) - 3MEHLLEHHS - 3MiHa Y TEPMIHi
yNaKoBOK y KOpoOUj npuaatHocTi ans Hydrastis canadensis MT:
3 KapTOoHY 3atBepaxeHo: 3.2.S.7. Stability Proposed shelf-life 5
years 3anponoHoBaHo: 3.2.S.7. Stability Conclusion
“...a retest period of 36 months...”
144. | HOBAIPA TabneTkn, BKpUTI €Bpo IHAis MapkcaHc ®apma IHAis BHECEHHS 3MiH 0 peecTpauiiHnxX maTepianis: 3MiHu 3a UA/9740/01/02
100 NniBKOBOIO INandkep Iitg | Tuny - 3miHK 3 sikocTi. CepTudikat peuenmom
obornoHkoto, no 100 MpamsiT BignoBigHocTi/'E-cepTudikaTt BiANOBIAHOCTI
Mmrno 1, 2 abo 4 Nimiteq €Bponevicbkinn apmakonei/moHorpadii. NMoaaHHs

Tabnetku y 6nictepi,
no 1 6nictepy B
KapTOHHiIl kopobuyj;
no 4 Tabnetku y
Gnictepi; no 2
Gnictepuy
KapTOHHiIl kopobui

HoBoro abo OHOBMeHoOro cepTudikata BigNOBIAHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
maTepiany/peareHTy/NpOMiXHOrO NPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBi A®l; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponeicbkint hapmakonei) - Hosuin cepTudikar Big
HOBOrO BMpOOHMKaA (3amiHa abo [ONOBHEHHS)
3amiHa BupobHuka SMS Pharmaceuticals Limited,
IHgis ans giovoi peyvoBmHu Sildenafil citrate Ha
CADILA PHARMACEUTICALS LIMITED, Ingis, B
SIKOro HasiBHWI cepTudikaT BignoBigHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 2013-291-
Rev 00. BBeaeHHst 3MiH NpoTArom 3-x MicsiLiB micnsi
3aTBEPOKEHHS.
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145. | HOBAIPA 50 | Tabnetku, BKpUTI €Bpo IHais MapkcaHc ®apma IHais BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3MiHK 3a UA/9740/01/03
NNiBKOBOIO TNandkep Jitg | TMny - 3MiHu 3 skocTi. CepTudikat peuenmom
obonoHkoto, no 50 MpamsiT BignosigHocTi/lE-cepTudikaT BiANoOBIgHOCTI
mrno 1, 2 abo 4 Nimiteq €Bponenckkin hapmakonei/MoHorpadii. MoaaHHs
TabneTkn y bnictepi, HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
no 1 Gnictepy B abo Buny4deHHs ceptudpikata BignoBigHOCTI
KapTOHHi KOpooLyi; €Bponencbkin dapmakonei: gna APl; ans BuxigHoro
no 4 tabnetkn y marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
Gnictepi; no 2 BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
Gnictepn y [OMOMIDKHOI peyoBUHM (cepTudikaT BigNOBIAHOCTI
KapTOHHi kopobui €Bponencbkint hapmakonei) - Hosun ceptudikar Big
HOBOrO BMpPOBHMKa (3amiHa abo [ONOBHEHHS)
3amiHa BMpoGHMka SMS Pharmaceuticals Limited,
IHais gna gitoyoi pevoBuHu Sildenafil citrate Ha
CADILA PHARMACEUTICALS LIMITED, IHgis, B
SIKOro HasBHUIN cepTudpikaT BIANOBIAHOCTI
€sponericbkin bapmarkonei Ne R1-CEP 2013-291-
Rev 00. BeegeHHst 3MiH npoTsaroM 3-x micauis nicns
3aTBEPOKEHHS.
146. | HOBOKC® PO34MH ANS iHMDY3in OPIrAHO OAE MpuBatHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHU 3a He UA/16886/01/01
0,5 %; no 100 mn CWH aKuioHepHe | Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta peuenmom nionsieae
abo 150 mny NAVSCA TOBapUCTBO tapMakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumui
nnawui; no 1 EHCKN3 «IHdpysia» nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
nnawWwi y nayui (E® 3ET 1) iHCTPYKLUii ANs MeQMYHOro 3aCTOCyBaHHs
reHepuYHMX/ribpuaHux/6ionogibHMx nikapcbKkmnx
3acobiB nicrs BHECEHHS TiEl camoi 3MiHU Ha
pedbepeHTHUIN Npenapar (3miHa He noTpebye
Ha[laHHS )XOAHUX HOBMX AOAATKOBUX AaHWX). 3MiHK
BHECEHO [0 iHCTPYKLii AN MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs Yy
nepiog BariTHocTi abo rogyBaHHsi rpyaar”, "MobiyHi
peakuii” 3rigHo 3 iHpopmauieto LWoA0 MeaNYHOro
3acTocyBaHHs pedhepeHTHOrO fikapcbkoro 3acoby
(Tavanic, 5 mg/ml, solution for infusion). BBegeHHs
3MiH NpOTSArom 6-TW MicsiLiB Micns 3aTBEPAKEHHS
147. | HYPO®EH® CycrneH3sis oparnbHa 3 PekkiTT Benuka BMPOGHMLTBO in Benuka BHECEHHS 3MiH 0 peecTpauiiHnxX maTepianis: 3MiHu bes UA/8233/01/01
ans QITEn anenbCUHOBUM BeHkizep BpuTtaHisa bulk, nakyBaHHs, BpuTtaHisa | Tuny - AgmiHicTpaTVBHI 3MiHW. BunyyeHHs peuenma
cmakom, 100 mr/5 Xerickep KOHTPOIb SIKOCTI, BMPOGHMYOI AinbHULI (BKMHOYaYM AinbHULUI Ans
mn; no 100 mn abo IHTepHeLw BUMYCK cepii: A®I, npomixxHoro npoaykty abo rotoBoro
200 mn y donakoHi; Hn NimiTen PekkiTT BeHkizep nikapcbkoro 3acoby, AinbHULi AN NPoBeAEHHS

no 1 dnakoHy B
KOMMMeKTi 3i
LUNpULOM-
[03aTOpOM Y
KapTOHHiI kopobui

Xenckep (KOkeit)
TNimiten

nakyBaHHsi, BUpOOHWKa, BiANoBiaanbHOro 3a BUMyck
cepiii, Micue NpoBeAeHHs1 KOHTPOro cepii) abo
nocTavarnbHuKa BMUXiGHOrO martepiany, peareHty abo
[OMOMDXHOT PEYOBUHU (SIKLLLO 3a3HAYEeHO Y JOChE)
BUNYyYEHHS1 BUPOOHUYOI AinbHULi PekkiTT BeHkiszep
Xenckep IHgis MpanseT Jliviteq, IHaia (Reckitt
Benckiser Healthcare India Private Limited, India).
BanuwaeTbes BUpoOHMYa AinbHULS PekkiTT
BeHkisep Xenckep (KOken) Nimiten, Benuka
Bputanisi (Reckitt Benckiser Healthcare (UK)
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Limited, United Kingdom).
148. | HYPO®EH® CycrneHsis opanbHa 3 PekkiTT Benuka BMPOBHMLTBO in Benuka BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu bes UA/7914/01/01
ans DITEN NONYHUYHUM BeHkizep BpuTtaHia bulk, nakyBaHHs BpuTtaHia | TNy - AgMiHiCTpaTuBHI 3MiHW. Buny4eHHs peuenma
cmakom, 100 mr/5 Xernckep (nepBuHHe Ta BMPOGHMYOI AinbHULI (BKMHOYaYM AinbHUUI Ans
mn; no 100 mn abo IHTepHeLw BTOPUHHE), A®I, npomixkHoro npoaykTy abo rotoBoro
200 mn y donakoHi; Hn NiviTeq KOHTPOSb SKOCTI, nikapcbkoro 3acoby, AinbHULI 4N NpoBeAeHHS
no 1 cnaxkoHy B BMNYCK cepii: nakyBaHHsi, BUpOoOHWKa, BiANOBiAanbHOro 3a BMMycK
KOMMIEeKTi 3i PekkiTT BeHkizep cepiii, MmicLe NpoBEAEHHS! KOHTPOTO cepii) abo
LLINPULIOM- Xenckep (KOkeit) nocTavarnbHuKa BMXigHOro martepiany, peareHty abo
[03aTopoM y JlimiTen [OMOMDKHOT PEYOBUHM (SIKLLO 3a3Ha4Y€eHO Y [OChE) -
KapTOHHiI kopobui BunyyeHHst BUpo6HMYOI AinbHuLi PekkiTT Bexkizep
Xenckep IHgis MpanseT Jlivitea, IHais (Reckitt
Benckiser Healthcare India Private Limited, India).
3anvwaeTtbest BUpoOHUYa AinbHUUS PekkiTT
BeHkizep Xenckep (FOkein) Nimiten, Benuka
BputaHis (Reckitt Benckiser Healthcare (UK)
Limited, United Kingdom)
149. | HYTPUDNEK emMynbCia gna b. bpayH HimeyumH Bupo6HuLTBO, HimeyumHa BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a UA/13231/01/01
C OMETA iHdysin; no 1250 Menb3yHr a nepBuHHa Ta TexHiyHa nomunka (3rigHo Hakasy MO3 Big peuenmom
CNEUIANBH mn, 1875 mny eH Al BTOpPUHHA 23.07.2015 Ne 460), BunpaBneHHs TEXHIYHOI
un MiLLIKY ynakoBKa, BUMyCK NOMWIKW, 3rigHo n.2.4. n.n. 4 po3giny VI Hakasy
nnacTnKoBOMy cepii: b. bpayH MO3 Ykpainm Big 26.08.2005p. Ne 426 (y pepakuii
TpukamepHomy; no 1 Menb3ayHreH AT, Hakady MO3 Ykpainu Big 23.07.2015 p Ne 460) y
MiLLIKY Hime4vuuHa; 3aTBepakeHnx MKA 13, a came npu nepeHeceHHi
nnacTMKoBoMy KoHTponb cepii: B. iHdpopmauii 3 peectpauiiHoro gocke (p.3.2.P.5.1) B
TpUKamepHomy B BpayH cneuudikauii MKA J13 HekopeKkTHO 3a3HajveHo Has3By
3aXUCHOMY MILLIKY; Menb3ayHreH AT, nokasHuka «BiniHy» 3amictb «BaniH»; onuc po3unHy
no 5 3axMCHUX HimeyunHa Kamepa roKo3n 3aTBEPIKEHO «CONIOM’'STHOro
MILLKIB Y KQpTOHHIl KOMbOPY» 3aMiCTb «Orif0-CONoM'sHOro Konbopy» Ta
KopobLi Kamepa XMpoBOi eMynbCii 3a3Ha4YeHO «Macno»
3aMicTb «onii». 3asHayeHe BUNpPaBIEeHHS BiANoBigae
mMarepianam peecTpauiHoro Jocke
150. | O3ENbTAMI Kancynu no 75 wr, Crpangc IHAis Crpangc ®apma IHAis BHECEHHS! 3MiH 10 peecTpauiiH1X maTtepianis: 3MiHu 3a He UA/18208/01/01
BIP no 10 kancyny dapma CaneHc Jlimiteq | Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbknn 3acib. peuyennmom | nidnseae
Gnictepi; no 1 CarieHc CT1abinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
Gnictepy B Nimiteq ymMoBax 36epiraHHsi rOTOBOro Nnikapcbkoro 3acoby
KapTOHHIl kopoOLi (36inbLUEHHSA TEepMiHY NPUAATHOCTI TOTOBOro
nikapcbkoro 3acoby) - [ins ToproBoi ynakoBku
(niaTBEPAXKYETLCS AAHNMU pearnbHoro Yacy) -
36inbLUeHHA TepMiHy NpPMAATHOCTI FOTOBOTO
nikapcbkoro 3acoby 3 4 pokiB A0 5 pokiB. 3MiHK
BHeCeHi B po3ain "TepmiH npuaaTHOCTI" B IHCTPYKLIO
00151 MeAMYHOro 3aCTOCYBaHHsI NiKapCbKoro 3acoby
151. | OKTANMNAC PO34uH ANS iHDY3iN, Oxkradbap ABcTpis BMPOGHMK, LLiBeuis BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu 3a UA/15584/01/01
nr 45 - 70 mr/mn; no ma BignoBiganbHUN Il Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3aci6. peuenmom
200 mn B dapmaveB 3a BMPOOHULTBO Cuctema KoHTelnHep/3akynoptoBanbHui 3acit. 3miHa
CTepuIibHOMY, TMKa 3a NMOBHUM y NEPBUWHHIN yNakoBLi rOTOBOro MikapcbKoro 3acoby
nnactudikoBaHoMy MpogykTio LIMKITOM: (sKicHWIA Ta KinbkicHWI cknaa) - CTepunbHi Nikapcbki
KOHTeWHepi ans Hcrec. Oxracapma Ab 3acobu Ta nikapcbki 3acobu
KpoBi 3 M.6.X. 6ionoriyHoro/iMyHOMNOriYHOro NOXOMKEHHS -

nonisiHinxnopuay;

BnpoBamkeHHs HOBUX MaTepianis NepBUHHOIO
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no 1 KOHTENHepy B nakyBaHHsi: Plasma Bags 400 ml (Frsenius Kabi) Ta

nakeTi 3 Npo30opoi Plasma Bags 400 ml with pigtail (Frsenius Kabi).

noniamig/nonietnne

HOBOI MniBKkK; No 1

nakeTy B KapTOHHIl

kopobui. Okrtannac

JII ynakosyeTbCS B

OKpeMi KOHTeHepu

3a Takumu rpynamu

Kposi: 'pyna kposi A

(I1), Fpyna kposi B

(1), pyna kposi AB

(IV), M'pyna kposi O

0]

152. | OKTAMJEKC NMOPOLLIOK Ta OkTadhap ABCTpis Bupo6Humk HimeuyunHa/ | BHeceHHsi 3MiH 4O peecTpaLiiH1X MaTepianis: 3MiHn 3a UA/14313/01/01
500 MO PO3YMHHUK NS ma (anbTepHaTUBHWIA) ABcTpisi/ | TMny - 3MiHK 3 skocTi. FoTOBMIA NikapcbKuMii 3aciO. peuenmom
pOo34nHy AnA dPapmaues , BigMoBiganbHui ®paHuis KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
iHdy3in no 500 MO; TUKa 3a BTOPUHHE MeToAax BUNpoGyBaHHS rOTOBOTO fikapCbKoro

[OBi KOPOGKM MpopykTio nakyBaHHsi Ta 3acoly (He3HayHa 3MiHa y 3aTBEpPKEHUX MeToaax

06’eQHYI0TLCS MK Hcrec BidyanbHy BMNpobyBaHHs) 3MiHa TecT-cucTemu, Lo
co60to NNacTUKoBO M.6.X. iHcnekuito: BVIKOPVCTOBYETLCSI HA BUPOOHNYMX OiNbHULAX
NNiBKO: KAPTOHHA OxTachapma Octapharma Vienna, AecTtpis (OPG) Ta Lingolsheim,
kopobka Ne1: no 1 Oeccay 'm6X, ®dpaHuist (OSA) ans BUNpobyBaHHSA rOTOBOMO
dnakoHy 3 Hime4vuuHa; nikapcbkoro 3acoby 3a nokasHukom «BmicT Binka S»,
NOpOLLKOM Anst BupobHuk, 3 Coamatic Protein S-free (Chromogenix) Ha
PO3YMHY AN iH'EKUiN BiAMOBiAANbLHWIA Liaphen Free Protein S (Hyphen).
Ta iIHCTPYKUie Npo 3a BUPOBHMLTBO 3MmiHu | TUNy - 3MiHK 3 akocTi. FoTOBMIA Nikapcbkui
3acTOCyBaHHS; 3a NOBHUM 3aci6. KoHTponb roToBoro nikapcbkoro 3acooy.
KapTOHHa Kopobka LIMKITIOM: 3MiHa y MeTofax BUNpOobyBaHHsi rOTOBOMO
Ne2: no 1 dnakoHy OkTadapma nikapcbkoro 3acoby (He3HayHa 3miHa y
i3 PO34YNHHUKOM dapmaueBTVKa 3aTBeEpOKEHMX MeToAax BUNpobyBaHHs) 3MiHa y
(Boga Ans iH’ekuin, MpopykTioHcrec MeToi BUnpobyBaHHS rOTOBOrO NiKapCbKoro 3acoby
20 mn) y KapTOHHiN M.6.X., ABCTpisi; 3a NokasHukoM «BmicT dpaktopy VII»: 3By>KeHHSA Mex
KopobLi pa3om 3 BUPOGHMK KanibpyBaHHs.
KOMMAEKTOM Ansi BianoBiganbHWn
PO34YMHEHHS Ta 3a BUPOBHMLTBO
BHYTPILLHBOBEHHOIO 3a NOBHWM LIMKITOM
BBeAeHHs (1 wnpwuy 3a BUKIMHOYEHHSM
ofHopa3sosui; 1 BTOPUHHOT
KOMMMEKT Ans yMaKoBKM:
nepeHocy (1 OkTadapma,
OBYXKiHLEeBa rornka, DdpaHuis
1 dinbTpOBanbHa
ronka); 1 komnnexTt
ans iHgy3il (ronka-
MeTenuk); 2
NPOCOYEHNX
CNUPTOM TaMrOHIB)

153. | ONIQETPUM Kancynu M'sii, dapmavres MonbLa BMPOGHMLTBO, MonbLa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu 3a UA/20119/01/01

® 3 ®POPTE 10000 MO; no 15 TUYHUIA nepBuHHe, | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuernmom

Kancyn y 6nictepi; 3aBoj BTOpPUHHE dapmakoHarnsigy. BeegerHst abo 3MiHn go
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 2, abo no 4, abo "MOJIb®A nakyBaHHS, y3aranbHEeHUX AaHux nNpo cuctemy chapmakoHarnsgy
no 6 6nictepis y PMA" C.A. KOHTpOIb Ta (BBEAEHHSA y3aranbHEHWX AaHWX Npo cucTemy
KapTOHHIl kopobui BUNYCK cepii dapmakoHarnagy, 3MiHa ynoBHOBaXeHoi ocobu,
(noBHUIA BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
BUPOBHWYUIA KOHTaKTHOi 0cobu 3 hapmakoHarnsay 3asiBHuUKa Ans
LMKI): 3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLLO BOHa
dapmaLeBTUIHNUIA BigMiHHa Bif, yNOBHOBa)XeHOI 0cobM, BignoBigansHoi
3aBofj 3a 3[incHeHHsA dpapmakoHarnagy (Bkrovaymn
«MNONbPAPMA» KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
C.A. Biggin darina cuctemu hapmakoHarnsgy) 3miHa
MepaHa B KOHTAKTHOI 0cobu 3asiBHUKa, BiAnoBigansHoi 3a
Cepaggsi, Monbwa tbapmakoHarnag B YkpaiHi.
[iroya pepakuin: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pepakuisi: Tecniok OneHa
BonoammupiBHa. 3MiHa KOHTaKTHUX SaHKX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
dapmakoHarnsg B YKpaiHi
154. | ONIMENb emMynbCia gna Bakctep Benbriga BxigHui Benbria BHECEeHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu 3a UA/17379/01/01
N4E iHdy3in; no 1000 mn C.A. KOHTPOIb, | TNy - AgMiHiCTpaTMBHI 3MiHW. Buny4eHHs peuenmom
y TPUKamepHomy KOHTPOIb BMPOGHWYOI AinbHULI (BKITHOYA4M AinNbHULI AnS
NnacTMKoBOMY NPOMIXXHOIO A®I, npomixHoro npoaykTy abo rotoBoro
nakeTi B 3aXUCHIN NPOAYKTY, nikapcbkoro 3acoby, AinbHUL 4N NpoBeAeHHs
06onoHLj, Wo BMPOGHMLTBO, nakyBaHHsi, BUPOOHWKa, BiANOBiAanNbHOro 3a BUMYyCK
MICTUTb NornuHay nakyBaHHs, cepin, micLe NpoBedeHHs! KOHTporto cepii) abo

KUCHIO; NO 6 nakeTiB
Y KapTOHHI KopobLi;
no 1500 mny
TpYKaMepHoOMy
NnacTMKoOBOMY
NakeTi B 3aXUCHIN
obonoHLui, wo
MiCTUTb NornuHay
KWUCHIO; MO 4 naketu
Y KapTOHHIl kopobLi;
no 2000 mn'y
TpYKaMepHoOMy
nnacTnkoBoMy
nakeTi B 3aXUCHIN
o60onoHLui, Wwo
MiCTUTb NnornuHay
KUCHIO; MO 4 nakeTn
Y KapTOHHIl kopobLi

KOHTPOMb AKOCTI
Ta BUNYCK cepii:
Bakctep C.A.

nocravanbHuKa BUXIQHOro maTepiany, peareHty abo
AOMOMDKHOT PEYOBMHU (SIKLLIO 3a3HaYeHO Y JOChE)
BunyyeHHs BUpoGHyKa aitoyoi pevoBuHu Lysine
acetate Ajinomoto Co., Inc. Kawasaki plant. 3minu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBiaHOCTI EBponenchbKil
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponenicbkin dpapmakonei) - OHOBNEHWUI
cepTudikaT Bif yxe 3aTBepAXeHOro BUpobHUKa -
[MogaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2014-056 -
Rev 00 (3atBepaxeHo: RO-CEP 2014-056 - Rev 00)
ans gitoyoi pevosuHu Valine Big Bxe
3aTBepakeHoro BupobHuka Shanghai Ajinomoto
Amino Acid Co., Ltd., China. 3MiHu | Tuny - 3miHu 3
sikocTi. CepTudpikat BignosiaHocTi/l'E-cepTudikat
BigNoBigHOCTI €BponeichbKi
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®Il; ons BMxigHoro
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

marepiany/peareHTy/NpOMiIKHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (CepTudikaT BigNoBigHOCTI
€Bponeiickkin hapmakonei) - OHoBNeHWIA
cepTudikaT Bif yxke 3aTBEpAXEHOro BUPOOHMKa -
[NogaHHA OHOBREHOro cepTudikarta BignNoOBIAHOCTI
€Bponencokin dapmakonei Ne R1-CEP 2012-052-
Rev 01 (3atBepaxeHo: R1-CEP 2012-052-Rev 00)
ans gitoyoi pevoBuHu Leucine Big Bxe
3aTBepAKeHoro BMpobHuka Shanghai Ajinomoto
Amino Acid Co., Ltd., China. 3miHu | Tuny - 3miHn 3
sikocTi. CepTudikat BignosigHocTi/llE-cepTudikat
BignoBigHOCTI €Bponeichbkin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUNYYEHHN cepTudikaTa BigNoBIgHOCTI
€sponelicbkin hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiKHOIO NPOAYKTY, O
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBMHN (CepTudikaT BigNOBIAHOCTI
€Bponeickkin dhapmakonei) - BunyyeHHs
cepTugikaTie (3a HasiBHOCTI MyNbTUMNETHOIO
cepTtudpikata Ha matepian) BunyyeHHs ceptudikaty
BignosigHocTi €Bponevickkin hapmakonei R1-CEP
1996-097-Rev 07) ans gitovoi peyoBuHu Threonine
BMpo6Huka Ajinomoto Health And Nutrition North
America, Inc., USA (3apeectpoBaHo
anbTepHaTvBHUiA CEP R1-CEP 2014-204-Rev 01
AaHoro BUpOo6HMKa). 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkuit 3aci6. 3MiHKM y BUPOBHULITBI.
3MmiHa iMnopTepa/3miHu, WO CTOCYHTLCSI BUMYCKY
cepii Ta KOHTPOIO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3aMiHa abo JofaBaHHs AinbHUL, Ha Sk
3[iNCHIOETLCSI KOHTPONbL/BUNPOGYBaHHS cepii)
3amiHa BMpobHMKa BignoBifansHoro 3a
BunpobyBaHHs cepii 3 bakctep C.A., Benbria Ha
ApxrHomoTo Xernc eHp HyTpiwH Hopc Amepuka
IHk., CLLUA ans npoMikHOro NpoaykTy (Cymil
aMiHOKMCOT), BUPOOHULTBA AIPKMHOMOTO Xerc eHp,
HyTpiwH Hopc Amepuka IHk., CLUA. 3miHum | Tuny -
3MiHu 3 skocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX pevyoBUMH. 3MiHa y MeTofax
BUNPOBYBaHHSI AOMOMIXXHOT PEYOBUHU (BUMYYEHHS
mMeToAy BUNpobyBaHHS, SKLLIO anbTepHaTUBHUIA
meToz BUNpoOyBaHHSA BXe 3aTBepaXeHo) 3MiHa y
MeToax BUNpobyBaHHS AN JOMNOMiIXHOI pe4OBUHM
Sodium oleate (BupobHuLTBa KOMNaHii Lipoid), a
came BUIy4eHHs in house meToay Nonym siHOT
doToMeTpii, Tak K HAasABHUIA anbTepHATUBHUA
MeTo/[ aTOMHO-eMiICiliHa cnekTpomeTpis 2.2.22 EP

155. | OPBIKC TabneTku, BKPUTI OPrAHO OAE AnoTekc IHk. Kanaga BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: 3miHu 3a He UA/14168/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
NniBKOBOK CWH | TMny - 3MiHK 3 skocTi. FoTOBMIA NikapcbKuii 3aciO. peuenmom nidnsieae
o6GonoHkoto, no 500 NAVI®CA Onwuc Ta cknag. 3miHa abo godaBaHHs LWTamnis,
Mr, no 8 TabneTok y E€HCUN3 noToBLLEHb abo iHLWNX MapKyBaHb, YKIHo4Yaoum
Gnictepi; no 1 (E® 3ET 1) 3amiHy abo goaaBaHHs hapb AN MapkyBaHHS
6nictepy B nikapcbkoro 3acoby (3MiHa WTamnis, NOTOBLLEHb
KapTOHHIl kopobui abo iHWKWX MapKyBaHb) 3MiHM 3a nokasHukom "Onuc"
ans gosyeanHsa 500 mr ta 1000 mr. BunyyeHHs
rpasitoBaHHsi "APO" 3 ogHoro 6oky TabneTku Ta
"VAL 500" 3 iHworo 6oky ans gosyeaxHs 500 mr, Ta
BUITyYEHHS YaCTKOBO HaHECEHOI PUCKY i
rpasitoBaHHs1 "APQO" 3 ogHoro 6oky TabneTtku, a
Takox "VAL 1000" 3 iHWworo 60ky ans 4o3yBaHHS
1000 mr (ockinbku nogin TabneTkn HaBnin He
nepeadayeHnn iHCTPYKLIE AnS MEANYHOIO
3acTocyBaHHs). 3MiHM BHeceHi B po3ain "OCHOBHi
pi3nKo-xiMivHi BNnacTMBOCTI" B IHCTPYKLUito Ans
MEeOMYHOro 3aCTOCYBaHHSA NiKapcbKoro 3acoby
156. | OPBIKC TabneTkn, BKPUTI OPIrAHO OAE AnoTekc IHK. KaHaga BHECEeHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu 3a He UA/14168/01/02
NniBKOBOKO CWH | TMny - 3MiHK 3 sikocTi. FoTOBMIA NikapcbKuii 3aciO. peuenmom nidnsieae
06ornoHkoto, Mo 1000 | JTANDCA Onuc Ta cknag. 3miHa abo gogaBaHHs WTamni.,
Mr, no 3 TabneTtku B E€HCUN3 noToBLLEHb abo iHWNX MapKyBaHb, YKIHO4Yaoum
Gnictepi; no 7 (E® 3ET 1) 3amiHy abo goaaBaHHs! hapb AN MapKyBaHHS
Gnictepis y nikapcbkoro 3acoby (3miHa wramnmis, NOTOBLLEHb
KapTOHHIl kopobui abo iHWKWX MapKyBaHb) 3MiHM 3a nokasHukom "Onuc"
ans gosysaHHsa 500 mr ta 1000 mr. BunyyeHHs
rpasitoBaHHs "APO" 3 ogHoro 6oky TabneTtku Ta
"VAL 500" 3 iHworo 6oky aAns godysaHHs 500 mr, Ta
BUMYYEHHS YaCTKOBO HAHECEHOI PUCKM i
rpasitoBaHHs "APO" 3 ogHoro 6oky Tabnetku, a
Takox "VAL 1000" 3 iHworo 60Ky Anst 4o3yBaHHS
1000 mr (ockinbku noAin TabneTkn HaBnin He
nepeadayeHnn iHCTPYKLUIE AnS MEANYHOro
3acTocyBaHHs1). 3MiHWN BHeCeHi B po3ain "OCHOBHI
i3nKO-XiMi4HI BNacTMBOCTI" B iIHCTPYKL,tO ANs
MEeOMYHOro 3aCTOCYBaHHSA NiKapcbKoro 3acoby
157. | OPHI3ON® PO34uH ANs iHdY3il, MAT YkpaiHa MAT "lanuudpapm"” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu 3a UA/12227/01/01
5mr/mnno 100 mny | "Tannyda | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuit 3acib. peuenmom
nnawuj; no 1 pm" 3MiHM y BUPOOHMUTBI. 3MiHM y NpoLieci BUPOOHMLTBa
nnswWwi B navui rOTOBOrO fikapcbKkoro 3acoby, BKIoYaym
NPOMDKHUWIA NPOAYKT, L0 3aCTOCOBYETLCS MU
BUPOBHMUTBI rOTOBOrO MikapCbKoro 3acoby
(He3HayHa 3MiHa y npoueci BUpobHULTBA)
BUIYYEHHSI MPOMIKHUX (A0OaTKOBUX) in-process
KOHTPOIiB 3a NokasHNKoM «KinbkicHe BUSHAaYEHHS»
Ha cTagii «Po34mH npurotoBneHun» Ta 3a
nokasHukamu «po3sopicTby, «KonboposicTby, «pH»,
Ha cTagii «Po3ynH ginbTpoBaHuUii»
158. | MAHAQON TabneTku Wwmnyyi; no XaneoH Benwuka damap A.B.E. peuisi/ BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3MiHW bes UA/2691/02/01
EKCTPA 2 TabneTtkn y IOK BputaHisa AHTOCa nnaHT, IpnaHais | Tuny - 3miHn Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenma
HararowapoBomMy Tpenginr peuis; dapmakoHarnsay (iHwi 3amiHn). OHOBNEHHS TEKCTY
CTpuni; no 6 cTpmnis Jlimiteq nakcoCmiTKnanH MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI YNakoBOK
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Y KapTOHHI KopobLi; [aHrapsaH nikapcbKkoro 3acoby, a came: yTo4YHeHO iHdhopmalLlito
no 4 tabnetku y Nimiten, lpnaHais oo norotuny BMpobHMKa Ta 3asiBHMKA NikapCbKoro
HaraToLiapoBomMy 3acoby; 3aTBepAXXeHO TEKCT MapKyBaHHsi NepPBUHHOI
cTpwvni; no 3 ctpunu yNaKoBKW MikapcbKoro 3acoby Ans KOXHOro 3
Y KapTOHHil kopoobLLi BMPOGHMKIB. TEPMiH BBEAEHHS 3MiH NpOTAroM 6
MicAUiB Nicnsa 3aTBEPAXEHHS.

159. | MNENOPCIH PO34MH OparnbHUiA, AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 40 peecTpauinHMX MaTepianis: 3MiHu bes UA/16343/01/01

800 mr/1 1 po3uuHy; "®apmak” | Tuny: 3miHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. peuenma

no 20 mn a6o 25 mn,
abo 50 mny
cdnakoHi; no 1
cbnakoHy B nayui 3
KapTOHY

Cuctema KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa
nocTayanbHuKa nakysarnbHWX maTepianis abo
KOMMMEKTYoUMX (SKLLO 3a3HAaYeHO B JOCHE) (3aMiHa
abo fgogaBaHHA NocTayvanbHUKa) - BHECEHHS 3MiH 0
p. 3.2.P.7. Cuctema KoHTelHep/3aKynoptoBanbHuUi
3acib, a came BBEAEHHSsI anbTepHATUBHOIO
BMPOOHMKa (hNaKOHIB CKISIHUX 3 FTBUHTOBOIO
rOPfIOBMHOIO i3 CBITNO3aXMCHOrO CKMNa EMHICTIO 25
mn Ta 50 mn, BupobHMuTBa komnaHii «Stolze Glass
Group» (BMpoBHUYa ginbHuus «Stolze-Uniony,
«Stolze Oberglas»). MaTepian 3 iKOro BUroToBJEHi
dnakoHu 3 3aTBEPAXKEHOI Ta 3anpONOHOBaHOI
BUPOBHMYUMX AiNbHULL ineHTUYHI - ckno I
rigponiTnyHoro knacy. 3miHu | Tuny: 3MiHK 3 sKoCTi.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTumMmnx mex
NepBUHHOI YNaKoBKM rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHW)- BHeCeHHs1 3MiH Ao p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoptoBanbHWIA 3acib, a came y
crneundikaLii Ha onakoHM 3aMiHEHO peakL;ito
nokasHukis «Poamipun» Ta «loBepxHeBa
rigponiTyHa CcTinkicTby. Bpaxosytoun, wo AT
«dapmak» nepexoauTb Ha YHidhikoBaHi nigxoam oo
CTBOpPEHHS creundikaLiv Ans NepBUHHOI YNaKoBKW,
TOMY @HOI0 3MiHOI TaKOX MPOMNOHYETLCS OHOBIEHI,
npuseaeHi 4o eanHoro dopmaty cneundikadii Ha
NMepBUHHY YNaKOBKy MOKa3HWKN SKOCTi SIKUX
BigMNoBigaTb BUMoraMm €sponeicbkoi hapmakonei
Ta bipm BUPOOHWMKIB. 3MiHM | Tuny: 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuin 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuii 3acit. 3miHa
napameTpiB cneyudikadi Ta/abo 4onyCcTUMMX MeX
NepBMHHOT YNaKoBKM FOTOBOTO MikapCbKoro 3acoby
(iHWi 3MiHW) - BHeCeHHs 3MiH fo p. 3.2.P.7. Cuctema
KOHTeWHep/ 3aKynoptoBarnbHui 3acib, a came y
cneundikauii Ha kpanenbHULIO 3MiIHEHO peaakLito
NOKa3HUKIB «30BHiLLHI BUrNaa» Ta «Po3mMipu».
BpaxoBytoun, wo AT «Papmak» NepexoanTb Ha
yHicbikoBaHi MigxoA4m Ao CTBOPEHHS creundikaLin
ONs NepBUHHOI YNaKoBKW, TOMY AaHOK 3MiHOO
TaKoX NPOMOHYETLCA OHOBIEHI, NPUBEAEHI [0
e€4vHoro gopmarty cneumdikaLii Ha NepBUHHY
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
yMaKkoBKY NMOKa3HUKN SKOCTi SIKMX BignoBigaoTb
BMMoOram €Bponencbkoi dpapmakonei Ta dipm

BiAMOBIAHMM METOAOM BUNPODYBaHHS) - BHECEHHS
cneyndikauii Ha brakoHW CKNSHI [O4AHO NOKa3HUKM

YHichikoBaHi niaxoam 0o CTBOPEHHS cneundikaLin

nikapcbkuii 3aci6. Cuctema
KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa

cneumgikaLii Ha Kp1LLKYy 3MIHEHO peaakLito
NOKa3HUKIB «30BHILLHIN BUrNsa» Ta «Po3mipn».

