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»

Bi 19 Oepe3ns 2024 poky Ne 467

MEPEJIK

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

3asieHUK

Popma sunycky Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Peknam Homep
n/n JNikapcbKko2o | (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky yeaHHsT* | peecmpayiliHo20
3acoby ynakoeka) noceid4yeHHs1
1. | ABDEHYPIK® TabneTtkn, BKPUTI MeHapiHi Tliokcemby | Bupo6bHuuTteo «in bulk» Ta dpaHuis/ BHECEHHS 3MiH O peecTpauiiHuX maTtepianis: 3a He UA/13527/01/01
120 MI' NniBKOBOKO IHTEepHeLoHan pr KOHTPOSb Cepiit: HimeuuunHa/ 3MinHn Il Tuny - 3miHn Wwopao peuenmom nidnsicae
obornoHkoto, no 120 OnepenLioHc Mateon ®paHuisa, PpaHuis Yexis 6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsay.
mr; no 14 TabneTtok TTrokcembypr BupobHmLTBO «in bulky, 3MiHW y KOPOTKil XapaKTepucTmLi Nikapcbkoro
y 6nicTepi; no 2, abo C.A. nepByHHE Ta BTOPUHHE 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii aAns

no 4, abo no 6
GnicTepiB y
KapTOHHiI kopobui

nakyBaHHs1, KOHTPOMb Ta
BUNYCK Cepin:
MeHapiHi-®oH XengeH
'M6X, Himeuunna
KoHTponb cepii roToBOro
NpOAYKTY, BUTOTOBMEHOIO
Tinbkn MeHapini-®oH
XewnpeH M'mbX (kinbkicHe
BU3HAYEHHS,
ineHTudiKauisa, cynyTHi
PEYOBUHM i PO3YMHEHHS):
AJIC Yecbka Pecnybnika,
C.p.o., Yexia

MEANYHOro 3aCTOCYBaHHS y 3B’AA3KY i3 HOBUMMU
[aHMMWN 3 AKOCTi, AOKMIHIYHUMM, KNiHIYHUMK
AaHUMKU Ta AaHuMK 3 hapmakoHarnsgy - 3MiHu
BHECEHO B iHCTPYKLiI0 ANs Mean4HOro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"®apmakonorivHi BnactusocTi", "OcobnusocTi
3acTtocyBaHHs" Ta "Mo6iyHi peakuii” BignoBigHO
00 KiHUEeBUX pe3ynbTaTiB gocnimkeHHs FAST Ta
OHOBMeEHHS iHpopMalii Lwoao 6esnekn
3acTOCyBaHHS JOMOMIKHOI pE4OBUHU HATPIO
KpockapMernosa 3 BignoBigHUMK 3MiHaMu y
TEeKCTi MapKyBaHHS1 BTOPUHHOT YNaKkoBKU.
BBeneHHs 3MiH npoTArom 6 MicsiLiB nmicnsi
3aTBepOKeHHs. 3MiHu Il Tuny - 3miHu wono
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli nikapcbKoro
3acoly, TeKCTi MapKyBaHHs! Ta IHCTpyKLUii Ansi
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMMN
AaHUMK Ta faHnMu 3 chapmakoHarnsgy
3MiHM BHECEHO B iHCTPYKLUiO ANsi MEOUYHOTO
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainis
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamm Ta
iHWi B1An B3aemogain" Ta "OcobnuBocTi
3acTocyBaHHS" BiAMNoBiAHO A0 pesynbTarTiB
pocnimxkerHs FAI-1.

BBeaeHHs 3MiH npoTsArom 6 Micsilis nicns
3aTBepaKeHHs1. 3minum Il Tuny - 3miHn Wwogo
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

6e3nekn/ecbeKTUBHOCTI Ta hapmakoHarnsgy.
BreceHHs abo 3miHa(1) fo 30608B'A3aHb Ta yMOB
Buaadi peecTpauinHoro noceBig4eHHs,
BKtovaroum MNnaH ynpaeniHHA pyankamu (iHLi
3MiHM) 3MiHNM BHECEHO A0 YacTuH: Il
«Cneuudikauis 3 6esnekun» (moayni Cll
«[okniHiyHa YacTuHa cneuudikadii 3 6esnekuny,
CVII «lgeHTudikoBaHi Ta NOTEHLiNHI pu3nku»), V
«3axoau 3 MiHimisauii pusukiey, VI «Pestome
nnaHy ynpaeniHHa pusmnkamuny, VII «JogaTtkny», y
3B’A3Ky 3 ouiHkow gocnigxeHHs FAST ta FAI-01
Ha nigcTaBsi NiATBEPAXEHHSA 3aTBEPAXEHHS 3MiH
B KpaiHi 3asiBHMKa/BMPOBHMKA, OHOBMEHOI
KOPOTKOI XapaKTepuCTUKN Ha npenapart. Pestome
MnaHy ynpaeniHHa pusmkamm sepcis 10.0
[0[aeTbCs.

ALOEHYPIK®
80 MI'

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 80
Mr, no 14 TabneTtok
y 6nicTepi; no 2, abo
no 4, abo no 6
Gnictepis y
KapTOHHil kopobui

MeHapiHi
IHTEepHeLoHan
OnepenLoHe
JTrokcembypr
C.A.

JTriokcemby
pr

Bupo6bHuuTBO «in bulk» Ta
KOHTPOSb Cepiit:
MaTeoH ®paHuis, PpaHuin
BupobHuuTBo «in bulky,
nepByHHE Ta BTOPUHHE
nakyBaHHs, KOHTPOMb Ta
BUWMYCK Cepiln:
MeHapiHi-PoH XelgeH
MmM6X, HimeuunHa
KoHTponb cepiii rotoBoro
NpOAYKTY, BUTOTOBIEHOIO
Tinbkn MeHapiHi-PoH
XewnpeH M'mbX (KinbkicHe
BU3HAYEHHS,
ideHTudikauis, cynyTHi
PEYOBUHM | PO3YNHEHHS):
AJIC Yecbka Pecnybnika,
c.p.o., Yexia

®paHuia/
HimeuumnHa/
Yexia

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3Mminn Il Tuny - 3miHun Wwopao
Ge3nekn/edeKTUBHOCTI Ta hbapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii aAns
MELMNYHOrOo 3aCTOCYBaHHS y 3B’s13Ky i3 HOBUMMU
OaHUMW 3 SIKOCTi, JOKNIHIYHUMU, KINiHIMHUMMN
AaHVMU Ta AaHuMu 3 dhapmakoHarnsagy - 3MiHun
BHECEHO B iHCTPYKL0 ANs Mean4Horo
3acTocyBaHHS NnikapcbKoro 3acoby Ao posginis
"®apmakonorivHi BnactusocTi", "OcobnusocTi
3actocyBaHHs" Ta "MobiyHi peakuii” BignoBigHO
00 KiHueBux pesynbTatiB gocnimkeHHa FAST Ta
OHOBMeEHHS iHpopMalii Lwoao 6esnekn
3aCToCyBaHHS JOMOMDKHOI PEYOBUHMW HATPIlO
KpockapMerno3a 3 BignoBigHUMK 3MiHaMu y
TeKCTi MapKyBaHHSI BTOPUHHOT YNakoBKU.
BBeaeHHs 3MiH npoTsArom 6 Micsilis nicns
3aTBepAKeHHs1. 3minu Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta dpapmakoHarnsgy.
3MiHW y KOPOTKili XapakTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ans
MELIMYHOrO 3aCTOCYBaHHS y 3B’s13Ky i3 HOBUMMU
[aHUMWN 3 AKOCTi, AOKMIHIYHUMU, KNiHIYHUMKU
OaHMMU Ta JaHMK 3 hapMakoHarnsgy
3MiHM BHECEHO B IHCTPYKLUitO ANst MEOUYHOTO
3acTocyBaHHs nikapcbkoro 3acoby 4o po3ainis
"B3aemogis 3 iHWVMK nikapcbkuMn 3acobamm Ta
iHWi B1An B3aemogain" Ta "OcobnuBocTi
3acTocyBaHHA" BiANoOBIigHO 4O pe3ynbTaTiB
pocnimpkerHs FAI-1.

BBeaeHHs 3MiH npoTsArom 6 Micsilis nicns
3aTBepakeHHs. 3MiHu Il Tuny - 3miHn Wwono
6e3nekn/edheKTMBHOCTI Ta dbapmakoHarnsay.
BHeceHHs abo 3miHa(1) Ao 3060B's13aHb Ta yMOB