ONsi NEePBUHHOI YNaKoBKU, TOMY AAHO0 3MiHOO
TaKoX NPOMOHYETLCA OHOBMEHI, NpUBEAEHi A0
eanHoro dhopmaty cneumdikadii Ha NepBUHHY
YMaKOBKY MOKa3HWUKWN SKOCTi SKUX BiAMoBIAalTb
BMMOram €Bponencbkoi hapmakonei Ta dipm
BUPOGHMKIB. 3MiHK | TUNy: 3MiHK 3 AKOCTi. [oTOBUNA
nikapcbkui 3aci6. Cnctema
KOHTelHep/3akynoptoBanbHuii 3acit. 3miHa
napameTpiB cneundikauii Ta/abo 4oNyCcTUMUX MEX
NepBUHHOI YNaKoBKM FOTOBOTO NiKapCbKOro 3acoby
(BUMYYEHHS1 HE3HAYHOIO NMOKa3HWKa (Hanpuknag
3acTapinoro nokasHuka)) - BHECEHHS! 3MiH [0 p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKkyrnoproBarbHWii
3acib, a came 3i cneuundikadii Ha prnakoH CKNsiHi
BUIy4€HO MokasHuku «Onuc» Ta «epMeTUYHICTbY.
Bpaxoytoun, wo AT «dapmak» nepexoanTb Ha
YHicbikoBaHi MigXxoAn Ao CTBOPEHHS creundikaLin
ONs NepBUHHOI YNaKoBKW, TOMY AaHOK 3MiHOK
TaKOoX NMPOMOHYETLCA OHOBIIEHI, MPUBEAEHI A0
e€avHoro popmarty cneumdikaLii Ha NepBUHHY
yNaKoBKY NMOKa3HWKN SIKOCTi SIKMX BigMoBiAaoTb
BMMOram €Bponencbkoi dapmakonei Ta dipm
BMPOGHMKIB. 3MiHK | Tuny: 3MiHn 3 akocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneundikaui Ta/abo AoNyCTUMUX MEX
NepBUHHOI YNaKoBKM FOTOBOrO NiKapCbKoro 3acoby
(oonoBHeHHS cneumdikaLii HOBUM NOKA3HUKOM 3

3MiH go p. 3.2.P.7. Cuctema koHTenHep/
3aKyrnoproBarnbHuWii 3acib, a came 4O NPOEKTY

«30BHiLWHIN BUrNsa» Ta «lMponyckaHHs ceiTna.
Bpaxoytoun, wo AT «Papmak» NnepexoanTb Ha

ONs NepBUHHOI YNaKoOBKW, TOMY AaHOK 3MiHO

TaKOX NMPOMNOHYETbCA OHOBIEHI, anBequi Ao

BUPOGHMKIB. 3MiHK | TUNy: 3MiHuM 3 AKkocCTi. [oTOBMIA

napameTpiB cneundikaui Ta/abo 4onycTUMMX MeX
NepBUHHOI YNakoBKM rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHW) - BHeceHHs 3MiH go p. 3.2.P.7. Cuctema

KOHTelHep/ 3aKkynoproBanbHuUii 3acib, a came y

BpaxoBytoun, wo AT «dapmak» nepexognTb Ha
YHidhikoBaHi nigxoam 4O CTBOPEHHA cneumdikauin

€AnHoro chopmaty cneumdikalii Ha NepBUHHY
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
yMaKkoBKY MOKa3HUKN SKOCTi SIKMX BiAMoBiAaTb
BMMoOram €Bponencbkoi dpapmakonei Ta dipm
BUPOGHMKIB.
160. NMEMETPEKC niodpinizat gnsa Wnnna IHgis NOBHWI LMKN IHgis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu 3a UA/18691/01/01
EQ WWNNA po3unHy Ans Megikea BMPOBHMYOro | Tvny - 3miHK 3 saikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenmom
iHdy3in no 100 mry Nimiteq npouecy: 3MiHN y BUpOOHMLTBI. 3MiHa iMnopTepa/3amiHu, Lo
dnakoHi, no 1 LWnnna Megikea CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIIO SKOCTI
nakoHy y NimiTen, IHAiA roTOBOrO fnikapcbkoro 3acoby (3amiHa abo
KapTOHHil kopobui KOHTPOSIb SKOCTi i [oAaBaHHSA AiNbHULI, Ha SKiA 34INCHIOETLCS
BUNpobyBaHHsA KOHTpOrnb/BUNPOOYBaHHS cepil)
cTabinbHOCTI BBEAEHHS anbTepHaTuBHOI AinbHuui (Unit-VII,
(cbisnyHi i ximiyHi Survey no 125, 1st Floor, Plot no 79, IDA-Mallapur,
TecTn): Nacharam, Uppal (M), Medchal-Malkajgiri (Dt),
LLnnna Megikea Hyderabad - 500076, Telangana, India / FOHIT 7,
Nimiten, IHaia Cypseit 125, 111 nosepx, dinsHka 79, IDA-
Mannanyp, Hakapawm, Ynnan (M), Meg4an-
Mankagxupi (Dt), Xangepabag - 500076,
TenaHraHa, |Hgis) BignoBiganbHOI 3a KOHTPOSb
SIKOCTi i BUNpoOyBaHHS cTabinbHOCTI (hi3nyHi i
XiMiYHi TECTW) AN BXEe 3aTBEPAXXEHOro BUPOBHMKa
Lnnna Megikea Jlimibeg / Shilpa Medicare Limited
161. | MEMETPEKC | niodinizat gnsa Wvnna IHAisA MOBHU LMKN IHAisA BHECEHHS 3MiH [0 peecTpauiiHMX MmaTepianis: 3MiHu 3a UA/18691/01/02
EQ WUNNA pPO34uMHy Ang Megikea BUPOBHMYOro | TMny - 3MiHu 3 akocTi. FoTOBMIA Nikapcbkuii 3aci6. peuenmom
iHdy3in no 500 mry Nimiteq npouecy: 3MiHN y BUpOBHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
dnakoHi, no 1 LWWvnna Megikea CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIO SKOCTI
dnakoHy y Nimiten, IHais roToBOro nMikapcbKoro 3acoby (3amiHa abo
KapTOHHiI kopobui KOHTPOrb SIKOCTI i [oAaBaHHSA AiNbHULI, Ha KA 30iACHI0ETLCS
BUNpobyBaHHs KOHTpOnb/BUNPoByBaHHs cepii)
cTabinbHOCTI BBEAEHHS anbTepHaTMBHOI AinbHuui (Unit-VII,
(di3nyHi i XiMiyHi Survey no 125, 1st Floor, Plot no 79, IDA-Mallapur,
TecTu): Nacharam, Uppal (M), Medchal-Malkajgiri (Dt),
LLinnna Megikea Hyderabad - 500076, Telangana, India / FOHiT 7,
Nimiten, IHaia Cypseint 125, 111 nosepx, dinsHka 79, IDA-
Mannanyp, Hakapawm, Ynnan (M), Meguan-
Mankapxupi (Dt), Xangepabag - 500076,
TenaHraHa, IHAis) BionosiganbHoi 3a KOHTPOnb
AKocTi | BUNpobyBaHHs cTabinbHOCTi (PisnyHi i
XiMiYHi TECTW) ANS BXe 3aTBepHKEHOro BUpobHMKa
LUnnna Megikea Jlimiben / Shilpa Medicare Limited
162. | MEHTAKCUM | nopotuok CaHodi ®paHuis BMPOBHMLITBO PpaHuis/ BHECEHHS 3MiH IO peecTpauiiHnX maTtepianis: 3MiHM 3a He UA/13010/01/01
® BAKLUMHA Haemophilus MacTep roToBOro YropwuHa | Tuny - AgMiHicTpaTuBHI 3MiHU. 3MiHa peuenmom nidnsieae
ona influenzae Tuny b Ta Hepo3dpacoBaHoro HaliMeHyBaHHs1 Ta/abo agpecu Micus NpoBagXEeHHS
MPO®INAKT cycrneHsig ans npoayKTy, LisnbHOCTI BUPOGHMKa/imnopTepa rotoBoro
KN iH’ekuin (0,5 mn); no 3anoBHEHHA Ta niKapcbKoro 3acoby, BKIOYaYM AinbHULi BUMYCKY
OUOTEPI, 1 donakoHy 3 niodpinizauis cepii abo micue NpoBeAeHHs! KOHTPOTH SIKOCTi.
NMPABLA, nopotLukom Ta 1 (cbnakonn), (BisnbHiCTb, 3a AKy BignoBiaae BUpobHUK/imnopTep,
KALUJTIOKY nonepegHLO BTOPUHHE BKITHOYAKO4M BUMYCK cepiii). 3MiHa Ha3BW Ta agpecu
(AUENONAP 3arnoBHEHOMY nakyBaHHS, BMPOGHMYOI AinbHuui B M. ByaanewT, wo Bignosigae
HUK wnpuuy (0,5 mm) 3 KOHTPOIb SKOCTI, 3a BTOPVHHE MaKyBaHHS Ta BUMYCK cepiii. 3MiHn
KOMMOHEHT | npukpinneHoto BUNYCK cepii: BHECEHO B iHCTPYKLi0 ANt MEAUYHOTO 3aCTOCYBaHHS

).

ronkoto (abo 2

CaHodi MacTep,

nikapcbkoro 3acoby LWoAo HaiMeHyBaHHS Ta
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
noniomieni OKPEMUMMU ronkamu), PdpaHuis MicLie3HaxOoMKeHHS BUPOOHMKA 3 BiAMNOBIZHMMM
TY Lo MICTUTb MOBHUA LKA 3MiHaMK y TEKCTi MapKyBaHHS yNakoBKW NikapCbKoro
IHAKTUBOBA | cycneHsito ons BUPOGHMUTBA, 3acoby. TepMiH BBeEHHS 3MiH NpOTAroM 6 micsauis
HA TA iH €KL, B KAPTOHHIN 3anoBHEHHSA Ta nicnga 3aTBepAXeHHA
BAKLUUHA Kopo6Li; no 1 niodpinizauis
oansa dnakoHy 3 (cbnakoHwn),
NMPO®ITAKT nopoLukom Ta 1 BTOPUHHE
KN nonepegHbLo nakyBaHHs,
IHOEKL|IW, 3anoBHEHOMY KOHTPOSb SKOCTI,
CNPUYUHEH | wnpuuy (0,5 mn) 3 BUMYCK Cepii:
nx NPUKPINMeHo CaHodi MacTtep,
HAEMOPHIL ronkoto (abo 2 PdpaHuis
us Tuny B OKPEMUMMU ronkamu), BTOPUHHE
KOH’IOFOBA IO MiCTUTb nakyBaHHS, BUMYCK
HA, CycCneHsito ans cepii:
AOCOPBOBA | iH’ekuin, B CaHodi-ABeHTiC
HA CcTaHOapTHO- 3pT., YropwwmHa
EKCMOPTHIN
ynakoBLi, ska
MiCTUTBCS Y
KapTOHHiIl kopobLi (3
iHCTpyKUieto ons
MeAUYHOro
3aCcTOCyBaHHs)

163. | MEHTAKCUM | nopotuok CaHodi ®paHuis BUPOGHMLTBO PpaHuis/ BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHu 3a He UA/13010/01/01
® BAKLUMHA Haemophilus MacTep roToBOro YropwwmHa | Trny - 3miHun Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom nidnsieae
ansa influenzae Tuny b Ta Hepo3dpacoBaHoro hapmakoHarnsgy (iHwi amiHn) 3miHM BHeceHo Ao
NPO®INAKT cycneHsisa Ans npoaykTy, IHCTpYKUiT ANS MEAUYHOrO 3aCTOCYBaHHS
KU iH’ekuin (0,5 mn); no 3arMoBHEHHA Ta nikapcbkoro 3acoby ao po3aginy "OcobnueocTi
OUDTEPII, 1 donakoHy 3 niodpinizavis 3acTocyBaHHs", a came goaaHa iHpopmadis 3
NMPABLA, nopotukom Ta 1 (dbnakoHw), 6e3nekn 3acTocyBaHHs nikapcbkoro 3acoby Lwoao
KALLTIOKY nornepegHLo BTOPUHHE MOXXITMBOrO BUHUKHEHHS CMHKONE. TepMiH BBEAEHHS
(ALENKONAP | 3anoBHeHOMy nakyBaHHS, 3MiH NPOTArom 6 MicsAUIB NiCNsA 3aTBEPAKEHHS.
HUKA wnpuuy (0,5 mn) 3 KOHTPOIb SIKOCTI, 3MmiHu | TUny - 3miHun Wopo 6e3nekn/edekTUBHOCTI
KOMMOHEHT | npukpinneHoto BUNYCK cepii: Ta phapmakoHarnsagy (iHwi 3miHn) 3miHK BHeCeHo 40
), ronkoto (abo 2 CaHodi MacTep, IHCTPYKUIiT AN MEAMYHOro 3aCTOCyBaHHS
noniomieni OKpEMUMMU ronkamu), PpaHLUisi; NOBHWIA nikapcbkoro 3acoby Ao po3aainy "lMNobivHi peakuyii”
TY WO MIiCTUTb LMK Bi4NOBIgHO A0 iHpopmaLii 3 6esnekn nikapcbkoro
IHAKTUBOBA | cycneHsito ans BMPOGHMLTBA, 3acoby. TepMmiH BBEAEHHS 3MiH NpoTArom 6 micsuis
HA TA iH'eKLin, B KAPTOHHIN 3aMnoBHEHHS Ta nicns 3aTBepAXeHHs!

BAKLUUHA Kopobui; no 1 niocpinizauis
ang nakoHy 3 (dbnakoHu),
NPO®INAKT nopotukom Ta 1 BTOPUHHE
KU nonepeaHL0 nakyBaHHs,
IHOEKL|IN, 3arnoBHEHOMY KOHTPOIb SIKOCTI,
CNPUYMHEH | wnpuuy (0,5 mn) 3 BUWMNYCK cepil:
nx NPUKPINIeHo CaHodi MacTtep,
HAEMOPHIL ronkoto (abo 2 ®paHuis;

us Tuny B OKPEMMUMMU ronkamu), BTOPUHHE
KOH’IOFOBA O MiCTUTb nakyBaHH4, BUMYCK
HA, CycneHsito ans cepii: CaHoi-
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
AOCOPBOBA | iH’ekuin, B ABeHrTic MNparBiT
HA cTaHaapTHO- Ko. IN14.,
EKCMOPTHIN Mnatdopma
ynakoBLi, sika NOriCTUKM Ta
MiCTUTBLCA Y amcTpubyuii y M.
KapTOHHiIl kopobLi (3 Bypanew,
iHCTpyKUieto ons YropwuHa
MeaN4HOro
3aCTOCyBaHHs)
164. | NEHTACA CycCneHsis deppiHr LLsenuapi deppiHr-Jleunsa, Yecbka BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu 3a He UA/4990/04/01
pekTanbHa no 1 IHTepHeLw a a.c. Pecny6nika | Tuny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta peuenmom | niidnszae
/100 mn; no 100 mn | Hn CeHTep tapmakoHarnagy. 3MiHa y KOpOTKili xapakTepucTumui
cycneHsii y donakoHi CA nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
3 HAKOHEYHUKOM i iHCTPYKUIii AN MEAUYHOro 3aCTOCyBaHHSA Ha NiacTaBi
BHYTPILLHIM perynsipHo OHOBIOBAHOrO 3BiTy 3 6e3neku
KnanaHom; no 1 nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
dnakoHy y nakeTi 3 3aCTOCYBaHHS Nikapcbkoro 3acoby B
anoMmiHieBol nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
donbry; no 5 abo 7 OUiHKM 3BITY 3 AOCNIAXeHb, NPOBEAEHUX BigNOBIAHO
dnakoHiB Ta 5 abo 7 40 nnaHy neaiaTpnyHux gocnigpkernb (PIP) (iHwi
nonieTuneHoBux 3MiHM) 3MiHVM BHECEHO B iHCTPYKLIiO A4S MeANYHOro
NaKeTiB Y KApTOHHIN 3aCcToCyBaHHSA Nikapcbkoro 3acoby 4o po3aainis
ynakoBLi "OcobnusocTi 3actocyBaHHA" Ta "lMo6ivHi peakuii”
BiZNOBIQHO [0 OHOBMEHOI iHhopMaUii Wwoao 6esneku
3acToCyBaHHS Aito4ol pevyoBMHY 3rigHo 3
pekomeHaauieto PRAC. BeegeHHs 3MiH npoTsirom 6-
TV MicsLiB nicnsa 3aTBepAKEHHS
165. | MEPTYCUH cupon; no 50 r abo TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH IO peecTpauiiHAX MaTepianis: 3MiHK bes UA/8883/01/01
no 100 r y conakoHi "TepHoda "TepHodapm" | Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbkun 3acib. peuenma
CKrsiHoMYy; no 1 pm" KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
dnakoHy B nayi 3 MeToAax BUNpobyBaHHS rOTOBOTO fiKkapCbKOro
KapToHy; no 100 r 3acoby (He3HayHa 3MiHa y 3aTBEPXXEHNX MeToAax
abono200ry BUNpobyBaHHs1) - BHeceHHs 3MiH 4o maTepianis
rakoHi peecTpauinHoro Aocbe, a came 3aMiHa
noniMepHomy; no 1 xpomaTorpadiyHoi nnactuHkm Copbdin NMTCX-Ad-
cdnakoHy B nayui 3 A-Y® po3mipom 10x15 cm Ha nnactuHky Silica gel 60
KapToHy; no 50 r abo F254 oipmn «Merck» poamipom 10x20 cm y
no100ry MeTtopax koHTponto sikocTi 113 3a n.2.
riakoHax CKIsHMX laeHTudikauis, 2.5. Tumon, BinbyBaeTbCs y 3B’A3KY 3
BigMOBO0 3aKkynnATK TLUX nnacTuHKU poCincbKoro
BMpo6GHMUTBA
166. | NNA3MANIT PO34nH Ans iHDY3in MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHK 3a UA/16832/01/01
no 200 mn, 400 My | akuioHepH akuioHepHe | Tuny - 3miHm 3 akocTi. A®Il. CtabinbHicTb. 3miHa peuenmom
nnsawuj; no 1 e TOBapuUCTBO nepiofy NOBTOPHMX BMNpoOyBaHb/nepiogy
nnawi y nayui TOBapuCTB "IHpy3is" 36epiraHHs abo ymoB 36epiraHHs AdI (3a
o BiJCYTHOCTI y 3aTBepAXKeHOMy J0CbE cepTudikaTa
"IHdpysia" BiAMOBIAHOCTI €Bponenckin dapmakonei, Lo

BKIMIOYaE Nepiof NOBTOPHOrO BUNPOGyBaHHS)
(nepiog noBTOpHOrO BUNPOGyBaHHs/Mepion
36epiraHHs) - 30inbLieHHA abo BBeAeHHS nepioay
NOBTOPHOro BUNpobyBaHHs/nepiogy 36epiraHHs Ha
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

OCHOBI pe3ynbTaTiB 4OCNigKeHb Y peanbHOMY Yaci.
3miHa TepMiHy npuaaTtHocTi AD| HaTpito rnoKoHaTy
i3 2 pokiB Ha TepPMiH NEPEKOHTPOS0 2 POKN Ha
OCHOBI MNO3UTUBHWX pPe3yrnbTaTiB AOCHIIKEHHS
cTabinbHocTi BUpobHuuTBa Shaanxi Dasheng
Pharmaceutical Tech Co., Ltd., Kutai.
3artBepaxeHo: Cneuudikauis Ha BUXiOHY CUPOBUHY.
Po3gin TepmiH npugaTtHocTi:

2 poku. 3anponoHoBaHo: CneumdikaLis Ha BUXigHY
cupoBuHy. Po3sgin TepmiH npugaTHoCTi: TepmiH
NEPEKOHTPOIIO — 2 POKK

167.

nonAnpun

Kancynu Teepgi no
2,5 mr; no 14 kancyn
y bnictepi; no 1 abo
2 6nictepn y
KapTOHHIl kopobui

dapmavreB
TUYHWUIA
3aBof
“Monbdap
ma” C.A.

MonbLwa

dapmaueBTUYHNIA

3aBopg,
“Monbdapma”
C.A.

MonbLwa

BHECEHHS 3MiH O peeCTpaLinHUX MaTepianis: 3MiHK
| Tuny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHEHUX AaHux Npo cuctemy bapmakoHarnsgy
(BBEAEHHSA y3aranbHEeHUX AaHMX NPo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOoi ocobu,
BiAnNoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
KOHTaKTHOI 0cobu 3 chapMakoHarnsgy 3asiBHUKa ansi
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignoBiganbHoi
3a 3gdiicHeHHs cbapmakoHarnsgy (BKioYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
bapmakoHarnsg B YKpaiHi.

[itoua pepakuisi: TaHacoBa 3opsiHa MukonaiHa.
MponoHoBaHa pepakuis: Tecnok OneHa
BonoammupiBHa. 3MiHa KOHTaKTHUX OAHWX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoi 3a
hapmakoHarngg B YKpaiHi.

3a
peuenmom

UA/4441/01/02

168.

nonAnPun

Kancynu Teepgi no
5,0 mr; no 14 kancyn
y bnicTepi; no 1 abo
2 bnictepu y
KapTOHHiI kopobui

dapmavreB
TUYHWUIA
3aBof
“Monbdap
ma” C.A.

Monbuwa

dapmaueBTUYHUIA

3aBof
“Monbgapma”
C.A.

Monbwa

BHECEHHS 3MiH 0 peecTpauiiHnxX maTtepianis: 3MiHM
| Tuny - 3MiHn Wwopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn go
y3aranbHeHMX AaHuX Npo cuctemMy apmakoHarnsay
(BBEOEHHS y3aranbHEeHUX AaHuX Npo cucTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BigNoBiganbHoOI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOT 0cobu 3 hapmakoHarnsay 3asBHuKa ansi
34iicHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa BiJ, yNOBHOBaXXE€HOI 0CO0M, BignoBigansHoi
3a 3[ilicHeHHs1 hapMakoHarnagy (Bknovaym
KOHTaKTHi AiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
davina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHOI 0cobu 3asBHUKa, BianoBiganbHoI 3a
bapmakoHarnsg B YKpaiHi.

[itoua pepakuisi: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pepakuisi: Tecnok OneHa
BonogvmupisHa. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
hapmakoHarnsg B YKpaiHi.

3a
peuenmom

UA/4441/01/03
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
169. NMONAMNPUN Kancynu TBepai no dapmaveB Monbwa dapmaLeBTU4HNIA Monbwa BHECEHHS 3MiH O peecTpaLinHUX maTepianis: 3MiHK 3a UA/4441/01/04
10,0 mr; no 14 TUYHUIA 3aBofj | Tny - 3miHn wopo 6e3nekn/edekTUBHOCTI Ta peuenmom
kancyn y énicrtepi; 3aBog “Monbgapma” capmakoHarnsgy. BeegeHHs abo 3miHv oo
no 1 abo 2 6nictepn | “Monbdap C.A. y3aranbHEeHUX AaHux Npo cuctemy chapmakoHarnsgy
Y KapTOHHi Kopobui ma” C.A. (BBEAEHHSA y3aranbHEHWX AaHWX Npo cucTemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsay 3asiBHu1Ka Ans
3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, yNOBHOBa)XeHOI 0co0M, BignoBigansHoi
3a 3[incHeHHs hapmakoHarnagy (Bkrovaymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemu hapmakoHarnsgy). 3miHa
KOHTAKTHOI 0CcObM 3asiBHUKA, BiANoBiganbHoI 3a
tbapmakoHarnag B YkpaiHi.
[itoya pepakuin: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pepakuisi: Tecniok OneHa
BonoammupiBHa. 3MiHa KOHTaKTHUX SaHKX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
dapmakoHarnsg B YKpaiHi.
170. | NOTEHUIANE | Ttabnetkn, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [JO peeCTpaLinHUX MaTepianis: 3MiHK 3a He UA/6415/01/02
obonoHkot no 50 "TexHonor | Tuny - 3miHun wopo 6e3nekn/edekTMBHOCTI Ta peuenmom nionsieae
Mr; no 2 Tabnetkn y " dapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuui
6nictepi; no 1 abo 2 nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
Gnictepu y nayui 3 IHCTPYKUii ANs MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
KapTOHy; no 1 perynspHoO OHOBIIOBAHOTO 3BiTy 3 6e3neku
Tabnetui y 6nictepi; nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
no 1 abo 2 a6o no 4 3aCTOCyBaHHsI NikapCcbkoro 3acoby B
6nictepn y nayuj 3 nicnspeecTpauinHuii nepiofd, abo sk pesynbtat
KapTOHY OL|iHKM 3BITY 3 AochnigKeHb, NpoBeAeHUX BignoBigHO
00 nnaHy negiaTpuyHmx gocnigkeHs (PIP) (3MiHy
Y3rog>KeHo 3 KOMNETEHTHUM YNOBHOBaXEHUM
opraHom).
3MiHM BHeCEHO [0 iHCTPYKUIiT Ans Mean4Horo
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta
iHLWIi BUAW B3aemoain" BignoBigHO 4O OHOBMEHOI
iHcbopMmalii 3 6e3nekm gityoi pevoBMHM
cungeHaginy uutpary.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB nicns
3aTBEPOKEHHS
171. | NOTEHUIANE | tabneTku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauinHuX maTtepianis: 3MiHW 3a He UA/6415/01/01
obonoHkoto no 100 "TexHonor | Tuny - 3MiHn Wopao G6e3neku/edeKTUBHOCTI Ta peuenmom nionsieae

Mr; N0 2 TabneTkn y
GnicTepi; no 1 abo 2
Gnictepn y nayui 3
KapTOHy; no 1
Tabnetui y 6nictepi;
no 1 abo 2 abo no 4
Gnictepn y nayui 3
KapTOHY

apmakoHarnsgy. 3miHa y KOpoTKili XxapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUIii ANs MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHoO OHOBIIOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHun nepioa, abo sk pesynbtaT
OLliHKM 3BITY 3 gocnigXeHb, NpoBeAeHMX BigNoBigHO
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00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
Y3ro4XXeHo 3 KOMNETEHTHUM YNMOBHOBaXEHUM
opraHom).
3MiHWM BHECEHO [0 iHCTPYKLiT AN MeanyHoro
3aCcTOCyBaHHS fikapcbKoro 3acoby o po3ainy
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta
iHWIi BMAW B3aemogiin" BiANoBigHO 4O OHOBIEHOI
iHcpopMmawii 3 6e3nekn Ajtoyoi peHoBUHM
cungeHadiny untpary.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micsauiB nicns
3aTBEpPOKEHHS
172. | NOTEHUIANE | Ttabnetkn, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu 3a UA/6415/01/02
obonoHkot no 50 "TexHonor | Tuny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom
Mr; no 2 Tabnetkn y " dapmakoHarnsaay (iHwi 3mMiHW) 3MiHM BHECEHO y
6nictepi; no 1 abo 2 TEKCT MapKyBaHHSA NEPBUHHOI YNAKOBKM NMiKapCbKOro
Gnictepn y nayui 3 3acoby n.6 IHLWE. TepmiH BBegeHHS 3MiH NPOTSrom
KapToOHy; no 1 6 micsLiB nicnsi 3aTBEPOXKEHHSI
Tabnetui y 6nicrepi;
no 1 abo 2 a6o no 4
bnictepn y nayui 3
KapTOHY
173. | NOTEHUIANE | tabnetku, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX MmaTepianis: 3MiHu 3a UA/6415/01/01
obornoHkoto no 100 "TexHonor | Tuny - 3miHn Wwoao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
Mr; Mo 2 TabneTtkn y " capmakoHarnagy (iHwi 3miHM) 3MiHM BHECeHO y
6nictepi; no 1 abo 2 TEKCT MapKyBaHHS1 NEPBUHHOI YNAKOBKM JiKapCbKOro
6nictepn y nayuj 3 3acoby n.6 IHLWE. TepmiH BBEAEHHS 3MiH NPOTArom
KapToHy; no 1 6 MicauiB nicns 3aTBepOXEHHs!
Tabnetui y bnicrepi;
no 1 abo 2 abo no 4
Gnictepu y nayui 3
KapTOHY
174. | NPEAN3UH® | Tabnetkn BAT YropwwmHa BAT "lepneoH YropwuHa/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu 3a UA/11298/01/01
NPONOHroBaHoi Aii, "l'epeoH PixTep", Monbuwa/ | TMny - AQMiHICTpaTUBHI 3MiHW. BunyyeHHs peuenmom
BKPUTI MITiBKOBOO PixTep" YropwuHa (Bunyck PymyHis BMPOBHWYOI AiNbHULI (BKITHOYAYM AinbHULI AnS
obonoHkot, no 35 cepii); TOB A®I, npomixHoro npoaykTy abo rotoBoro
Mmr no 10 TabneTok y "lepeoH Pixtep nikapcbkoro 3acoby, AinbHULI Ans NpoBeAeHHs
Gnictepi; no 6 Monbwa", nakyBaHHS, BAPOOHUKA, BiANOBiAaNbHOMO 3a BUMYCK
Gnictepis y Monbwa cepivi, Micue NpoBefeHHs KOHTPOro cepii) abo

KapTOHHiIl kopobui

(KOHTpOnb AKOCTI,
[03BIN Ha BUMYCK
cepii;
BUPOGHULTBO
Hepo3dacoBaHoro
npoayKkTy,
nepBuHHA
ynakoBka,
BTOPWHHA
ynakoBka); legeoH
PixTep PymyHis
A.T. PymyHisa
(KOHTpPOIb AKOCTI,

noctavanbHWKa BUXIQHOro MaTepiany, peareHty abo
[OMOMIXKHOT pe4OBUHU (SKLLO 3a3Ha4YeHo y JOChE) -
BUMYYEHHS BUPOOHMYMX AinbHuLUb Ans ADI
TpumeTasnauHy gurigpoxnopuagy CENTIPHARM,
France; ORGAPHARM S.A.S., France Ta BACHEM
S.A., Switzerland. 3miHu | TUnNy - 3MiHK 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BigNoBigHOCTI €BponeichbKii
dapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo €sponericbkoi hapmakonei,
abo iHWoi HauioHanbHOi hapmakonei aepxasu €C
(3miHa y cneuvndikauisix, NoB's3aHa 3i 3MiHaMu B
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[03BiN Ha BUNYCK oY, abo €Bponelicbkii dhapmakonei, abo iHLWin
cepii; HauioHanbHi dapmakonei gepxasu €C) - 3MiHn y
BUPOBHMLTBO crneunikauii Ta aHaniTMYHUMX MeTodax Ans ait4yoi
Hepo3acoBaHOro peyoBuHM TpumeTasuanH aurigpoxnopug nos’a3aHi
NpOAYKTY, 3 NpVBEAEHHSIM A0 BUMOT Ail04Oro BUAAHHS
nepBMHHA €Bponeiicbkoi Papmakonei. 3MiHu | Tuny - 3miHn 3
ynakoBkKa, skocTi. A®Il. KoHTponb A®I (iHWi 3mMiHK) - 3MiHK ¥
BTOpPUHHA cneuudikauii Ha APl TpumeTasnavH, a came -
ynakoBka) BUIyYEHHS iHhopMaLii LWoao YyacToTn
BUNpobyBaHHs Ans nokasHuka «MikpobionoriyHa
yncToTay. BunpobyBaHHs 3a NOKas3HMKOM
«MikpobionoriyHa YnctoTa» NPoOBOAATL ANS KOXHOI
cepii AdI.
175. | NIPEAN3UH® | Tabnetkn BAT YropwwmHa BAT "lepeoH YropwuHa/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu 3a UA/11298/01/01
NPOfoHroBaHoi Ail, "leneoH PixTtep", PymyHis/ | TMny - 3MiHK 3 sikocTi. FoTOBMIA NikapcbKuii 3aciO. peuenmom
BKPUTI NMiBKOBOIO PixTep" YropLmHa (Bunyck Monblwa 3MiHN y BUpOOHMUTBI. 3MiHM BUNpobyBaHb abo
obornoHkoto, no 35 cepii); MegeoH A0NyCTMMMUX MEX, BCTAHOBMNEHWX Y crieumdikauisx,
mr no 10 TabneTok y Pixtep PymyHis nig, Yac BUpoBHULITBA rOTOBOIO Nikapcbkoro 3acoby
Gnictepi; no 6 A.T., PymyHis (iHWi 3miHW) - 3MiHK y Nigpo3aini peecTpaLiiHoro
Gnictepis y (KOHTpOIb AKOCTI, pocbe 3.2.P.3.4. KoHTponb KpUTUYHMX CTaAN i
KapTOHHIl kopobui [03BiN Ha BUNYyCK NPOMIXXHOT NPOAYKLUIi, a came: He3Ha4yHa 3MiHa B
cepii; onuci metoaa BunpobyeaHHs «BTpaTn B Mmaci npu
BMPOBHMLTBO BuCyLyBaHHi» ("Loss in drying") npu koHTponi, nig
Hepo3dpacoBaHoro yac BMpoOGHuUTBa J13. 3MiHK | TNy - 3MiHK 3 SIKOCTI.
npoaykTy, [oToBMI Nikapcbkuit 3aci6. 3MiHKM y BUPOBHULITBI.
nepBuHHa 3miHu BUNpobyBaHb abo AONYCTUMMX MEX,
ynakoBka, BCTaHOBIEHWX Y cneumdikauisx, nig yac
BTOPWHHA BMPOOHWLTBA rOTOBOrO NikapCbKoro 3acoby
ynakoska); TOB (3BY>XEHHS JONYCTUMMUX MEX) - 3MiHW Y MiApO3Aini
"lepeoH Pixtep peecTpauinHoro gocbe 3.2.P.3.4. KoHTponb
Monbwa", KPUTUYHKX CTagin i NpOMDKHOI NpoayKLii, a came:
Monbwa npun ONWCi aHaniTU4HNX METOZIB KOHTPOIO B NPOLIEC
(BPOGHMLUTBO BUpOGHMUTBa J13, 3pobneHi nocunaHHs Ha gitoye
Hepo3dpacoBaHoro BuAaHHs €Bp. @, 3amicTb feTanizoBaHOro onucy
npoayKTy, npoBefeHHsA MeToAiB y nokasHukax: "Bulk density",
nepBuvHHA "Flowability", "Uniformity of mass", "Friability" Ta
ynakoBka, "Resistance to crushing". 3minu | Tuny - 3miHu 3
BTOPUHHA sKocTi. [oToBMI NiKapcbkuii 3aci6. 3miHn y
ynakoska); TOB BUPOGHMLTBI. 3MiHM y npoLeci BUpoGHMLTBa
"lepeoH Pixtep roTOBOrO fikapcbKkoro 3acoby, BKIoYaum
Monbwa", NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS NpU
Monbwa BMPOGHMLTBI FOTOBOrO NiKapCbKoro 3acoby
(KOHTpOIb SKOCTI, (He3HayHa 3MmiHa y npoueci BUpobHULTBA) -
[03BIN Ha BUMYCK HesHayHa 3MmiHa y npoueci BupobHuutea 13 ans
cepii) BMpoGHUWKa MepeoH Pixtep PymyHis A.T., a came:
BBOANTLCS BUKOPUCTaHHA HOBOTO allbTePHaTUBHOMO
obnagHaHHA — rpaHynaTopa NceBAo3pifAXKeHOro
LIapy 3 BUCOKOK BUPOBHMYOIO NOTYXHICTIO AN
NPUroTyBaHHSA CyMilli Ans TabneTyBaHHS.
176. | NPOMO®ON emynbcia ans Honr Kyk Kopes HoHr Kyk Kopes BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu 3a UA/7499/01/01
®APMKOHIOH | iHdysin, 10 mr/mMnno | Papmacb dapmachbioTikan | Tuny - 3MiHK 3 sikocTi. oTOBMI Nikapcbkuii 3acib. peuenmom
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20 mn B amnyni; no toTikan Ko., NTo. KoHTposb roToBoro nikapcbkoro 3acody. 3MiHa
5 amnyn y kaceTi B Ko., IlTA. napameTpiB crneumdikalin Ta/abo onycTUMmUX Mex
KapTOHHIl kopobui roTOBOrO NiKapcbKoro 3acoby (iHLwi 3MiHu)
pegakuinHi amiHm B cneumdikauii N3, a came
BUMNPABIEHHSI NOCUMAHHS Ha METOA 3a NMOKa3HUKOM
«loeHTndikauisi» (3 metogy Y® Ha meTog IY 6e3
3MiHM MeTOAUKM BUNPobyBaHHA) Ta «Bugnmi
YacTKWy», AoAaBaHHA NocunaHb Ha MoHorpadito BP
ANs NokasHUKiB «Po3mip YacToky, «BinbHi xXupHi
KMcnoTuy, «FepmMeTuyHicTb». 3amiHa
opmyntoBaHHS «Annex» Ha «Appendix»
BignoBigHO Ao TepmiHonorii BP, gnogasaHHsA
cumBony «*BP — gitoye BugaHHa BputaHcbkoi
hapmakonei» Ansi KKKHOro MeToay
177. | PAMI3BEC® Tabnetkn, 10 mr/25 AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS1 3MiH O peecTpauiiHuX maTtepianis: 3MiHN 3a UA/15545/01/01
KOM mr no 10 TabneTok y "®dapmak” | TMny - 3MiHu 3 sikocTi. CepTudpikat peuenmom

6nictepi, no 3
Gnictepu y navui

BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MoaaHHs
HoBOro abo OHOBMNeHoro cepTtudikaTa BignoBigHOCTI
abo BunyYeHHs cepTudikaTa BignoBigHOCTI
€BponeWcbkin dapmakonei: gna A®l; ans BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYyKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
[OMOMIDKHOI peyqoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponevicbkinn apmakonei) - OHOBMNEHW
cepTudikart Bif yKe 3aTBEpPIXKEHOrO BUPODOHMKA.
[MopgaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 2006-040-
Rev 03 (3atBepaxeHo: R1-CEP 2006-040-Rev 02)
ans A®| Paminpuny Bifg 3aTBEpAXKEHOro BUPOOHMKa
AARTI Industries Limited, India. 3miHu | TUny - 3miHK
3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BignoBigHOCTI €Bponeinchkii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
[OOMOMDXHOT pevoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevickkin hapmakonei) - OHoBNEHWUI
cepTudikaT Bifg yke 3aTBepaKEHOro BUPOBHMKA.
[MogaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€sponericbkin hapmakonei Ne R1-CEP 2006-040-
Rev 04 ans A®I Paminpuny Big 3aTBepaxeHoro
Bupo6Huka AARTI Industries Limited, India. 3miHn |
Tuny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l E-
cepTudpikaT BignoBiaHOCTI EBponenchbKil
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
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€Bponenckkin dapmakonei: gna APl; ans BuxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBigHOCTI
€sponewcbkin bapmakonei) - OHoBNeHWN
cepTuddikart Bif yXKe 3aTBEpPAXKEHOrO BUPOBHMKA.
[NogaHHA oHOBREHOro cepTudikarta BignNoOBIAHOCTI
€sponeiicbkin bapmarkonei Ne R1-CEP 2006-040-
Rev 05 ans A®I Paminpuny Big 3aTBepgxeHoro
BnpobHmka AARTI Industries Limited, India. 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaTt BignosigHocTi/l E-
cepTuddikat BignoBigHOCTI €BpoONEnChbKi
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponewcbkin dapmakonei: gna APl; ans suxigHoro
marepiany/peareHTy/MPOMIKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BiANoOBiAHOCTI
€sponewicbkin bapmakonei) - OHoBNEeHWN
cepTuddikart Bif yXKe 3aTBEpAKEHOro BUPOBHMKa.
[NogaHHA oHOBREHOro cepTudikarta BignNoOBIAHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2006-040-
Rev 06 anst A®I Paminpuny Big 3aTBepmxeHoro
BupobHmka AARTI Industries Limited, India, sikuia
3MiHuB Ha3By Ha AARTI Pharmalabs Limited, India.
3miHu | TUny - 3miHu 3 gkocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponewickkin dapmakonei/MoHorpadii. NogaHHs
HoBoro abo OHOBMeHoOro cepTudikata BigNOBIAHOCTI
abo BuUny4eHHs cepTudikata BignoBigHoCTI
€Bponelicbkin hapmakonei: ana A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOrO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
AOMOMDKHOT pe4oBMHM (cepTudikaT BigNoBiAHOCTI
€Bponenicbkin dpapmakonei) - OHOBNEHWUI
cepTudikaT Big yxe 3aTBepaKEHOro BUPOBHMKa.
MoaaHHa oHoBNeHoro cepTudikarta BigNoBIAHOCTI
€Bponencokin dapmakonei Ne R1-CEP 2003-219-
Rev 03 (3atBepaxeHo: CEP Ne R1-CEP 2003-219-
Rev 02) ana A®| Paminpuny Big 3aTBepXeHoro
BupobHuka Neuland Laboratories Limited, IHgis.
3MmiHu | TUny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoBIigHOCTI
€Bponewickkin hapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBMeHoro cepTudikaTa BignNoBiAHOCTI
abo Buny4deHHs ceptudpikata BiaNOBIAHOCTI
€Bponencekin dapmakonei: gna A®l; ans BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBi A®I; ans
OOMOMDKHOIT pevoBMHM (cepTudikaT BignoBigHOCTI
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n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

€Bponeiickkin hapmakonei) - OHoBNEHWIA
cepTudikaT Bif yxxe 3aTBEPOAKEHOrO BUPOBHMKA.
[NogaHHA oHOBREHOro cepTudikarta BignNoOBIAHOCTI
€Bponecokin dapmakonei Ne R1-CEP 2003-219-
Rev 04 ana A®I Paminpuny Bia 3aTBepaXeHoro
BupobHuka Neuland Laboratories Limited, IHgis.
3MinHn | TMny - 3minHm 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BiANoOBIigHOCTI
€Bponeickkin hapmakonei/MoHorpadii. MogaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
abo BuUny4eHHs cepTudikaTa BiANoBigHOCTI
€Bponewcbkin dapmakonei: gna APl; ans suxigHoro
marepiany/peareHTy/NpOMiXHOIo NPOAYKTY, L0
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
[OMOMIDKHOI peyoBUHM (cepTudikaT BiANoOBiAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWUI
cepTudikart Bif y)Ke 3aTBEpPIKEHOrO BUPOBHMKa.
[NogaHHA oHOBREHOro cepTudikarta BignNoOBIAHOCTI
€Bponeicbkin dapmakonei Ne R1-CEP 2003-219-
Rev 05 ana A®I Paminpuny Bia 3aTBepaXeHoro
BupobHuka Neuland Laboratories Limited, IHgis.
3MinHun | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MogaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
abo Buny4eHHs cepTudikaTa BignoBigHOCTI
€Bponelicbkint hapmakonei: aons A®l; ons BuxigHoro
maTepiany/peareHTy/NpOMiXHOrO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ansi
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHWN
cepTudikart Bif yKe 3aTBEPIXKEHOIO BUPOBHMKA.
[MopgaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 2003-219-
Rev 06 ana A®I Paminpuny Big 3aTBepaXeHoro
BupobHuka Neuland Laboratories Limited, IHgis.
3miHu | TUNy - 3miHu 3 gkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoOBIgHOCTI
€Bponeickkin hapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBMeHoro cepTudikaTa BignNoOBIAHOCTI
abo Buny4deHHs ceptudpikata BiaNoOBIAHOCTI
€Bponencbkin dapmakonei: gna A®l; ans BUxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®l; ans
[OOMOMDKHOT peyoBMHU (cepTudikaT BigNoBiAHOCTI
€Bponevicbkint papmakonei) - OHOBMNEHWN
cepTudikart Bif y)Ke 3aTBEp)KEHOrO BUPOBHMKa.
MonaHHsa oHoBMNeHoro cepTudikarta BiANoBiAHOCTI
€sponelicbkint hapmakonei Ne R1-CEP 2003-219-
Rev 07 ana A®I Paminpuny Big 3aTBepaXeHoro
BupobHuka Neuland Laboratories Limited, IHgis.
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Homep
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3MinHn | TMny - 3miHm 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BiANoOBIigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. 3miHun,
noB's3aHi 3 HeoOXiAHICTIO NpMBeaEeHHS Y
BiAMNOBIAHICTbL A0 MOHorpadii AdY abo
€Bponencbkoi hapmakonei, abo iHLWOoi HauioHanbHoI
capmakonei aepxasu €C (iHWi 3MiHW) HE3HaYHI
3MiHN y cneundikauii Ta metogax koHTponio Ad|
Paminpun BupoGHukiB Aarti Pharmalabs Limited Ta
Neuland Laboratories Limited 3a nokasHukamu
«laeHTndikauisi», «CynpoBigHi gomiwkn», «BTparta B
Maci npu BUCyLyBaHHi». 3MiHu | Tuny - 3miHu 3
sikocTi. A®I. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONyCTUMUX MEX, BUSHAYEHNX
y cneundikauisix Ha Adl, abo BMXigHUA/MPOMIKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIEC
BMPOGHMLUTBa ADI (BUNYyYEHHS HE3HAYHOTO
nokasHuKa sIKoCTi (Hanpuknag BUNy4YeHHs
3acTapinoro nokasHuka)) BUNyYeHHs MokasHuKa
«Managin» i3 cneumndikauii A®I Paminpun
BMpobHukiB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited. 3mMiHu | Tuny - 3miHn 3 sikocTi.
A®I. KoHTpornb A®I. 3miHa y napameTpax
cneumdikaui Ta/abo JonyCcTUMMX MEX, BU3HAYEHUX
y cneuudikauisx Ha ADI, abo BUXigHUA/MPOMIXHWIA
NPOAYKT/peareHxT, L0 BUKOPUCTOBYIOTLCA Y NPOLECI
BMPOGHMLUTBa ADI (BUNYyYEHHSI HE3HAYHOTO
nokasHuKka sIKoCTi (Hanpuknag BUMyYeHHs
3acTapinoro nokasHuka)) BUIy4eHHs MokasHuKa
«PosunHHicTb» i3 cneundikauii A®I Paminpun
BMpo6GHMKiB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited, ockinbku 3rigHo ctaTTi Y
«CybcTaHuii Ans dapmMaLeBTUYHOro 3aCTOCyBaHHS»
PO34YMHHICTb cybcTaHLii po3rnsaaTb siKk 4OAAaTKOBY
XapaKTepuCTUKy | BOHa Mae iHpopMaTuBHUI
xapakrep. 3MiHu | Tuny - 3miHn 3 skocTi. ADI.
KoHTponb A®I (iHWi 3MiHK) 3MiHW B MeTOai
KoHTporto APl Paminpun 3a noka3HUKOM
«MikpobionoriyHa unctota» BMpobHukiB Aarti
Pharmalabs Limited Ta Neuland Laboratories
Limited, a came meToguKy Ta BUMoru cneuudikadii
3anueHo 6e3 3MiH, ONOBHEHO NOCUMAHHAM Ha
OoY* (* - givove BuaaHHs). Bunyyaetbest onnc
mMeTody BUNpobyBaHHSA, MeTog, Bignosiaae AdY Ta
(0]

178.

PAMI3EC®
KOM

Tabnetkn, 5 mr/12,5
mr no 10 TabneTok y
GnicTepi, no 3
Gnictepu y navui

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3MiHW
| TMny - 3MiHu 3 sikocTi. CepTudpikat
BignoBigHocTi/'E-cepTudikat BianoBigHOCTI
€Bponevicbkinn dapmakonei/moHorpadii. NMoaaHHs
HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
abo BUny4eHHsi cepTugikata BignosigHoCTi

3a
peuernmom

UA/15545/01/02




114 [IponoBkeHHs JoaaTKa 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
€Bponenckkin dapmakonei: gna APl; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBigHOCTI

€sponewcbkin bapmakonei) - OHoBNeHWN
cepTuddikart Bif yXKe 3aTBEpPAXKEHOrO BUPOBHMKA.

[NogaHHA oHOBREHOro cepTudikarta BignNoOBIAHOCTI
€sponeiicbkin bapmarkonei Ne R1-CEP 2006-040-
Rev 03 (3atBepaxeHo: R1-CEP 2006-040-Rev 02)
ons A®l Paminpuny Big, 3aTBepa)KeHoro BUpobHuka
AARTI Industries Limited, India. 3MiHu | Tuny - 3MiHn

3 akocTi. CepTudpikaT BignosigHocTi/ME-cepTudikaT

BignoBigHOCTI €Bponeichbkin

dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo

BUNYYEHHN cepTudikaTa BigNoBIgHOCTI

€sponelicbkin hapmakonei: ana A®l; onsa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BiANOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWU
cepTuddikart Bif yXKe 3aTBepaKEHOro BUPOBHMKa.
MoaaHHa oHoBRNEHoOro cepTudikarta BigNoBIAHOCTI
€Bponecbkin dapmakonei Ne R1-CEP 2006-040-
Rev 04 ana A®Il Paminpuny Big 3aTBEepaXeHoro
BnpobHuka AARTI Industries Limited, India. 3miHn |
Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBiaHOCTI EBponenchKil
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: gns A®l; ansa BuxigHoro
matepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
AOMOMDKHOT pe4oBMHM (cepTudikaT BiANOBIAHOCTI
€Bponenicbkin dpapmakonei) - OHOBNEHWUI
cepTudikaT Big yxe 3aTBepaKEHOro BUPOBHMKa.
MoaaHHs oHoBNeHoro cepTudikarta BiANOBIAHOCTI
€sponericbkin hapmakonei Ne R1-CEP 2006-040-
Rev 05 ans A®I Paminpuny Big 3aTBepaxeHoro
Bupo6Huka AARTI Industries Limited, India. 3miHn |
Tuny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudpikaT BignoBiaHOCTI EBponenchbkil
capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ansi
OOMOMDKHOT peyoBUHU (cepTudikaT BigNoBiAHOCTI
€Bponevickkin dapmakonei) - OHoBNEHU
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
cepTudikart Bif yxKe 3aTBEpPXKEHOrO BUPOBHMKA.
MoaaHHa oHoBRNEHoOro cepTudikara BignoBiAHOCTI

€Bponecokin dhapmakonei Ne R1-CEP 2006-040-
Rev 06 anst A®I Paminpuny Big 3aTBepgxeHoro
BuMpobHuka AARTI Industries Limited, India, skuit
3miHuB Ha3By Ha AARTI Pharmalabs Limited, India.
3MinHn | TMny - 3miHum 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BiANoOBIigHOCTI
€Bponeickkin hapmakonei/MoHorpadii. MogaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
abo BuUny4eHHs cepTudikaTa BiANoBigHOCTI
€Bponewcbkin dapmakonei: gna APl; ans suxigHoro
marepiany/peareHTy/NpOMiIKXHOIO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
[OMOMIDKHOI peyoBUHM (cepTudikaT BiANoOBiAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWUI
cepTudikart Bif y)Ke 3aTBEpPIKEHOrO BUPOBHMKa.
[NogaHHA oHOBREHOro cepTudikarta BignNoOBIAHOCTI
€Bponecbkin dapmakonei Ne R1-CEP 2003-219-
Rev 03 (3atBepaxeHo: CEP Ne R1-CEP 2003-219-
Rev 02) gns A®| Paminpuny Big 3aTBepakeHoro
BupobHuka Neuland Laboratories Limited, IHgis.
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBMeHoro cepTudikaTa BiANOBIAHOCTI
abo BuUny4eHHs cepTudikata BignoBigHoCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponenicbkin dpapmakonei) - OHOBNEHWUI
cepTudikaT Big yxe 3aTBepaKEHOro BUPOBHMKa.
[MopgaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€sponericbkinn bapmakonei Ne R1-CEP 2003-219-
Rev 04 ana A®I Paminpuny Big 3aTBepaXeHoro
BupobHuka Neuland Laboratories Limited, IHais.
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponevicbkint papmakonei/moHorpadii. MogaHHs
HoBoro abo oHoBreHoro cepTudikaTa Bi4NOBIAHOCTI
abo Buny4deHHs ceptudpikata BiaNoBIAHOCTI

MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®l; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiaAHOCTI
€Bponevicbkin dapmakonei) - OHOBNeHW
cepTudikart Bif y)Ke 3aTBEpI)KEHOrO BUPOBHMKa.
[MogaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI

€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro

Rev 05 ana A®I Paminpuny Big 3aTBepaXeHoro

€Bponencokin dapmakonei Ne R1-CEP 2003-219-




116

[IponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BupobHuka Neuland Laboratories Limited, IHgis.
3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BiANoOBIgHOCTI
€Bponenckkin hapmakonei/MoHorpadii. MoaaHHs
HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
abo Buny4deHHs ceptudpikata BignoBigHOCTI
€Bponencbkin dhapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNOBIAHOCTI
€sponewcbkin dapmakonei) - OHoBNeHWN
cepTuddikart Bif yxKe 3aTBEpaKEHOro BUPOBHMKa.
[NogaHHA oHOBREHOro cepTudikarta BignNoOBIAHOCTI
€sponericbkin bapmarkonei Ne R1-CEP 2003-219-
Rev 06 anst A®I Paminpuny Big 3aTBepmxeHoro
BupobHuka Neuland Laboratories Limited, IHgis.
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MoaaHHs
HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
abo Buny4deHHs ceptudikata BignoBigHOCTI
€Bponewcbkin dapmakonei: gna APl; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHIOTLCS Yy BUPOOHMUTBI ADI; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponewickkin dpapmakonei) - OHOBNEHWU
cepTudikaT Big yxe 3aTBepaKeHOro BUPOBHMKa.
[MopgaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2003-219-
Rev 07 ans A®| Paminpuny Big 3aTBepaxeHoro
BupobHuka Neuland Laboratories Limited, IHais.
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkiit hapmakonei/MoHorpadii. 3MiHu,
NnoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
Bi4NOBIgHICTb A0 MoHorpadii AdPY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHanbHOoI
dapmakonei gepxasu €C (iHLi 3MiHW) HE3HaYHI
3MiHM y cneuudikauii Ta metogax koHTpono AdI
Paminpun Bupo6Hukis Aarti Pharmalabs Limited Ta
Neuland Laboratories Limited 3a nokasHukamm
«lpeHTndikauisi», «CynpoBigHi gomiwkun», «BTtpata B
Maci npy BUCYyLLYBaHHi». 3MiHK | Tuny - 3MiHK 3
skocTi. A®l. KoHtponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo JonyCcTUMMX MEX, BU3HAYEHMX
y cneuudikauisix Ha A®I, abo BUXigHUA/MPOMiXKXHMIA
NPOAYKT/peareHxT, L0 BUKOPUCTOBYIOTLCA Y NPOLECI
BMPOGHMLUTBa AD| (BUNYyYEHHS HE3HAYHOTO
nokasHuka sIKocTi (Hanpuknag BUMyYeHHs
3acTapinoro nokasHuka)) BUIy4eHHs MokasHuKa
«Managiny» i3 cneumdgikayii A®I Paminpun
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179.

PAMI3EC®
KOM

Tabnetku, 10
mr/12,5 mr; no 10

AT

YkpaiHa

AT "®apmak”

YkpaiHa

BMpobHukiB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited. 3minu | Tuny - 3MiHu 3 SKoCTi.
ADI. KoHTponb A®I. 3miHa y napameTpax
cneumndikauii Ta/abo JonycTUMMX MEX, BU3HAYEHMX
y cneuudikauisix Ha ADI, abo BUXigHUA/MPOMiKHMIA
npoayKT/peareHT, LU0 BUKOPUCTOBYHOTLCS Y NPOLIEC
BUpobHMuTBa AD| (BUNYyYEHHS HE3HAYHOIrO
noKasHuKa SKoCTi (HanpvKnag BUNyYeHHs
3acTapinoro nokasHuka)) BUNyYeHHs MokasHuKa
«Po3umHHicTb i3 cneundikauii A®I Paminpun
BMpobHukiB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited, ockinbku 3rigHo ctatTi DY
«Cy6cTaHuii 4na dapmaleBTUYHOro 3acTocyBaHHA»
PO3YMHHICTb CyOCTaHLIii po3rnaaaTb Sk 4OAaTKOBY
XapakTePUCTUKY | BOHA Mae iHhOpMaTUBHUIA
xapaktep. 3MiHu | Tuny - 3miHu 3 skocTi. ADI.
KoHTponb A®I (iHLWwi 3MiHW) 3MiHW B MeToai
KoHTpornto A®I Paminpun 3a nokasHUKOM
«MikpobionoriyHa unctota» BupobHukiB Aarti
Pharmalabs Limited Ta Neuland Laboratories
Limited, a came meToauky Ta Bumoru cneuudikauii
3anuvweHo 6e3 3miH, JONOBHEHO MOCUMaHHSM Ha
OdY* (* - gitove BupgaHHs). Bunyvaetbcs onnc
mMeToay BunpoGyBaHHS, MeTog, Bignosigae Y Ta
€.

Tabnetok y 6nictepi;
no 3 Gnictepny
nayui

"®apmak”

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu
| Tuny - 3miHK 3 sikocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponewickkin dpapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHOBMeHoro cepTudikaTa BignNoBiAHOCTI
abo BuUny4eHHs cepTudikata BignoBigHoCTI
€Bponelicbkin hapmakonei: ansa A®l; ona BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BiANOBIAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHW
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHuKa -
MoaaHHa oHoBNeHoro cepTudikarta BigNoBIAHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 2006-040-
Rev 03 (3aTBepaxeHo: R1-CEP 2006-040-Rev 02)
ans A®| Paminpuny Bif 3aTBepAKeHOro BUpobHuKa
AARTI Industries Limited, India; 3miHu | TUny - 3miHK
3 sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikart
BigNoBIgHOCTI €BponewchbKii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEeHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCH Y BUpobHuuTBi A®l; ans

[JOMOMiXHOT pe4oBMHU (cepTudikaT BignoBiAHOCTI

3a
peuenmom

UA/15546/01/01
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€Bponeickkin hapmakonei) - OHoBNeHWI
cepTudikaT Bif yxke 3aTBEpPAXEHOro BUPOOHMKA -
[NogaHHA oHOBREHOro cepTudikarta BignNoOBIAHOCTI
€Bponencokin dapmakonei Ne R1-CEP 2006-040-
Rev 04 ana A®I Paminpuny Bia 3aTBepaXeHoro
BnpobHmka AARTI Industries Limited, India; 3miHu |
TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudpikaT BiANOBIAHOCTI EBpPONENCHKIN
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHOCTIi abo
BUINYyYEHHS cepTudikaTta BignoBigHOCTI
€Bponewcbkin dapmakonei: gna APl; ans suxigHoro
marepiany/peareHTy/NpOMiIKXHOIO NPOAYKTY, LLO
BUKOPUCTOBYIOTbCS Y BUPOOHMLTBI ADI; ansi
[OMOMIDKHOI peyoBUHM (cepTudikaT BiANoOBiAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWUI
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHuka -
[NogaHHA oHOBREHOro cepTudikarta BignNoOBIAHOCTI
€Bponecbkin dapmakonei Ne R1-CEP 2006-040-
Rev 05 ana A®I Paminpwuny Big 3aTBepaXeHoro
BnpobHmka AARTI Industries Limited, India; 3miHu |
TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiANOBIAHOCTI EBpONENCHKIN
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikarta BignoBigHoCTi abo
BUIyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: aons A®l; ons BuxigHoro
maTepiany/peareHTy/NpOMiXHOrO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ansi
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkint hapmakonei) - OHOBMNEHW
cepTudikaT Bif yxe 3aTBepaKeHOro BUpobHuKa -
[MopgaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 2006-040-
Rev 06 ana A®I Paminpuny Big 3aTBepaXeHoro
BupobHuka AARTI Industries Limited, India, sikui
3MiHMB Ha3By Ha AARTI Pharmalabs Limited, India;
3MiHn | Tuny - 3MmiHn 3 sikocTi. CepTuddikaT
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponeiicbkinn dapmakonei/moHorpadii. NMoaaHHs
HoBoro abo oHoBreHoro cepTudikaTa Bi4NOBIAHOCTI
abo Buny4deHHs ceptudpikata BiaNoBIAHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOrO MPOAYKTY, O
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®l; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevickkin dhapmakonei) - OHoBNEHWUI
cepTudikaT Bif ye 3aTBepAXeHOro BUpobHuka -
[MogaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€Bponencokin dapmakonei Ne R1-CEP 2003-219-
Rev 03 (3atBepaxeHo: CEP Ne R1-CEP 2003-219-
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Rev 02) gns A®I Paminpuny Big 3aTBepakeHoro
BupoGHuka Neuland Laboratories Limited, IHais;
3MinHn | TMny - 3miHm 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€sponevicbkin bapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
abo Buny4deHHs ceptudpikata BianoBigHOCTI
€sponelicbkin bapmakonei: ana A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMiIXHOrO MPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; ansi
AOMOMDKHOT pe4oBUHN (CepTudikaT BigNOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWUI
cepTugikart Bif yxe 3aTBepaKEHOro BUPOBHMKa -
MoaaHHa oHoBRNEHoOro cepTudikarta BigNOBIAHOCTI
€Bponecbkin dapmakonei Ne R1-CEP 2003-219-
Rev 04 anst A®I Paminpuny Big 3aTBepaxeHoro
BupobHuka Neuland Laboratories Limited, IHais;
3MinHun | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
€Bponewicbkin dapmakonei/MoHorpadii. NogaHHs
HoBOro abo OHOBMNeHoro cepTtudikaTa BignoBigHOCTI
abo Buny4deHHs cepTudikaTa BignoBigHOCTI
€Bponeicbkin hbapmakonei: ansa A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuuTBi A®l; ans
AOMOMDKHOT pe4oBUHM (CepTudikaT BigNOBIAHOCTI
€Bponevicbkint hapmakonei) - OHOBMNEHW
cepTudikaT Big yxe 3aTBepaKeHOro BUpobHUKa -
MoaaHHa oHoBNeHoro cepTudikarta BigNoBiAHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 2003-219-
Rev 05 ans A®I Paminpuny Big 3aTBepaxeHoro
BupobHuka Neuland Laboratories Limited, IHais;
3miHu | TUny - 3miHu 3 gkocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponewicbkin dhapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBMeHoro cepTudikaTa Bi4NOBIAHOCTI
abo BuUny4eHHs cepTudikata BignoBigHoCTI
€Bponelicbkin hapmakonei: ansa A®l; ona BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
[OOMOMDKHOT peyoBMHU (cepTudikaT BigNoBiAHOCTI
€Bponevickkin hapmakonei) - OHoBNEHWUI
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHUKa -
MonaHHsa oHoBMNeHoro cepTudikarta BignoBigHOCTI
€Bponencokin dapmakonei Ne R1-CEP 2003-219-
Rev 06 ans A®Il Paminpuny Big 3aTBepaxeHoro
BupobHuka Neuland Laboratories Limited, IHgis;
3miHu | TUNy - 3miHm 3 gkocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponewickkin hapmakonei/MoHorpadii. NogaHHs
HoBoro abo OHoBMeHoro cepTndikaTa BignNoOBIQHOCTI
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abo Buny4deHHs ceptudpikata BianoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMiIKHOIO NMPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBUHN (CepTudikaT BiANOBIAHOCTI
€Bponeiickkin hapmakonei) - OHoBNeEHWIA
cepTugikart Bif yke 3aTBepa)KEHOro BUPOOHMKa -
MoaaHHa oHoBRNEHOro cepTudikarta BignoBiAHOCTI
€Bponecokin dapmakonei Ne R1-CEP 2003-219-
Rev 07 anst A®I Paminpuny Big 3aTBepmxeHoro
BupoGHuka Neuland Laboratories Limited, IHais;
3MinHun | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
€Bponencbkin dapmakonei/MoHorpadii. 3miHn,
noB'A3aHi 3 HeobXiAHICTIO NpMBeaeHHs y
Bi4NOBIgHICTb 40 MoHorpadii 1dY abo
€Bponencbkoi hapmakonei, abo iHLWOoI HauioHanbHoI
capmakonei aepxasu €C (iHWi 3miHM) - HeaHauHi
3MiHM y cneuudikauii Ta meTogax koHTposo AdI
Paminpun Bupo6bHukis Aarti Pharmalabs Limited Tta
Neuland Laboratories Limited 3a nokasHukamu
«loeHTndikauisi», «CynpoBigHi gomilwkn», «BtpaTta B
Maci npy BUCYyLLYBaHHi»; 3MiHu | Tuny - 3miHu 3
skocTi. A®I. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHNX
y cneuudikauisix Ha A®l, abo BMXigHUA/MPOMIKHWIA
npoayKT/peareHT, LU0 BUKOPUCTOBYHOTLCS Y NPOLIEC
BMPOGHMLUTBa AD| (BUNYyYEHHSI HE3HAYHOTO
nokasHuKa SIKoCTi (HanpvKnag BUNyYeHHs
3acTapinoro nokasHuka)) - BunyyeHHsi nokasHuka
«Managiny» i3 cneumndikauii A®I Paminpun
BMpo6GHukiB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited; 3miHu | Tuny - 3miHu 3 gKocTi.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONyCTUMUX MEX, BUSHAYEHUX
y cneuudikauisix Ha A®l, abo BMXigHUA/MPOMIKHWI
npoayKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIEC
BMPOGHMLUTBa AD| (BUNYyYEHHS HE3HAYHOTO
nokasHuKa SIKOCTi (HanpuKnag BUNyYeHHs
3acTapinoro nokasHuka)) - BunyyeHHsi nokasHuka
«Po3unHHicTb» i3 cneuudikauii APl Paminpun
BMpo6GHUMKiB Aarti Pharmalabs Limited Ta Neuland
Laboratories Limited, ockineku 3rigHo ctatTi DY
«CybcTaHuii Ans dapmMaueBTUYHOro 3acTOCyBaHHS»
PO3YMHHICTb CyOCTaHLii po3rnsaaTb K 40AaTKOBY
XapaKTepuUCTUKY | BOHa Mae iHdopMaTUBHUIN
xapakTep; 3miHu | Tuny - 3miHn 3 akocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneundikauiv
Ta/abo AoNYCTUMUX MEX, BUSHAYEHUX Y
crneundikauiax Ha A®l, abo BUXIgHNIA/NPOMIKHWIA
npoAyKT/peareHT, LU0 BUKOPUCTOBYHOTLCS Y NPOLIEC
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BUpo6HMLTBa ADI (iHWi 3MiHW) - 3MiHKM B MeToAi
KoHTpomto A®| Paminpun 3a NOKa3HNKOM
«MikpobionoriyHa uncrota» BupobHukie Aarti
Pharmalabs Limited Ta Neuland Laboratories
Limited, a came meToguky Ta Bumoru cneuudikadii
3anuvweHo 6e3 3miH, JONOBHEHO MOCUMaHHSM Ha
OOY* (* - pitoye BuAaHHs). Bunyyaetbca onnc
mMeToay BunpobyBaHHs, MeTop Bignosigae AdY Ta
€P
180. | PUHT cnpew HasanbHUi, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH O peecTpauiiHuX maTtepianis: 3MiHW be3 UA/12119/01/01
HA3AJIbHUA | 0,5 mr/mn, no 10 mn "®apmak” | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenma
CMPEW® 3 y cbrakoHi pasom 3 Cuctema koHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
MEHTOJIOM HaCOCOM-[03aTOPOM

3 po3nuiBaYvem; no
1 conakoHy B nayui 3
KapTOHY

napameTpiB cneundikauii Ta/abo 4oNyCTUMUX MEX
NepBUHHOI YNaKoBKM FOTOBOTO NiKapCbKoro 3acoby
(oonoBHEHHS cneumadikaLii HOBUM NOKa3HUKOM 3
BiANOBIgHMM MeTOAOM BUNPoOyBaHHS) OHOBIEHHS
po3giny 3.2.P.7 Cnucrema
KOHTelHep/3aKynoptoBanbHUii 3acio, a came
[OMNOBHEHHS cneundikaLii Ha Hacoc — go3aTtop 3
po3nunioBaYeM Ha3anbHOro NPU3HaYeHHs
nokasHukom «laeHTudikauisi». 3miHn | TMny - 3MiHK 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneundikauii Ta/abo 4onNyCcTUMMUX MeX
NepBUHHOI YNaKoBKM FOTOBOTO NiKapCbKoro 3acoby
(oonoBHeHHSA cneumdikalii HOBUM NOKA3HUKOM 3
BiANOBIgHMM MeToAOM BUNPoOyBaHHS) OHOBIEHHS
poaginy 3.2.P.7 Cuctema
KOHTelHep/3aKynopioBanbHui 3acib, a came
[OMOBHEHHS creumaikaLii Ha Hacoc — gosaTop 3
po3nunioBayeM Ha3anbHOro NPU3HaYeHHs
noKasHUKoM «I"epmeTuyHICTbY». 3MiHn | Tuny - 3MiHn
3 gkocTi. FoToBWIA nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
napameTpiB cneyndikadi Ta/abo AoNyCTUMUX MEX
NepBUHHOI YNaKoBKM FOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHW) yHidbikauis po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHui 3acib, a came
BHECEHHS 3MiH 40 cneuudikauii Ha Hacoc — gosaTop
3 po3nuBaYeM HasarnbHOro NPU3HaAYEHHs! 3a M.
«30BHiLWLHIN BUrNsag», «Poamipny», «OgHopigHicTb
macuy, «MikpobionoriyHa unctota». 3miHu | Tuny -
3miHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTENHep/3akynoptoBanbHuii 3acio. 3miHa
nocTayarnbHvKa nakyBanbHUX matepianis abo
KOMMMEKTYIOUMX (SIKLLO 3a3HaYeHO B JOCbE) (3aMiHa
abo gogaBaHHA nocTavanbHVKa) BHECEHHS
anbTepHaTMBHOIO NocTavanbHUKa Hacoca —
Jo3aTtopa 3 po3nunoBaYyeM Ha3arnbHOro
npusHayeHHs TOB «Papmmaiu» YkpaiHa, Wwo
iIeHTUYHMI [0 3aTBEPAXKEHOro Hacoca — o3aTopa 3
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

po3nunioBaveM Ha3anbHOro NpPU3Ha4YeHHs
BMpobHuuTBa Aptar Radolfzell GmbH, HimeuunHa

181.