3a
peuerimom

He
nidnsicae

UA/13527/01/02




3 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUAadi peecTpauinHoro noceBig4eHHs,
BKNtoyaroun MNnaH ynpasniHHA pusnkamm (iHLi
3MiHM) 3MiHM BHECEHO [0 YacTuH: Il
«Cneuudikauis 3 6e3nekun» (mogyni Cll
«[okniHiyHa YacTuHa cneuudikadii 3 6e3nekun»,
CVII «lgeHTudbikoBaHi Ta NOTEHLiNHI pu3nkuny»), V
«3axoau 3 MiHimisauii pusukiey, VI «Pestome
nnaxy ynpasniHHa puaukamny, VII «Jogatkmy, y
3B’A3Ky 3 oLjiHKoI gocnigkeHHs FAST ta FAI-01
Ha nigcTasi NiATBEPAKEHHSA 3aTBEPAXEHHS 3MiH
B KpaiHi 3asiBH1Ka/BUPOOHMKA, OHOBMEHOT
KOPOTKOI XapakTepucTukn Ha npenapat. Pesiome
MnaHy ynpaeniHHa pusmkamm sepcis 10.0
A0[AETLCS.
3. | A3OMNT® Kpanni o4Hi, 10 Hoeapric LLiseviapi AnkoH-KyBpbop Benbris BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/2300/01/01
Mmr/mn, no 5 mny dapma Al A 3MiHn | TMNY - 3MiHK Woao peuenmom
drakoHi- be3nekn/eceKkTUBHOCTI Ta hapmakoHarnsgy.
KpanenbHuui; no 1 3MmiHa YacToTn Ta/abo TepMiHiB NoaaHHs
bnakoHy- perynsipHoO OHOBIOBaHUX 3BiTiB 3 6e3neku
KpanenbHuui y nikapcbkunx 3acobis - 3MiHM y YacToTi Ta
KopobLi 3 KapTOHY TepMiHax NofaHHs perynsipHO OHOBMIOBAHOIO
3BTy 3 6e3nekn
Litova pegakuisi: YactoTa nogaHHs perynsipHo
OHOBIOBaHOrO 3BiTYy 3 6e3nekun 3 poku. KiHuesa
naTa ansa BkNoYeHHsA aaHux go PO3B -
31.08.2019 p. OaTta nogaHHs - 29.11.2019 p.
[MponoHoBaHa pepakuis: YactoTa nogaHHA
perynsipHo OHOBIOBaHOrO 3BiTYy 3 6e3nekn 5
pokiB. KiHLeBa faTa Ans BKMOYEHHS aHUX 0O
POSB - 31.08.2026 p. OaTta nogaHHs -
29.11.2026 p. PekomeHgoBaHo Ao
3aTBEPKEHHS BiAMOBIAHO A0 NEPIOANYHOCTI
NoAaHHsI PerynsipHO OHOBMIOBAHUX 3BITIB 3
6e3nekun nikapcbkux 3acobis y €C
4. | AlNb®A- TabneTkn, BKpUTI AT YkpaiHa AT "KMIBCLKMIA Ykpaina BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a - UA/A766/01/02
NINOH NniBKOBOO "KNIBCbKUW BITAMIHHW/IN 3ABOO" 3minu | Tvny - 3miln wWoao peuenmom
o6ornoHkoto, no 600 BITAMIHHAN 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
mr; no 10 TabneTok 3ABO" (iHWi 3miHM) OHOBMNEHHS TEKCTY MapKyBaHHS
y 6nicTepi; no 3 NepBUHHOI Ta BTOPUHHOI YNaKOBOK fikapCbKoro
Gnictepu B nayui; no 3acoby, a came: BUNy4eHHs iHdpopMmalLlii,
10 TabneTok y 3a3HayeHoI POCINCbKO MOBOIO, Ta BUKINAAEHHS
GnicTepi; no 6 i @aHrNiNCbKOK MOBOIO; @ TaKOX He3HaYHi NpaBku
GnicTepi y navui y n. 17. IHWE TekcTy MapKyBaHHsi BTOPUHHOI
ynakoBku. TepmiH BBEAEHHS 3MiH - MPOTArom 6
MicsiLiB Micnsi 3aTBEPAXKEHHS.
AlNb®A- TabneTkn, BKpUTI AT YkpaiHa AT "KUIBCLKMIA YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3a - UA/A766/01/01
ninoH NniBKOBOO "KNIBCbKUIN BITAMIHHWUW 3ABOL" 3minu | Tvny - 3miHn wopo peuernmom
o6onoHkoto, no 300 BITAMIHHAN 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsay
mr; no 10 TabneTok 3ABO" (iHWi 3miHM) OHOBMNEHHS TEKCTY MapKyBaHHS

y 6nicTepi; no 3
Gnictepu B nayui; no

NepBUHHOI Ta BTOPMHHOI YNaKOBOK JlikapCbKoro
3acoby, a came: BUNyYeHHs iHdopMallii,




4 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
10 TabneTok y 3a3HaveHoi POCINCHKOK MOBOID, Ta BUKIAAEHHS
6nictepi; no 6 il aHMMINCHbKOI MOBOIO; @ TaKOX He3HauHi MpaBKu
6nicTepiB y navui y n. 17. IHWE TekcTy mapKyBaHHsi BTOPUHHOI
ynakoBku. TepMiH BBEAEHHS 3MiH - NPOTSrom 6
MiCSILiB Micnsi 3aTBEPAKEHHS.
6. | AMIAKY PO34MH ans MpAT YkpaiHa MpAT ®apmaueBTUYHa YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 - UA/0138/01/01
PO34YUH 10% | 30BHIiLWHbLOrO dapmaueBTuy habpuka "Biona" 3MiHwn Il Tuny - 3miHK 3 skocTi. ADI. peuernma
3actocyBaHHs 10%, Ha habpuka Bupo6HuuTBO. 3MiHa BUpOGHUMKa
no 40 mn abo no "Biona" BUXiQHOro/MPOMIDKHOIO NPOAYKTY/peareHTy, Lo
100 mn y conakoHax BUKOPMCTOBYHOTLCS Y BUPOBHMYOMY NpoLeci
CKNSAHMX, AdI, abo 3miHa BUpobHUKa (BKnovarouu, ge
YKYMOPEHUX HeobXxigHO, MicLie NPOBeAEHHS KOHTPOIHO SKOCTI)
npobkamu Ta A®I (3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI
Kpuvwwkamu; no 100 €BponeWcbkin dapmakonei y 3aTBepaKeHOMy
MA 'y donakoHax nocbe)(BBeAeHHs HoBoro BupobHuka Adl 3
noniMepHux, HagaHHSM MacTep-cainna Ha A®l). BeeaeHHs
YKYNOPEHNX [0[aTKOBOro BMPOGHMKa Aito40i peYOBUHN
npobkamu Ta (amiak) TOB «Heoxum B» gns nikapcbkoro
Kpuwkamu; no 40 mn 3acoby AMIAKY PO34YMH 10%
y nakoHi
ckngHomy; no 1
cbnakoHy B nayui 3
KapToHy; no 200 mn
y hnakoHax
CKINSIHUX,
YKyMOpeHux
KPULLIKOKO
7. | AMINIECCA TabneTtku no 4 mr KPKA, a.a., CnoBeHis BUpo6bHMUTBO "in bulk”, CrnioBeHis BHECEHHS 3MiH IO peecTpaLiHMX maTtepianis: 3a - UA/12846/01/01
/10 wr; no 10 Hoso mecTo nepBvHHE Ta BTOPUHHE 3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUI peuernmom
Tabnetok y 6nictepi; nakyBaHHsi, KOHTPOJIlb Ta nikapcbkuii 3aci6. 3MiHu y BUPOGHULTBI. 3MiHK Y
no 3 abo no 6, abo Bunyck cepii: KPKA, ao.4., npoueci BMpoOHULTBA rOTOBOTO fiKapCbKOro
no 9 énictepis y Hoso mecTo, CnoBeHis; 3aco0y, BKITHOYa4M NPOMDKHUIA NPOAYKT, LU0
KapTOHHiI kopobui KOHTpOnb cepii (isnyHi Ta 3aCTOCOBYETLCS MPY BUPOBHULITBI rOTOBOrO
XiMiYHi METOAMN KOHTPOIIO): nikapcbkoro 3acoby (He3HayHa 3miHa y npoLeci
KPKA, a.a., HoBo mecTo, BUPOBHMUTBA) - He3HauHi 3MiHW Yy BUPOOHULITBI,
CnoBeHis a came Ansa tabnetok 4 mr /10 mr
BMPOBaAXKYETbCSI PO3LUMPEHHST BUMYCKY
TabneTok Ao po3mipy cepii 228,48 kr, wo
3HaxoOuTLCS B MeXax MakcumarbHO
3aTBepaeHoro po3mipy cepii 476,00 kr. Ans
BiNOBIQHOIrO NPOMOPLINHOMO 36iNbLUEHHSI
pPO3Mipy cepilt BUKOPUCTOBYETLCS iHLUIE
obnaaHaHHA. 3MiHa He BNnMBae Ha AKICTb Ta
6e3neky M3
8. | AHACTPO30O | TabneTku, BKpUTI Mictpan AHrnis (BUPOBHULTBO (MOBHWI IcnaHis/ BHECEHHS 3MiH 10 peecTpauiiHnx MaTepianis: 3a - UA/16472/01/01
- BICTA NniBKOBOKO Kenitan LIMKIT), BKIOYAKO4M BUMYCK HimeyunHa TexHi4Ha nomurka (3rigHo Hakaly MO3 Big peuenmom
06050oHKo, Mo 1 Mr, MeHepxmeHT cepii) CiHTOH XicnaHis, 23.07.2015 Ne 460) - BunpaBneHo TEeXHIYHY
no 14 Tabnetok y Timiteq C.N., IcnaHisi; (nakyBaHHs) NOMUIKY Y TEKCTi MapKyBaHHS BTOPUHHOT
GnicTepi; no 2 PotTeHpopd Papma ynakoBKu nikapcbkoro 3acoby y n. 1. HASBA
Gnictepu B M6X, Himeuunna JIIKAPCBbKOI'O 3ACOBY, a came KOpPeKTHO
KapTOHHI kopobui 3a3HayeHo Ha3By Ailo40i pevoBrHN AHacTpo3on
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3amicTb AHacTposone. 3asHayeHe BUNpaBreHHs
BignoBigae marepianamMm peecTpauiinHoro 4oche

AProOCYJibo
AH®

kpem, 20 mr/r no 15
r abo 40 ry Ty6i; no
1 Ty6i B KapTOHHIN
KopobLi

TOB «BAYLL
XENC»

YkpaiHa

dapmsaBog €nbca A.T.

MNonbLa

BHECEHHS 3MiH O peecTpauiiHux maTepianis:
3MmiHm | Tuny - 3miHu 3 skocTi. ADI.
Bupo6HuuTBO. 3MiHM B NpoLeci BUpobHULITBa
A®| (HesHauHa 3MiHa y 3aKpUTIlA YacTuHI
macTtep-tanna Ha AD|) He3HavHa 3miHa B
3akpwuTin YacTuHi ASMF Bupo6Huka
Pharmaceutical Works Jelfa S.A., MNonbwa ans
BOAHOI cycneHsii ADI cynbdartiasony cpibna,
LLIO MPM3BENO A0 3aMiHn BepCii v.9 3akpuToi
4acTMHMASMF Ha Bepcito v.10. 3MiHu Il Tuny -
3MiHn 3 skocTi. A®I. (iHLWi 3MiHWN) OHOBMEHHS
ASMF Ha BuxigHy peyoBuHy Sulfathiazole Big
3aTBepAKeHoro BMpoGHuKka Prime European
Therapeuticals S.p.A. (Euticals S.p.A.), skuii
3MmiHMB Ha3By Ha ARCHIMICA S.p.A ans
BMpoGHMUTBaA BogHOI cycneHsii AD|
cynbdartiason cpibna 3ateepmpkeHo: AP+RP
ASMF: 2014-07 ta 2016-09 3anponoHoBaHo:
ASMF Bigkputa yactuHa: LO-006/AP/00/2020-
06+ LO-006/AP/01/2021-03 + LO-
006/AP/02/2021-12. 3akputa yactuHa: LO-
006/RP/00/2020-06 +LO-006/RP/01/2021-03 +
LO-006/RP/02/2021-12.

6e3
peuyenma

UA/1031/01/01

10.

AProcCylbo
AH®

kpem, 20 mr/r no 15
r abo 40 r y Ty6i; no
1 Ty6i B KAPTOHHIN
KopobLi

TOB «BAYLL
XENC»

YkpaiHa

®apm3aasop €nbda A.T.