PUHT
HA3ANbHUA
CMPEU®
3BOJTOXYIO
yun

crnpen HasanbHUi,
0,5 mr/mn, no 10 mn
y dnakoHi pa3om 3
HacoCcoM-[03aTopoM
3 po3nusoBaYvem; no
1 cpnakoHy B nauvui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLinHUX maTepianis: 3MiHK
| Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6.
Cuctema koHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneundikauii Ta/abo 4onycTUMmUX Mex
NepBMHHOT YNaKoBKM rOTOBOTO MikapCbKoro 3acoby
(AonoBHeHHs crneumdikaLlii HOBUM NOKa3HMKOM 3
BiANOBIAHWM METOA0M BUNPOOYBaHHSA) OHOBNEHHS
po3giny 3.2.P.7 Cuctema
KOHTeNHep/3akynoptoBanbHuUi 3acib, a came
[OMNOBHEHHS cneundikaLii Ha Hacoc — gos3aTtop 3
po3nunioBaveM HasanbHOro NpU3HayYeHHs
nokasHukoMm «laeHTudikauis». 3miHm | Tuny - 3miHn 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneundikadi Ta/abo AoNyCTUMUX MEX
NepBMHHOT YNaKoOBKM rOTOBOTO NiKapCbKoro 3acoby
(oonoBHEHHS cneumadikaLii HOBUM NOKa3HUKOM 3
BiAMOBIAHMM MeTOA0M BUNPOOYyBaHHS) OHOBIEHHS
po3giny 3.2.P.7 Cuctema
KOHTelHep/3aKynoptoBanbHUii 3acio, a came
[OOMOBHEHHS creumdikaLii Ha Hacoc — go3aTop 3
po3nunioBaveM HasanbHOro NpU3HayYeHHs
NoKasHUKOM «I"epMeTuyHiCcTb». 3MiHu | TUny - 3MiHK
3 gkocTi. FoToBUI nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummnx mex
NepBUHHOI YMaKoBKM rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHW) yHidikauis po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHuii 3acib, a came
BHECEHHS 3MiH A0 creumdikauii Ha Hacoc — go3aTtop
3 po3nuIoBayYeM Ha3anbHOro NpUsHaYeHHs 3a n.
«30BHiLWHIN BUrNsa», «Po3mipuy, «OgHopigHICTb
macu», «MikpobionoriyHa unctora». 3miHu | Tuny -
3miHu 3 gKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa
nocTayarnbHvKa nakyBanbHUX martepianis abo
KOMMMEKTYIOUMX (SIKLLO 3a3HAaYEHO B JOCbE) (3aMiHa
abo godaBaHHA nocTavanbHUKa) BHECEHHS
anbTepHaTVMBHOrO NocrayanbHUKa Hacoca —
fAosaTopa 3 po3nunioBavyem HasarnbHoro
npusHayeHHs TOB «Papmmaiu» YkpaiHa, Lo
iAEeHTUYHMIN 0O 3aTBEPKEHOro Hacoca — fo3aTtopa 3
po3nunioBaveM HasanbHOro NpU3HaYeHHs
BMpo6HuuTBa Aptar Radolfzell GmbH, HimeyuunHa

be3
peuenma

UA/12120/01/01

182.

PO330P

Kancynv TBepAi no
75 mr/5 mr; no 7
Kancyn y énictepi;
no 4 Gnictepny
nayui 3 KapToOHy; Mo

TOB HB®
"MIKPOXI
M"

YkpaiHa

BMPOGHMYa
ainbHWUS (BCi
cTagii
BMPOGHWYOro
npouecy): TOB

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu
| Tuny - 3MiHn Wwopao 6e3neku/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
iHCTPYKUIii ANa MeaMYHOro 3acTOCyBaHHS Ha nigcrasi

3a
peuernmom

He
nidnsieae

UA/19281/01/01
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28 kancyn y 6aHuj; HB® perynsipHoO OHOBJSIOBAHOIO 3BIiTy 3 6e3nekn
no 1 6aHuj y nayui 3 «MIKPOXIM», nikapcbkoro 3acoby, abo gocnigxeHb 3 6eaneku
KapTOHY YkpaiHa; 3acTOCyBaHHsI Nikapcbkoro 3acoby B
BignosigansHWn nicnapeecTpauinHui nepiod, abo sk pesynbtaTt
3a BMNyCK cepil, OL|iHKM 3BITYy 3 AocnigXeHb, NPOBEeAEHMX BigNoBigHO
He BKIIo4aoum 00 nnaHy negiatpuyHux gocnigkers (PIP) (3miHy
KOHTpOnb/B1Npoby Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
BaHHS cepii: TOB opraHom) 3MiHV BHECEHO [0 iHCTPYKLiT Ans
HB® MeAMYHOro 3aCTOCyBaHHSsI Nikapcbkoro 3acoby Ao
«MIKPOXIM», po3ginis "OcobnumeocTi 3actocyBaHHS", "INoGiIYHi
Ykpaina peakuii" BignoBiAHO A0 OHOBMEHOI iHcbopMmaUii 3
Gesneku Qito4oi pe4oBnHU. BBeaeHHs 3MiH NpoTsrom
6-TV MicsaLiB nicns 3aTBEPOKEHHS
183. | PO330P Kancynu Teepgi no TOB HB® Ykpaina BMPOGHMYa YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHn 3a He UA/19281/01/02
75 mr/10 mr; no 7 "MIKPOXI OinbHuus (BCi | Tuny - 3miHu Wwopo 6e3nekn/edpekTMBHOCTI Ta peuenmom nionsieae
kancyn y énicrepi; M" cTagii apmakoHarnagy. 3MiHa y KOpoTKili xapakTepucTumui
no 4 énictepn y BMPOGHWYOrO nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
naywi 3 KapToHy; No npouecy): TOB IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHs Ha nigcTasi
28 kancyn y 6aHuj; HB® perynsipHoO OHOBIIOBAHOIO 3BiTy 3 6e3nekn
no 1 6aHui y nayui 3 «MIKPOXIM», nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
KapTOHY YkpaiHa; 3acTocyBaHHS nikapcbkoro 3acoby B
BignosiganbHWn nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
3a BMNyCK cepil, OL}iHKM 3BITY 3 JoCNigXeHb, NPOBEAEHMX BigNoBigHO
He BKIoYaoum 00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
KOHTpOnb/B1Npoby Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
BaHHS cepii: TOB opraHom) 3miHV BHECEHO [0 iHCTPYKLT Ans
HB® MeAMYHOro 3aCTOCYBaHHsI NikapCbKoro 3acoby Ao
«MIKPOXIM», po3ginis "OcobnueocTi 3actocyBaHHs", "MobiyHi
Ykpaina peakuii" BignoBigHO A0 OHOBMEHOI iHcbopMmalLlii 3
6e3neku fitoyoi pevyoBuHU. BBeAEHHS 3MiH NPOTSiroM
6-TW MicAUiB Nicnsa 3aTBEPAXEHHS
184. | PO330P Kancynu Teepgi no TOB HB® Ykpaina BMPOGHMYa YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu 3a He UA/19281/01/03
75 mr/20 mr; no 7 "MIKPOXI ainbHWUS (BCi | Tuny - 3MiHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom nionsieae
Kancyn y énicrepi; Mm" cragii hapmakoHarnsigy. 3miHa y KopoTkili XxapakTepucTuui
no 4 énictepn y BMPOGHWYOrOo nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
nayui 3 KapToHy; no npouecy): TOB IHCTPYKUii ANs MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
28 kancyn y 6aHuj; HB® perynsipHo OHOBIOBAHOrO 3BiTy 3 6e3neku
no 1 6aHui y nayuj 3 «MIKPOXIM», nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
KapTOHY YkpaiHa; 3aCTOCYBaHHsI NikapCcbKoro 3acoby B
BignosigansHUn nicnsipeecTpauinHuii nepiod, abo sik pesynbtaT
3a BMNyCK cepil, OL}iHKM 3BITY 3 JoCNigKeHb, NPOBEAEHMX BignoBigHO
He BKroYa4mn 00 nnaHy negiaTpuyHmx gocnigpkeHs (PIP) (3MiHy
KOHTpOnb/BUNpoby Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
BaHHg cepii: TOB opraHom) 3MiHM BHECEHO [0 IHCTPYKLUIiT Ans
HB® MEAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby Ao
«MIKPOXIM», po3ginis "OcobnueocTi 3actocyBaHHs", "MobiyHi
YkpaiHa peakuii" BignoBigHO 0 OHOBMEHOI iHhopmallii 3
Ge3neku fitoyoi pevyoBuHU. BBEAEHHS 3MiH NPOTSiroM
6-TK MicAUiB Nicns 3aTBEPAXEHHS
185. POMA3UK TabneTkn, BKpUTI dapmaveB Monblwa dapmaLeBTU4HNUIA Monblwa BHECEHHS 3MiH O peecTpaLiiHuX maTtepianis: 3MiHW 3a UA/13299/01/02
NNiBKOBOK TUYHUN 3aBoj | TMny - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
obonoHkoto, no 10 3aBog "Monbcapma" C. capmakoHarnsigy. BeegeHHs abo 3amiHv oo
mr no 10 Tabnetoky | "Monbdap A. y3aranbHeHUX A4aHux Npo cuctemy papmakoHarnagy
Gnictepi; no 3 ma" C. A. (BBEAEHHSA y3aranbHEHUX AaHUX MPO cUcTemy
Gnictepn B dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
KapTOHHiI kopobui BiANOBIAANbLHOI 3a 3AiNCHEHHS dbapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa ons
3piicHeHHs hapmakoHarnagy B YKpaiHi, SKLLO BOHa
BiAMiHHa Bi ynoBHOBaXeHOi 0cobu, BianoBigansHoi
3a 34iicHeHHs cbapmakoHarnsgy (BKmoYarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu dpapmakoHarnagy). 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOI 3a
tbapmakoHarnag B YkpaiHi.
[Hitoya pepakuis: TaHacoBa 3opsiHa MukonaisHa.
MponoHoBaHa pegakuis: Tecniok OneHa
BonoammupiBHa. 3MiHa KOHTaKTHUX SaHKX
KOHTAKTHOI 0cObM 3asiBHUKA, BiANoBiganbHoI 3a
chapmakoHarnsag B Ykpaiti
186. | POMA3UK TabneTkn, BKPUTI dapmavreB Monblwa dapmaueBTUYHNUIA Monblwa BHECEHHS1 3MiH O peecTpauiiHuX maTtepianis: 3MiHN 3a UA/13299/01/03
NniBKOBOKO TUYHUIA 3aBopa | Trny - 3miHn Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
ob6onoHkoto, no 20 3aBog "Monbdapma" C. cdapmakoHarnsigy. BeegeHHs abo 3miHm oo
mr no 10 Tabnetoky | "lMonbdap A. y3aranbHeHWX gaHux Npo cuctemy dapmakoHarnsgy
GnicTepi; no 3 ma" C. A. (BBEAEHHS y3aranbHEHWX AaHuX Npo cucTemy
Gnictepu B dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
KapTOHHiI kopobui BignoBiganeHoI 3a 34iMCHEHHS chapmMakoHarnsaay;
KOHTAKTHOI 0co0M 3 hapmakoHarnsgy 3asiBHUKa ansi
34iicHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa
BigMiHHa Big ynoBHOBaxeHOi ocobu, BianoBigansHoi
3a 3picHeHHsA dhapmakoHarnagy (Bkroyaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
aina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHOT 0cobu 3asiBHUWKA, BianosigansHoi 3a
bapmakoHarnsg B YKpaiHi.
[itoua pepakuisi: TaHacoBa 3opsiHa MukonaisHa.
MponoHoBaHa pepakuisi: Tecniok OneHa
BonogvmupisHa. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
dapmakoHarnsa B YKpaiHi
187. POMA3UK TabneTku, BKPUTI dapmavresB MonbLia dapmaueBTU4HUIA MonbLa BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHK 3a UA/13299/01/01
NNiBKOBOK TUYHUIA 3aBog | Tuny - 3MiHn Wwopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
o6oroHKo, No 5 mr 3aBog "Monbcapma” C. dapmakoHarnsagy. BeegerHs abo 3amiHn fo
no 10 Tabnetok y "Monbdap A. y3aranbHEeHUX AaHux nNpo cuctemy papmakoHarnsgy
GnicTepi; no 3 ma" C. A. (BBEOEHHS y3ararnbHEHWX AaHKX Npo cucTemy

6nictepu B
KapTOHHiIl kopobui

dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOoi ocobu,

BignoBiganbHoI 3a 34iMCHEHHS chapmMakoHarnsay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsay 3asiBHuUKa Ans
3[iCHeHHs hapmakoHarnagy B YkpaiHi, SKLLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianosigansHoi

3a 3[jificHeHHs1 hapMakoHarnagy (Bknovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MiLLieHHi MacTep-
ainna cuctemu dpapmakoHarnsgy). 3miHa
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o
noceio4yeHHs1

KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
apmakoHarnsg B YkpaiHi.

[iroya pepakuin: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pepgakuisi: Tecniok OneHa
BonoammupiBHa. 3MiHa KOHTaKTHUX OaHWX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOT 3a
dapmakoHarnag B YkpaiHi

188.

POMA3UK

TabneTku, BKPUTI
NniBKOBOIO
o6ornoHkot, no 40
mr no 10 TabneTtok y
Gnictepi; no 3
Gnictepu B
KapTOHHIN kopobLi

dapmavresB
TUYHWUIA
3aBog

"Monbap

ma" C. A.

Monbwa

dapmaueBTNYHUIA
3aBop
"Monbcapma" C.
A

Monbwa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu
| Tuny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHuX AaHuX Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEeHUX AaHWX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvMKa ons
34iNCHeHHA dhapmakoHarnsaay B YKpaiHi, AKWo BoHa
BiAMiHHa BiJ, yNOBHOBaXXeHOI 0cobu, BignosigansHoi
3a 3gdiicHeHHs cbapmakoHarnsay (Bkrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu papmakoHarnagy). 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
tbapmakoHarnag B YkpaiHi.

[Hitoya pepakuis: TaHacoBa 3opsiHa MukonaisHa.
MponoHoBaHa pegakuis: Tecniok OneHa
BonogvmupisHa. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0cobu 3asiBHUWKA, BianosigansHoi 3a
dapmakoHarnag B YkpaiHi

3a
peuenmom

UA/13299/01/04

1809.

CAPIH®

PO34MH OparnbHUiA,
200 mr/mn no 100
mn, 200 mny
cdnakoHi; no 1
dNaKkoHy 3 NOXKOH
nosyearnbHoto abo
[03YH4NM CTakaHOM
abo wnpuuyom
[03yBanbHUM Y
nayui

AT
"®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3MiHM
| Tuny - 3miHun 3 akocTi. MegnyHi npuctpoi. 3miHa
NpUCTPOIB ANs BUMipHOBaHHS [031 abo BBEAEHHS

nikapcbkoro 3acoby (iHLWi 3MiHW) - BBEAEHHS
anbTepHaTUBHOIO A03Y4Oro NPUCTPOIo, a came
cTakaH go3sytouunn (2,5/5/7,5/10/15/20 mn);

OHOBMeEHHS p. «Ynakoka» MKA J13. 3miHn BHeceHo

B iHCTPYKLit0 NSt MEAWYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby B po3ain "Ynakoska"

(nopaBaHHA cTakaHy [03YHYOro) Ta sik HacmifaoK - B
po3ain "Cnoci6 3acTtocyBaHHsi Ta fo3n". BBoeHHs
3MiH NPOTArom 6-Tu MICAILIB MiCNs 3aTBEPOXKEHHS.
3miHu | TUny - 3miHK 3 sikocTi. MeanyHi npucTpoi.

3MiHa Np1CTpOIB ANS BUMipOBaHHSA [03M abo
BBE/IEHHS Nikapcbkoro 3acoby (noaaBaHHs abo
3aMiHa NPUCTPOIO, KU HE € HEBIA'EMHOIK YaCTUHOI
nepBUHHOI ynakoBku) - MpucTpin, akun mae CE-
MapKyBaHHS — BBEAEHHS anbTepHaTVBHOIO
[03yt04O0ro nNpucTpoto, sikin mae CE-mapkyBaHHs, a
came Lnpuu-go3arop (5 mn) Ta wnpu

posyBanbHuii (10 M) 3 BigNoBiAHMMU 3MiHaAMK Y p.
«YnakoBka» MK#A J13. 3MiHM BHECEHO B iHCTPYKLtO

ANs MEQUYHOTO 3acTOCYBaHHS IikapCbKoro 3acoby B

po3gin "YnakoBka" (oogaBaHHs wnpuusi

be3
peuenma

He
nidnsieae

UA/16480/02/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
[03yBarbHOro) Ta sik Hacnigok - B po3ain "Cnocio
3acToCyBaHHs Ta 4o3n". BBeaeHHs 3MiH NpoTSArom 6-
TV MicaLiB nicnsa 3aTBepyKeHHs. 3MiHu | Tuny -
3MiHM 3 skocTi. MeanyHi npucTpoi. 3miHa NpUcTpoiB
Ansi BUMiptoBaHHs 1031 abo BBEAEHHS NiKapCbKOro
3acoby (gqoaaBaHHs abo 3amiHa NPUCTPOLO, SKUIA He
€ HEeBi'€EMHOI0 YaCTMHO NEPBUHHOI YNAKOBKM) -
MpucTpin, saknn mae CE-mapkyBaHHs - BBEAEHHS
anbTepHaTVBHOIO A03YH4Oro NPUCTPOIO, SKIN Mae
CE-mapkyBaHHS1, a came [03ylounii cTakaH
(2,5/5/10/15/20 mn), 3 BIANOBIAHMMU 3MiHAMK Y P.
«YnakoBka». 3MiHN BHECEHO B iHCTPYKLito Ans
MeAMYHOro 3aCTOCyBaHHsI NikapcbKoro 3acoby B
po3ain "YnakoBka" (ogaBaHHst O3YHYOro cTakaHa)
Ta sk Hacnigok - B po3ain "Cnocib 3actocyBaHHs Ta
no3n". BBeaeHHst 3MiH NpoTsrom 6-tu micauis nicns
3aTBEPAXKEHHS.
190. | CENTE®PUN | Tabnetku no 0,2 mr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH O peecTpauiiHuX maTtepianis: 3MiHN 6e3 UA/6210/01/01
®-0APHUUA no 10 TabneTtok y "dapmaune "papmaueBTnYHa | Tuny - 3miHu Wwopo 6e3nekn/edpekTMBHOCTI Ta peuenma
KOHTYPHIW BTUYHA dipma "OapHuuga" apmakoHarnsaay (iHwi 3amiHw).
YapyHKOBIn dipma OHOBMEHHSs1 TEKCTY MapKyBaHHS NEPBUHHOI Ta
ynakoBui, no 1 abo "NapHuus" BTOPWMHHOI YNaKkoBOK fikapcbkoro 3acoby, a came:
no 2, abo no 4 BUIYyYEHO iHpopMaLlito, 3a3Ha4YeHy POCINCHKOD
KOHTYPHI YapyHKOBI MOBOI; YTOMHEHO iHGOPMALLitO LWOAO HAABHOCTI
yMakoBKM B nauui; no noroTuny 3asiBHUKa/BUpoOHKKa; goaaHo QR-koa.
10 TabneTok y TepmiH BBEAEHHS 3MiH NpoTArom 6 micauis nicns
KOHTYPHMX 3aTBEpOKEHHS
YapyHKOBUX
ynakoBKax
191. | CUHYNPET® | cupon, no 100 mny BioHopuka | HimeuuunH BioHopuka CE HimeuumHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: bes UA/20264/01/01
H cdnakoHi; no 1 CE a TEeXHiYHa nomunka (3rigHo Hakaszy MOS3 Big peuenma
dnaKkoHy 3 MipHUM 23.07.2015 Ne 460) - BunpaBneHo TexHi4Hy
KOBMa4KoM y NOMMUIIKY Y TEKCTi MapKyBaHHS BTOPUHHOT YNaKoBKM
KapTOHHiI kopobui nikapcbkoro aacoby y posgini 2. KINIbKICTb AIK040T1
PEYOBWHW, a came: KOpEKTHO 3a3HA4€HO Ha3By
[it0Y0T pevyoBMHM KBITOK NEPBOLBITY 3 YaLLEYKO
NaTUHCBLKOK MOBOIO (3aTBepaxeHo: Flores
Primulaecum Calycibus, 3anponoHoBaHo: Flores
Primulae cum Calycibus). 3a3Ha4yeHe BUNpaBneHHs
Bignosigae matepianam peecTpauinHoro 4ocbe
192. | CUHYMPET® | Tabnetku, BKpUTI BioHopuka | HimeuyuunH nepBuHHe Ta HimeyumHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: bes UA/15267/01/01
EKCTPAKT o6onoHkoto; no 10 CE a BTOPUHHE YTOYHEHHA HanucaHHA BUPOGHUKIB B Hakasi MO3 peuenma
TabneTtok y 6nictepi; nakyBaHHS, Ykpainu Ne 176 Bip 02.02.2024 B npoueci
no 2 abo no 4 KOHTPOrb Ta BHeCeHHs 3MiH i B Hakasi Ne 306 Big 22.02.2024 B
Gnictepuy BUMYCK cepii: npoueci yTouHeHHA YMOB Bignycky. Pegakuis B
KapTOHHiI kopobLyi BioHopuka CE, Hakasi - NepBrNHHE Ta BTOPVHHE MaKyBaHHS,
HimeuuunHa; KOHTPOrb Ta BUNYyckK cepii: bioHopuka CE,
BUPOGHMLTBO in- HimeuumHa; BupobHuLTBo in-bulk: PotTeHgopd
bulk: dapma 'M6X, HimeuumHa; BupobHuuTBO in-bulk:
PotteHpopd BiBenbxose M6X, HimeuunHa; BUpOOGHMLTBO in-

dapma 'mbX,

bulk: OpareHodapm Anotekep Miownb MmbX,
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Hime4vuuHa; HimevuunHa. BipHa pepakuis - nepBuHHe Ta
BMPOBOHMLTBO in- BTOPUHHE NaKyBaHHSA, KOHTPONb Ta BUMYCK cepii:
bulk BioHopuka CE, HimeuunHa; BUpOGHMUTBO in-
Bisenbxose MvbX, bulk: PorteHgopd Papma M'm6X, HimeuuunHa;
Himevuunna BMpPOGOHULUTBO in-bulk: BiBenbxose MM6X,
HimeuunHa
193. | CONEAYM® racTPOPEe3nCTEHTHI Kaccenna- | Hime4yuumH HaHeCceHHs HimeuunHa/ | BHeCeHHs 3MiH OO peecTpauinHuX MaTepianis: 3MiHU bes He UA/15105/01/02
ana qITen Kancynm m"siki, no meq M'meX a NOKPUTTH, PymyHis | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenma nidnszae
100 wr; no 20 & Ko. KI BTOPUHHE 3MiHN y BUpoOHMUTBI. 3aMiHa abo BBeAeHHs!
kancyn y énicrtepi; nakyBaHHS, [0AaTKOBOI AinNbHULI BUPOOHULITBA ANS YacTMHN abo
no 1 6nictepy B KOHTPOIb AKOCTI, BCbOr0 BUPOGHMYOro NpoLIeCy roTOBOrO MikapCbKoro
KapTOHHIl KOpooLyi; BUMYCK Cepil: 3acoby (AinbHMUSA, Ha siKin npoBoaaTbCA Byab-aki
no 25 kancyny Knoctepdpay BUPOGHWUI cTagii, 3a BUHATKOM BUMYCKY Cepit,
6nicTepi; no 2 abo 4 Bepnin M'mbX, KOHTPOIIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
Gnictepu B HimevuunHa nakyBaHHS, 41151 HECTEPUINbHUX MikapCbknx 3acobiB)
KapTOHHIl kopobui HaHEeCEeHHs! - BBEEHHS anbTepHaTUBHOI AinbHULi BUpobHMUTBA
NoKpuTTA, (HaHeceHHs1 nokpuTTs) ApTecaH ®apma Mv6X
KOHTPOIb SKOCTI, &Ko.KI. BeHgnaHngwTpacce 1, JltoyoB (BeHanaHg),
BUMYCK Cepil: HwxHsi CakcoHisi, 29439, HimeuyunHa o Bxe
ApTtecaH ®apma 3aTBepakeHoi AinbHuui Knoctepdpay bepniH MTm6X,
'M6X & Ko. KT, HimeuumHa BeeaeHHs 3MiH npoTarom 6-tu micsauis
HimevuunHa nicns 3aTBepAXeHHst; 3MiHu | Tuny - 3MiHM 3 SKOCTI.
nepBuHHe Ta [oToBMI Nikapcbkui 3aci6. 3MiHKM Yy BUPOBHULITBI.
BTOPUHHE 3miHa iMnopTepa/3miHu, WO CTOCYHTLCSI BUMYCKY
nakyBaHHS: cepii Ta KOHTPOSIO AKOCTI FOTOBOrO NiKapCbKoro
AptecaH ®apma 3acoby (3amiHa abo foaaBaHHSA BUPOOHMKA, LLO
'mBbX & Ko. KT, BignoBigae 3a BBe3eHHsi Ta/abo BuUNyck cepii) -
HimeyuunHa Bknitoyaroum koHTponb/BunpobyBaHHs cepii -
BTOPUHHE BBEAEHHS anbTepHaTMBHOI AiNbHULI, BignoBigansHol
nakyBaHHS: 3a KOHTPOSb AKOCTI Ta BUMNyck cepii, AptecaH ®apma
AptecaH ®apma Mv6X &Ko.KT, HimeuunHa o Bxe 3aTBepmxeHol
'mbX & Ko. KT, AinbHuLi Knoctepdpay Bepnin M'M6X, HimewunHa.
Himeuyunna 3MiHM BHECEHO B iHCTPYKLUilO ANst MEOUYHOTO
BUPOGHMLTBO 3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu

kancyn (6e3
nokputTs) in bulk:
KaTtaneHt
HimeyunHa
E6epbax M6X,
HimevuunHa
BUPOOHMLTBO
kancyn (6e3
nokputTs) in bulk:
Csicckanc
PymyHist CPJ1,
PymyHis

«BunpobHuk» Ta «Micue3HaxomKeHHs BUPOOHMKa Ta
agpeca Micusi NPOBaKEHHS MOro AisNbHOCTI» 3
BiANOBIgHNMMW 3MiHAMU Y TEKCTi MapKyBaHHSs
yMakoBKM NikapcbKkoro 3acoby (AoaaBaHHs
BUPOGHWKa). BBeeHHs1 3MiH NpoTsirom 6-Tu Micauis
nicnsi 3aTBepaKeHHs!; 3MiHK | TURY - 3MiHKU 3 SKOCTI.
[oToBMI Nikapcbkun 3aci6. 3MiHKM y BUPOBHULITBI.
3MiHn y npoueci BUpoBHWLTBa rOTOBOTO MikapCbKOro
3acoby, BKNoYaun NPOMKHUIA NPOAYKT, Lo
3aCTOCOBYETLCS MNP BUPOOHULTBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BUPOGHMLTBA) - HE3HAYHI 3MiHM B NPOLECI
BMPOGHMLTBA, BHECEHHS KOPUIyBaHb B NPoOLiEC
BMPOGHMLUTBA NPUroTYBaHHs cycneHsii | ans
NOKPUTTS Kancyn (AoaaBaHHs cTafii BiACTOBaHHS
cycneHsii | nepen goaaBaHHSAM gucnepcii
Surelease). BBeieHHs1 3MiH NpoTsirom 6-TW MicsiLiB
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

nicnsa 3aTBepAXeHHst; 3MiHu | Tuny - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BUNpobyBaHHsi FOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepoKeHUX MeTogax
BUNpoOyBaHHS) - OHOBMEHHs po3ainy 3.2.P.6
CcTaHAapTHI 3pa3ku Ta npenapaTy, BKIoYayn
OHOBIEHHSA AOKYyMeHTaLii AN eTanoHHOI pevyoBUHU
1,8-umnHeon, WO BMKOPUCTOBYETLCSA ANs MeToay
BMNpobyBaHHs «BusHaveHHs uMHeony Ta
HeigeHTudikoBaHMX AOMILLOK». [pn BBEaeHI
anbTepHaTMBHOI AiNbHULI, BigNOBiAaNbHOI 3a
KOHTPOJb SIKOCTi Ta BUMYCK cepii, Byno npuiHATo
BUKOPWCTOBYBATU CMiNlbHY NEPBUHHY €TaNOHHY
peyoBuMHy ans obox AinbHuL Knoctepdpay bepnin
'M6X Ta ApTecaH ®apma 'mM6X &Ko.KI, HimeuyunHa.
BBeneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHSI; 3MiHM | TUNy - 3MiHM 3 SKOCTI.
["oToBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMUNpoByBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepOKEeHNX MeTodax
BMNPOOYBaHHS) - HE3HAYHI 3MiHW 40 3aTBEPAXKEHOrO
meToay BunpobyBaHHsa «BusHavyeHHs1 uMHeony Ta
HeiaeHTUMIKOBaHNX JOMILLOK», a came BUAaneHo
iHcbopMmaLito Wwoao B1ay razoBoro xpomartorpagy,
npu LbOMY YMOBMW XpomaTtorpadyBaHHs
3anuwunuch 6e3 3MiH; 4o po3paxyHKy «Bmicty cymu
HeigeHTUIKOBaHMX AOMILLOK Ta HANBINbLWOT
OAMHOYHOT JOMILLKM» JoAaHO nopir peecTpalii
pomiwku(signosiaHo o kepisHuyTtea ICH Q3B) -0,1
%; B0 hopMynn po3paxyHKy BHECEHO peAaKTOPCbKy
npaBKy — 404aHO NOCUIIaHHS Ha OfHY Kancyny.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBepAKEHHs1; 3MiHu | Tuny - 3MiHK Wwozao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHwi
3MiHN) - OHOBINEHHS 3aTBEPKEHONO TEKCTY
MapKyBaHHsI MEPBUHHOI Ta BTOPMHHOI YNaKoBKU
nikapcbkoro 3acoby. BeegeHHs 3MiH npoTsirom 6-t1
MicsiLiB Micnsi 3aTBEPOKEHHS

194.

CONEOYM®
®OPTE

racTpoOpPe3nUCTEHTHI
Kancynu m'siki, no
200 mr no 20 kancyn
y 6nictepi; no 1
Gnictepy B
KapTOHHiIl kopobuyj;
no 25 kancyny
GnicTepi; no 2 abo 4
Gnictepu B
KapTOHHiI kopobLyi

Kaccenna-
men M'meX
& Ko. KI

HimeyuunH
a

HaHeCeHHs
NoKpUTTS,
BTOPUHHE
nakyBaHHsi
KOHTPOIb SIKOCTI,
BUMYCK cepii:
Knoctepdpay
BepniH M'mbX,
HimevuunHa;
HaHeCeHHs
NoKpUTTS,

Himeuumnna/
PymyHis

BHECEHHS 3MiH IO peecTpauiiHnX maTtepianis: 3MiHM
| Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib.
3MiHM y BUpo6HMLTBI. 3aMiHa abo BBeOEHHSI
[0AaTKOBOI AiNbHULI BUPOOHULITBA A4S YacTMHKU abo
BCbOro BUPOBHNYOro NpoLiecy roToBOro NikapCbKoro
3acoly (AinbHULS, Ha ki NpoBOAATLCS Oy Ab-siKi
BMPOBHWYI CTagii, 338 BUHATKOM BUMYCKY Cepin,
KOHTPOIMIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHsi, NS HECTEPUIbHMX NiKapCbKNX 3acobiB)
- BBegeHHs anbTepHaTMBHOI AiNbHUL BUPOOHMLTBA
(HaHeceHHs1 nokpuTTs) ApTecaH ®apma Mv6X

be3
peuenma

nionsieae

UA/15105/01/01




129

[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

KOHTPOIb SIKOCTI,
BMNYCK cepii:
AptecaH ®apma
M6X & Ko. KT,
HimeuuunHa;
nepBUHHE Ta
BTOPUHHE
naKyBaHHs:
AptecaH ®apma
'mbX & Ko. KT,
HimeuuunHa;
BTOPUHHE
nakyBaHHs:
ApTtecaH ®apma
'mBX & Ko. KT,
HimeuumnHa;
BMPOBHMLTBO
kancyn (6es

nokputTs) in bulk:

KaTtaneHt
Himeyunna
EGepbax M'vbX,
Hime4vuuHa;
BUPOBHMLTBO
kancyn (6e3

nokputTs) in bulk:

Csicckanc
PymyHist CPJ1,
PymyHis

&Ko.KI. BeHgnaHngwTtpacce 1, JltoyoB (BeHanaHg),
HwxHst CakcoHisi, 29439, HimeuunHa go Bxe
3aTBepaKeHol AinbHuLi Knoctepdpay bepnin M'mbX,
HimeuyunHa. BBegeHHs 3MiH NpoTsirom 6-Tu micauis
nicns 3aTBepmkeHHs; 3MiHn | Tuny - 3MiHU 3 SKOCTI.
["oToBMI nikapcbkuit 3aci6. 3MiHM y BUPOOHULITBI.
3MiHa imnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOMIO SIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fogaBaHHSA BUPOOHMKA, LLO
BignoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkntoyatoun koHTponb/BUNpobyBaHHs cepii -
BBegeHHs anbTepHaTMBHOI AiNbHUL,
Bi4NOBigaNbHOI 3a KOHTPOSb AKOCTi Ta BUMYCK cepil,
AptecaH ®apma N'mbX &Ko.KI', HimeuunHa go Bxe
3aTBepakeHol AinbHuui Knoctepdpay bepnid M'vbX,
HimeuyumHa. 3miHM BHECEHO B iHCTpYKUito Ans
MEeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3ainu «BupobHuk» Ta «Micue3HaxomkKeHHsi
BMpOGHMKa Ta agpeca Micus NpoBagXXeHHs Moro
OiSANbHOCTI» 3 BiANOBIAHUMU 3MiHAMW Y TEKCTI
MapKyBaHHs1 yakoBKM MikapcbKoro 3acoby
(nopaBaHHsi BUpobHUKa). BBegeHHs 3MiH NpoTSrom
6-Tn micauiB nicnsa 3aTBepmXeHHs; 3MiHn | Tuny -
3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3acit. 3MiHN y
BUPOGHMLTBI. 3MiHM y npoueci BUpoGHMLTBA
roTOBOrO fikapCbKOro 3acoby, BKo4a4m
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NMpK
BMPOGHMUTBI rOTOBOrO Nikapcbkoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHMLTBA) -
HesHauHi 3miHM B npoLeci BUpobHULTBA, BHECEHHS
KOpWryBaHb B MpoLec BUPOBHMLTBA NPUrOTYBaHHS
cycneHsii | Ansg noKpuTTS Kancyn (4ofAaBaHHS cTagil
BiCTOIOBaHHS cycneHsii | nepea goaaBaHHAM
aucnepcii Surelease). BBegeHHst 3MiH npoTsirom 6-Tu
MicauiB nicnsa 3aTBepmpkeHHs; 3MiHum | Tuny - 3MiHuM 3
sKocTi. [oToBWI nikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa y meTopax
BMNpobyBaHHs FOTOBOrO NiKapCbKoro 3acoby
(He3HauHa 3MiHa y 3aTBepoKeHUX MeToaax
BUNpobyBaHHs)- OHoBNeHHs po3gainy 3.2.P.6
CTaHOapTHI 3pa3ku Ta NpenapaTu, BKIYaym
OHOBJIEHHS AOKyMEHTALii Ansi eTanoHHOI Pe4YoBUHN
1,8-uunHeon, WO BUKOPUCTOBYETLCS ANs MeToay
BMNpoOyBaHHsA «BusHaveHHs umHeony Ta
HeigeHTudiKoBaHMX AOMILLOK». [pn BBeaeHi
anbTepHaTUBHOI OiNbHULI, BiANOBIAanbHOI 3a
KOHTPOMb SIKOCTi Ta BUMYCK cepii, 6yno NpuiHATO
BUKOPWCTOBYBATM CriflbHY NEPBUHHY ETaNOHHY
peyoBuHy Ans o6ox dinbHUY Knoctepdpay Bepnin
'm6X Ta AptecaH ®apma N'moX &Ko.KI'. BBeaeHHsi
3MiH NPOTSArom 6-Tv MiCsILiB MiCNsi 3aTBEPOXKEHHS;
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3MiHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUIA NikapCbkui
3aci6. KoHTpornb roToBoro nikapcebkoro 3acoby.
3miHa y MmeTogax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNpobyBaHHS) - HeaHauHi
3MiHW 4O 3aTBEPAXXEHOro MeToAy BMMPOoGyBaHHS
«Bu3HayeHHs unHeony Ta HeigeHTUiKkoBaHNX
OOMILLIOK», @ caMe BuaaneHo iHopMaLio Wwoao
BMAY ra3oBoro xpamorpady, npu Lbomy yMOBM
XpomarorpadyBaHHs 3anumnuce 6e3 3aMiH; o
po3paxyHKy «BmicTy cymu HeigeHTudikoBaHUX
[OMILLOK Ta HaNBINbLLOT OANHOYHOI JOMILLIKU»
[o4aHo nopir peecTpauii 4oMmilku (BianoBiaHo Ao
kepiBHuuTBa ICH Q3B) -0,1 %; Ao hopmynu
pO3paxyHKy BHECEHO pedakTopCbKy MpaBKy —
[0[aHo NocunaHHs Ha ogHy Kancyny. BeeaeHHs
3MiH NPOTSArom 6-TW MICSILB MiCNs 3aTBEPOKEHHS;
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta chapmakoHarnsaay (iHwi amiHn) - OHOBNEHHS
3aTBEPPKEHOTO TEKCTY MapKyBaHHS NepBUHHOI Ta
BTOPWHHOI YNakoBKW fikapcbkoro 3acoby. BBeaeHHsi
3MiH NPOTAroM 6-T MicsLiB NiCNs 3aTBEPIKEHHS

195.

CTAYPYM

PO34MH ANiS iH'EKLIN,
200 mr/2 mn; no 2
MA B amnyni, no 5
abo no 10 amnyn B
KapTOHHIN navui

TOB
"®OPC-
SAPMA

ONCTPUB
FOLLH"

Ykpaina

K.T. POM®APM

KOMMAHI C.P.J1.

PymyHis

BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHun
| Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi amiHn) 3miHM BHeceHo B

TEKCT MapKyBaHHSA BTOPUHHOI YNaKOBKMN NiKapCbKoro

3acoby y n.11 "HaimeHyBaHHs i MicLle3Hax0aKEeHHS

BUpOGHYMKa Ta/abo 3asiBHUKA", @ came

KOHKPEeTM130BaHo iHpopMalLlito LLoAo Ha3Bu Ta

MiCLile3Hax04KEHHS 3asiBHMKA Ta BUpobHuka. TepMiH

BBEOEHHS 3MiH - NpoTSArom 6 Micsuis nicns
3aTBEPOKEHHS.

3a
peuenmom

UA/18601/01/01

196.

TAHTYM
BEPOE®

crpew Ans poToBoi
NOPOXHWHK, 1,5
mr/mn; no 30 mny
rakoHi 3
Hebynarizepom; no 1
dnakoHy y
KapTOHHiIl kopobui

Asienge
Kimike
PiyHiTe
AHXeniHi
dpaHyeck

o
AKP.AO®.
C.n.A.

ITanis

AsieHge Kimike
PiyHiTe ArxeniHi
PpaHyecko

AKPA®. CnA

ITania

BHECEHHS 3MiH A0 peecTpauinHuX maTtepianis: 3MiHW
| Tuny - AgmiHicTpaTuBHi 3miHW. 3MiHa
HariMeHyBaHHA Ta/abo agpecu micus NpoBagXeHHSs
LisinbHOCTI BUPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKMHYa4u AinbHULL BUNYCKY
cepii abo MicLle NpoBeeHHS KOHTPOO AKOCTI.
(misnbHicTb, 3a siky Bignosiaae BMpobHUK/iMnopTep,
BKIHOMAO4M BUMNYCK Cepill) 3MiHa agpecu Micus
NpOBaKeHHs OisnbHOCTI BUpobHuka M3. 3MiHn
BHECEHO B iHCTPYKLIO ANSt MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu «BupobHuk» Ta
«MicuesHaxomkeHHs BUpobHMKa Ta agpeca micus
NPOBaXeHHS NOro AiSNbHOCTI» 3 BiANOBIAHUMMN
3MiHaMK y TEKCTi MapKyBaHHS yNakoBKM fiKapCbKoro
3acoby. BBeneHHst 3mMiH npoTarom 6-Tn micsauiB nicns
3aTBEpPAKEHHS. 3MiHuM | Tuny - 3MiHM Wono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi
3MiHK). 3MiHa NOAAETLCS 3 METOK BUAANEHHS 3
iHCTPYKLUIii ANs MeAMYHOro 3aCTOCyBaHHS

be3
peuenma

nidnsieae

UA/3920/02/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nikapcbkoro 3acoby Ha3BW Ta MiCLe3HaXOMKEHHS
3as1BHMKa. BBegeHHs 3MiH NpoTArom 6-T micsauis
nicnsi 3aTBepaKEeHHS
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta cbapmakoHarnagy (iHwi 3miHW). 3MiHW BHECEHO B
TEKCT MapKyBaHHS NepBUHHOT YMaKOBKM MiKapCbKoro
3acoby B n. 11. «<HAUMEHYBAHHSA |
MICLUE3HAXOKEHHA BUPOBHUKA TA/ABO
3AABHUKA» wopo BuaaneHHst agpecy BUpobHUKa.
BBepneHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBEePAKEHHS
197. | TAHTYM NbOASHUKK 3 Asienge ITanisa BignosiganbHui Lseviyapis/ BHECEHHS 3MiH O peeCTpaLinHUX MaTepianis: 3MiHK be3 nionsieae UA/3920/03/01
BEPOE® M'STHUM CMaKoM Mo Kimike 3a BMPOGHULTBO dpaHuis/ | TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenma
3 wr; mo 10 PiyHiTe Hepo3dacoBaHoi ITanisa HanlmMeHyBaHHA Ta/abo agpecu micus NpoBagXeHHS
NbOASHUKIB Y CTiKy; AHXeniHi npoaykuii, nisnbHOCTI BUPOGHWMKa/imnopTepa roToBoro
no 2 a6o 3 crikn B dpaHyeck nepBUHHE Ta nikapcbkoro 3acoby, BKIoYauy AinbHULI BUMYCKY
KapTOHHIN nayui; no o BTOPUHHE cepii abo micue NpoBeAeHHSA KOHTPOIIO SKOCTI.
10 NbogsAHWKIB Yy A.KP.A®. nakyBaHHS: (misnbHIiCTb, 3a Ky BignoBiaae BUpobHMK/imnopTep,
Gnictepi; no 2 abo 3 C.n.A. OILW AT, BKITHOYaK04M BUMYCK Cepiit) - 3miHa agpecu Micusi
Gnictepu B LLisenuapis NPOBaAXeHHS AiANbHOCTI BUpo6HWKa 13, 3MiHn

KapTOHHIN nayui

BignosiganbHui
3a NOBHUI UMK:
M'eP ®ABP
MEOIKAMAH
NMPOOKOKCbHOH,
DdpaHLuis
BignosiganbHui
3a BTOPUHHE
nakyBaHHS,
KOHTPOMb SIKOCTI
Ta BUNYCK cepil:
AsieHge Kimike
PiyHiTe ArxeniHi
®paHyecko
AKP.A® CnA,
ITanis
BignosiganbHui
3a NepBuHHE Ta
BTOPUHHE
naKyBaHHS:
M'eP ®ABP
ME[LIKAMAH
MPOAKOKCbLOH,
PpaHuis

BHECEHO B iHCTPYKLIO AN MEANYHOrO 3aCTOCYyBaHHS
nikapcbkoro 3acoby y po3ginu «BupoGHuk» Ta
«MicuesHaxomkeHHs BUpOOHMKa Ta agpeca micus
NPOBAKEHHA NOro AisiNbHOCTI» 3 BignoBigHUMN
3MiHaMK1 y TEKCTi MapKyBaHHS yNakoBKM fikapCbKoro
3acoby. BBegeHHs 3MiH MpoTarom 6-Tu micauiB micns
3aTBepAKEHHS; 3MiHuM | Tuny - 3MiHM WwWoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay (iHwi
3MiHN) - 3MiHM BHECEHO B TEKCT MapKyBaHHS
BTOPUWHHOI YNaKoBKM Nikapcbkoro 3acoby y n. 16.
«IHPOPMALIIA, AKA HAHOCUTBCA LWPUDPTOM
BEPAINNSA». BeeaeHHs 3MiH npoTarom 6-Tv MicsLis
nicns 3aTeepaKeHHst; 3MiHu | Tuny - 3miHu Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay (iHLwi
3MiHM) - 3MiHN BHECEHO B iHCTPYKLit0 Ansi
MeAMYHOro 3acToCyBaHHS Nikapcbkoro 3acoby y
po3ginu «BrupobHuk» Ta «Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus NpoBagXXeHHS Noro
AIANbHOCTI» LWOAO0 3a3HaYeHHs 3aTBEPAXKEHOro
BMpobHYKa, BiANOBiAanbHOro 3a BUPOOHNLTBO
Hepo3dacoBaHoi MPOAYKLii Ta NepPBUHHE | BTOPUHHE
nakyBaHHs!, a TakoX BUITYYEHHS i3 3a3Ha4YeHUX
po3ainis iHCTPYKLUii 3apeecTpoBaHOro BUpobHUKa
«[MEP ®ABP MEAIKAMAH NPOAKOKCBHOH» 3
Bi4NOBIgHNMM 3MiHAMU Y TEKCTi MapKyBaHHS
yNaKoBKU fikapcbkoro 3acoby. [laHow 3MiHO
NPOMOHYETLCSA PO3AINEHHS TEKCTY MapKyBaHHS
yNaKkoBKM NMikapCbKoro 3acoby Ans CTBOPEHHS
OKPeMO Ans KOXHOro BUpobHMKa, Lo BiANoBiaaoTb
3a BMNYCK cepii Nnikapcbkoro 3acoby. BBeaeHHs1 3miH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAXKEHHS
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
198. | TEMOMEOAK | kancynu no 5 wmr, no Mepak HimeyumH BUPOGHMK, LLO HimeuumHa/ BHECEHHS 3MiH [0 peecTpaLiHMXx maTtepianis: 3MiHK 3a UA/13562/01/01
5 abo 20 kancyn y lesenblua a BignoBsigae 3a ITanis | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenmom
cdnakoHi; no 1 T hrop BTOPUHHY KoHTposb roToBoro nikapcbkoro 3acody. 3MiHa
dnakoHy B nayui KniHiwe YNaKkoBKY, napameTpiB cneundikaui Ta/abo 4onycTUMMX MeX
LWneuians KOHTpONb/BMNPObY roTOBOrO MikapCbKoro 3acoby (BHECEHHS 3MiH [0
npenapat BaHHs cepii, [OCbE MiCns OHOBIEHHS 3aranbHOI CTaTTi Ha rOTOBY
e M6X [03BiN Ha BUNYCK nikapcbky copmy y [dY/EBponeiicbkin
cepii: Mepak hapmakoneri) - OHOBMEHHS JONYCTUMUX MEX
[esenbliadT drop cneumdikauii M3 3a nokasHnkom «MikpobionoriyHa
KniHiwe yucToTa» Micns OHOBMEHHS 3aranbHoi cTatTi Ph.
Lnewuiansnpenapa Eur. 5.1.4. (Ph. Eur. 2.6.12)
Te MbX,
HimeyumnHa;
BiAgnNoBigaTb 3a
BUPOBHMLTBO
Hepo3dacoBaHoI
npoaykuii,
nepBUHHY
yMaKoBKy,
KOHTpOnb/BUNpoby
BaHHs cepii:
XaynT ®apma
Awmaper 'mM6X,
HimeuumnHa;
Hepdapma C.p.J1.,
ITanis
199. | TEMOMEQAK | kancynu no 20 wmr, Mepak HimeyuumH BUPOGHWK, LLIO Himeyumna/ BHECEHHS 3MiH 0 peecTpauinHuX maTtepianis: 3MiHK 3a UA/13562/01/02
no 5 a6o 20 kancyn lesenblia a Bignosigae 3a ITanis | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuit 3acib. peuenmom
y cbnakoni; no 1 T drop BTOPUHHY KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
dnakoHy B nayui KniHiwe ynakoBKY, napameTpiB cneuudikauin Ta/abo gonycTummnx mex
LWnewjans KOHTpOnb/B1Npoby roTOBOro NMikapCbKoro 3acoby (BHECEHHS 3MiH 0
npenapat BaHHS cepii, [0CbE MICNA OHOBIIEHHS 3aranbHOI CTaTTi Ha roTOBY
e MbX [03BiN Ha BUMyCK nikapcbky chopmy y AdY/EBponeiichkin
cepii: Megak hapmakonei) - OHOBMEHHSI JONYCTUMUX MEX
lesenbwadT drop cneuudikauii M3 3a nokasHukom «MikpobionoriyHa
KniHiwe YncToTa» NiCrs OHOBIEHHSA 3aranbHoi cTaTTi Ph.
LLnewuiansnpenapa Eur. 5.1.4. (Ph. Eur. 2.6.12)
Te M6X,
HimeuuuHa;
BiAgnoBigaTb 3a
BUPOOHMLTBO
Hepo3dhacoBaHoI
npoaykui,
NepBUHHY
yMaKoBKY,
KOHTpOnb/BUNpoby
BaHHs cepii:
Xaynt ®apma
Awmaper 'm6X,
HimeuuuHa;

Hepdapma C.p.J1.,




133 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
ITanis
200. | TEMOMEDAK | kancynu no 100 wr, Mepak Himeuumn BUPOGHWK, LLIO Himewumnna/ BHECEHHS 3MiH O peecTpauiHMX maTtepianis: 3MiHN 3a UA/13562/01/03
no 5 a6o 20 kancyn [esenblwa a Bignosigae 3a ITania | TMny - 3MiHK 3 skocTi. FoTOBMIA NikapCbKuMiA 3aciO. peuenmom
y cbnakoni; no 1 dT drop BTOPUHHY KoHTponb roToBoro nikapcbkoro 3acoby. 3MiHa
dnakoHy B nayui KniHiwe yMaKoBKy, napameTpiB crneumdikalin Ta/abo onycTUMmUX Mex
LWneujans KOHTpOnb/B1Npoby roTOBOro MikapcbKoro 3acoby (BHECEHHS 3MiH 0
npenapat BaHHS cepii, [0CbE MICNA OHOBIEHHS 3aranbHOI CTaTTi Ha roToBY
e M6X A03BIN Ha BUMYCK nikapcbky chopmy y AdPY/EBponeichkin
cepii: Megak thapmakonei) - OHOBMNEHHSI JOMYCTUMMNX MEX
[esenbliadT drop cneumdikauii M3 3a nokasHnkom «MikpobionoriyHa
KniHiwe yucToTa» Micns OHOBMEHHS 3aranbHoi ctatTi Ph.
LLnewuianenpenapa Eur. 5.1.4. (Ph. Eur. 2.6.12)
Te mM6X,
HimeyuunHa;
BigMNoBigaTb 3a
BUPOBHMLTBO
Hepo3dhacoBaHoi
npoaykuii,
nepBUHHY
yMaKoBKYy,
KOHTPOMb/BUNPOBY
BaHHs cepii:
Xaynt ®apma
Amaper 'mM6X,
HimeyumnHa;
Hepdpapma C.p.J1.,
ITanis
201. | TEMOMERAK | kancynu no 140 wr, Mepak HimeyvumH BUPOBHWK, LIO HimeuumHa/ | BHeCeHHS 3MiH JO peecTpauinHuX MaTepianis: 3MiHU 3a UA/13562/01/04
no 5 kancyny lesenblua a BignoBifae 3a ITanisa | Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbkun 3acib. peuenmom
cnakoHi; no 1 dT drop BTOPUHHY KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
dnakoHy B nayui KniHiwe ynaKoBKy, napameTpiB cneuudikauin Ta/abo gonycTumMmnx mex
LWneuians KOHTpOnb/B1Npoby roTOBOro MiKapCbKoro 3acoby (BHECEHHS 3MiH A0
npenapaTt BaHHA cepil, [0CbE NICns OHOBMEHHSA 3aranbHOl CTaTTi Ha roToBY
e MbX [03BiN Ha BUMYCK nikapcbky copmy y AdPY/EBponeiichkin
cepii: Mepak dapmakonei) - OHOBEHHS AONYCTUMUX MEX
[esenbwadT drop cneuudikauii M3 3a nokasHukom «MikpobionoriyHa
KniHiLwe YncToTa» NiCrs OHOBMEHHSA 3aranbHoi cTaTTi Ph.
LLneuiansnpenapa Eur. 5.1.4. (Ph. Eur. 2.6.12)
Te MBX,
HimeuuuHa;
BignoBigaThb 3a
BUPOGHMLUTBO
Hepo3dhacoBaHoI
npoaykuii,
nepBUHHY
yMaKoBKY,
KOHTpOnb/B1Npoby
BaHHSA cepil:
Xaynt ®apma

Awmaper 'm6X,
Himev4uHa;
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Hepdpapma C.p.J1.,
ITanis
202. | TEMOMEDAK | kancynu no 180 wmr, Mepak HimeyumH BUPOGHMK, LLO Himeyumna/ BHECEHHS 3MiH O peecTpauiiHuX maTtepianis: 3MiHN 3a UA/13562/01/05
no 5 kancyny lesenblua a BignoBsigae 3a ITanis | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenmom
dnakoHi; no 1 T drop BTOPUHHY KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
cnakoHy B nayui KniHiwe YyNakoBKY, napameTpiB cneundikaui Ta/abo 4onycTUMMX MeX
LWneuians KOHTpONb/BMNPObY roTOBOrO MikapCbKoro 3acoby (BHECEHHS 3MiH [0
npenapat BaHHS cepii, [0CbE MICNA OHOBIEHHS 3aranbHOI CTaTTi Ha roToBY
e M6X [03BiN Ha BUNYCK nikapcbky copmy y [dY/EBponeiicbkin
cepii: Megak thapmakonei) - OHOBMEHHSI JOMYCTUMMX MEX
lesenbwadt drop cneumdpikauii N3 3a nokasHukom «MikpobionoriyHa
KniHiwe YucToTa» NiCns OHOBIEHHSA 3aranbHOI cTaTTi Ph.
LLneuianenpenapa Eur. 5.1.4. (Ph. Eur. 2.6.12)
Te M6X,
HimeuumnHa;
BigNoBigaTb 3a
BMPOBHMLTBO
Hepo3dacoBaHoI
npoaykuii,
NepBUHHY
yNaKoBKYy,
KOHTPOMb/BUMNPOBY
BaHHS cepii:
XaynT ®apma
Amaper 'm6X,
HimeuuuHa;
Hepdapma C.p.J1.,
ITanis
203. | TEMOMERAK | kancynu no 250 wr, Mepak HimeyumH BUPOBHWK, LIO HimeuunHa/ | BHeCeHHS 3MiH JO peecTpauinHuX MaTepianis: 3MiHU 3a UA/13562/01/06
no 5 kancyny lesenblia a Bignosigae 3a ITanis | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib. peuenmom
dnakoHi; no 1 T dhrop BTOPUHHY KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
dnakoHy B nayui KniHiwe yMnaKoBKy, napameTpiB cneuudikauin Ta/abo gonycTumMmnx mex
Lneuians KOHTpOnb/BMNpobY roTOBOrO MikapCbKoro 3acoby (BHECEHHS 3MiH [0
npenapat BaHHA cepil, [0CbE NiCns OHOBMEHHSA 3aranbHOl CTaTTi Ha roToBY
e m6X [03BiN Ha BUMYCK nikapcbky chopmy y AdPY/EBponeiichkin
cepii: Megak hapmakonei) - OHOBMEHHSI JONYCTUMUX MEX
[esenbwadT drop cneuudikauii M3 3a nokasHmkom «MikpobionoriyHa
KniHiwe yucToTa» Micns OHOBMEHHS 3aranbHoi cTatTi Ph.
LWneuianenpenapa Eur. 5.1.4. (Ph. Eur. 2.6.12)
Te MB6X,
HimeuuuHa;
BiAnoBigaTb 3a
BUPOGHULTBO
Hepo3dhacoBaHoi
npoaykui,
NepBUHHY
yMaKoBKy,
KOHTpOnb/BUNpoby
BaHHSA cepil:
XaynTt ®apma

Awmaper 'm6X,
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
HimeyumnHa;
Hepdpapma C.p.J1.,
ITanis
204. | TEPA®NIO NOPOLLIOK ANA XaneoH LLsenuapi OENbO®APM ®paHuis BHECEHHS 3MiH 40 peecTpauinHMX MaTepianis: 3MiHu bes UA/5797/01/01
EKCTPA 3I oparnbHOro Po34nHy; KX CAPI a OPJIEAH | TMny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenma
CMAKOM 1 naket 3 HaliMeHyBaHHs Ta/abo agpecu 3asiBHUKA (BnacHUKa
JIMMOHA nopotukom; 10 peecTpauifHoro noceigvyeHHs1) 3MiHa Ha3Bu
nakeTiB 3 MOPOLUKOM 3asBHuka 3 [CK KoHcbiomep Xenckep CAPJ,
Y KapTOHHIl kopobui LLIserinapis Ha XaneoH KX CAPJ1, LLeenuapis. 3miHa
agpecw 3asiBHWKa He nepepbavaeTbcs. BBegeHHs
3MiH NpOTSArom 6-TW MiCsILiB MiCNsi 3aTBEPAKEHHS
205. | TETPAKCUM cycneHsis gns CaHodi ®paHuin BUPOBHMLTBO PdpaHuis/ BHECEeHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu 3a He UA/13069/01/01
®ITETRAXIM iH’ekuiv no 1 Mactep roToBOro YropwuHa | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuyennmom | nidnseae
BAKLIMHA nornepegHbLo Hepo3dacoBaHoro HanmeHyBaHHA Ta/abo agpecu micus NpoBagXeHHSs
anda 3anoBHEHOMY NPOAYKTY, nisnbHOCTI BUPOGHWMKa/imnopTepa roToBoro
NMPO®INAKT wnpwuudy no 0,5 mn KOHTPOIb SIKOCTI, niKkapcbKoro 3acoby, BKIoYayy AinbHWLi BUMYCKY
KU (1 posa) 3 BTOPUHHE cepii abo micue NpoBeAeHHSA KOHTPOIIO SKOCTI.
OUGTEPI, NPUKPINNeHo nakyBaHHS, BUNYCK (misnbHIiCTb, 3a Ky BignoBiaae BUpobHMK/imnopTep,
NPABLA, ronkoto (abo 2-ma cepii: BKII0MAI04M BUMNYCK cepilt) - 3miHa Ha3Bw Ta agpecu
KALLJTIOKY OKpEMUMMU ronkamu), CaHodi MacTtep, BMPOGHMYOI AinbHuUUi B M. ByganewT, wo signosigae
(ALENONAP WO MIiCTUTb PdpaHuis 3a BTOPMHHE NaKyBaHHSA Ta BUMYCK cepii. TepMiH
HUA cycrneHsito Ans MOBHU LMKN BBEAEHHS 3MiH NpoTarom 6 micAuis nicns
KOMIMOHEHT | iH'ekuii, B KApTOHHIN BUPOBHMLTBA, 3aTBEepOKEHHS.
) TA Kopobui 3 KOHTPOSb SIKOCTI,
noniomieni MapKyBaHHAM BTOPUHHE
TY yKpaiHCbKko abo nakyBaHHSI, BUMYyCK
AOCOPBOBA | aHrniicbkoto, abo cepii:
HA, iHLUMMM iIHO3eMHUMU CaHodpi MNacrep,
IHAKTUBOBA | moBamu; no 1 DdpaHLuis
HA, PIOKA nonepegHL0 BTOPUHHE
3arMoBHEHOMY nakyBaHHS, BUMYCK
wnpuuy no 0,5 mn cepii:
(1 poza) 3 CaHodi-ABeHTIiC

NpUKpinneHoto
ronkoto (abo 2-ma
OKpEMUMMU ronkamu),
WO MICTUTb
CyCneHgsito ansi
iH'eKLin B KAPTOHHIN
Kopobui, B Skii
MiCTUTbCS
CcTaHAapTHO-
eKcrnopTHa ynakoBka
Ta iHCTpyKUis Ans
Meau4yHoro
3aCTOCYBaHHS 3
MapKyBaHHSM
ykpaiHcbkow abo
aHrnincekoto, abo
iHLUMMK IHO3EMHUMN
MoBaMu

3pT., YropwimHa
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
206. | TUPIIOKC TabneTkn, BKpUTI Mini Benwka Menpo IHais BHECEHHS 3MiH O peecTpauiiHuX maTtepianis: 3MiHW 3a He UA/8062/01/01
o6onoHkoto, no 10 Xenckepe BputaHis dapmacbtoTukanc | TMny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | niidnszae
Tabnetok y Gnictepi; JlimiTen Mpigat NimiTeq HaliMeHyBaHHsA Ta/abo agpecu 3asiBHUKA (BnacHUKa
no 1 Gnictepy B peecTpaLiiHoro noceigveHHs). 3MiHa agpecu
KapTOHHiI kopobui 3asiBHUKA (BNacHMKa PeecTpaLiniHoro NocBiAYeHHs).
3MiHW BHeceHi y po3ain "MicLe3HaxomKeHHs
3asBHMKA" B IHCTPYKLiO AN MEAUYHOro
3aCTOCyBaHHS nikapcbKoro 3acoby y 3B'A3Ky 3i
3MiHOIO afpecu 3asiBHVKa. BBegeHHSA 3MiH NpoTsarom
6-TV MicaLiB Nicns 3aTBEPAKEHHS.
207. | TI®IM Bl ®/ PO34MH ANS iH'EKLN CaHodi ®paHuis BrpobHuuTBO PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu 3a He UA/13057/01/01
TYPHIM VI no 25 mkr/gosa; no Mactep roToBOro YropwmHa | TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom nidnsieae
BAKLUUHA 0,5 mn (1 gosa) y Hepo3dacoBaHOro HaiMeHyBaHHs1 Ta/abo agpecy MicLs NpoBagKEHHS
ansa nornepegHbLo NpoayKTy, AifnbHOCTI BUPOGHMKa/imnopTepa rotoBoro
NMPO®IIAKT 3anoBHEHOMY BTOPUHHE nikapcbkoro 3acoby, BKIoYaun AinbHULI BUMYCKY
UKN wnpuui 3 nakyBaHHs, cepii abo micLe NpoBefeHHs KOHTPOJTHO AKOCTI.
YEPEBHOIO | npwukpinneHoto KOHTPOMb SKOCTI (misnbHicTb, 3a AKy Bignosigae BMpobHuK/imnopTep,
TU®Y ronkoto Ne1 B Ta BUMYCK cepil: BKIIOYaK04M BUMYCK cepiit). 3MiHa Ha3BuW Ta agpecu
MONICAXAP KapTOHHi KOpooLyi; CaHodpi MNacrep, BMpoBHMYOT AinbHUUi B M. ByganewT, wo signosigae
WOHA PIOKA no 0,5 mn (1 gosa) y PpaHuis 3a BTOPVHHE NaKyBaHHS Ta BUMYCK cepiii. TepmiH
nonepegHbo BTopuHHe BBEAEHHSA 3MiH NpOTArom 6 micauis nicnsa
3arnoBHEHOMY nakyBaHHs, BUNYyCK 3aTBEPOKEHHS.
wnpuui 3 cepii:
NPUKPINNeHo CaHodpi Macrep,
ronkoto Ne1 B dpaHuis
cTaHgapTHO- BTopuHHe
EeKCMOPTHIN nakyBaHHs1, BUMYCK
ynakoBLi, sika cepii:
MiCTUTBLCS Y CaHodi-ABeHTiC
KapTOHHIN kopobui 3 3pT., YroplmHa
iHCTpyKUieto Ans HanoBHeHHs
MeaudHoro wnpuuis
3acTocyBaHHSA (BKntovao4m
cTepunisyody
dinbTpauiio) Ta ix
iHCNeKTyBaHHs,
KOHTPOMb SIKOCTI
3a NMOKa3HMKOM
CTEpUIbHICTb):
CAHO®I
BIHTPOIM
IHOACTPIA,
DdpaHuis
208. | TOBI®PINAMIH | kpanni o4Hi, AT YkpaiHa AT "KUIBCBKUI YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: 3miHu 3a UA/17663/01/01
cycrneHsiga no 5 mny "KNIBCbK BITAMIHHAN | Tuny - 3miHun 3 akocTi. CepTudikat peuernmom
drakoHi N 3ABO[", YkpaiHa BignoBigHocTi/'E-cepTudikat BianoBigHOCTI
nonieTuneHoBomy 3 BITAMIHH (BUPOBHMLTBO 3 €Bponevicbkinn dapmakonei/moHorpadii. NMoaaHHs
KpanernbHuuero Ta nn npoaykuii in bulk HoBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
KOHTPONEeM NepLLOro 3ABOO" "Pacdapm C.A.", abo BUnyYeHHsi cepTugikata BignosigHoCTi
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

PO3KPUTTS, No 1
dnakoHy y nadui

peuis)

€Bponenckkin dapmakonei: gna A®l; ons BuxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBigHOCTI
€sponewcbkin bapmakonei) - OHoBNeHWN
cepTugikart Big yke 3aTBepaKEHOro BUPOOHMKa -
[NogaHHA OHOBREHOro cepTudikarta BignNoOBIAHOCTI
€sponelicbkin hapmakonei R1-CEP 1996-019-Rev
08 (3aTtBepmxeHo: R1-CEP 1996-019-Rev 07) ans
[itoyoi pevyoBMHN fekcamMmeTasoH Bif, 3aTBEpPAXKEHOrO
BMpobHuka Sanofi Chime, ®paHuis. 3miHa
CTOCYETbCS aMIHICTPATUBHUX AaHUX (3MiHa
topuan4Hoi ocobu BriacHuka CEP, yToYHeHHs
appecu BUpobHuuTBa, 6e3 hakTniHoi 3mMiHM agpecu
BUPOGHMLTBA) (3aTBepakeHo: Sanofi Chime,
dpaHuis; 3anponoHoBaHo: EUROAPI FRANCE,
PpaHuis).