Monbwa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3miHu | Tuny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€Bponencbkin dapmakonei/MoHorpadii. 3miHn,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
Bi4NOBIgHICTb A0 MoHorpadii AdPY abo
€Bponelcbkoi hapmakonei, abo iHwoi
HauioHanbHoi dbapmakonei gepxasu €C (3miHa
y cneundikauisx, nos's3aHa 3i aMiHamu B Y,
abo €Bponelicbkin hapmakonei, abo iHwWin
HaLujioHanbHi hapmakonei gepxasun €C) -
npvBeAeHHs cneumdikauii 4JONOMDKHOT
peyoBMHM AMHATPI0 docdaT goaekarigpart oo
BMMor MmoHorpadii Ph.Eur. 01/2021:0118
«Disodium phosphate dodecahydrate». 3minu |
Tuny - 3MiHM 3 SKOCTi. [O0TOBMI NikapCbkuin
3aci6. 3MiHu y BUpOGHMLTBI. 3MiHW Y npoLeci
BMPOOHMLITBA rOTOBOTO MikapCbKoro 3acoby,
BKITH0HA04MN NPOMIDKHUIA NMPOAYKT, WO
3aCTOCOBYETHCS NPY BUPOOHULTBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOBHMLTBA) - HE3HAYHI 3MiHM B MpoOLECi
BMPOGHMLTBA, 3aMiHa HepaBito4oi EMHOCTI Ans
36epiraHHs cycneHsii BoaHoi cynbdartiasony
cpibna 3 200 dm3 Ha emHicTb 140 dm3 . 3miHn Il
Tuny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui

6e3
peuenma

UA/1031/01/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3acib. (iHWi 3MiHWM) — BKIMKOYEHHS Onncy npoLecy
BMPOGHMLTBA cori cynbgaTiasony cpiona,
BOZAHOI cycneHsii 4o onucy npouecy
BupobHuutea M3 (po3gin 3.2.P.3.)y
BignosigHocTi 4o Bumor GMP. NponoHoBaHa
3MiHa nonsrae y peopratisadii peectpauiiHoro
[OCbe 3 MeTO BigobpaxeHHs npouecy
BMPOGHMLTBA Aito40i pe4oBMHM Ha Micui. OkpiM
TOro, YTOYHEHHS LLOAO Yacy nepemillyBaHHSs
cynbaTiazony cpibna nicns ocagxeHHs Big «at
least 40 min» go «80-90 miny», wWo
niaTBEPAKYETLCA 3BITOM 3 Banigauii npouecy.
11. | AUEPBIH Ma3sb no 30 r abo dapmaueyTiw ABcTpis dapmaveyTiwe dabpik ABCTpis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 - UA/15260/01/01
100 r masi B Ty6i; no e ®abpik MoHTagit 'M6X 3MiHn | TMny - 3MiHK Woao peuenma
1 Ty6i B KAPTOHHIN MoHTaBiT 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
ynakoBLi mM6X (iHWi 3MiHK) 3MiHN BHECEHO Y TEKCT MapKyBaHHsI
BTOPWHHOI Ta NEPBUHHOI ynakoBku (Tyba)
nikapcbkoro 3acoby, a came: JoAaHo
iHCbopMaL,ito NPo HasiBHICTb noroTuny
Bupo6Huka; BUny4YeHo LITPUX-KOA 3 NEPBUHHOI
YMaKoBKM TEKCTY MapKyBaHHS, SIKUIA 3 TEXHIYHMX
NPUYUH HE MOXe ByTW HaHeceHUi Ha Tyby
12. | BAKTUCENT cycneHsis (200 TOBAPUCTB YkpaiHa ToBapucteo 3 obmexeHoro Ykpaina BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a - UA/0142/01/01
on- Mr/40 mr B 5 mn), no 03 BignoBigansHicTo 3MiHa 3asBHuka J13 (MIBI) (BnacHuka peuenmom
300POB'A 100 mn y donakoHi; OBMEXXEHO "®apmaueBTniHa peecTpaLinHOro NocBiA4YeHHS) (3rigHO Hakasy
no 1 dnakoHy O KomnaHis "3gopos's” MO3 Big 23.07.2015 Ne 460). BeegeHHs 3MiH
pasom 3 MipHO BIANOBIOAN NpOTArom 6-Tu MicAILiB NiCNsi 3aTBEPOXKEHHS.
TI0XKKOKO B KAPTOHHI bHICTIO 3MiHn | TMny - 3MiHK Woao
Kopoo6ui «KOPTTOPALII 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
A BBeneHHs abo 3MiHM [0 y3aranbHeHWX OaHUX
«3[00POB’A» npo cuctemMy chapmakoHarnagy (BBeAeHHs

y3aranbHEHUX AaHUX Npo CucTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
chapmakoHarnsgy B YKpaiHi, KLLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BignoBiganbHOI 3a 34iMCHEHHs hapmakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-thanna cuctemm
hapmakoHarnsay).
3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKa,
BignoBigansHoi 3a hapMakoHarnsag. [itoya
pepakuisi: LleByeHko OneHa IropiBHa.
MponoHoBaHa pegakuisi: MaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiANoBiganbHoi 3a hapmakoHarnag. 3MiHa
HOMepa macTtep-danna cuctemu
dapmakoHarnsigy.




7 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

13. | BAJIAHC PO34MH ons dpeseHiyc HimeyvunH ®peseHiyc Megukan Kep HimevuunHa BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3a - UA/18018/01/01
1,5% nepuToHeansHoro Meavkan Kep a Oonunang MM6X 3MmiHn | Trny - 3miHn 3 akocTi. CepTudikat peuernmom
rMOKO3U nianiay; no 2000 mn Honunang BignosigHocTi/ME-cepTudikaT BiANOBIgHOCTI
1,25 abo 2500 mny m6X €BponeWcbkin dhapmakonei/MoHorpadii.

MMonb/n cuctemi MopaHHa HoBOro abo oHoBreHoro cepTudikaTta
KAnNbUIO [BOKaMepHOro Bi4NOBIigHOCTI abo BUNy4YeHHs cepTudikara
MilLKa cTenscend; BiNOBIigHOCTI €Bponenchkin dapmMakonei: ons
no 4 miwkun y A®Il; onsa BuxigHoro
KapTOHHi KOpoOLyi; MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, L0
no 3000 mny BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; ans
cuctemi AOMOMDKHOT pe4voBUHN (cepTudikat
[BOKaMepHOro BiNoBigHOCTI €Bponeichkin dapmakonei) -
MilLKa cninecend; no OHoBReHuI cepTudikaT Bif yXKe 3aTBEpPAXEHOro
4 MiLLKW Y KapTOHHIN BUpo6HMKa - MNogaHHst oHoBneHoro CepTtudikaty
kopobui; no 5000 mn BignoBigHocTi €Bponeicbkin Papmakonei R1-
y cuctemi CEP 1997-059-Rev 04 (3atBepmkeHo: R1-CEP
[BOKaMepHOro 1997-059-Rev 03) ans gito4oi pe4oBrHU
MilLKa crinecend; no IHOKO3M MOHOTIAPATY Bif BXe 3aTBEPAXEHOro
2 MiLLKK Y KapTOHHIl Bupo6Huka Cargill, S.L.U., Icnania. 3minn | Tuny
Kopoo6ui - 3MiHu 3 gkocTi. A®I. KoHtponb A®I. 3miHa y
MeTodax BunpobyeaHHs APl abo BuxigHoro
mMaTepiany/npoMixXHOro NpodyKkTy/peareHTy, Lo
BVKOPWCTOBYETLCS Y npoueci BMpobHuutTea AdD|
(iHWi 3miHM y MeToaax BMNpoGyBaHHs
(Bkntoyaroum 3amiHy abo gonosHeHHs) ADI abo
BVIXifHOro/npomixkHOro nNpoAykTy) flogaBaHHS
anbTepHaTUBHOrO MeToAY BUNPOOYyBaHHS Ans
BU3HAYEHHS antoMmiHito ANs 4ilo4oi pe4oBUHU
HaTpito (S)-nakTaTy po34ynH 3a AONOMOro
MeTOAY Mac-CneKTPoOMeTpii 3 iHOYKTUBHO
3B’A3aHoto nnasmoto (ICP-MS)
3miHu | TUny - 3miHu 3 gkocTi. APl. KoHTponb
A®Il. 3miHa y napameTpax cneuudikadi Ta/abo
OOMyCTUMMNX MEX, BU3HAYEHUX Y crneumadikaLisax
Ha ADI, abo BMXiOHWUI/MPOMIDKHUI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci Bupo6HuuTea AD| (4ONOBHEHHS
crneundikaLii HOBUM MOKA3HMKOM SIKOCTi Ta
BiAMNOBIAHMM METOAOM BUNPOBYBaHHS)
[onoBHeHHs cneundikaLii 4ns Ailo4oi pevyoBUHU
HaTpito (S)-nakraTy po34nH HOBMM MOKa3HMKOM
AKkocTi «bakTepianbHi eHAOTOKCUHMY 3
HopMmyBaHHsIM < 5 |U/g Ta BignoBigHUM MeToaom
BunpobyeaHHs (EP 2.6.14)

14. | BANNAHC pO34MH Ans dpeseHiyc HimeyumnH ®peseHiyc Meaukan Kep HimevuunHa BHECEHHS1 3MiH 0 peecTpauinHMX maTtepianis: 3a - UA/18019/01/01
2,3% nepuTOHeanbLHOro Meavkan Kep a Oonunang MM6X 3miHu | Tuny - 3miHm 3 sikocTi. CepTudikat peuenmom
rMOKO3U nianidy; no 2000 mn Honunang BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
1,25 abo 2500 mny m6X €Bponelicbkiit hapmakonei/MoHorpadii.