209.

TOBI®JIAMIH

Kpanni O4Hi,
cycneHsis in bulk: no
5 mn y dpnakoHi
nonieTuneHoBomy 3
KpanesnbHULEe Ta
KOHTPOMEM NepLLOoro
po3kpuTT4, no 100
drakoHiB y
KapTOHHIN kopobLyi

AT
"KUIBCHK
nn
BITAMIHH
nm
3ABOL"

YkpaiHa

PA®APM C.A.

Ipeuia

BHECEeHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu
| TMny - 3MiHu 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MogaHHs
HoBOro abo OHOBMNeHoro cepTtudikaTa BignoBigHOCTI
abo BunyYeHHs cepTudikaTa BignoBigHOCTI
€Bponewcbkin dapmakonei: gna APl; ans suxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ansi
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkint apmakonei) - OHOBNEHW
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHuKa -
[MopgaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€Bponelicbkint hapmakonei R1-CEP 1996-019-Rev
08 (3atBepmxeHo: R1-CEP 1996-019-Rev 07) ans
[itoyoi pevoBuHN AekcaMeTasoH Bif, 3aTBEP)KEHOrO
BMpo6HuKa Sanofi Chime, ®paHuis. 3miHa
CTOCYETbCS afAMIHICTPaATMBHMX AAHNUX (3MiHa
topuanyHoi ocobu BnacHuka CEP, yTouyHeHHst
appecu BUpobHuLTBa, 6e3 hakTn4HOI 3MiHM agpecu
BMpOBHMLUTBA) (3aTBEepaxeHo: Sanofi Chime,
®paHuisi; 3anponoHosaHo: EUROAPI FRANCE,
PpaHuisi).

UA/17664/01/01

210.

TOJNAH3 10

Tabnetku, LWo
OMCnepryoTbes B
POTOBIN NOPOXKHUHI
no10mrno7
Tabnetok y 6nictepi;
no 2 6nictepu y
KapTOHHIl ynakoBLj;
no 10 Tabnetok y
GnicTepi; no 3
Gnictepn y
KapTOHHIN ynakoBLj

ToppeHT
dapmacb
toTikanc
Nto

IHaia

ToppeHT
dapmachbioTikanc
nTo.

IHaia

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3MiHu
| Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecy Micus NPOBaAXEHHS!
nisinbHOCTI BUpOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKMHYa4u AinbHULL BUNYCKY
cepii abo micue NpoBeAeHHS! KOHTPOIH SIKOCTI.
(BisnbHiCTb, 3a AKy BignoBiaae BUpobHUK/imnopTep,
BKIOYaK04M BUMNYCK cepiil) 3MiHa agpecu
BUPOGHMYOT AiNbHULI FOTOBOrO Nikapcbkoro 3acoby,
6e3 3MiHM (haKTUYHOro MiCLIe3HAXOMKEHHS
BMPOGHMUTBA.

3a
peuernmom

He
nidnsieae

UA/20066/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
TepMiH BBEAEHHSI 3MiH NpoTAroM 6 micsauiB nicns
3aTBEPOKEHHS.
211. | TONAH3 5 TabneTtku, Wwo ToppeHT IHais ToppeHT IHais BHECEHHs 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu 3a He UA/20066/01/01
ANCMepryoTbes B dapmacb dapmacbtoTikanc | TMny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | niidnszae
POTOBIN NOPOXHUHI toTikanc Iira. HalMeHyBaHHs Ta/abo agpecy Micusi NPOBaAXKEHHS
nos5wmr,no7 Jita nisnbHOCTI BUPpOGHWMKa/imnopTepa roToBoro
TabneTok y bnictepi; nikapcbkoro 3acoby, BKMOYayM AinbHUL BUNYCKY
no 2 6nictepn y cepii abo micLe NpoBeAeHHst KOHTPOIO SKOCTI.
KapTOHHIN ynakoBLj; (misnbHiCTb, 3a AKy BignoBiaae BUpobHMK/imnopTep,
no 10 Tabnetok y BKITHOYaK04M BUMYCK cepinl) 3miHa agpecu
GnicTepi; no 3 BUPOGHMYOT AiNbHULI FOTOBOrO NikapcbKoro 3acoby,
Gnictepn y 6e3 3MiHM haKTUYHOro MicLle3HaXO4XKEHHS
KapTOHHIN ynakoBLj BMpPOGHMUTBA.
TepMiH BBEAEHHS 3MiH MPOTAroM 6 micsauiB nicns
3aTBEPOKEHHS.
212. | TPABATAH® | kpanni o4Hi, 40 Hosaprtic LLisenuapi AnkoH-KyBpbop Benbrisa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu 3a UA/12422/01/01
MKr/MA, no 2,5 mny dapma Al a | Trny - 3miHn Wwopao 6e3nekn/edpekTUBHOCTI Ta peuenmom
bnakoHi- dapmakoHarnagy. 3miHa yactotn Ta/abo TepMiHiB
KpanenbHuui; no 1 NoAaHHs perynsipHO OHOBIIOBAHMX 3BITIB 3 6e3neku
abo no 3 nakoHu- nikapcbkux 3acobis - 3MiHKM y YacToTi Ta gaTax
KpanenbHuLi B nofaHHs perynsipHo OHOBIHOBAHOTO 3BiTY 3 6Ge3neku.
NPOMIXKHI ynakoBuj Litova pepakuisi: YactoTa nogaHHs perynspHo
3 ¢ponbru B KOPOOL OHOBMIOBAHOTO 3BiTYy 3 6e3neku 1 pik. KiHueBa aata
3 KapTOHYy Ons BkrtodeHHs gaHmx go PO36 - 28.02.2018 p.
[arta nogaHHs - 08.05.2018 p. NponoHoBaHa
pepakuia: Yactota nogaHHs perynspHo
OHOBOBaHOro 3BiTy 3 6e3neku 5 pokis. KiHueBa
narta ans BknoveHHs aaHnx o PO36 - 28.02.2027
p. Jata noganHs - 29.05.2027 p. PekomeHaoBaHO
[0 3aTBEpPAXEHHS BiANOBiAHO A0 NepioanYHOCTI
NOAAHHS perynspHO OHOBITIOBAHUX 3BITiB 3 6e3neku
nikapcbkux 3acobis y €C
213. | TPAMAQON- kancynu no 50 wmr; TOBAPUC YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 3a UA/7148/02/01
3H no 10 kancyny TBO 3 0BMexeHo 3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
6nictepi; mo 1,2 abo | OBMEXE BiAMOBIAANBLHICTIO nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
3 Bnictepu y HOKO "XapkiBcbke 460). BBegeHHs 3MiH NpoTsiroM 6-Tu MicsuiB nicnsi
KopobLi 3 KapTOHY BIAMNOBIA dapmMaueBTUYHE 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK Woao
AJTbHICT nignpueMcTeo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
{0) "3popoB's BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
«KOPINOP Hapoay" cuctemy chapmakoHarnsaay (BBeAeHHS y3ararnbHeHnX
AUIA [aHWX Npo cuctemy hapMakoHarnsgy, amiHa
«300POB yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
"Ax» 3[iiCHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu 3

dhapmakoHarnagy 3asBHUKa ANs 34iNCHEHHSI
capmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif

yrnoBHOBaxeHoi ocobu, BignosigansHoi 3a

3AiNCHEHHSA hapmakoHarnsgy (BKoYyaym
KOHTaKTHi AiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-

chanina cuctemn chapmakoHarnsgy).
3MiHa ynoBHOBakeHOi 0cobu 3asiBHUKA,
BignosiganeHoi 3a dpapmakoHarnag. ditova
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pegnakuis: LLleBuyeHko OneHa lropisHa. MponoHoBaHa
pepakuis: NaHoBa OneHa MukonaiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0CObU 3asiBHWMKA,
BignoBigansHoi 3a dhapmakoHarnag,.
3miHa Homepa macTep-anna cuctemm
dapmakoHarnsgy.
214. | TPAHEKCAM | kpucTtaniyHui MpAT Ykpaina XYHAH Kutan BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: - UA/15830/01/01
OBA NOPOLLIOK "MNexxim- AOHITIHI YTOUYHEHHS1 HanMcaHHA Ha3BW BUPOOHUKa B
KUCINOTA (cybeTaHuis) y Xapkis" PAPMACDBHIOTIK Haka3i MO3 Ykpainu Ne 1808 Big 18.10.2023 B
noaginHNX Al KO., NTA. npoueci BHeCeHHs 3MiH (3MiHu | Tuny - 3MiHu 3

nonieTuneHoBmx
naketax gns
dapmaLeBTUYHOro
3aCTOCyBaHHs

akocTi. CepTudpikat BignosigHocTi/l' E-cepTudikat
BignoBigHOCTI €Bponeiichbkin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBrEHoro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponewcbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BiANoOBIAHOCTI
€sponewicbkin bapmakonei) - OHoBNEHWN
cepTugikart Bif yxe 3aTBepaKEHOro BUPOBHMKa -
noAaHHsi OHOBMEHOrO cepTudikaTa BignoBigHOCTI
€Bponencokin papmakonei R1- CEP 2006-142- Rev
03 ans A®I TpaHekcaMoBa KMcnoTa Big,
3aTtBepakeHoro BupobHuka HUNAN DONGTING
PHARMACEUTICAL CO. LTD, China y 38’si3ky 3
[0AaBaHHAM AinbHULL NPOMIKHOT NPOAYKLT.
MponoHoBaHa pepakuis: R1- CEP 2006-142- Rev 03
Production of intermediate(s): JIANGSU PANOXI
CHEMICAL CO., LTD. (No. 6-2 Xingang Road
Economic Development Zone China-225 404
Taixing City, Jiangsu Province); SHANDONG
MINDE CHEMICAL CO., LTD. (Yishui Lushan
Economic Development Zone China-276 400 Linyi
City, Shandong Province); SUZHOU JINGYE
MEDICINE & CHEMICAL CO., LTD (No, 88 Sanlian
Street Jinfeng Road, Suzhou New District China-215
129 Suzhou City, Jiangsu Province); FUJIAN
CHUXING PHARMACEUTICAL CO., LTD (No. 80
Mapu street, Yongxi Village, Qingzhou Town, Sha
County China-365 507 Sanming City, Fujian
Province). Production of Tranexamic acid: XYHAH
OOHITIHI ®PAPMACBIOTIKAI KO., NTA. (QoHxuaH
Poap Ne16 [ewaH Hictpikt Kutan — 415001 Yanrge,
nposiHuist XyHaH) / HUNAN DONGTING
PHARMACEUTICAL CO. LTD (Dongyan Road Ne
16 Deshan District China — 415001 Changde, Hunan
Province). Pepakuisi B Hakasi - XyHaH [OHrTiHF
dapmaceiotikan Ko., J1ta., Kutan. BipHa pegakuis -
XYHAH OOHITIHI ®APMACBLIOTIKAN KO., NTA.,
Kuran.
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215. | TPUHOMIA® Kancynuv Teepai no Ddeppep IcnaHis deppep IcnaHis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu 3a UA/15408/01/01
100 mr/20 mr/10 mr IHTepHaui IHTepHauioHanb, | Tuny - 3miHun 3 akocTi. Ceptudikat peuenmom
no 7 kancyny OoHanb, C.A. BignosigHocTi/ME-cepTudikaT BiANOBIgHOCTI
Gnictepi; no 4 C.A. €Bponenckkin hapmakonei/MoHorpadii. MoaaHHs

6nictepu B
KapTOHHIl kopobui

HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
abo Buny4deHHs ceptudpikata BignoBigHOCTI
€Bponencbkin dapmakonei: gna APl; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNOBIAHOCTI
€Bponencbkint hapmakonei) - Hosun ceptudikar Big
BXX€ 3aTBEPAPKEHOro BUPOOHUKa - MOJaHHA HOBOTO
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
dapmakonei Ne RO-CEP 2021-102 - Rev 00 ans
[il0Y0i peyoBMHU ATopBacTaTHHy KanbLito Tpurigpat
Process |l Big BXe 3aTBepmkeHoro BupobHuka Ind-
Swift Laboratories Limited, IHgis. 3mibm | Tuny -
3MiHn 3 skocTi. CepTuddikat BignosiaHocTi/lE-
cepTudikat BignoBigHOCTI €BpoNEnchbKi
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponeicbkin hbapmakonei: ansa A®l; onsa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHuuTBi A®l; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BiANOBIAHOCTI
€Bponeicbkini hapmakonei) - Hosuin cepTudikar Big
BXX€ 3aTBEPApKEHOro BUPOGHUKa - MOJaHHA HOBOTO
cepTugikaTa BignoBigHOCTi €BponechbKii
capmaxkonei Ne RO-CEP 2018-059 - Rev 02 ans
Aito4oi pe4yoBrnHU ATopBacTaTUHy KanbLito TpurigpaT
Bif BXe 3aTBepaXeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3MiHu |
Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIN
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikarta BianoBigHOCTI
€Bponencekin dapmakonei: gna A®l; ans BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®l; ans
OOMOMDKHOT peyoBMHU (cepTudikaT BigNoBiAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHWI
cepTudikaT Bif ye 3aTBepaKeHOro BUpobHuKa -
nofaHHsi OHOBIEHOro cepTudikara BifNoOBiAHOCTI
€sponelicbkint hapmakonei Ne R1-CEP 2012-035 -
Rev 01 (3atBepaxeHo: R1-CEP 2012-035 - Rev 00)
Ons [iloyoi pevyoBnHN ATopBacTaTUHY KanbLyjio
TpurigparT Bif BXe 3aTBEepAKEHOro BUpobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD. Ak
Hacnigok, 3amiin B MKA 13 B p. «Cknag»
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(3aTBepmkeHo: TEVA API INDIA LTD, India;
3anponoHoBaHo: TEVA PHARMACEUTICAL
INDUSTRIES LTD.). 3miHu | Tuny - 3MiHu 3 sikocTi.

€Bponencbkin dapmakonei: gna A®l; ans BuxigHoro

Ceptudpikat BignosigHocTi/E-cepTudikaT
BigNOBIQHOCTI €BpoONenchbKii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHOCTIi abo
BUIYyYEHHS cepTudikaTta BignoBigHOCTI

maTepiany/peareHTy/NnpoMiKHOro NPOAYyKTY, Lo
BMKOPWUCTOBYIOTBECS Y BUPOBHMLTBI ADI; ans
[OMOMIDKHOI pe4oBUHM (CepTudikaT BiANOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWUI
cepTudikaT Bif yXe 3aTBepaXeHOro BUpobHuka -
noJaHHsi OHOBMEHOrO cepTudikaTa BignoBigHOCTI
€Bponeicbkin dapmakonei Ne RO-CEP 2021-102 -
Rev 01 ans gitoyoi peyoBrHKM ATopBacTatuHy
KanbLito TpurigpaT Bif BXe 3aTBEPKEHOTO
BMpobHmMka Ind-Swift Laboratories Limited, IHgis.
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
abo Buny4deHHs cepTudikata BianoBigHOCTI
€BponeWcbkin dapmakonei: gns A®l; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®l; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponewickkin dpapmakonei) - OHOBNEHWUI
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHUKa -
NnofaHHs OHOBMEHOro cepTudikata BiANOBIAHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2001-297 -
Rev 07 (3atBepaxeHo: R1-CEP 2001-297 - Rev 06)
ans gitodoi peyosuHu Paminpun Big Bxe
3aTBepAKeHOro BUPOOHUKa, KU 3MiHMB Ha3By 3
SANOFI-AVENTIS DEUTSCHLAND GMBH Ha
EUROAPI GERMANY GmbH. 3minu | Tuny - 3miHun 3
skocTi. CepTudpikat BignosigHocTi/l' E-cepTudikat
BigNoBIgHOCTI €BponewchbKii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOrO MPOAYKTY, O
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®l; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevickkin dhapmakonei) - OHoBNEHWUI
cepTudikaT Bif ye 3aTBepakeHOro BUpobHuKa -
NnoAaHHs OHOBMEHOro cepTudikata BigNoOBIAHOCTI

€sponericbkin bapmakonei Ne R1-CEP 2012-035 -

Rev 02 ans gitoyoi peyoBrHM ATopBacTatuHy
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KanbLito TpurigpaT Big BXe 3aTBEPOKEHOrO

BupobHuka TEVA PHARMACEUTICAL
INDUSTRIES LTD., India. 3MiHu | Tny - 3miHn 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudpikat

BigNOBIQHOCTI €BpoONenchbKii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHOCTIi abo
BUIYyYEHHS cepTudikaTta BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYyKTY, Lo
BMKOPWUCTOBYIOTBECS Y BUPOBHMLTBI ADI; ans
[OMOMIDKHOI peyvoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWUI
cepTudikaT Bif yXe 3aTBepaXeHOro BUpobHuka -
noJaHHsi OHOBMEHOrO cepTudikaTa BignoBigHOCTI
€Bponeicbkin dapmakonei Ne RO-CEP 2018-059 -
Rev 03 ans gitoyoi peyoBrHNM ATopBacTatuHy
KanbLito TpurigpaT Bifg BXe 3aTBEPOKEHOrO
BnpobHmka TEVA PHARMACEUTICAL
INDUSTRIES LTD., India. 3minu | Tuny - 3miHn 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BignoBigHoOCTI €Bponeiichbkii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkin hapmakonei: ans A®l; onsa BuxigHoro
matepiany/peareHTy/NnpoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI APIl; ans
AOMOMDKHOT pe4oBMHM (cepTudikaT BigNOBiAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHW
cepTudikaT Big yxe 3aTBepaXeHOro BUpobHuKa -
noAaHHsi OHOBIEHOro cepTudikara BignNoBIAHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 2018-059 -
Rev 00 ans gito4oi peyoBrHU ATopBacTaTUHy
KanbLjto TpurigpaT Bifg BXe 3aTBepaXeHOro
BupobHuka TEVA PHARMACEUTICAL
INDUSTRIES LTD., India. 3minHu | Tuny - 3miHn 3
skocTi. CepTudpikat BignosigHocTi/l' E-cepTudikat
BigNoBIgHOCTI €BponewchbKii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOrO MPOAYKTY, O
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®l; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevickkin dpapmakonei) - OHoBNEHWU
cepTudikaT Bif ye 3aTBepAXeHOro BUpobHuka -
NnoAaHHs OHOBMEHOro cepTudikata BigNoOBIAHOCTI
€sponelicbkin bapmakonei Ne RO-CEP 2021-102 -

Rev 02 ans gitoyoi peyoBrHM ATopBacTatuHy
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KanbLito TpurigpaT Big BXe 3aTBEPOKEHOrO
BMpoGHMKa Ind-Swift Laboratories Limited, IHais.
3MinHn | TMny - 3miHm 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaT BigNoBigHOCTI
€sponevicbkin bapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
abo Buny4deHHs ceptudpikata BianoBigHOCTI
€sponelcbkin hapmakonei: ana A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMiIXHOrO MPOAYKTY, L0
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBUHN (CepTudikaT BigNOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWUI
cepTugikart Bif yxe 3aTBepaKEHOro BUPOBHMKa -
noAaHHsi OHOBNEHOro cepTudikara BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei CEP R2-CEP 1993-007-
Rev 06 (3atBepmxeHo: R2-CEP 1993-007-Rev 05)
ONs Ail0Y0I PEYOBUHM KMCMOTH aueTurncaniumnnoBoi
Bif BXXe 3aTBepaKeHoro BupobHuka Novacyl,
France. CEP JonoBHEHMI OLiHKOK pU3UKIB LLIOA0
eneMeHTHUX AOMILLOK BignosigHo Ao Bumor ICH
Q3D Guideline for elemental impurity

216.

TPUXOMNon®

Tabnetku no 250 wmr;
no 10 tabnetoky
Gnictepi; no 2
Gnictepu B
KapTOHHIN navi

dapmavresn
TUYHWIA
3aBog

"MOJIb®A

PMA" C.A.

MonbLwa

dapmaueBTUYHNIA
3aBoj
"MONb®APMA"
CA.

MonbLwa

BHECEeHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu
| Tuny - 3miHn Wwopao G6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHeHVX JaHux Npo cucTemMy chapmakoHarnsay
(BBEAEHHSA y3aranbHEHUX AaHUX NPO CUCTEMY
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BignoBiganeHoI 3a 34iNCHEHHS hapmMakoHarnsaay;
KOHTAKTHOI 0co0M 3 hapmakoHarnsgy 3asiBHUKa Ansi
34iicHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa
BigMiHHa Big ynoBHOBaxeHOi ocobwu, BianoBigansHoi
3a 3picHeHHsA dhapmakoHarnagy (Bkroyaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
anna cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHOT 0cobu 3asiBHUWKA, BianosigansHoi 3a
bapmakoHarnsg B YKpaiHi.

[itoua pepakuisi: TaHacoBa 3opsiHa MukonaiHa.
MponoHoBaHa pepakuisi: Tecniok OneHa
BonogvmupisHa. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0cobu 3asBHUKa, BianoBiganbHoi 3a
dapmakoHarnsa B YkpaiHi

3a
peuenmom

UA/1306/01/01

217.

TPOKCETEN
b®

renb 2 %;no40ry
Ty6i; no 1 1y6i y
nayui i3 KapToHy

NAT
"Kvismean
penapat"

YkpaiHa

NAT
"KuiBmegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHuX maTtepianis: 3MiHW
| Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib.
KoHTponb gonomikHux peyoBrH. 3MiHa napameTpis
cneuudikauin Ta/abo gonycTumMmnx Mex ans
[OOMNOMiXXHOT pe4oBUHU (iHLWi 3MiHK) - BHECEHHS 3MiH
[0 crneundikaLii Ha LONOMiXKHY PEYOBUHY
TpomeTamon 3a nokasHukoM «laeHTudikauis, y
3B’A3KYy 3 NpYBeAeHHsM 40 BUMor moHorpadii EP
1053 Trometamol; 3miHu | TUNy - 3MiHK 3 sKOCTI.
oToBWMI Nikapcbkuii 3aci6. KoHTponb AONOMiXHMX

6e3
peuenma

UA/1083/01/01
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

peyoBuH. 3MiHa y MeTodax BUNpobyBaHHA
[OMNOMIKHOI peqoBUHM (iHLWi 3MiHWM Y MeToaax
BUNpoOyBaHHSA (BKNtoYaoum 3amiHy abo
[ofaBaHHs)) - BHECEHHS1 3MiH 4O METOAIB KOHTPOSHO
Ha AOMOMiXHY pevoBuHy TpomeTamon 3a
NnokasHMKOM «laeHTudikauisi», y 38’a3ky 3
npvBeAeHHAM o BUMor moHorpadii EP 1053
Trometamol; 3miHn | Tuny - 3MiHK 3 skocTi. [oToBKN
nikapcbkuii 3aci6. KOHTponb 4ONOMiIXKHUX PeYOBWH.
3miHa napameTpiB cneundikauii Ta/abo
A0NYCTUMUX MEX AN [ONOMDKHOI pe4OBUHM (iHLLi
3MiHK)
CynyTHs 3MiHa
- 3MiHu 3 skocTi. FOTOBMIA NiKapCbkuii 3aci6.
KOHTPOsb AOMNOMIDKHUX PEYOBUH (iHLUI 3MiHW) -
BHeceHHst 3MiH o cneuudikauii Ta meTogis
KOHTPOIMIO Ha AOMOMIXKHY peqyoBuHy TpomeTamon 3a
n. «MikpobionoriyHa YncToTar, y 3B’A3Ky 3
npuBeAeHHsIM 4o BUMor MoHorpadii JOY/EP 5.1.4
(kpuTepii npuitHaTHOCTi: TAMC 10% KYO 8 1r; TYMC
10°KYOB 1)

218.

YNbTPAKAIH
® A-C

PO34MH ONs iH'eKUin
ans BUpobHuka
CaHodi-ABeHTic
Honunang Mm6X,
Himeuumna: amnynu:
Ne 100 (10x10): no 2
M B amnyni; no 10
amnyn y KapTOHHIl
YapyHKOBIN
ynakosui; no 1
KapTOHHIN
YapyHKOBIN ynakoBLi
B KapTOHHI
kopob6ui; no 10
KapTOHHUX KOPOOOK,
0BTArHEeHUX NMiBKOO
LuncpneHoBoko;
kapTpuaxi: Ne 100
(10x10): no 1,7 mn y
KapTpumxi; no 10
KapTpuoXis B
KapTOHHIN
YapyHKOBIN
ynakosui; no 10
KapTOHHUX
YapyHKOBUX
yNakoBOK Y
KapTOHHiIl kopobuyj;
anst BUpobHuka
OENTb®APM

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

CaHodi-ABeHTic
Oonunang M'mobX,
Hime4vuuHa;
OENbOAPM
OIPKOH, dpaHuis

Himeuumnna/
®paHuia

BHECEeHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu
| Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHsA Ta/abo agpecu Micus NPOBaAXKEHHS
LisinbHOCTI BUpOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIMHOYa4u AinbHULL BUMYCKY
cepii abo micue NpoBeAeHHS KOHTPOIHO SIKOCTI.
(misnbHicTb, 3a Ky Bignosiaae BMpobHUK/imnopTep,
BKJTO4AK0UM BUMYCK Cepiil) AgMiHICTpaTUBHa 3MiHa
agpecu Bupo6Huka M3, BignoBiganbHOro 3a NoBHWN
LMK BUPOBHMLTBA BKITHOYAKUM BUMYCK Cepil, 3
METO NPUBEAEHHS Y BiANOBIAHICTb 10 OHOBMEHOrO
opuriHanbHoro GMP cepTudikaty Ta niueHsii Ha
BMPOOHMLTBO. HasBa Ta BUpOOHMYA AinbHULA
3anuwatTbes 6e3 3miH, BCi BUPOGHUYI onepadii
3anuLialTbCs He3MiHHUMK. [litova pepakuis:
CaHodi-AseHTic Jonunang M'mbX IHgycTpinapk
XboxcT-BptoHiHrwTpacce 50, H500, H590, H600,
H750, H785, H790, H821, ®paHkdypT-Ha-ManHi,
[ecceH, 65926, HimeyunHa Sanofi-Aventis
Deutschland GmbH Industriepark Hoechst-
Brueningstrasse 50, H500, H590, H600, H750,
H785, H790, H821, Frankfurt am Main, Hessen,
65926, Germany. NponoHoBaHa peaakuis:
CaHogi-ABenTic JonunaHg MM6X BproHiHrwTpacce
50, IHgycTpinapk XboxcT, 65926 PpaHkdypT-Ha-
Mani, HimeuunHa Sanofi-Aventis Deutschland
GmbH Brueningstrasse 50, Industriepark Hoechst,
65926 Frankfurt am Main, Germany. 3miHu BHeceHo
B IHCTPYKUIiO ANS1 MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby LoA0 MiCLe3HaX04KEHHS

3a
peuenmom

He
nidnsieae

UA/3406/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
OIPKOH, dpaHuis: BUPOGHMKA 3 BiANOBIAHUMW 3MiHAMW Y TEKCTi
amnynu: Ne 100 MapKyBaHHs! YNaKoBKM NikapCbKoro 3acoby.
(5x2x10): no 2 mn B BBepgeHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
amnyni; no 5 amnyn 3aTBepOAKEHHSA
y NonicTMpOnoBiv
ynakoBLi; no 2
nonicTMponosi
yMaKoBKM B
KapTOHHi KOpoOLyi;
no 10 kKapTOHHMX
KOpoBOK,
0BTArHEHUX NNIBKOHO
LMdNEHOBOK
219. | YNbTPA®AC | renb2,5% no30r dPapmaues MonbLa dapmaueBTNYHUIA MonbLa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu 3a UA/9278/01/01
TUH abo 50 ry Ty6i; no 1 TUYHUIA 3aBofg | Tuny - 3miHu Wwopo 6eanekn/edpekTMBHOCTI Ta peuenmom
Ty6i y KApTOHHIN 3aBog "MOJIbdAPMA" capmakoHarnsgy. BeegeHHs abo 3amiHv oo
Kopoo6uLi "MONb®A C.A. Biggin y3aranbHeHUx A4aHux Npo cuctemy papmakoHarnagy
PMA" C.A. MepaaHa B Cepagasi (BBEAEHHSA y3aranbHEeHUX AaHUX NPo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHSA chapMakoHarnsay;
KOHTaKTHOT 0cobu 3 chapmakoHarnagy 3asiBH1Ka ans
34iNCHeHHA dhapmakoHarnsay B YKpaiHi, AKWo BoHa
BiAMiHHa BiJ, yNOBHOBaXXeHOI 0cobu, BignosigansHoi
3a 3diicHeHHs cbapmakoHarnsgy (BkioYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
danna cuctemu dapmakoHarnagy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOI 3a
bapmakoHarnsg B YKpaiHi.
[Hitoya pepakuis: TaHacoBa 3opsiHa MukonaiBHa.
MponoHoBaHa pepakuis: Tecniok OneHa
BonogvmupisHa. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0cobu 3asiBHUWKA, BianosigansHoi 3a
dapmakoHarnag B YkpaiHi
220. | YPOBYTUH Tabnetkn, 5 Mr, no Akkopa Monbla Bupo6HuuTBO Inpis/ BHECEHHS! 3MiH 10 peecTpauiiH1X maTtepianis: 3MiHu 3a He UA/19193/01/01
10 TabneTok y Xenckea nikapcbkoro ManbTa/ | Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbknn 3acib. peuyenmom | nidnszae
GnicTepi; no 3 Moncka 3acoby, nepBuHHE ITanis/ 3MiHM y BUpOGHMUTBI. 3MiHa iMnopTepa/3miHu, LWwo
Gnictepu y navui Cn. 3.0.0. Ta BTOPVHHE Yexis/ CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTi
nakyBaHHS, Benvka roTOBOro nikapcbkoro 3acoby (3amiHa abo
KOHTPOSb SIKOCTI Bputanis/ OofaBaHHsi BUPOOHUKa, Lo BiANOBiAaE 3a BBE3EHHS
cepii: MonbLa Ta/abo Bunyck cepii) - He Bkntovyaroum
IHTac KOHTpOnb/BUNpobyBaHHS cepii - JoAaBaHHs

dapmachbioTikanc
Nimiten, IHaia
BupobHuLTBO
nikapcbKkoro
3acoby, nepBuHHE
Ta BTOPVHHE
naKyBaHHs:
IHTac
dapmachbioTikanc
Nimiten, IHaia

AinbHUU, WO BianoBigae 3a BUNyck cepii Akkopa
Xenckea lMoncka Cn.3 o0.0. Cknag ImnopTtepa Byn.
Jlytomepcka 50, Mab’sHiue, 95-200, Monbwa/Accord
Healthcare Polska Sp. z.0.0. Magazyn Importera ul.
Lutomierska 50, Pabianice, 95-200, Poland. 3MiHun
BHECEHi B po3Ainu "BupobHuk" Ta
"Micue3HaxomXeHHs BUpobHuKa Ta agpeca micusi
NPOBaXeHHS NOro AisnbHOCTI" B IHCTPYKLi0 ANs
MEeOMYHOro 3aCTOCYBaHHS y 3B'A3KY 3 BBEAEHHSAM
[o[aTkoBoi BUpOBHMYOT AinbHuL, BiANoBiganbHoi 3a
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KoHTponb aKocTi: BUMNYCK Cepii, Ta sIK HAcNigoK - BBEAEHHS TEKCTY
dapmagokc MapKyBaHHS1 YNakoBKu Nikapcbkoro 3acoby Ans
Xenckea Jlimiten, [04aTKOBOI BUPOBHUYOT AinbHULI. BBEeAEHHS 3MiH
ManbTa NpoTArom 6-Tu MicsILiB nicnsi 3aTBepAKEHHS; 3MiHK |
KoHTponb sikocTi: TUny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
JIABAHANIBIC capmakoHarnsgy (iHwi 3amiHn) - OHOBNEHHS
C.P.1., Itanis 3aTBEPIAKEHOro TEKCTY MapKyBaHHS NEPBUHHOI Ta
KoHTponb sikocTi: BTOPWHHOI yNaKkoBKKW MikapCbkoro 3acoby 3 MeTor
TOB AJIC Yecbka yHicbikauii TeKCTiB MapKyBaHHS anst 060X BUPOBHMKIB
Pecny6nika, Yexis nikapcbkoro 3acoby. BeegeHHs1 3MiH NpoTsirom 6-t1
KoHTponb sKocTi: MiCsILiB Micnsi 3aTBEPOKEHHSA
TOB AJIC Yecbka
Pecny6nika, Yexis
HopaTtkoea
OinbHUUA 3
NnepBUHHOrO Ta
BTOPVHHOIO
naKyBaHHs:
AKKOP[
XEJICKEA
NIMITEL, Benuka
BputaHia
BignosiganbHuii
3a BUMYCK cepil:
AKKOP[
XEJICKEA
NIMITEL, Benuka
BpuTaHis
BignoeiganbHuii
3a BMNYCK cepil:
Akkoppg Xenckea
Moncka Cn. 3 0.0.
Cknapg ImnopTepa,
MNonblia
221. | ycnokom Tabnetkn, no 20 TOB YkpaiHa 3AT CaHToHika JlntBa BHECEHHS 3MiH IO peecTpaLiiHuX maTtepianis: 3MiHN be3 UA/7857/01/01
Tabnetok y 6nictepi; "Martepia | Tuny - 3miHK 3 sikocTi. CepTudikat peuenma
no 1 6nictepy y Mepguka- BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
KapTOHHIN kopobLyi Ykpaina" €Bponelicbkint hapmakonei/moHorpadii. 3mMiHu,

noB'si3aHi 3 HEOBXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii AdY abo
€Bponencbkoi hapmakonei, abo iHLWOT HauioHanbHOT
dapmakonei aepxasu €C (3miHa y cneuudikauisx,
noe'sizaaHa 3i amiHamu B [1®Y, abo €Bponeinchkin
dapmakonei, abo iHLWin HauioHanbHin hapmakonei
nepxasu €C). 3MiHa y cneuumdikauii BUXxigHoro
npoaykTy. 3MiHa y cneuumdikaLii BUXigHOro NnpoaykTy
«Zincum valerianicumy, L0 BUKOPUCTOBYHOTLCS Y
BUpoGHMYoMy nipoueci A®l, obymoBneHa
npvBeAeHHsM i y BiANOBIAHICTb A0 aKTyanbHOI
MoHorpadii HimeLpkoi romeonatnyHoi hapmakonei
Ta 3aranbHoi MoHorpadii «MaTpuyHi HacCTOsIHKKM Ans
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

romeonatuyHmx J13» EP.
3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BiANoOBIgHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HeobXiAHICTIO NpUBEAEHHs y
Bi4NOBIgHICTb A0 MOHorpadii dY abo
€Bponecbkoi hapmakonei, abo iHWOoi HauioHanbHoI
dapmakonei gepxasu €C (3miHa y cneuundikauisx,
nos'sA3aHa 3i amiHamu B [1®Y, abo €Bponencokii
dapmakonei, abo iHLWin HauioHanbHiIn apmakonei
Aepxasun €C) - 3miHa y cneundikauii BUXigHoro
npoaykty «Cimicifugay, Lo BUKOPUCTOBYOTLCS Y
BUpoGHMYOMY npoueci A®l, obymosneHa
NpvBEAEHHSM iy BiANOBIAHICTb 4O aKTyanbHOI
MOHorpadii HimeubKoi romeonatuyHoi chapmakonei
Ta 3aranbHoi MoHorpadii «MaTpuyHi HaCTOAHKK Ans
romeonatuyHux J13» EP. 3minu | Tvny - 3miHn 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BignoBigHOCTI €Bponeiichbkii
dapmakonei/moHorpadii. 3miHW, NoB'aA3aHi 3
HeoOXiaHICTIO NpuBeaeHHs y BignoBigHIiCTe 4o
MoHorpadii dY abo €sponelicbkoi dhapmakonei,
abo iHWoi HauioHanbHOI hapmakonei aepxasu €C
(3miHa y cneuudikauisix, nos'sa3aHa 3i 3aMiHaMu B
oY, abo €eponelicbkini dhapmakonei, abo iHLwin
HaujioHanbHi dapmakonei gepxasu €C).
3miHa y cneuudikauii BUxigHoro npoaykTy «lgnatiay,
LLIO BUKOPUCTOBYHOTbCS Y BUpOBHUYOMY npoLeci AdI,
0o6yMoBneHa NpyBeAeHHsM ii y BignoBigHIiCTe 40
aKkTyanbHOI MoHorpadii HimeupbKoi romeonaTuyHol
dapmakonei Ta 3aranbHoi MoHorpadii «MaTpuyHi
HacTosAAHKM Ans romeonaTtudHux J13» EP. 3minHn |
Tuny - 3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudgikadi Ta/abo AonycTUMKUX MEX,
BM3Ha4eHux y cneuudikauisx Ha Adl, abo
BVXiOAHUIA/MPOMIXKHWI MPOAYKT/peareHT, Lo
BMKOPWCTOBYIOTbCS Y npoLleci BupobHuutea AdI
(BUMYYEHHSA HE3HAYHOrO NOKa3HMKa AKOCTI
(Hanpvknag BUNyYeHHS 3acTapinoro nokasHuka)).
Buny4yeHHs He3Ha4yHOro nokasHuka sikocTi «EtaHon»
i3 cneumdikaLii BUXigHOro NpoaykTy «Zincum
valerianicumy, LLIO BUKOPUCTOBYETLCH Y
BUpoGHMYomy npoueci A®I. BignosigHo o
3aranbHoi MoHorpadii «MaTpuyHi HacTosiHKM ons
romeonatuyHux J13» EP, skwo npoBoanTbes
BW3HAYEHHS BiGHOCHOI NYCTUHW, BU3HAYEHHS BMICTY
€TaHOonny He NoTpibHe. Y 3B’A3KY 3 TUM, O
napameTp «BigHOCHa rycTMHa» BKIOYEHO B
cneundikaLilo BUXIQHOMO NPOAYKTY, napameTp
«ETaHon» BBaXa€eTbCsA HECYTTEBUM i BUITyYEHO i3
cneundikadii. 3miHm | Tuny - 3MiHm 3 akocTi. ADI.
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
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ynakoeka)

3aseHUK
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3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KoHTponb A®l. 3MiHa y napameTpax cneumdikauin
Ta/abo [oMyCTUMUX MEX, BU3HAYEHUX Y
crneungikauiax Ha A®l, abo BUXigHUA/NPOMIXKHWIA
npoayKT/peareHT, LU0 BUKOPUCTOBYHOTLCS Y NPOLIEC
BUPOOHMUTBa AD| (BUIYYEHHSI HE3HAYHOIO
rokasHuKa sIKoCTi (HanpuKnag BUNyYeHHs
3acTapinoro nokasHuka)). BunyyeHHs HeaHayHoro
nokasHuka skocTi «ETaHony i3 cneumdikauii
BUxigHoro npoaykTy «Cimicifuga», wo
BUKOPUCTOBYETbLCS Y BUPOOHUYOMY npoueci ADI.
BignosigHo go 3aranbHoi MoHorpadii «MaTpuyHi
HacTosHKK Ansa romeonaTuyHux N3» EP, akwo
NPOBOANTLCS BU3HAYEHHS BiBHOCHOI MyCTUHM,
BM3HAYEHHsI BMICTy €TaHomy He noTpibHe. Y 3B’a3ky
3 TUM, Wo napameTp «BigHocHa ryctuHa» BKIo4YeHo
B cneumdikauio BUXigHOro NpoaykTy, napameTp
«ETaHon» BBaXKaeTbCA HECYTTEBUM i BUIYYEHO i3
cneumndikaii. 3miHm | Tuny - 3MiHn 3 sikocTi. ADI.
KoHTponb A®l. 3MiHa y napameTpax cneumdikauin
Ta/abo [ONyCTUMUX MEX, BUSHAYEHUX Y
crneungikauiax Ha A®l, abo BUXIgHWUIA/NPOMIXKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIEC
BMPOGHMLUTBa AD| (BUNYyYEHHS HE3HAYHOTO
nokasHuKka sIKoCTi (HanpuKnag BUNy4YeHHs
3acTapinoro nokasHuka)). BunyueHHs HeaHa4Horo
nokasHuka skocTti «ETaHony i3 cneumdikauii
BUXigHOro npodykTy «lgnatia», wo
BVKOPVCTOBYETbLCS Y BUPOOHUYOMY npoueci ADI.
BignosigHo po 3aranbHoi MoHorpadii «MaTpuyHi
HacTosAHKK Ana romeonaTudHux N3» EP, akwo
NPOBOAUTLCS BU3HAYEHHS BIBHOCHOI MyCTUHM,
BM3HAY€HHs BMICTy €TaHomy He noTpibHe. Y 3B’a3ky
3 TUM, Wo napameTp «BigHocHa rycTuHa» BKo4YeHo
B creyndikauito BUXiGHOro NpoaykTy, napaMmeTp
«ETaHon» BBaXKaeTbCA HECYTTEBUM i BUIYYEHO i3
cneundikadii. 3miHm | Tuny - 3MiHn 3 akocTi. ADI.
KoHTponb A®I (iHLi 3miHW).

BeepneHHs koHTponto APl Cimicifuga C200, Ignatia
C200, Zincum valerianicum C200. 3minu Il Tuny -
3MmiHu 3 skocTi. A®l. BupobHuuTBo. 3MmiHa
BMPOGHMKa BUXIQHOrO/MPOMiXXHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTECS Y
BMpOoGHMYOMY npoueci A®I, abo 3miHa BUpobHUKa
(Bkrtovaroum, fie HeobXxigHO, MicLle NPoBeAEeHHS
KOHTporto sikocTi) AdI (3a BigcyTHOCTI cepTudikaTa
BignoBigHOCTi €Bponenchki hapmakonei y
3aTBepAKeHOMy Aocke)(iHLWi 3MiHM). 3MiHa
BMPOGHMKa BUXIQHOTO MPOAYKTY, O
BUKOPUCTOBYOTbCS Y BUPoBHUYoMY npoueci ADI
(3MiHa BMpOBHWKa BUXIQHOTO NPOAYKTY «Zincum
valerianicum») 3 OO0 NPF “Farm VILAR” Ha




149

[IponoBkeHHs JoaaTKa 3

Ne
n/n
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®Popma sunycky
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ynakoeka)
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3asi8HUKa
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Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

Herbamed AG. 3miHu Il Tuny - 3MiHu 3 akocTi. ADI.
BnpobHuuTBO. 3MiHa BUpo6HUKa
BVXifHOro/npoMmi>KHOro NMPOAYKTy/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUpOoBHMYOMY npoueci A,
abo 3miHa BMpobHUKa (BKMoYatum, e HeobxigHo,
MicLie NnpoBeaeHHs kKoHTponto sikocTi) Al (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€sponencbkint hapmakonei y 3aTBepaxXeHoMy
[ocbe)(iHwWi 3mMiHK). 3MiHa BUPOGHMKa BUXIGHOMO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHUYOMY
npoueci A®I (3miHa BUPOOHMKa BUXIAHOTO NPOayKTY
«Cimicifuga») 3 OO0 NPF “Farm VILAR” Ha
Herbamed AG. 3miHu Il Tuny - 3MiHu 3 sikocTi. ADI.
BrpobHuuTBo. 3MiHa BUpobHUKa
BVXiHOro/NnpoMi>KHOrO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTLCS Y BUpOoBHMYOMY npoueci A,
abo 3miHa BMpoOHMKa (BKMOYaoun, ae HeobxigHo,
MicLe npoBeaeHHs KoHTporto sikocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaxXeHoMy
nocbe)(iHwWi 3mMiHK). 3MiHa BUPOGHMKa BUXIGHOMO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHUHOMY
npoteci A®D| (3miHa BUpobHMKa BYXigHOro NpoaykKTy
«Ignatia») 3 OO0 NPF “Farm VILAR” Ha Herbamed
AG.

222.

S®APMAKCOH

PO34MH Anis iH'EKLN,
250 mr/mMn no 2 mn
abono4 mne
amnyni, no 5 amnyn
B nayui 3 KapTOHYy

TOB
«PAPMA
CEJ»

YkpaiHa

[NoBHUIA UMKN:
TOB
«PAPMACE»,
Ykpaina
abo
BTopuHHa
yrakoBka,
KOHTPO~b:
XOJTOMNAK
PepnaKkyHrcTexHik
'M6X, HimeuyuunHa;
Bupo6HMuTBO
Hepo3dhacoBaHoi
npoaykui,
nepBuHHA Ta
BTOPWHHA
ynakoBka,
KOHTPO~b:
XONOMAK
depnakyHrcTexHik
'M6X, HimeuyuunHa;
KoHTpornb, Bunyck
cepii:

TOB
«DAPMACEI/»,
YKpaiHa

Ykpaina/
Himeyumna

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
YTOYHEHHA HanucaHHA BUPOGHUKIB B Hakasi MO3
Ykpainu Ne 306 Big 22.02.2024 B npoueci
BHeCEeHHs 3MiH. Pefakuis B Hakasi - [oBHUI LMKI:
TOB «®APMACEI/», YkpaiHa; BTopuHHa ynakoBka,
koHTpornb: XOJTOMAK ®epnakyHrcTexHik TM6X,
HimeyunHa; BupobHuLTBO HEpO3dhacoBaHOi
npoayKuii, nepB1MHHa Ta BTOPMHHA YNakoBka,
koHTpornb: XOJTOMAK ®epnakyHrcTexHik MM6X,
HimeuumHa; KoHTponb, Bunyck cepii: TOB
«OAPMACEI/», YkpaiHa. BipHa pepakuis -
MoBHui uukn: TOB « ®APMACEI», YkpaiHa abo
BTopuHHa ynakoBka, koHTponb: XOJIOMNMAK
®epnakyHrctexHik TM6X, HimeyuunHa;
Bupo6HuUTBO Hepo3dacoBaHOI NpoAyKLii,
nepBUHHA Ta BTOPMHHA YNaKoBKa, KOHTPOSb:
XONOMNAK ®depnakyHrctexHik F'M6X, Hime4yuuHa;
KoHTponb, Bunyck cepii: TOB «®APMACE»,
YkpaiHa.

3a
peuenmom

UA/13932/01/01
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
223. | PEMOCTOH TabneTtkn, BKPUTI AG6OTT HinepnaH AGGOTT HigepnaHan | BHeCeHHsi 3MiH [0 peecTpauinHmx maTepianis: 3MiHu 3a UA/13464/01/01
® KOHTI MIHI | nniBkoBoto Xerckea on Bionomxumkan3a | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. peuenmom
obonoHkoto, no 0,5 Mpoaaktc b.B. KoHTposb roToBoro fikapcbkoro 3acofy (iHLwi 3miHM)
Mr/2,5 mr; no 28 B.B. HesHayHa 3miHa B TekcTi MKA 113, 3a nokasHukom
TabneTtok y Gnictepi; "KinbkicHe BM3Ha4eHHs" meTtogom BEPX. 3minm |
no 1 abo no 3 TMNy - 3MiHKM 3 AKOCTI. OTOBUIA NikapCbKuin 3aci6.
Gnictepn B KoHTposb roToBoro fikapcbkoro 3acoby (iHLwi 3miHm)
KapTOHHiI kopobuyi HesHauHa 3miHa B TekcTi MKA J13, 3a nokasHunkom
"OpHOPIgHICTL 4030BaHMX OOMHULBL" METOAOM
BEPX.
224. | ®INCTUM® PO34MH ANS iH'eKLN, TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH 40 peecTpauinHMX MaTepianis: 3MiHu 3a UA/14300/01/01
0,3 mr (30 mrH "BIODAP "BIODAPMA" | TMny - 3MiHK 3 akocTi. FoToBMIA NikapcbKuMin 3aci. peuenmom
MOQO)/1 mn; no 1 mn MA" 3MiHN y BUPOBHMUTBI. 3MiHM y NpoLieci BUpOOHULTBA
(30 mrH MO) (0,3 rOTOBOrO flikapCcbKoro 3acoby, BKIoYaym
mr) abo no 1,6 mn NPOMIXXHMI NPOAYKT, LLO 3aCTOCOBYETLCA NpU
(48 mnH MO) (0,48 BMPOBHMUTBI rOTOBOrO flikapCcbKoro 3acoby
Mr) y nonepegHbo (HesHa4Ha 3MiHa y npoueci BUpOGHMLTBA) -
HanoBHEHOMY HesHauHi 3miHu y npoueci Bupo6HuuTea M3, a
wnpuui; no 1 came OHOBIEHHSs Ha3B CTafin y BignoBigHICTb A0
nornepegHbLo 3aranbHOMNPUHATOI CTPyKkTypy Ha TOB "®3
HanoBHEHOMY "Biochapma”, onucaHoi y TEXHIYHIA 4OKyMeHTauil
wnpuuy y 6nictepi; nignpvemctea (BP,TI/MBC ta IN/MIC).
no 1 Gnicrepy y 3anponoHoBaHi 3MiHM MaloTb Ha METi BUIMYYEHHS
nayui 3 KapToHy nigroToBku, BUPOOHULITBA Ta NakyBaHHA npenapary
y (brnakoHax y 3B'3Ky 3 paHilLe 3aTBepaXeHUM
BWIYYEHHSIM JAHOr0 NEPBMHHOIO NaKyBaHHSI.
225. | ®INCTUM® PO34MH ANs iH'eKLin, TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu 3a UA/14300/01/01
0,3 mr (30 mnH "BIO®AP "BIO®APMA" | Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbkni 3acib. peuenmom
MOQO)/1 mn; no 1 mn MA" KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y
(30 mnH MO) (0,3 MeTofax BUNpoOyBaHHS rOTOBOIO flikapCbKoro
Mmr) abo no 1,6 mn 3acoby (iHwWi 3MiHM y meToaax BUNpobyBaHb
(48 mnH MO) (0,48 (Bkrroyaro4umn 3amiHy abo JONOBHEHHS)) -
Mr) y nonepeaHL0 AkTyanisauis metogy KOHTponto «n.8 Posnoain
HanoBHEHOMY i3odopm» y roToBOMy nikapcbkoMy 3acobi (MeToa
wnpwui; no 1 i30enekTpodoKyCcyBaHH), a came BUMyYeHHs
nonepegHL0 konoHku PD MiniTrap G-25 Ha eTani niarotoBku
HanoBHEHOMY BUNpoByBaHOro po34mHy; 3aMiHa KOHLEHTpaLii
wnpuuy y 6nictepi; PO34UHY NOPIBHAHHA/BUNPOOYBAHOIO PO34MHY i3
no 1 6nictepy y 0HOYaCHOI0 NPOMOPLHOK 3MiHO 06’eMy
nauui 3 KapToHy HaHeCceHHs 3pa3ska; 3MiHa cnocoby nodapbyBaHHs 3
capbyBaHHs 3a gonomoroto Kymaci Ha
anbTepHaTUBHUIA, a came nodapbyBaHHs 3a
Jonomoroto cpibna
226. | ®NNIEMOKCWH | TabneTku, wwo YEMJIADA | HimeuyunH BCi cTagii HinepnaHayn | BHeCeHHsi 3MiH O peecTpauinHMx maTepianis: 3MiHu 3a UA/4379/01/01
CONOTAB® avcnepryoTbes no PM a BMPOOHMLTBA, / | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. peuenmom
125 mr; no 5 ApuHaimit nepBuHHE Ta ITanisa KoHTponb gonomixkHux peyoBuH. 3MiHa napameTpis
Tabnetok y 6nictepi; Tenb BTOPUHHE crneundikaui Ta/abo gonycTMMMX Mex ansi
no 4 6nictepun y MM6X nakyBaHHS, [OOMOMiXKHOT peqoBUHU (BUNYYEHHS 3i cneyudikauii

KapTOHHiI kopobLyi

KOHTPOMb SIKOCTI
Ta BUNyCK cepii:
Actennac ®apma

HEe3Ha4yHOro NokasHuka (Hanpvknag, 3actapinoro
NnokasHuKa))
Buny4eHHs i3 cneundikaLii LONOMiIXXHOI pe4oBUHM
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
HOpon B.B., apomMarum3aTtopa MaH4apuHOBOTO Noka3Huka "Badkki
HigepnaHaw; Bci meTanu". 3miHu | Tuny - 3MiHm 3 akocTi. FoToBUIA
cragii nikapcbkuii 3aci6. KOHTponb 4ONOMiIXKHUX PEHOBUH.
BUPOGHMUTBA, 3MiHa y MeTofax BMNpobyBaHHS [OMOMIKHOT
nepBuHHe Ta PEYOBUHM (HE3HAYHI 3MiHU Y 3aTBEPAKEHNX
BTOPUHHE MeTofax BunpobysaHb) OHOBMNEHHS BIiANOBIAHO A0
nakyBaHHs, NOTOYHMX AaHWX Banigauii onucy aHaniTM4Horo
KOHTPOMb SKOCTI meToay iaeHTudikauii 3a gonomoroto 'X AoNOMIKHOT
Ta BUNyCK cepii: pPEeYOBVHM apomaTmnsaTopa MaHAapVHOBOTO.
Xaynt ®apma ObnagHaHHsA Ta npoueaypa TECTyBaHHS He
INarina C.P.J1, 3MiHMnacs. TakoX BHOCATLCS HE3HaYHi peaakuinHi
ITanis npaeku. 3miHn | TMNy - 3MiHK 3 siKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb 40NOMiIXKHUX PeYOBUH.
3miHa y meToAax BMNpobyBaHHSA AOMOMIXKHOI
PEYOBUHM (HE3HAYHI 3MiHU Y 3aTBEPAKEHUX
MeTodax BunpobyBaHb) OHOBMEHHS BiANOBIAHO A0
NOTOYHUX AaHUX Barnigauii onucy aHaniTM4Horo
MeToay iaeHTudikauii 3a gonomoroto X AonomixHOI
peyoBMHM apomaTusatopa nMumoHHoro. ObnagHaHHs
Ta npoueaypa TeCTyBaHHA He 3MiHMNacsi. Takox
BHOCATLCS HE3HaYHI peAakUiviHi npaBku. 3MiHn |
TMny - 3MiHK 3 AKOCTI. FOTOBUIA NikapcbKuin 3aci6.
KoHTponb AonomipkHux peyoBrH. 3MiHa napameTpis
crneundikauin Ta/abo gonycTMMmMx Mex ansi
[OOMOMIXXKHOT peqoBUHU (BUNYYEHHS 3i cneundikadii
He3Hay4HOro nokasHuka (Hanpuknag 3actapinoro
nokasHuka)) BunyyeHHs i3 cneuudikadii 4onoMikHOI
pPEeYOBMHM apomaTmnsaTopa fIMMOHHOIO NMoKa3HUKa
"Baxki metanu"
227. | ®NNEMOKCWH | TabneTku, wwo YEMNADA | HimevyunH BCi cTaaii HipepnaHau | BHeceHHsi 3MiH 0O peecTpauiiiHux MaTepianis: 3MiHK 3a UA/4379/01/02
CONIOTAB® aucnepryoTbcs no PM a BMPOGHMLTBA, / | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib. peuenmom
250 mr; no 5 ApuHaimit nepBuHHe Ta ITanisa KoHTponb gonomipkHux peyoBuH. 3MiHa napameTpis
Tabnetok y 6nictepi; Tenb BTOPUHHE cneuudikauin Ta/abo gonycTummnx Mex ansi
no 4 6nictepn y MM6X nakyBaHHS, [OOMOMIXKHOT peqoBUHU (BUNYYEHHS 3i cneuudikauii

KapTOHHIN kopobLy

KOHTPOMb SKOCTI
Ta BUNYCK cepil:
Actennac ®apma
HOpon B.B.,
HigepnaHaw; Bci
cTagii
BUPOOHMUTBA,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPOMb AKOCTI
Ta BMNYCK cepil:
Xaynt ®apma
Narina C.P.N,
ITanis

He3Ha4Horo nokasHuka (Hanpuknag 3acrapinoro
NnokasHuKka))

Buny4eHHs i3 cneundikaLii 4ONOMIXHOT pe4oBUHN
apomarum3aropa MaHOapUHOBOIO MOKa3HMKa "Baxki
meTanu". 3MiHn | Tuny - 3MiHn 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. KOHTponb JONOMiKHUX PEYOBUH.
3miHa y MeToAax BUNpobyBaHHSA AOMOMIXKHOI
PEYOBUHY (HE3HaYHi 3MiHW Y 3aTBEPAKEHNX
MeTofax BunpobysaHb) OHOBMEHHS BiANOBIAHO A0
NOTOYHUX AaHUX Barnigauii onucy aHaniTMyHoro
meToay ingeHTudikauii 3a gonomoroto "X AONOMIKHOT
peYvoBMHM apomaTu3aTopa MaHAAPUHOBOTO.
ObnapgHaHHsA Ta npoueaypa TECTyBaHHS He
3MiHMnacs. TakoX BHOCATbCS He3HaYHi peaakuinHi
npasku. 3miHu | TMny - 3miHK 3 sikocTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTpornb JOMOMIKHUX PEYOBUH.
3miHa y MeToax BUNPOGYBaHHS OMNOMiXKHOI
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[IponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

PEYOBUHM (HE3HAYHI 3MiHWN Y 3aTBEPAKEHNX
MeTofax BunpobyBaHb) OHOBMEHHS BiAMNOBiAHO A0
NOTOYHUX AaHUX Barnigauii onucy aHaniTM4Horo
MeToay iaeHTudikadii 3a gonomoroto 'X 4ONOMKHOT
pPeYoBMHM apomaTmsaTopa nMmMmoHHoro. ObnagHaHHs
Ta npoueaypa TeCTyBaHHS He 3MiHMnacsi. Takox
BHOCATLCS HE3HAYHI peAakUiviHi npaBku. 3miHn |
TUny - 3MiHW 3 SIKOCTi. FOTOBMIA nikapcbkuii 3acib.
KoHTposb AONOMiDKHMX peqoBUuH. 3MiHa napameTpis
crneunikauin Ta/abo gonycTMMmx Mex ans
AOMNOMIKHOI pevoBUHU (BUNYYEHHS 3i cneumdikaii
HEe3Ha4yHOro nokasHuka (Hanpvkrag 3actapinoro
nokasHuka)) BunyyeHHs i3 cneumdikauii 4ONOMKHOI
pPEYoBMHM apoMaTmnsaTopa NMMMOHHOIO NMoKa3HUKa
"Baxki meTanu"

228.

®JIEMOKCUH
CONIOTAB®

TabneTkn, Wo
avcnepryoTecs no
500 mr; no 5
TabneTtok y Gnictepi;
no 4 énictepn y
KapTOHHil kopobui
obui

YEMNAPA
PM
ApuHanmit
Tenb
moX

HimevumH
a

BCi cTagii
BMPOGHMLTBA,
nepBUHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPOMb SIKOCTI
Ta BUMYCK cepil:
Actennac ®apma
Opon B.B.,
HigepnaHaw; Bci
cTagii
BMPOGHMLTBA,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI
Ta BUNyCK cepii:
Xaynt ®apma
Natina C.P.J1,
ITanis

Higepnangu
/

ITania

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu
| Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbkun 3acib.
KoHTposb AONOMiDKHMX peqoBUH. 3MiHa napameTpis
crneundikain Ta/abo gonycTMMmMx Mex ansi
[OMOMIKHOI peqoBUHU (BUNYYEHHS 3i cneundikauii
He3Ha4HOro nokasHuka (Hanpuknag 3actapinoro
nokasHuka))

BunyueHHs i3 cneundikaLii LONOMiIXXHOT pe4oBUHM
apomMarum3aTtopa MaH4apUHOBOTO MoKa3HuKa "Badkki
meTtanu". 3miHn | Tuny - 3MiHn 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. KOHTponb JOMOMIKHUX PEYOBUH.
3miHa y MeToAax BUNpPOoGYyBaHHS JOMOMiKHOI
PEYOBUHM (HE3HAYHI 3MiHU Y 3aTBEPAXKEHUX
MeToAax BunpobysaHb) OHOBMNEHHS BIANOBIAHO A0
NOTOMHUX AaHUX Barnigauii onucy aHaniTM4Horo
MeToay iaeHTudikauii 3a gonomoroto "X AONOMIKHOT
PEeYOBMHM apomaTnsaTtopa MaHaapVHOBOTO.
O6nagHaHHA Ta npoueaypa TECTyBaHHS He
3MiHMnacs. TakoX BHOCATbCS He3HauHi peaakuinHi
npasku. 3miHu | TMny - 3miHn 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb JOMNOMiIKHUX PEYOBUH.
3miHa y MeTodax BUNpPoGYyBaHHS AOMOMiKHOI
PEYOBUHM (HE3HAYHI 3MIHN Y 3aTBEPIKEHUX
MeTofax BunpobysaHb) OHOBMEHHS BiAMNOBIAHO A0
NOTOYHUX AaHUX Barnigauii onucy aHaniTM4Horo
meToay ineHTudikadii 3a gonomoroto NX AONOMiIKHOT
peyoBMHM apomaTmnsatopa nMmMmoHHoro. ObnagHaHHs
Ta npoueaypa TeCTyBaHHS He 3MiHunacs. Takox
BHOCHTBCH He3HayHi peAakuiiiHi npaBku. 3miHu |
Tuny - 3MiHK 3 sikocTi. [O0TOBWMI Nikapcbkuii 3acib.
KoHTponb AonomixkHux pevoBuH. 3MiHa napameTpis
crneundikaui Ta/abo gonycTMMMX Mex ansi
[OOMOMiXKHOT peqoBUHU (BUNYYEHHS 3i cneuundikauii
He3Ha4HOro nokasHuka (Hamnpuknag 3actapinoro
nokasHuka)) BunyyeHHs i3 cneumdikauii 4ONOMKHOT
PEYOBMHM apomaTmnsaTopa IMMOHHOIO NoKa3HUKa