MMonb/n cuctemi MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
KANbLIO [BOKaMepHOro Bi4NOBIgHOCTI abo BUNy4eHHs cepTudikara

MilLKa cTenecend;

BigNOBIgHOCTI E€Bponeichkin dhapmakonei: ans
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
no 4 MiWwkn y A®I; ans suxiaHoro
KapTOHHiI kopobuyj; marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
no 3000 mny BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
cucremi [OMOMIDKHOI peyoBUHM (cepTudikaT
[BOKaMepHOoro BiANOBIAHOCTI €Bponencokin dapmakoneri) -
MilKa crinecend; no OHoBREeHWI cepTudikaT Bif y>Ke 3aTBEPAKEHOro
4 MKW Y KAPTOHHIN BMpOBHMKa - NnogaHHs oHoBneHoro CepTudikaty
kopo6buij; no 5000 mn BignoBsigHocTi €Bponencekin apmakonei R1-
y cuctemi CEP 1997-059-Rev 04 (3atBepgxeHo: R1-CEP
[BOKaMepHOro 1997-059-Rev 03) ans gito4oi pe4oBmHM
MilLKa criinecend; no rNIOKO3M MOHOTIAPATY Bif BXe 3aTBepAKEHOro
2 MiLLKK Y KapTOHHIl Bupo6Huka Cargill, S.L.U., IcnaHia. 3minn | Tuny
Kopobui - 3MiHn 3 sikocTi. ADL. KoHTponb A®I. 3miHa y
meTofax BunpobysaHHA A®I abo BuxigHoro
mMaTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuutea AdI
(iHwWi 3miHWM y MeTogax BuNpobyBaHHS
(BKntovaoum 3amiHy abo gonoBHeHHs1) APl abo
BMXiAHOro/NPOMI>KHOTO NPOAYKTY) AOAaBaHHS
anbTepHaTMBHOIO MeTody BUNpobyBaHHs Ans
BU3HAYEHHS anioMiHito Anga Aito4oi pevoBUHU
HaTpito (S)-nakTaTy po3ynH 3a LONOMOro
MeToady Mac-CreKTpoMeTpii 3 iHAYKTUBHO
3B’A3aHoto nnasmoto (ICP-MS)
3minu | TUNy - 3miHu 3 gkocTi. APl. KoHTponb
A®I. 3miHa y napameTpax cneuudikauin Ta/abo
OONyCTUMMNX MEX, BU3HAYEHNX Y creumadikaLisx
Ha A®l, abo BUXiZHUA/MPOMIXHUI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci Bupo6HmuTea APD| (4ONOBHEHHS
cneundikaLii HOBUM MOKa3HWKOM SIKOCTi Ta
BiANOBIAHMM MEeTOAOM BUNPOBYBaHHS)
[OOMOBHEHHS cneundikaLii Ans Ailo4oi pe4oBUHU
HaTpito (S)-nakraTy po34nMH HOBMM MOKa3HMKOM
AkocTi «bakTepianbHi eHOOTOKCUHMY 3
HopmyBaHHAM < 5 |U/g Ta BignoBigHum meToaom
BunpobyBaHHs (EP 2.6.14).

15. | BANTAHC po3unH Ans PdpeseHiyc HimeuunH ®peseniyc Meagukan Kep Himeuunna BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a - UA/16100/01/01
2,3% nepuTOHeanbHOro Meavkan Kep a Oonunang Mm6X 3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat peuenmom
rMOKO3U nianisy; no 2000 mn Honunang BignoBigHocTi/E-cepTudikat BignoBigHOCTi
1,75 abo 2500 mny m6X €Bponelicbkinn hapmakonei/moHorpadii.
MMonb/n cuctemi MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
KAnNbUIO OBOKaMepHOoro BigNoBigHOCTI abo BUNy4eHHs1 cepTudikata

MilLKa cTeln cend; BiZNOBIgHOCTI €Bponenchkin dapmakonei: ons
no 4 Miwkun y ADI; ans BuxigHoro

KapTOHHiIl kopobuyj; mMaTepiany/peareHTy/NpOMiXHOrO NPOAYKTY, LLO
no 3000 mn'y BVIKOPVCTOBYIOTbCS Y BUpobHUUTBI A®l; Ang
cuctemi [OOMOMDXHOT peyvoBUHU (cepTudikat
[OBOKaMepHOoro BiQNOBIgHOCTI E€Bponeichki hapmakonei) -

MilLKa criinecend; no
4 MiLLKW Y KAPTOHHIN

OHoBREHWI cepTuikaT Bif y>Ke 3aTBEPAKEHOrO
BMPOGHMWKa - NoaHHsa oHoBneHoro CepTudgikaty
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

kopobui; no 5000 mn
y cuctemi
[BOKaMepHOro
MillKa crinecend; no
2 MiLLKM Yy KApTOHHIN
KopobLi

BignoBigHocTi €Bponeicobkin Papmakonei R1-
CEP 1997-059-Rev 04 (3atBepmxeHo: R1-CEP
1997-059-Rev 03) ans gito4oi pe4oBmHM
rIOKO3M MOHOTIAPATY Bif, BXXe 3aTBEPKEHOr0
BmpobHuka Cargill, S.L.U., Icnanis. 3minun | Trny
- 3MiHn 3 skocTi. ADL. KoHTponb A®I. 3miHa y
MeTodax BunpobyeaHHsa APl abo BuxigHoro
marepiany/npoMixXHOro NpoAykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuutea AdI
(iHWi 3miHM y MeTofax BMNpobyBaHHsI
(Bkntoyaroum 3amiHy abo gonosHeHHs) APl abo
BMXiAHOro/NPOMI>KHOTO NPOAYKTY) AOAaBaHHSA
anbTepHaTUBHOrO MeToAy BUNPOGyBaHHSA Ans
BM3Ha4Y€HHS arntoMmiHito ANs Gil040i pevyoBUHM
HaTpito (S)-nakTaTy po3ynH 3a LONOMOro
MEeTOoAY Mac-CrneKTpoMeETpil 3 iIHOYKTUBHO
3B’A3aHot0 nnasmoto (ICP-MS)
3MinHn | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb
A®l. 3miHa y napameTpax cneumndikauin Ta/abo
OOMyCTUMMX MEX, BU3HAYEHUX Y crieumdikaLisax
Ha A®I, abo BMXigHWMIN/MPOMIDKHMI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea AP| (ZONOBHEHHS
cneymaikauii HOBMM NOKa3HUKOM SIKOCTI Ta
BiANOBIgHMM MEeTO4OM BUNPOBYyBaHHS)
[OMOBHEHHS cneumdikavii ons Ailoyoi pevyoBuHU
HaTpito (S)-nakraTy po34nH HOBMM MOKa3HMKOM
AKoCTi «bakTepianbHi eHAOTOKCUHMY 3
HopmyBaHHAM < 5 |U/g Ta BignoBigHuM meTogom
BunpobyBaHHs (EP 2.6.14).

16.

BAJNIAHC
4,25%
rNIOKO3n
1,75
MMOnb/N
KANbLUIO

pO34vH Ans
nepuToHeansHoro
gianisy; no 2000 mn
abo 2500 mny
cuctemi
[ABOKamepHoro
MilLKa cTenecend;
no 4 Miwkn y
KapTOHHiIl kopobuyj;
no 3000 mny
cucTemi
[ABOKamepHoro
MilLKa cninecend; no
4 MKV Y KAPTOHHIW
kopobui; no 5000 mn
y cuctemi
[BOKaMepHOro
MilLKa crinecend; no
2 MILIKN y KapTOHHIN
KopobLi

dpeseHiyc
Meavkan Kep
LonunaHg
m6X

HimeuvunH
a

®peseHiyc Megukan Kep
Honunang M6X

HimevuunHa

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3miHu | Trny - 3miHm 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkint hapmakonei/MoHorpadii.
MopaHHsa HoBOro abo OHOBMEHOro cepTudikara
BignNoBigHOCTI abo BuUny4eHHs1 cepTudikata
BigMNOBigHOCTI €Bponeickkin hapmakonei: ons
AdI; onsa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
[OOMOMDKHOT peyoBuHU (cepTudikar
BiANOBIgHOCTI EBponeickki hapmakonei) -
OHoBneHuIn cepTudikar Bif yXe 3aTBEpAKEHOIO
BUpo6HMKa - MNogaHHst oHoBneHoro CepTtudikaty
BignoBigHocTi EBponelickkin Papmakonei R1-
CEP 1997-059-Rev 04 (3atBepaxeHo: R1-CEP
1997-059-Rev 03) ans gito4oi pe4oBrHU
rMIOKO3K MOHOTIApaTy Bif BXe 3aTBepAXKeHOro
BupoGHuka Cargill, S.L.U., IcnaHisi. 3minu | Tuny
- 3miHu 3 gkocTi. A®I. KoHTpone A®I. 3miHa y
MeTofax BunpobysaHHs APl abo BuxigHoro

3a
peuenmom

UA/16101/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

marepiany/npoMixXHOro npoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS y npoueci BUpobHuuTea Ad|
(iHWi 3miHKM y MeToaax BMNpobyBaHHsI
(BKntoyaoum 3amiHy abo gonoBHeHHs1) APl abo
BWXiAHOro/npomixkHoro npoaykTy) flogaBaHHs
anbTepHaTUBHOrO MeToAy BUNPOGyBaHHSA ANd
BU3HAYEHHS arntoMiHito 4Nns 4ilo4oi pe4yoBUHU
HaTpito (S)-nakTaty po3ynH 3a 4ONOMOro
MeToay Mac-CreKTpoMeTpii 3 iHOYKTUBHO
3B’A3aHoto nnasmoto (ICP-MS)
3MmiHu | TUny - 3miHm 3 akocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax cneumndikauin Ta/abo
[OMNyCTUMUX MEX, BUSHAYEHMX Y crneuundikauisx
Ha A®I, abo BUXiAHUA/MPOMIXKHUI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHmuTea AP| (A0NOBHEHHS!
cneundikaLii HOBUM MOKA3HMKOM SIKOCTi Ta
BiANOBIAHMM MEeTO4OM BUNPODYyBaHHS)
[onoBHeHHs cneundpikaLii 4nsa aito4oi pevyoBuHU
HaTpito (S)-nakraty po34nmH HOBMM MOKa3HMKOM
AKOCTi «bakTepianbHi eHAOTOKCUHMY» 3
HopMyBaHHsAM < 5 |U/g Ta BignoBigHUM MeToaoMm
BunpobysaHHs (EP 2.6.14)

17.