3a
peuenmom

UA/4379/01/03
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[IponoBkeHHs JoaaTKa 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
"Baxki meTanu"
229. | ®NIEMOKCHUH | TabneTtku, wo YEMJIADA | HimeuunH BCi cTagii HigepnaHan | BHeCeHHsi 3MiH A0 peecTpauinHmMx maTepianis: 3MiHu 3a UA/4379/01/04
COJMIOTAB® OncnepryoTbes no PM a BUPOGHMUTBA, / | TMny - 3MiHK 3 skocTi. FoTOBMIA NikapcbKuii 3aciO. peuenmom
1000 wmr; no 5 ApuHaimit nepBuHHe Ta ITanis KoHTponb gonomipkHux peyosuH. 3MiHa napameTpis
TabneTok y bnictepi; Tenb BTOPUHHE cneumdikauin Ta/abo JonycTUMUX MEX Ans
no 4 Gnictepn y meX nakyBaHHS, [OMOMDKHOT peqoBUHYM (BUINyYeHHS 3i cneumdikaii
KapTOHHiI kopobui KOHTPOMb SKOCTI He3Ha4Horo nokasHuka (Hanpuknag 3actapinoro
Ta BUNycCK cepii: nokasHuka))
Actennac ®apma BunyueHHs i3 cneundikaLii LONOMiXKHOT pe4oBUHM
HOpon B.B., apomMarum3aTtopa MaH4apuHOBOrO Moka3Huka "Badkki
HigepnaHaw; Bci meTanu". 3miHu | Tuny - 3MiHm 3 akocTi. FoToBUIA
cTagii nikapcbkuii 3aci6. KoHTponb A40NOMiIXKHUX PEYHOBUH.
BUPOBHMUTBA, 3MiHa y MeTofax BMNpobyBaHHS OMNOMIKHOT
nepBuHHe Ta PEYOBUHM (HE3HAYHI 3MiHWN Y 3aTBEPAKEHNX
BTOPUHHE mMeTofax BunpobysaHb) OHOBMEHHS BiANOBiAHO A0
nakyBaHHs, NOTOYHUX AaHUX Banigauil onucy aHaniTM4HoOro
KOHTPOMb SKOCTI mMeToay iaeHTudikauii 3a gonomoroto NX AoNOMiKHOI
Ta BUNyCK cepii: pPEYOBMHM apomaTnsaTopa MaH4apVHOBOTO.
Xaynt ®apma O6nagHaHHsA Ta npoueaypa TECTyBaHHS He
INarina C.P.J1, 3MiHMnacs. TakoX BHOCATbCS HE3HAYHI peaakUinHi
ITanis npaeku. 3miHn | TMNy - 3MiHK 3 siKocTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb A40NOMiIXKHUX PeYOBUH.
3miHa y meToAax BUNpobyBaHHSA [OMOMIXKHOI
PEYOBUHM (HE3HAYHI 3MIHU Y 3aTBEPIKEHUX
mMeTofax BunpobysaHb) OHOBMNEHHS BiANOBiAHO A0
NOTOYHUX AaHUX Barnigauii onucy aHaniTMyHoro
MeToay ineHTudikauii 3a gonomoroto "X AONOMIKHOT
peYoBUHM apomaTusatopa numoHHoro. ObnagHaHHs
Ta npoueaypa TeCTyBaHHA He 3MiHUNacsi. Takox
BHOCSTbCS HE3HaYHi peAakUiiiHi npaBku. 3miHu |
Tuny - 3MiHK 3 sikocTi. [0TOBMIA Nikapcbkuii 3acib.
KoHTponb gonomipkHux peyoBuH. 3MiHa napameTpis
cneuudikauin Ta/abo gonycTummnx Mex ansi
[OOMOMIXKHOT peqoBUHU (BUNYYEHHS 3i cneuundikadii
He3Hay4Horo nokasHuka (Hanpuknag 3acrapinoro
nokasHuka)) BunyyeHHs i3 cneyndikadii 4ONoMiKHOI
pPEeYOBVHM apomaTmnsaTopa fIMMOHHOIO NoKa3HUKa
"Baxki metanu"
230. | ®NYKOHA30 | kancynu TBepai no TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauinHuX maTtepianis: 3miHa 3a UA/3938/01/01
N-300POB'A | 50 mr; no 7 a6o 10 TBO 3 BMPOGHMLTBA, 3asiBHUka 13 (MIBI) (BnacHWka peecTpauiiHoro peuenmom
kancyn y énicrepi, OBMEXE KOHTPOSb SIKOCTI, noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
no 1 6nictepy B HOKO BUNYCK cepii: 460). TepmiH BBe4EHHsI 3MiH NpOTSAroM 6 micsiis
KapTOHHiIl kopobui BIONOBIA ToBapucTtBo 3 nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3miHu Wwoao
AJBHICT obmexeHo 6e3nekn/ecbeKTUBHOCTI Ta hapmakoHarnsgy.
{0) BiANoBiganbHiCTIO BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
«KOPTIOP "PapmaLeBTUYHa cuctemy cbapmakoHarnsay (BBeAeHHS y3ararbHeHNX
ALIA KOMMaHis AaHux npo cuctemMy cpapmakoHarnsagy, 3amiHa
«300POB "3gopos's", yrnoBHOBaxeHoI ocobu, BignosiaansHoi 3a
"Ax YkpaiHa 3[iCHEHHs hapMakoHarnsay; KOHTakTHOI ocobu 3
BCi cTagii dapmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
BMPOGHMLTBA, ¢apmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bia
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTPOSb SIKOCTI, YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
BMNYCK cepii: 3AiNCHEHHA hapmakoHarnsgy (BKYanym
ToBapucTteo 3 KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
0oBMeXeHo darina cuctemu hapmakoHarnsgy). 3miHa
BignoBiganbHICTO YNOBHOBaXeHOI 0cobY 3asiBHMKa, BigNOBiAanbHOI 3a
"OAPMEKC dapmakoHarnag. Hitoya pegakuis: LesyeHko OneHa
FPYM", Ykpaina IropieHa. MponoHoBaHa pegakuis: MNaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX OAaHUX
YyNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHoI 3a
dapmakoHarnag. 3miHa Homepa mactep-aiina
cucTeMu hapmakoHarnsgy.
231. | ®NIYKOHA3O | kancynu TBepai no TOBAPWNC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpauiiHMX maTepianis: 3miHa 3a UA/3938/01/02
Nn-30OPOB'A 100 mr; no 7 a6o 10 TBO 3 BUPOBHMUTBA, 3asiBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro peuenmom
Kancyn y 6nicrepi, OBMEXE KOHTPOIb SKOCTI, nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
no 1 Gnictepy B HOIO BUMYCK cepii: 460). TepmiH BBeOeHHS 3MiH NPOTArom 6 micsauis
KapTOHHIl kopobui BIAMNOBIA ToBapucTtBo 3 nicnsa 3aTBepakeHHsi. 3MiHu | Tuny - 3MiHKM Woao
AJTbHICT obmexxeHoto 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
10) BiANOBIgaNbHICTIO BBeneHHs abo 3MiHM 4o y3aranbHEHUX AaHuX nNpo
«KOPMOP "papmaueBTnYHa cucTemy chapmakoHarnsiay (BBeAeHHs y3aranbHeHUX
ALIA KOMMaHis AaHnx npo cuctemy cpapmakoHarnsgy, 3amiHa
«30POB "3gopos's"”, YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
"Ax YkpaiHa 3[iCHeHHs hapmakoHarnsagy; KOHTakTHOi ocobu 3
BCi cTagii apmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
BUPOBHMUTBA, bapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
KOHTPOrb SIKOCTI, yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
BUMYCK cepii: 3aiicHeHHs hapmakoHarnsgy (BkYaryn
ToBapucTtBo 3 KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
obmexeHoto anna cuctemu papmakoHarnsgy). 3miHa
BiAnNoBiganbHIiCTO YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBiganbHoi 3a
"OAPMEKC apmakoHarnsg. Jitoua pegakuis: LLleByeHko OneHa
FPYIM", Ykpaina IropiBHa. MNMponoHoBaHa peaakuisi: NaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX OAHUX
yNoBHOBaXeHoi ocobu 3asiBHMKa, BiANOBiganbHoi 3a
dapmakoHarnsg. 3miHa Homepa Mactep-darina
cvucTeMu papmakoHarmsay.
232. | ®NYKOHA30 | kancynu TBepai no TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHSA 3MiH 0 peecTpauiiHUX MaTepianis: 3MiHa Ne 1- 6e3 UA/3938/01/03
N-300POB'A | 150 mr; no 1 kancyni TBO 3 BMPOGHMLTBA, 3asiBHuka 13 (MIBI) (BnacHWka peecTpauiiHoro peuenma;
B brictepi; mo 1, 2 OBMEXE KOHTPOIb SKOCTI, nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne Ne 2, Ne 3,
abo 3 bnictepu B HOKO BUNYCK cepii: 460). TepMiH BBeAeHHSA 3MiH NpoTAroM 6 micsuis Ne 7 - 3a
KapTOHHiIl kopobuyj; BIONOBIA ToBapucTtBo 3 nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3miHu Wwoao peuenmom
no 3 abo 7 kancyny AJIbHICT obmexeHoto 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
GnicTepi; no 1 {0) BiANoBiganbHiCTIO BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
Gnictepy B «KOPIIOP "PapmaLeBTUYHa cucTeMy chbapmakoHarnsiay (BBeAEHHS y3aranbHEeHUX
KapTOHHiI kopobLyi ALIA KOMMaHis OaHux npo cuctemy cphapmakoHarnsagy, amiHa
«300POB "3gopos's", yrnoBHOBaxeHoI ocobu, BignosiaansHoi 3a
"Ax YkpaiHa 3[iCHEHHsI hapMakoHarnsay; KOHTakTHOI ocobu 3
BCi cTagii dapmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
BMPOGHMLTBA, capmakoHarnsgy B YKpaiHi, AKWwo BoHa BiAMiHHA Bif
KOHTPOIb SIKOCTI, yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
BUMYCK Cepii: 3AiicHeHHs bapmakoHarnsgy (BkYaryun

ToBapucTBo 3

KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
0obMexeHo darina cuctemu hapmakoHarnsgy). 3miHa
BignoBiganbHICTO YNOBHOBaXeHOI 0cobM 3asiBHMKa, BigNOBiAanbHOI 3a
"OAPMEKC dapmakoHarnag. Hitova pegakuis: LesyeHko OneHa
PYM", Ykpaina IropieHa. MponoHoBaHa pegakuis: MaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaAKTHUX OAaHUX
yNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHoI 3a
dapmakoHarnag. 3miHa Homepa mactep-gaiina
cucTeMu hapmakoHarnsgy.
233. | ®YPOLUE® TabneTkn, BKpUTI KPKA, CnoBeHis BianosigansHUin IHgis/CnoBe | BHECEHHSs 3MiH 4O peecTpaLiiHNX MaTepianis: 3MiHn 3a He UA/15861/01/01
NniBKOBOK a.a., Hoeo 3a BMPOBOHULTBO Hisl | TMny - 3miHun Wwopo 6e3nekn/edhekTUBHOCTI Ta peuenmom nionsieae
o6onoHkot, no 250 MecTo "in bulk", dapmakoHarnsgy. 3miHa y KopoTKili XapakTepucTuui
mr; no 10 TabneTok nepBUHHY nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
y 6nictepi; no 1 YNaKkoBKY, IHCTPYKUIT ANA MeANYHOro 3acTocyBaHHs Ha nigcTasi
bnictepy y BTOPUHHY perynsipHO OHOBIOBAHOIO 3BIiTy 3 6e3nekn
KapTOHHi KOpooLyi; ynakoBKy: Ankem nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
no 7 TabneToky JlabopaTopis 3acTocyBaHHS fikapcbkoro 3acoby B
GnicTepi; no 2 Nimiten, IHAais; nicnapeecTpauinHuii nepiod, abo sk pesynbtat
Gnictepn y BigNoBiganbHUN OUiHKM 3BITY 3 AOCNIAXeHb, NPOBEAEHUX BigNOBIAHO
KapTOHHIl kopobui 3a BTOPUHHY 00 nnaHy negiatpuyHmnx gocnimkerb (PIP) (iHwi
ynakoBky: KPKA, 3MiHM) 3MiHW BHECEHI [0 iIHCTPYKLUii AN MEAUYHOTO
A.a., Hoeo mecTo, 3acTocyBaHHS NnikapcbKoro 3acoby y po3ainu
CnoBeHisi; "OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
BiAnoBiganbHWn BiJMNOBIQHO 4O OHOBMEHOI iHpopmaLii 3 6esneku
3a KOHTPOrb Cepii: nito4oi peyoBuHU. BBegeHHS npoTarom 6-Tu micauis
KPKA, a.4a., Hoso nicns 3aTeepaKeHHs. 3MiHu | Tuny - 3miHu Wwopao
mecTto, CrioBeHis; 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHwi
BigNoBiganbHUN 3MiHM) 3MiHW BHECEHI [0 iHCTPYKLUii ANst Megu4YHOro
3a BTOPUHHY 3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain "MobivHi
yMnaKoBKy, peakuii" Wwoao 3BiTyBaHHA Npo MoBiYHI peakwji.
KOHTpOrb Ta BBeaeHHs npoTaromM 6-tu micsAuiB nicns
BUNYCK cepii: 3aTBEPOKEHHS
KPKA, a.a., Hoso
MecTo, CrioBeHisi
234. | ®YPOLUE® TabneTkn, BKpUTI KPKA, CnoBeHis BianosigansHUin IHain/CnoBe | BHECEHHS 3MiH 4O peecTpaLiiHMX MaTepianis: 3MiHu 3a He UA/15861/01/02
NniBKOBOKO a.4., Hoeo 3a BMPOOHULITBO His | Trny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom nidnsieae
obornoHkoto, no 500 MecTo "in bulk", hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTui
mr; no 10 TabneTok nepBUHHY nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
y bnicTepi; no 1 ynaKoBKy, IHCTPYKLUIii AN MEAUYHOro 3aCTOCYBaHHSA Ha niAcTasi
Gnictepy y BTOPUHHY perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3neku
KapTOHHiIl kopobuyj; ynakoBKy: Ankem nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
no 7 TabneTok y JlabopaTopis 3acTOCyBaHHS nikapcbkoro 3acoby B
GnicTepi; no 2 Nimiten, IHOis; nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
Gnictepuy BignoBiganbHUN OL|iHKM 3BITY 3 AochnigXeHb, NpoBeAeHWX BignoBigHO

KapTOHHiI kopobLyi

32 BTOPUHHY
ynakoBky: KPKA,
n.a., Hoso mecTo,
CnoBeHis;
BigNoBiganbHUN
3a KOHTpOIb cepil:
KPKA, a.a., Hoso
mecTo, CrnoBeHis;

[0 nnaHy neaiatpuyHux gocnigpkeHs (PIP) (iHwi
3MiHM) 3MiHW BHECEHI [0 iIHCTPYKLUT ANst MeguyHOro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHA", "MMobiuHi peakuii”
BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
aitoyvoi pe4yoBuHU. BBeaeHHst npoTaroM 6-Tu micauis
nicns 3aTBepakeHHs. 3MiHu | Tuny - 3miHn Wwono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BigNoBiganbHUN
32 BTOPUHHY
yNakoBKY,
KOHTpOrb Ta
BUMNYCK cepil:
KPKA, a.4a., Hoso
mecTo, CnoBeHis

3MiHM) 3MiHM BHECEHi [0 iIHCTPYKLIT Ans MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby y po3ain "MobiuHi
peakuii" Wwoao 3BiTyBaHHS Npo NoBGiYHI peakLii.
BBepneHHs npoTaromM 6-tu micsAuiB nicns
3aTBEPOKEHHS

235.

XENINoP

PO34MH AN POTOBOI
nopoXxHuHK, no 100
Mn 'y donakoHi; no 1
dnakoHy y nadui 3
KapTOHY

AT
"dapmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpauinHMX MaTepianis: 3MiHu
| TMny - 3MiHK 3 skocCTi. F0TOBMIA NikapCbKuMii 3aciO.
Cuctema KoHTelHep/3akynoptoBanbHuin 3aci6. 3miHa
Y NEePBUWHHIl yNakoBLi rOTOBOrO Nikapcbkoro 3acoby
(sKicHUI Ta KinbkicHWI cknag) - M’ski Ta
HeCTepUnbHI pigki nikapcbki OpMK - BHECEHHS 3MiH
po p. 3.2.P.7. Cucrema
KOHTeNHep/3aKynoptoBanbHuUii 3acio, a came 3aMiHa
GapBHUKIB y cknagi MaTepiany KpULLKK
3aKynopoBarbHO-HarBiHYyBaHoi 3 KOHTPONem
nepLuoro BigkpuTTa TN 1.44 (KOHyc) BUpoGHMUTBA
TOB dapmmaly, YkpaiHa. OCHOBHMIN MaTepian
KpUYLLKK 3anuwaeTbes 6e3 3amiH. [o cknagy
MaTepiany kpuwku BBegeHo nobasky FINAWAX-O -
0,1% (nvwe po cknagy maTepiany KOHTPONbHOIO
Kinbus) Ta 6apsHKK Polywhite NG8710.
3artsepaxeHo: Matepian Kpuweka: MEHT RL 58,
CKI 6inun ME81472CO. KinbLe KoHTponto
(Bknagmw): MEBT 15803-020, CKI1 6inun
ME81472CO. 3anponoHoBaHo: MaTepian Kpuika:
HDPE Liten RL-58, 6apBHuk mapku: Polywhite
NG8710. KoHTponbHe kinbue: LDPE 15803-020;
LDPE LITEN MB 71; no6aska: FINAWAX-O -0,1%;
6apBHUK Mapku: Polywhite NG8710. 3minu | Tuny -
3miHu 3 gKkocTi. FoToBMIA nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummnx mex
NepBUHHOI YNaKoBKM rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHW) yHidpikauis p. 3.2.P.7. Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHuii 3acib, a came
BHECEHHS 3MiH [0 crieumdikaLii Ha KpULLIKY
3aKynoploBasibHO- HAarB1HYYyBarnbHy 3 KOHTPONEM
nepLUOro po3kpuTTS (AeTanisoBaHo cneumdikadio
P, 3rigHo cneundikaLii BUpobHUKa): akTyanisadis
pepakuii n. «MaTepian» (yTOYHEHO Ha3BY OCHOBHOIO
matepiany kpuwku (HDPE), KinbLs kKOHTponto
(LDPE) Ta 3miHeHO Ha3BuM 6apBHWKiB); N. «30BHILLHIl
BUrMsiA» (BUAaneHo iHpopmalito nNpo LWinbHicTb
iKCyBaHHS KPULLIKM Ha FOPrIOBUHI dONakoHy,
OCKiNbKN [aHi BUMOTW NepeBIpAI0TLCS B pamKax
BM3HAYEHHSI MOKa3HMKa «FepMETUYHICTbY),
BHECEHHS pefakuiiH1x 3MiH 4o n. «Po3mipu,
dopmar; N. «kKOHTpob NEPLUOro BiAKPUTTS»

be3
peuenma

UA/10910/02/01

236.

LIEPBAPUKC

cycneHsisa ans

"nakcoCmi

Benuka

"nakcoCmiTKnsanH

Benbrisa

BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: 3miHu

3a

UA/16310/01/01
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

™ BAKUMHA
ana
NPO®INAKT
NKK
3AXBOPIOB
AHb, WO
BUKINUKAIOT
bCA
BIPYCOM
nAnnomu
NIOAUHN
TUNIB 16 TA
18

iH’ekui no 0,5 mn (1
[o3a) cycneHsii ans
iH'ekuin y
nonepeaHL0
HanoBHEHOMY
LINpULi 3 MOPLUHEM i
KOBMa4ykoM y
KOMMIEKTIi 3 FONKOI0
(y 6nicTepi) abo y
crakoHi 3 Npo6Koto;
no 1 nonepeaHLo
HanoBHEHOMY
LLUNPULY 3 FONKO0
abo no 1 dnakoHy B
KapTOHHIl kopobLi 3
MapKyBaHHSIM
YKPaiHCbKOK MOBOIO;
no 0,5 mn (1 gosa)
cycneHsii gna
iHekuin y
nonepeaHL0
HanoBHEHOMY
wnpuui 3
MapKyBaHHSIM
iHO3eMHUMK MOBaMK
3 NMOPLUHEM i
KOBMa4KoM y
KOMMMEKTI 3 rorko
(y 6nicTepi) abo y
rakoHi 3
MapKyBaHHsIM
iHO3eMHMMKU MOBaMK
3 npobkoto; no 1
nonepeaHL0
HanoBHEHOMY
LLUNPULLY 3 FONKO0
abo no 1 cnakoHy B
KapTOHHIN kopobu,i 3
MapKyBaHHSM
iHO3eMHUMK MOBaMKn
3i CTUKEepoMm
YKPaiHCbKOK MOBOHO

TKnamH
Ekcnopt
Nimiten

BpuTtaHia

Bionogxikana C.A.

| Tuny - 3miHu 3 akocTi. A®l. BupobHmuTBO. 3MiHN B
npoueci BUpobHuuTBa AP (iHLLi 3MiHK)
BunpaBneHHs po3bikHOCTEN Y aHanmiTUYHUX
MeToAMKax TecTyBaHHs 6aHKiB KMiTUH Ta NOCIBHOIO
matepiany (3.2.S.2.3 Control of materials)

peuenmom

237.

LIE®OPT

NopOoLLOK Ans
PO34MHY AnIs iH'eKLin
abo iHdysin no 1;
no 1 abo no 10
dnakoHiB y
KapTOHHIN navui

AHTWMBIO
TUKN CA

PymyHis

BTOPWHHE
nakyBaHHS,
TeCTyBaHHS,
BUNYCK cepii:

AHTUBIOTUKN

CA, PymyHisi;
BUPOGHULTBO
KiHLEBOro
npoaykTy,

PymyHis/
Kutan

BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3miHu
| Tuny - 3miHK 3 AKkocTi. FoTOBMI Nikapcbknn 3acib.
3MiHn y BUpoGHMUTBI. 3MiHa po3mipy cepii
(Bkntovatoum dianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NMOPIBHSIHO i3 3aTBEPAXEHMM PO3MipOM) 3MiHa
pianasoHy poamipy cepii M3 3 20 - 170 kr (16,800 -
140,000 cpnakoHis) Ha 20 - 180 kr (16,800 - 151,000
dnakoHiB). BBeieHHS 3MiH NpoTsirom 6-TW MicsiLiB

3a
peuernmom

UA/18819/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nepBUHHE Ta nicnsi 3aTBepaXKEeHHS
BTOPUHHE
nakyBaHHs:
CiHodbapm XKutoH
(LeHbwkeH)
dapmacktoTrkan
Ko., Jlta., Kutan
238. | LE®OTAKCH | nopotuok ans MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauinHMX MaTepianis: 3MiHu 3a He UA/6338/01/02
M-OAPHUUA po34mHy s iH'ekuin | "d®apmaue "papmaueBTUYHa | Tuny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom nionsieae
no1,0r, 40 BTUYHA dipma "dapHuuga" tapmakoHarnagy. 3MiHa y KOpOTKili xapakTepucTumui
driakoHiB 3 dipma nikapcbkoro 3acoby, TEKCTI MapKyBaHHs Ta
NOPOLLKOM B "NapHunus" IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHs Ha nigcTasi
kopobui; 1 donakoH 3 perynsipHoO OHOBSIOBAHOIO 3BiTy 3 6e3nekn
NOPOLLKOM B MauLy; nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
5 dnakoHiB 3 3acTocyBaHHS nikapcbkoro 3acoby B
NOPOLLKOM B nicnapeecTpauinHnin nepiod, abo sk pesynbTaTt
KOHTYPHIl OL}iHKM 3BITY 3 JoCNigXeHb, NPOBEAEHMX BigNoBigHO
YapyHKOBIn 00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
ynakoBuj; no 1 Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
KOHTYPHIW OopraHom) 3miHn BHeceHo A0 IHCTpykuii Ans
YapyHKOBIN ynakoBLi MeAMYHOrO 3aCTOCYBaHHsI NikapCcbkoro 3acoby Ao
B navuj; 1 pnakoH 3 po3ginis "lNpoTunokasaHHs", "B3aaemogais 3 iHwWumn
NOPOLLKOM y nikapcbknumun 3acobamu Ta iHWi BUAM B3aemogin”,
KOMMAEKTi 3 1 "OcobnueocTi 3actocyBaHHs", "[iTn" (YyTO4HEHO
amMnyrnoto iHcpopMmalito 6e3 hakTU4HOI 3MiHU edhbeKTUBHOCTI),
po3unHHuKa (Boga "Mo6iyHi peakuii" BianoBigHO Ao iHopmalii 3
ans iH'ekuin- 6e3neku fitoyoi pevoBuHU. BBEAEHHS 3MiH MPOTSAroM
Oapxuus) no 10 mn 6-TK MicAaUiB Nicnsa 3aTBEPAXEHHS
B KOHTYPHI#
YapyHKOBIN
ynakosui; no 1
KOHTYPHIW
YapyHKOBIN ynakoBLi
B navuj
239. | LE®OTAKCH | nopotuok ans MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3MiHu 3a He UA/6338/01/01
M-OAPHUUA po3unHy Ans iH'ekuin | "®apmaue "®PapmaLeBTUYHa | Tuny - 3MiHn WwWopao 6e3nekn/edeKTUBHOCTI Ta peuenmom nionsieae
no0,5r, 40 BTUYHA dipma "OapHuus” hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuLi
cdrakoHiB 3 dpipma nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
NOPOLLIKOM B "OapHuus" IHCTPYKLUIii ANa MeaM4HOro 3acTOCyBaHHS Ha nigcTasi

kopobui; 1 dpnakoH 3
NMOPOLLKOM B MauLy;
5 dpnakoHis 3
NMOPOLLKOM B
KOHTYPHiW
YapyHKOBIN
ynakosui; no 1
KOHTYPHiW
YapyHKOBIN ynakoBLi
B nayui; 1 donakoH 3
MOPOLLIKOM Y
KoMnnekTi 3 1

perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OL}iHKM 3BITY 3 JOCNigKEeHb, NPOBEAEHMX BignoBigHO
00 nnaHy negiaTpuyHmx gocnimpkens (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
OpraHom) 3mMiHU BHECEHO A0 IHCTpyKUii aAns
MEeAMYHOro 3aCTOCYBaHHsI NikapCbKoro 3acoby A0
po3ainis "MpoTunokasaHHsa", "B3aemogis 3 iHWmMu
nikapcbkumy 3acobamu Ta iHWi BUAM B3aemogin”,
"OcobnusocTi 3actocyBaHHs", "OiTn" (YyTOYHEHO
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
amMnyroto iHdbopmalito 6e3 hakTUYHOI 3MiHN eheKTUBHOCTI),
po3unHHuKa (Boga "Mobiuni peakuii" BignosigHo oo iHpopmauii 3
ONS iHEKUIN - Besneku gito4oi pe4oBnHU. BBeAeHHsS 3MiH NpOTAromM
[apHuus) no 5 mn B 6-TV MicsaLiB nicns 3aTBEPOXKEHHS
KOHTYPHIW
YapyHKoOBI
ynakosui; no 1
KOHTYPHIW
YapyHKOBI ynakosLi
B navuj
240. | UWHAPU3UH | nopoluok MpAT Ykpaina dneminr IHAisA BHECEHHS 3MiH 40 peecTpauinHMX MaTepianis: 3MiHu - UA/6252/01/01
(cybeTaHuin) y "dapmaue JlebopeTepis | Tuny - 3MiHu 3 sikocTi. CepTudpikat
nakeTax noasiNHNX BTUYHA Timiteq BignosigHocTi/FE-cepTudikaT BiANoBIigHOCTI
nonieTUNeHoBnx dipma €sponevicbkin apmakonei/moHorpadii. NMogaHHA
ons "NapHunus" HoBOro abo OHOBMNeHoro cepTtudikaTa BignoBigHOCTI
bapmaLeBTUYHOro abo Buny4deHHs ceptudikata BignoBiAHOCTI
3aCTOCyBaHHA €Bponencbkin dapmakonei: ana A®l; ans BUxigHoro
marepiany/peareHTy/NpOMiIXHOIO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWU
cepTugikart Bif yxe 3aTBepaKEHOro BUPOBHMKa -
MapaHHa oHoBRNeHoro cepTudikaTty BiANOBIQHOCTI
€Bponencokin Papmakonei No. R1-CEP 2015-019-
Rev-01 Big Bupo6Huka AP| Linnapusux dipmu
Fleming Laboratories Limited, India. Ak Hacnigok
BHOCATbCH 3MiHN Ta pefaKUifiHi yTOYHEHHS A0
po3giny "3anuLKoBi po34MHHUKKU" BiANOBIAHO A0
OHOBIEHVX MaTepianis ipMun-BMpobHUKa
241. | UANPOHEKC | kpanni o4Hi Ta dPapmaues Monbla BapLuaBcbkuit Monbla BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu 3a UA/14617/01/01
® BYLLHIi, po3unH 0,3 TUYHUIA dapmaueBTUYHUIA | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
%; no 5 mn B 3aBof[ 3aBog Monbda AT dapmakoHarnsagy. BeegerHs abo 3amiHn o
nonieTuneHoBoMy "MONb®A y3aranbHEHUX AaHux nNpo cuctemy papmakoHarnsgy
nakoHi- PMA" C.A. (BBEOEHHS y3aranbHEeHUX AaHuX Npo cucTemy
KpanenbHu1ui; no 1 dapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobu,
drakoHy B BignoBiganeHoI 3a 34iMCHEHHS hapmMakoHarnsay;
KapTOHHiI kopobui KOHTaKTHOT 0cobu 3 chapmakoHarnsgy 3asiBHuUKa ans
3[iNCHeHHs hapmakoHarnagy B YkpaiHi, SKLLIO BOHa
BiAMiHHa Bi ynoBHOBaxeHOi ocobu, BianosigansHoi
3a 3[iicHeHHs1 hapmMakoHarnagy (Bknovaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
paina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoi 3a
cbapmakoHarnsg B YKpaiHi.
[itoua penakuisi: TaHacoBa 3opsiHa MukonaisHa.
MponoHoBaHa pepakuisi: Tecnok OneHa
BonoagmmupiBHa. 3MiHa KOHTaKTHUX OaHWX
KOHTaKTHOI 0cobM 3asiBHUKa BianoBiaansHoi 3a
chapmakoHarnsg B YKpaiHi.
242. | UWPAM3A KOHLeHTpaT Anis Eni Ninni HinepnaH BUPOOHMLTBO CLWA/ BHECEHHS 3MiH O peecTpaLiiHuX maTtepianis: 3MiHW 3a UA/16889/01/01
PO34MHY Ans Hegepnen an nikapcbKkoro Icnanis/ | TMny - 3MiHM Woao G6e3nekn/edeKTUBHOCTI Ta peuenmom
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

iHy3in, 10 mr/mn;
no 10 mnta 50 Mmny
cdnakoHax, no 1
¢nakoHy B
KapTOHHIN ynakoBLj

o b.B.

3acoby, nepBuHHa
yrakoBka,
KOHTpOrnb Ta
TeCTyBaHHs
cTabinbHOCTI
nikapcbKkoro
3acoby: Eni linni
eHg Komnai,
CLLUA BTOpUWHHA
ynakoBka,
MapKyBaHHS,
KOHTPOrb, BUMYCK
cepii nikapcbkoro
3acoby: Jlinni
C.A,, IcnaHis
KOHTPOMb SIKOCTI
Ta TeCTyBaHHS
cTabinbHOCTI
nikapcbKkoro
3acoby: ImKnoH
Cuctems JNC,
CLUA koHTponb
SIKOCTi NMikapCbKOro
3acoby: Eni Jlinni
KiHcewnn JlimiTen,
IpnaHais koHTponb
SIKOCTi NMikapCbKoro
3acoby: KoBaHc
JlabopaTopis
Nimiten, Benuka
BpuTaHis
KOHTPOMb SKOCTI
nikapcbKoro
3acoby: Yapnb3
Pisep
JlabopaTopis
Anpneng Jlimiteq,
IpnaHaia koHTponb
SIKOCTi NnikapCbKoro
3acoby: Eni Ninni
ITania C.IN.A.,
ITanis
BMPOGHWLTBO 3a
NMOBHUM LIVKITOM:
Jlinni ®paHc,
PpaHuis

Ipnangis/
Benuka
BpwuTaHis/
ITanis/
®paHuia

capmakoHarnsgy (iHwi 3amiHn). 3mMiHM BHECEHO y
TEKCT MapKyBaHHS NEPBUHHOI YMAKOBKMN MiKapCbKOro
3acoby n.6 IHLIE, a came, Buny4eHo iHdopmaldiito
LLIOAO NOroTuUMy 3asiBHUKA, Y 3B'A3KY 3 TEXHIYHUMU
3MiHaMu1 BUPOBHWYOT MiHii. TepmiH BBEAEHHS 3MiH
NpoTArom 6 MicsLiB Nicns 3aTBEPPKEHHS

243.

LWTAPABIH

PO34MH Anis iH eKUIN,
100 mr/mn; no 1 mn
abono 10 mny
cdnakoHi; no 1
dnakoHy B

Mini
Xenckepe
Nimiten

Benuka
BpuTaHis

Benyc Pemegic
TNimiten

IHaia

BHECEHHS 3MiH IO peecTpaLiiHAX MaTepianis: 3MiHU
| Tuny - 3MiHn Wwopao 6e3neku/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
iHCTPYKLUIii ANs MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi

3a
peuernmom

He
nidnsieae

UA/0674/01/01
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayitiHo20

noceio4yeHHs1

KapTOHHil kopobui

perynsipHoO OHOBJSIOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn
3acTocyBaHHS nikapcbkoro 3acoby B
nicnapeecTpauinHui nepiod, abo sk pesynbtaTt
OL|iHKM 3BITYy 3 AocnigXeHb, NPOBEeAEHMX BigNoBigHO
00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
Y3ro4>KeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom). 3MiHM BHECEHO A0 IHCTPYKLUIi Ans
MeOMYHOro 3acTOCyBaHHSA Nikapcbkoro 3acoby y
po3ainu "Baaemogaia 3 iHWunMn nikapCbKnmm
3acobamu Ta iHWi Buamn Baemogiit", "Cnocio
3acTocyBaHHsA Ta go3un" (wopao 6e3nekn), "MoGiyHi
peakuii" BiaNOBIAHO OO OHOBMEHOI iHbopMmaLi 3
6esneku fitoyoi pevoBuHW. BBeAeHHS 3MiH MpPOTArom
6-TV MicaLiB nicns 3aTBEPOKEHHS

244,

LLUNTYHKOBI
KPAMI

Kpanni opanbHi; No
25 mn y cknsgHomy
bnakoHi-
KpanenbHuui; no 1
dnakoHy-
KpanenbHuUi B navui
3 KapTOHy;

no 25 mn 'y dnakoHi
nonimepHomy; no 1
dnakoHy B nayui 3
KapTOHy; no 25 mny
CKNSHUX ¢prakoHax-
KpanenbHULAX;

no 25 mny
dnakoHax
noniMepHMXx.

TOB
"TepHoda
om"

YkpaiHa

TOB
"TepHodapm"

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu
| Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbkun 3acib.
KoHTponb roToBoro fikapcbkoro 3acoby. 3miHa y
MeToax BUNpoOyBaHHS roTOBOIO flikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPMXKEHNX MeToAax
BMNPOOyBaHHS) - 3amiHa xpomaTtorpadivyHoi
nnacTuHkn Copbdin-NTCX-AP-A-YO po3mipom
10x15 cm Ha nnacTtuHky Silicagel 60 F254
BUpobHMLTBa chipMmun «Merck» poamipom 10x20 cm y
MeTogax KOHTPOMO SKOCTi FOTOBOrO fikapCbKoro
3acoby n.2. IgeHTudikauis nignyHkT 2.1.

6e3
peuenma

UA/8740/01/01

*y pa3i HeceHHs1 3MiH 00 iHCmMpYyKuyii Npo MmeduYyHe 3acmocyeaHHs!

B.o. HayaaLHUKA
dapManeBTUYHOTO YIIPABJIiHHSA

Ounexcanap I'PIHEHKO