BEKINIOMETA

cnpen HasanbHUn
[030BaHUN,
cycneHsis, 50
Mkr/go3sy, no 180
003 Y dhnakoHi 3i
crpew-Hacocom Ta
3aXUCHUM
KoBMa4kom; no 1
dnakoHy y kopobui 3
KapTOHY

TOBAPUCTB
03
OBMEXXEHO
O
BIAMOBIOAN
bHICTIO
«KOPMOPALLI
A
«300POB’A»

YkpaiHa

KOHTPOJb SIKOCTi, BUNYCK
cepil:
ToBapucteo 3 obmexeHoro
BigNoBiganbHIiCTIO
"®apmMaueBTnYHa
KoMnaHisi "3gopos's”,
YkpaiHa;

BCi cTagii BUpobHMUTBA,
BUWMYCK cepil:
ToBapucteo 3 obmexeHor
BignoBiganbHIiCcTIO
"®apmaueBTUYHa
KoMnaHis "3popos's”,
YKpaiHa; KOHTpOrb SKOCTi:
ToBapucteo 3 obmexeHoto
BignoBiganbHiCcTIO
"®APMEKC 'Pynmn",
YkpaiHa

Ykpaina

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MmiHa 3asBHuka J13 (MIBM) (BnacHuka
peecTpaLinHOro NocBiA4YeHHS) (3rigHO Hakaly
MO3 Big 23.07.2015 Ne 460). BBegeHHs 3MiH
NPOTArom 6-Tu MicAILiB NiCNs 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3MiHM [0 y3aranbHeHWX OaHNUX
npo cuctemMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHNUX JaHUX Npo cucTtemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoOi ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNOBHOBaxeHOi ocobu,
BignoBiganbHOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHK y
po3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsay).
3MiHa ynoBHOBaXkeHOi 0cobu 3asiBHUKA,
BignosiganeHoi 3a hapmakoHarnsag. [itoya
pepakuisi: LleBuyeHko OneHa IropiBHa.
MponoHoBaHa pepakuisi: NMaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YMNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiAMoBiAanbHOI 3a dapmakoHarnag. 3MiHa
HoMepa macTep-danna cuctemu

6e3
peuenma

UA/18842/01/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
dapmakoHarnsgy.
18. | BET®EP 1A NOPOLLIOK ANA TOB "®3 Ykpaina TOB "®3" BIO®APMA" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3a - UA/15462/01/01
nnoc po3umHy gns iH'ekuin | "BIOGAPMA" 3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA peuenmom
no 6000000 MO (30 nikapcbkuin 3aci6. 3MiHW y BUpOBHMUTBI. 3MiHa
MKr); 1 donakoH 3 po3mipy cepii (BKMOYao4um giana3oH posmipy
NOPOLLIKOM Y cepii) roToBOro nikapcbkoro 3acoby (3MeHLIEHHS
KOMMNeKTi 3 1 Ao 10 pasis) MNponoHoBaHO 3MiHW PO3Mipy cepii,
amMnyroto 3 3aTtBepaxkeHo: 20 000 dnakoHis 3 nopotukom, 20
PO34YNHHUKOM MO 1 000 amnyn (po34MHHKK (BoAa ANs iH'ekwin
mn (Boga 4ns cTepunbHa)), 3anponoHosaHo: 20 000 cnakoHis
iH'ekUin cTtepunbHa) 3 nopotukoM, 20 000 amnyn (po34nHHUK (Boda
y 6nicTepi; no 1 Ons iH'ekuin ctepunbHa)), abo 7700 dnakoHiB 3
Gnictepy y naydi 3 nopotukom, 12 500 amnyn (po34nHHKK (Boga ans
KapTOHY; 4 bnakoHn iH'eKLin cTepunbHa))
3 MOPOLLKOM Y
KOMMnekTi 3 4
amnynamu 3
PO34MHHUKOM MO 1
Mn (Boga 4ns
iH'ekUin cTepunbHa)
y 6nictepi; no 1
Gnictepy y naydi 3
KapTOHY
19. | BI®PEH® kancynu no 250 wmr, TOB "ACIHO YkpaiHa TOB "dapma Ctapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/12087/01/01
no 10 kancyny YKPAIHA" 3MiHn | Tuny - 3miHn 3 akocTi. A®I. KoHTpornb peuernmom

6nictepi; no 1 abo
no 2, abo no 6
GnicTtepis B
KapTOHHIN navui

A®I. 3miHa y napameTpax cneundikadiv Ta/abo
OOMyCTUMMNX MEX, BU3HAYEHUX Y crneumadikaLisax
Ha A®I, abo BMXiOHWMI/MPOMIKHUI
npoAayKT/peareHT, WO BUKOPUCTOBYHOTHCS Y
npoueci BUpo6HMuTea AP (iHLwi 3MiHK)
BHECEHHS 3MiH O MaTepianiB peecTpauinHoro
pocbe [T13 bippeH®, kancynu no 250 mr, no 10
Kancyn y bnictepi, a came nepeHeceHHs
pesynbTaTiB KOHTporto 3a n. «CynpoBsigHi
OOMiLKN» 3 Hepo3dhacoBaHOI NPOAYKLUIi B
cepTtudikaT sikocTti rotoBoro APl PeHidyT
BMpo6HMUTBa TOB «®apmxim», YkpaiHa
(BHOCUTBLCS ANs cybCcTaHuii y nonieTuneHoBmx
MilLkax Ans dapMaueBTUYHOTO 3aCTOCyBaHHS
(P Ne UA/18915/01/01) Ta cybeTaHuii y
nakeTax nonieTuneHoBux Ansi BUpobHMLTBa
HecTepunbHUX nikapcbkux copm (P Ne
UA/14286/01/01) . Ons cybeTaHuii deribyT y
nonieTuneHoBmx MilLkax ans papmaueBTUYHOro
3actocyBaHHs (Pl Ne UA/18915/01/01)
BUITYYaETLCA HEKOPEKTHO 3a3HaveHnin CAS
HOMepy 3 po3ainy «3aranbHi BigomocTi» MKA
13 1a po3giny 3.2.S.1 3aranbHi BNacT1BoCTi.
3minu | TNy - 3miHu 3 sikocTi. ADI.
CrabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BunpobyBaHb/nepioay 36epiraHHst abo ymoB
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
36epiraHHs A®I (3a BigcyTHOCTI y
3aTBEPKEHOMY JOChE cepTudikata
BignoBigHOCTI €Bponeiickki hapmakonei, Wwo
BKJIOYA€E nepiof, MOBTOPHOrO BUNPOGYBaHHS)
(nepiog noBTOPHOrO BMNPOBYBaHHs/nepiof,
36epiraHHsi) - 36inbLueHHss abo BBeAEHHS
nepiogy NoBTOpHOro BunpobyBaHHs/nepiogy
30epiraHHa Ha OCHOBI pe3ynbTaTiB AOCMIAXEHb Y
peanbHOMy yaci -
ons cyberaHuii PeribyT y nonieTuneHoBmx
MilLKax Ans papMaLeBTUYHOrO 3aCTOCYBaHHSA
(PN Ne UA/18915/01/01) BupobHmutea TOB
«®apmximy, YkpaiHa 6yno 36inbLueHo TepMiH
nepeKkoHTPONIo i3 24 micauiB Ao 36 micsuiB Ha
OCHOBi MNO3UTUBHKX pe3yrbTaTiB JOBrOCTPOKOBKX
pocnigpkeHb cTabinbHOCTI y peanbHOMY Yaci.
20. | BRICCEN renb BariHanbHWN, ITANTOAPMAK Icnanis ITANTGAPMAKO, C.A. Icnanis BHECEHHS 3MiH O peecTpauiiHuX maTtepianis: 3a - UA/20229/01/01
50 mkr/r; no 101 O, CA. 3Mminn Il Tuny - 3miHn Wwopo peuenmom
rento BariHanbHoOro B 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
antoMiHiesin Ty6i 3 (iHwWi 3miHK) 3asBHMKOM Byr0 NPOBEAEHO OLiHKY
KOBMaykom, no 1 Hebesnekn Ans AOBKiNMs nikapcbkoro 3acoby Ta
antoMiHieBin Ty6i 3 HagaHo aHan TUYHUA AOKYMEHT 3 OLHKM
KOBMaykoMm y €KOMNOriYHUX PU3MNKIB ANS OHOBMEHHS po3ainy
KOMMAEKTi 3 1 1.6.1. maTepianis peecTpauiiHoro 4oCbLE.
Gnictepom, o [MpoeKT IHCTPYKUiT AN MeQNYHOro 3acToCyBaHHS
Mictutb 10 nikapcbkoro 3acoby Ta nnaH ynpaseniHHA
0HOPa3oByX pu3nkaMm He NoTpebyroTb BHECEHHS 3MiH
KaHtonb Ta 1
nopLueHb
HaraTopa3oBoro
BUKOPWUCTaHHSI B
KapTOHHIN nayui
21. | BPOMIEKCW | Tabnetku no 8 mr no MAT YkpaiHa MAT «MoHdapm» YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 6es nidnsizae UA/1688/01/01
H 20 TabneTtok y «MoHdapm» 3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBUMIA peuenma

6nictepax; no 20
Tabnetok y 6nictepi;
no 1,2 a6o 3
6nictepn y nayui 3
KapTOHY

nikapcbkui 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
PO3Mipy ynakoBKM rOTOBOTO MikapCbKoro 3acoby
(3miHa KinbkoCTi oguHMUB (Hanpukniag TabneTok,
amnyn ToLo) B ynakosLi:) - 3mMiHa nosa
Jiana3oHOM 3aTBepAXXEHUX PO3MIpIB YNaKOBKM.
CynyTHS 3MiHa - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsay
(iHWi 3MiHWM) foaaTkoBE BTOPUHHE NaKyBaHHSI
Ne20 (20x1), Ne40 (20x2), Ne60 (20x3) (no 20
TabneTtok y 6nictepi; no 1, 2 abo 3 Gnictepu y
nadui 3 KApTOHY 3 MapKyBaHHSIM YKpaiHCbKOIO
MOBOI0). 3MiHM BHeCeHi B po3ain "Ynakoska" B
IHCTpYKLUIil0 ANS MEANYHOro 3aCTOCYBaHHS!
nikapcbKkoro 3acoby y 3B'A3Ky 3 BBEEHHSIM
[00aTKOBMX BTOPUHHMX YNaKOBOK Ta siKk Hacnifok
- 3aTBEPAXEHHS TEKCTY MapKyBaHHS




13 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
[04aTKOBKX YNaKoBOK NikapCbKoro 3acoby.
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBEpPOKEHHS
22. | BPOHXO- Kancynu no 3,5 mr; OM dapma LLisenuapi OM dapma CA LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a - UA/18520/01/01
BAKCOM no 10 kancyny CA a 3minHn | Tvny - 3MiHm 3 sikocTi. A®L. KoHTponb peuernmom
aoiTn 6nictepi; no 1 abo A®l. 3miHa y napameTpax cneumdikauin Ta/abo

no 3 6nictepu B
KapTOHHi kopobui

OONMyCTUMMNX MEX, BU3HAYEHUX Y crieumdikaLisax
Ha A®l, abo BUXiZHUIA/MPOMIXKHUI
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTBa AP (3BY)KEHHS
A0MNYCTUMUX MEX, BU3HAYEHWX y crneuudikauii) -
3MiHa KpuTepiiB NpUHATHOCTI anst
ineHTudikauii aktTuBHoro iHrpegieHTa B OM-85
KOHLIEHTPaTi (MPOMIDKHUIA NPOAYKT, O
BUKOPUCTOBYETLCS NPU BUroToBreHHi API)
meToaoM YO cnektpodotomeTpii; 3MiHu | Tuny -
3MmiHu 3 gkocTi. A®Il. Kontponb A®I. 3miHa y
MeTodax BunpobyeaHHs APl abo BuxigHoro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BVKOPWCTOBYETbLCS Y Mpoueci BupobHuutea Ad|
(He3HauHi 3MiHW y 3aTBEpPAKEHNX MeToAaxX
BUNpobyBaHHS) - 3MiHM B po3gini
3.2.S.2.4 KoHTpOIb KPUTUYHUX CTaAin Ta
NPOMIKHOT NPOAYKLIT, a came 3MiHM B MeToai
Y®-igeHTudikauii Ans NpoMiKHOro NPOAYyKTY
OM-85 - BBeAEHHS pO34MHY A5A NepeBipku
BignoBigHocTi (conformity solution), ouiHku
npuaaTHOCTI cuctemu, nepernagy
pO3paxyHKoBOi opmMynu, Ans
BMNPoBOBYBaHOrO 3paska BBOAUTLCS
inbTpyBaHHsA 3paska; 3MiHu | Tuny - 3miHu 3
akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo [ONyCTUMUX MEX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHW/MPOMDKHUI NpoayKT/pearexT, LWo
BUKOPWCTOBYOTBCS Y npoLeci BUpobHuutea AdI
(3BY>KEHHSI JOMYCTUMUX MEX, BUSHaYeHNX y
cneumndikauii) - 3miHa Bumor cneumdikauii ADI
(OM-85 Lyophilizate) 3a nokasHukom
«laeHTundikauis» metogom Y-
cnekTpodoTomeTpii; 3miHu | Tuny - 3miHu 3
sikocTi. A®I. KoHTponb A®I. 3miHa y meTopax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMiXXHOro NpoAyKTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y NpoLeci BUpobHuuTea AD|
(He3HauHi 3MiHM y 3aTBEPAKEHUX MeToAaX
BUNpobyBaHHs) - 3MiHK B MeTodi Y-
ineHTudikauii A®l (OM-85 Lyophilizate), a came
BBEAEHHS PO34YUHY AN NepeBipku BiANOBIAHOCTI
(conformity solution), ouiHKM NpuaaTHOCTI
cucTeMu, Ans BUNpoboBYBaHOrO 3paska
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

BBOAUTLCA DiNbTPyBaHHA 3pa3ka, 3MiHa B
pospaxyHkoBin dopmyni; 3MiHn | TUny - 3MiHKn 3
sIKocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roToOBOroO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTUMUX MEX FOTOBOIO
nikapcbKoro 3acoby (3BY>KEHHS A0MYyCTUMMX
Mex) - 3MiHa KpuTepiiB NPUAHATHOCTI A4nsa
nokasHuka cneumdikauii M3 «lgeHTndikauia
meToaoM YO cnektpodoTomeTpiin; 3MiHn | Tuny
- 3MiHM 3 sikoCTi. FOTOBMIA NiKapcbkuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpoOyBaHHS roTOBOrO fikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPAXKEHUX
meTogdax BMNpobyBaHHS) - 3MiHu B meToai YP-
ineHTudikauii A®l (OM-85 Lyophilizate), a came
BBEAEHHSA PO34YNHY ANSA NepeBipKM BiANOBIAHOCTI
(conformity solution), ouiHkn npuaaTHOCTI
cucTemu, Ans BunpoboByBaHOro 3paska
BBOAUTLCA (DiNbTPyBaHHA 3paska, 3MiHa B
pospaxyHkoBin dopmyni; 3miHn | TUnNy - 3MiHn 3
skocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo JonyCTUMUX MEX,
BM3HaYeHuX y cneundikauisx Ha Adl, abo
BUXIOHWIA/MPOMIDKHWUIA NpoayKT/peareHT, Lo
BMKOPWCTOBYIOTBCS Y npoueci BupobHuutea AdI
(3BY>XKEHHSA AONMYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauii) - 3MiHa KpuTepiiB NPUAHATHOCTI
anst koHueHTpaty OM-85 (NpoMiXXHWIA NPOAYKT)
3a NoKa3HWKOM «laeHTudpikauia metogom
HPTLC», a came BuaaneHHs nokasHuka
koediuieHTa yTpumyBaHHs (Rf). Hapasi
nnaHweTn HPTLC i3 3pa3kom NponoHyeTbCA
OUHIOBATY LUMNSIXOM MOPIBHSAHHS 3 NNaHLWweTamMu
3 KOHTPOMbHUM PO3YMHOM, SKi TECTYHOTbCS
0HOYaCHO, TOMY POPMYTHOBAHHS LIbOrO
KpUTEpIto NPUAHATHOCTI Byno BiAMOBIAHO
nepernsiHyTo; 3miHu | Tuny - 3miHu 3 skocTi. API.
KoHTponb A®I. 3miHa y napameTpax
cneundikai Ta/abo JoNyCTUMNX MEX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BUXiOHWIA/MPOMDDKHUIA NpOJYKT/peareHT, Wwo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea API
(3BY)XE€HHS1 ONYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauii) - 3MiHa KpuTepiiB NPUAHATHOCTI
onsa A®l OM-85 (nioginisar) 3a MOKa3HMKOM
«lpeHTudikauis metogom HPTLC», a came
BUAaneHHs nokasHuka koediuieHTa
yTpumyBaHHs (Rf). Hapasi nnaHweTtn HPTLC i3
3pa3KkoM NMPOMOHYETLCS OLHIOBATM LUMSIXOM
NMOPIBHAHHSA 3 NNaHLeTaMun 3 KOHTPOSTbHUM
PO34YMHOM, SIKi TECTYIOTBCS OQHOYACHO, TOMY
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

(bopMyntoBaHHA LIbOro KPUTEPIt0 NPUAHATHOCTI
6yno BianoBigHO nepernsHyTo; 3miHn | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acit.
KoHTposb roToBoro fikapcbkoro 3acody. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MeX roTOBOrO flikapCbKoro 3acoby (3BYXeHHSI
[ONyCTUMMUX MeX) - 3MiHa KpuUTepiiB
npuiHaTHocTi Ana A®l OM-85 (niodinisaT) B
cneumndikauii M3 3a nokasHMkom
«lgeHTudpikauis metogom TLX», a came
BuAaneHHs nokasHvka koediuieHta
yTpumyBaHHs (Rf). Hapasi nnaHweTn BETLUX i3
3pa3KkoM NPOMOHYETLCS OLHIOBATM LUMSIXOM
NMOPIBHAHHS 3 NNaHLIeTaMN 3 KOHTPONbHUM
PO34YMHOM, SIKi TECTYIOTBCS OQHOYACHO, TOMY
bopMyntoBaHHA LIbOro KPUTEPItO NPUAHATHOCTI
Oyro BiANoBiAHO NepernaHyTo; 3miHu | Tuny -
3MiHn 3 skocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo gonycTummnx
MeX, BU3Ha4yeHux y crneumdikauisx Ha A®l, abo
BUXiOHWUIA/MPOMDKHUIA NpogyKT/peareHT, Wwo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(3BY>XKEHHSA AONMYCTUMUX MEX, BUSHAYEHNX Y
cneumndikauii) - HeaHauHi 3MiHK B KpuTepisx
NPUAHATHOCTI 3a NOKa3HMKOM «laeHTudikauisa
metogom BEPX» ans koHueHTpaty OM-85
(NPOMiXXHWI NPOAYKT, L0 BUKOPUCTOBYETLCS AN
BurotoBneHHs A®l). MponoHyeTbes
BMKOPVCTOBYBATN PO3YMH MOPIBHAHHS, SKNIA
TECTYETbCS pa3oM i3 PO34MHOM 3paska Ans
BU3Ha4veHHs BEPX-npodinto 3paska, Tomy
OPMYINIOBaHHSA LibOr0 KPUTEPI0 NMPUAHATHOCTI
6yno BignoBigHo nepernsHyTo; 3MiHu | Tuny -
3miHu 3 aKocTi. FoToBMIA Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadi Ta/abo gonyctummx
MEX roTOBOrO fikapCbKoro 3acoby (3BYXeHHS
[ONYCTUMUX MeX) - He3HauHi 3MiHM B KpuTepisax
npuiiHaTHocTi [T13 3a noka3Hukom
«laeHTundikauis metogom BEPX». BEPX-
npoginb 3paska Hapasi OLHIETHLCS LUNAXOM
MOPIBHSAHHSA 3 NPOdiNeM eTanoHHOIro PO34uHY,
NpOTECTOBAHOro 04HOYaCcHO, TOMY
OPMYIIOBaHHS LibOro KPUTEPI0 NMPUAHATHOCTI
Oyro BignoBiaHO nNepernsHyTo; 3miHu | Tuny -
3miHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4eHux y cneumdikauisx Ha AdDI, abo
BVXiAHWA/MPOMiXXHUIA NpoayKT/pearexT, LWo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(BUITYyYEHHS HE3HAYHOIO NOKa3HMKa SKOCTI
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n/n

JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

23.

BYCTPUKC

(Hanpuknag BUIyYeHHs1 3acTapinioro nokasHuka))
- BunyyeHHs igeHTrdiKaLii SONOMDKHNX
peyoBUH i3 cneumdikauii ADI —
cTaHgapTusoBaHoro niodinizaty OM-85,
OCKiMNbKN MPUCYTHICTb LIMX AOMOMDKHUX PEYOBUH
3abe3nevyeTbCcs JOTPUMAaHHAM Ailo4nX NpaBun
GMP, a oTxe KOHTPOJSb Mig Yac BUPOBHMYOro
npotecy € goctatHiM. Kpim Toro, ans
OOMOMDDKHUX PEYOBWH, LLO NPUCYTHI Y cKnagi
niocpinizaty OM-85, Hemae obmexeHb LWoao
6e3neky, i ust 3MiHa He BNNMBAE Ha SKICTb
npoaykTy; 3miHn | Tuny - 3MiHM 3 SKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneungikauin Ta/abo 4ONYCTUMMX MEX FOTOBOIro
nikapcbKkoro 3acoby (BUIyYEHHs1 HE3HAYHOro
nokasHuKa (Hanpuknazg 3acTapinoro NokasHuka,
TaKoro sik 3anax Ta cmak, abo ineHTudikauis
GapBHWKIB 4N cMakoBUX 406aBOK)) - BunyyeHHs
ineHTndikauii LONoOMiXKHMX peyoBuH MaHiTy,
Marwito cteapaty, Kpoxmanto
npexenaTtuHizoBaHoro i3 cneuundikauii M3,
OCKiNbK1 BOHa He € 060B’A3KOBOIO A1
KOHTpOnto J13, NpUCYTHICTb LiMX JOMOMDKHUX
peyoBUH 3abe3nevyeTbcs AOTPUMAHHSAM Ai4nx
npasun GMP, a omxe KOHTporb nif Yac
BUPOGHMYOro npotecy € goctaTtHiM. Kpim Toro,
ONs AONOMDKHUX PEYOBWH, LLIO NPUCYTHI Y cknagi
nikapcbkoro 3acoby, Hemae 0OMeXeHb LLOAO
6e3neku, i Lus 3MiHa He BNNMBAaE Ha AKICTb
npoaykTy; 3MiHu | Tuny - 3MiHn 3 sikocTi. ADL.
KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONyCTUMUX MEX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHW/MPOMDKHUI NpoAyKT/pearexT, Lo
BMKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(3BY>XE€HHS1 JONYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauii) - HeaHauHi 3MiHM B KpUTepisx
NPUIAHSTHOCTI, BU3HA4YeHWX y cneuudikadii Ha
A (cTaHgapTm3oBaHui nioginisat OM-85) 3a
nokasHukom «laeHTudikauis metogom HPLC».
[MpONoHYETLCS BUKOPUCTOBYBATU PO3YMH
NOPIBHSHHSA, KU TECTYETHCA Pa3oM i3
PO34MHOM 3paska Ansi BU3Ha4YeHHst BEPX-
npoainto 3paska, ToMy (OOPMYIIOBaHHSI LibOro
KpUTEpIto NPUAHSTHOCTI Byno BianoBigHO
nepernsiHyTo

nonio
KOMBIHOBA

HA

cycneHsia ansa
iH'ekuin no 1 nosi
(0,5 mn/posy)

no 1 gosiy

nakcoCmiTKn
AnH Ekcnopt
TimiTen

Benwuka
BpuTaHis

"makcoCmiTKnsiiH
Bionoaxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuin 3aci6. KoHTponb JONOMiKHMX

peyvoBuWH. 3MiHa y MeToAax BUNPoGYyBaHHS

3a
peuerimom

UA/15071/01/01




17 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BAKLUMHA nonepegHLo [OMOMIDKHOI pe4oBUHM (iHLWi 3MiHM Y MeTogax
anAa HaMoBHEHOMY BUNpobyBaHHS (BKIOYaoum 3amiHy abo
MPO®IIAKT wnpwui; no 1 nonaeaHHs)) BunyyeHHs Tecty Rabbit Pyrogen
UKH nonepegHLo (RPT) 3 BHyTpiLLHBbOT MOHOrpadii nignpuemcTea
OUDTEPII, HaroBHEHOMY ans Al(OH)3 signosigHo go npuHumnies 3R
NMPABLA, LINpULy Y KOMMeKTi (Replace, Reduce and Refine) Ta gupektuen €C
KALLUJTIOKY 3 BOMa rofikamv B 2010/63/EU npo 0XOpOHy TBapWH, sKi
(ALENIONAP | nnactvkoBomy BMKOPVCTOBYIOTBCS B HAYKOBUX LiiNsiX.
HUN KOHTeWHepi; no 1 PesynbTaT BUNpobyBaHHsA Ha niporeHn byae
KOMMOHEHT | koHTelHepy y BpaxoByBaTUCA 3a iHhopMaLieto y cepTudikari
) TA KapTOHHiI kopobui BUPOOHWMKa. 3MiHu | TUNY - 3MiHu 3 aKkocTi.
noniomieni ["oToBMI Nikapcbkmit 3aci6. KoHTporb
TY [OMOMDKHUX pevyoBUH. 3MiHa y MeTodax
(IHAKTUBOB BMNPOBOYBaHHS AOMOMDKHOI PEYOBUHW (iHLUI
AHA) 3MiHM Y MeTofax BUNpobyBaHHS (BKIHOYaoum
(AQCOPBOB 3aMiHy abo gopaBaHHs))
AHA, 3I 3awmiHa TecTy «Characters» (Ph.Eur. 1664) ans
3MEHLLUEHU ponomixHoi pevouHu Al(OH)3 gBoma Tectamu:
M BMICTOM Apperance (Ph.Eur. 1664) Ta Solubility (in-house
AHTUIEHIB) test method). 3miHu | TuNy - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkuit 3aci6. KoHTporb
[OOMOMiXHMX PevoBUH. 3MiHa y MeToaax
BMNPOBOYBaHHS AOMOMDKHOI PEYOBUHW (iHLLI
3MiHN Yy MeTodax BUNpobyBaHHS (BKIoYaun
3amiHy abo gogaBaHHs)) OnTumisadisi in-house
test method 3a nokasHukom «ldentity.
Aluminium» ansi gonomixHoi pevosuHn Al(OH)3:
BHECEHHS1 HE3HAYHUX 3MiH Y NiAroToBKy Npobu
Ta AoAaBaHHsA AeTaneu, Ski He 3ragyeTbcs y
Ph.Eur. 1664. 3MiHn | Tuny - 3MiHn 3 siKoCTi.
oToBWI Nikapcbkuin 3aci6. KoHTponb
[OMOMIKHMX Pe4OBUH. 3MiHa y MeToaax
BUNPoBYyBaHHs1 AOMOMIXXHOI PEYOBUHY (iHLLI
3MiHN Y MeToAax BUNpobyBaHHS (BKNoYaun
3amiHy abo aopasaHHs)) OnTumisauis in-house
test method 3a nokasHukom «Arsenic» ans
gonomixHoi pevoBuHu Al(OH)3: amiHa 06‘emy
3paska. 3miHu | Tuny - 3miHn 3 AkocTi. FoToBwMiA
nikapcbkuii 3aci6. KoHTponb JONOMiKHMX
peyoBuWH. 3MiHa y MeTofax BUNpobyBaHHS
OOMOMDKHOT peqoBUHMU (iHLWi 3MiHW Y MeTofax
BMNPOOYBaHHs (BKMoYao4m 3amiHy abo
nopasaHHs)) OnTuMi3aLis koMneHaiansHoro
MEeTOAY TeCTYBaHHS AOMOMIKHOT pe4YOBUHU
Al(OH)3 3a noka3Hukom «Nitrates» (6e3 3miHn
NPUHLUMNY TECTYBaHHS Ta KpUTEpIiB
NPUAHSATHOCTI): AOAABaHHS koedilieHTa
po3BefeHHs npobu.
24. | BYCTPUKC cycneHsisa ans nakcoCmiTKn Benwuka makcoCmiTKnsinH Benbris BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a - UA/15071/01/01
nonio iH'ekuin no 1 gosi anH Excnopt BpuTaHis Bionogxikana C.A. 3MiHn | TMny - 3miHn 3 akocTi. CepTndikaT peuenmom
KOMBIHOBA (0,5 mn/gosy), no 1 JimiTen BignoBigHocTi/lE-cepTudikat BignoBigHOCTI




18 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
HA [o3i y nonepeaHbo €BponeWcbkin dhapmakonei/MoHorpadii.
BAKLUMHA HanoBHeHOMy MopaHHs HoBoro abo OHOBIEHOIO cepTudikaTa
anAa wnpwui; no 1 Bi4NOBIgHOCTI abo BUNy4YeHHs cepTudikara
MPO®INAKT nonepegHLo BiNOBIgHOCTI €Bponenchkin dapmMakonei: ons
UKKn HanoBHeHOMyY A®Il; ona BuxigHoro
OUDTEPI, LINpu1Ly y KOMMNeKTi MaTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
NMPABLA, 3 JBOMA ronikamu B BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
KALLJTHOKY nnacTMKoBOMY ponomixHoi peyoBuHu (MCE-ceptudikat
(ALENKONAP | koHTelHepi; no 1 BignoBigHOCTI €Bponeiickki hapmakonei ons
HUN KOHTEWHEpY Y Adl/BnxigHoro maTepiany/peareHTy/npoMiKHOro
KOMMNOHEHT | kapToHHii kopobui npoaykTy abo AONOMKHOT PeHOBUHM) -
) TA OHoBneHur ceptudikat Big BXe 3aTBEpAXEeHOro
noniomieni BUpobHMKa - MNoaaHHs oHoBreHoro ceptudikara
TY BignoBigHOCTi €Bponencekini papmakonei Ne R1-
(IHAKTUBOB CEP 2000-171 - Rev 04 (3atBepmkeHo: R1-CEP
AHA) 2000-171 - Rev 03) ans Donor Bovine Serum y
(AACOPBOB 3B'AI3Ky 3 OHOBJIEHHSAM OPUANYHOT Ha3BM
AHA, 3I 3aTBepakeHoro BupobHuka 3“Life Technologies
SMEHLLUEHU New Zealand Limited” Ha “Thermo Fisher
M BMICTOM Scientific New Zealand Limited”, 6e3 3miHu
AHTUTEHIB) agpecu BUpoBHuKa.

25. | BAPIBAKC NMOPOLLIOK Ta Mepk Lapn i LLseviLapi Bupo6HMLTBO, NepBMHHE CLUA/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/19665/01/01
BAKLIMHA PO3UYNHHUK AN Hoym IOJEA A nakyBaHHsi Ta aHanitTuyHe | HigepnaHau 3MiHn | TUny - 3MiHM Wwopao peuenmom | niidnseae
onsa cycneHsii gna mM6X TECTYBaHHA BaKUMHK: Ge3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
MPO®INAKT iH'exuin 1 donakoH 3 Mepk Wapn i Qoym NJIC, (iHLWi 3MiHK). 3MiHM BHECEHO [0 TEKCTY
UKH nopotukom (1 gosa) CLUA; Mepk Wapn i Qoym MapKyBaHHs! yNakoBKM NikapcbKoro 3acoby, a
BITPAHOI B KOMMMeKTi 3 1 JINC, CWA came JOMOBHEHO iHhopmaLlito CTOCOBHO
BICIMW XXKUBA | dpnakoHoM 3 MapkyBaHHSA NepBUHHOIO 3a3HaveHHs NoroTuny 3asiBHUKa B M.6 NePBUHHOI
ATEHYWUOBA | posuuHHuKoM (s0fa nakyBaHHs, BTOPUHHE YMaKKOBKW Ta .17 BTOPUHHOI ynakoBkn. TepMmiH
HA ans iH’ekuin) B nakyBaHHS Ta 4O3BiN Ha BBEAEHHS 3MiH NpoTSArom 6 mMicauis nicns

KapTOHHI kopobui BUMYCK Ccepii BakUMHU Ta 3aTBepOKeHHs. 3miHu Il Tuny - 3miHu woao
PO3YMNHHMKA: 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
Mepk Wapn i Joym B.B., 3MiHW y KOPOTKili XapakTepucTuLli nikapcbkoro
Higepnangwn 3acoby, TeKCTi MapKyBaHHs Ta iHCTpyKLUii Ansi
ME[MNYHOro 3aCTOCYBaHHS y 3B'AA3KY i3 HOBUMMU
[aHUMWN 3 AKOCTi, AOKMIHIYHUMU, KNiHIYHUMKU
AaHVMU Ta JaHMMK 3 papmakoHarnsigy.
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MeanyHoro
3aCTOCYyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"Mo6iuHi peakuii”. TepmiH BBEAEHHS 3MiH
NpoTsArom 6 MicsLIB Nicns 3aTBEPIKEHHS.
26. | BEHITAKCOP | Tabnetku no 37,5 AT "I'pingekc" IaTBis AT "I'piHgekc" IaTBist BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3a He UA/4406/01/01
® mr; no 10 TabneTtok 3MiHu | TUny - 3MiHK Wwopao peuenmom nionsieae
y 6nicTepi; no 3 6e3nekn/ecbeKTUBHOCTI Ta hapmakoHarnsgy.
Gnictepu B navui 3 3MiHa y KOpOTKil XapaKTepucTuLi Nikapcbkoro
KapTOHY 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
MEeOUYHOro 3aCTOCyBaHHsI Ha nigcTa.i
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acody B
nicnsipeecTpauinHuii nepiog, abo sk pesynbtat
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

OLHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
BigMNOBIQHO 4O MnaHy negiaTpuyHUX AocnigXeHb
(PIP) (3MiHy y3rog»KeHo 3 KOMMNEeTEHTHUM
YMNOBHOBaXXeHWM opraHom) - 3MiHN BHECEHI A0
IHCTPyKUii ANst MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby o posginis "Baaemogisi 3
iHWMMM nikapcbkumm 3acobamu Ta iHLWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"MepenosyBaHHs" Woao 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby; 3MiHu | Tuny - 3miHn 3
sikocTi. FoToBUIA Nikapcbkuit 3aci6. CTabinbHiCTb.
3MiHa y TepMiHax npuaaTHocTi abo ymosax
36epiraHHsi rOTOBOro NikapCbKoro 3acoby
(36inblUEHHS TepMiHY NPUAATHOCTi FOTOBOIO
nikapcbkoro 3acoby) - [1ns ToproBoi ynakoBku
(nigTBEPOXYETLCS AaHUMU peanbHoro Yacy) -
36inbLeHHsa TepmiHy npuaaTtHocTi 113 3 3 pokis
[0 5 pokiB, Ha OCHOBI MO3UTUBHUX pe3ynbTaTiB
nocnigxeHb cTabinbHOCTI. 3MiHW BHeceHi Ao
IHCTPYKUii ANst MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby o poaginy "TepMiH
npugatHocTi"; 3MiHn | Tuny - 3MiHM 3 SIKOCTI.
[oToBun nikapcebkuii 3acib. CtabinbHiCTb. 3MiHa
y TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
roTOBOro nikapcbKoro 3acoby (3MiHa B yMoBax
36epiraHHsi roTOBOro fnikapcbkoro 3acoby abo
nicnsi po34nHEHHs/BigHOBNEHHS) - [N TabneTok
BeHNadakcuHy Gynu npoBeaeHi AOCNigXKEHHS
doTocTabinbHocTi. Pe3ynbTatu umx gocnimkeHb
rokasanu, Lo TabneTkn BeHNnagakCcuHy He
PYWHYIOTLCA Mig BNAVBOM CBiTNa — TOMy B
yMmoBax 30epiraHHsi Hemae HeobXiaHOCTi
3a3Ha4aTy HacTynHe peyeHHs: «36epiraTti B
opuriHanbHiv ynakoBLi AN 3aXUCTY BiA CBiTNa;
3MiHM BHECEHI [0 IHCTpyKUii ANst MeaNYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"YMoBWU 36epiraHHa"; 3miHu | Tuny -
AaMiHiCTpaTVBHI 3MiHW. BunyyeHHs BUpobHuYoi
OinbHUU (BKMoYaroum ginbHuui ans Adl,
NPOMIXKHOroO NPOAYKTYy abo roToBOro MikapcbKoro
3aco0y, AinbHULi ANS NPOBeAEHHS NaKyBaHHS,
BUPOOHMKa, BigNoOBiAansHOro 3a BUMYCK cepin,
MicLie NpoBeAEHHS KOHTPONO cepii) abo
nocravanbH1Ka BUXiZHOrO MaTepiany, peareHty
abo [OMOMIXKHOI PEYOBMHY (SIKLLIO 3a3HAYEHO Y
0ocbe) - BunyyeHHsi BUpobHUYoI ainbHuL «Lee
Pharma Limited», IHgis ans giro4oi pe4oBrHm
BennadakcuHy (y Burnsai rigpoxnopuay).
Bupo6HuK, Lo 3anuimBes, BUKOHYE Ti X cami
dyHKUIT WO | BUNyYeHnin; 3miHm | Tuny - 3miHu 3
sikocTi. CepTudpikat BignosigHocTi/l E-
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

cepTudikat BignoBigHOCTI EBpoONENChKi
dapmakonei/moHorpadii. [MogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignosigHoCTi abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponewicbkin dapmakonei: ana A®l; ans
BUXIiQHOro matepiany/peareHTy/npoMixKHOro
NpoayKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
ADI; ona 4ONOMIXKHOI pe4oBMHM (cepTudikaTt
BiNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREeHWI cepTudikaT Bif yXKe 3aTBEPAKEHOro
BMPOGHMKa - MoaaHHs oHoBneHoro CEP R1-
CEP-2007-297- Rev 03 (nonepeaHs Bepcis R1-
CEP-2007-297- Rev 02) ans fito4oi pe4oBuHU
BeHNnadakcuHy (y Burnsgi rigpoxnopuvay) Big
BXe 3aTBepakeHoro BupobHuka Teva
Pharmaceutical Industries Ltd., I3painb; 3minHu |
Tuny - 3MiHn 3 skocTi. CepTudikar
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
€Bponeicbkin dapmakonei/MoHorpadii. 3MiHK,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BigNOBIgHICTb 40 MoHorpadii AdY abo
€Bponeicbkoi hapmakonei, abo iHLWoi
HauioHanbHoi bapmakonei gepxasu €C (3miHa
y cneumdikaLisx, noe'ssaHa 3i amiHamu B 1Y,
abo €Bponelicbkin hapmakonei, abo iHLWin
HaujioHanbHi dapmakonei gepxasn €C) -
BHeceHHs1 amiH Ao cneumdikauii A®l, a came-
BuaaneHHs n. «Baxki metanuy; 3miHn | Tuny -
3miHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo gonycTummx
MeX, BU3Ha4YeHux y crneumdikadisx Ha A®l, abo
BVIXiAHWI/MPOMDKHWI NpOJyKT/pearexT, Lo
BMKOPUCTOBYIOTBCS Y npoueci BupobHuutea AdI
(monoBHeHHs cneumdikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiANOBIAHNM METOAOM BUNPODYBaHHS)
- OonoBHeHHSA cneumdikavii HOBUM NOKA3HUKOM
sikocTi — MikpobionoriyHa unctoTta Ta
BiZNOBIgHNM METOAOM BUNPOOYBaHHSA 3
HopmMyBaHHsM TAMC — NMT 10° CFU/1g, TYMC
— NMT 10? CFU/1g, Echerichia coli —
Absence/1g; 3miHn | Tuny - 3miHn 3 skocTi. ADL.
KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo [ONyCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiOHWIA/MPOMDDKHWUIA NPOJYKT/peareHT, Wwo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(BUINyY€EHHST HE3HAYHOTO NMOKA3HUKA SIKOCTI
(Hanpvknag BUMyYeHHS 3acTapinoro nokasHvka))
- BunyyeHnHs napameTtpis cneundikauii A®I
Residual solvents, Characters, Storage
conditions, Retest period; 3Mibu | Tuny - 3miHM 3




Ne

Haszea

21

[IpooBxkeHHs JoaaTka 3

n/n

JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o

27.

BEHNTAKCOP

sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BigNOBIAHOCTI EBpONENCHKin
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHoCTi abo
BUIMYyYeHHS cepTudikaTa BignoBigHOCTI
€Bponewickkin hapmakonei: gns A®l; ans
BUXIiQHOro matepiany/peareHTy/npoMixKHOro
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ona gonomixkHoT pe4oBuHU (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHnn cepTudikar Bifa yxe 3aTBepaXeHoro
BUpobHMKa - MNoaaHHst oHoBneHoro CEP R1-
CEP-2007-297- Rev 04 (nonepeaHs Bepcis R1-
CEP-2007-297- Rev 03) ans gito4oi pe4oBrHU
BeHnadhakcuHy (y BUrnagi rigpoxnopuay) Big
BXe 3aTBepakeHoro BupobHuka Teva
Pharmaceutical Industries Ltd., I3painb; 3miHu |
TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/ME-cepTudikaT BiANoOBIgHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BignoBigHoCTi abo BUNy4YeHHs cepTudikara
BiNOBIgHOCTI €Bponenchkin dapmakonei: ons
A®l; ona BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
[OOMOMiXHOT peqoBUHU (cepTudikat
BigNOBigHOCTI E€Bponerchkin hapmakonei) -
OHoBneHnn cepTudikar Bif yxe 3aTBepaXeHoro
BMpOGHMKa - MogaHHsa oHoBneHoro CEP R1-
CEP-2007-297- Rev 05 (nonepeaHs Bepcist R1-
CEP-2007-297- Rev 04) ans fito4oi pe4oBrHU
BeHNadakcuHy (y Burnsgi rigpoxnopuay) Big
BXe 3aTBepakeHoro BupobHuka Teva
Pharmaceutical Industries Ltd., I3painb

noceid4yeHHs1

®

TabneTtku no 75 wmr;
no 10 Tabnetok y
Gnictepi; no 3
Gnictepu B navui 3
KapTOHY

AT "Ipingekc"

JatBia

AT "I'pingekc"

JatBia

BHECEHHS 3MiH [0 peecTpauinHnx maTtepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ansi
MeAMYHOro 3aCTOCYBaHHS Ha MiacTaBi
perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acody B
nicnsipeecTpauinHuii nepiof, abo sk pesynbtat
OLiHKM 3BITY 3 JOCIOXEHb, NPOBEAESHUNX
BiMNOBIQHO 4O MnaHy nefiaTpuyHuX JoCnigKeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXX€HUM OpraHoM) - 3MiHW BHECEHi 40
IHCTPYKUiT ANS MeaMYHOro 3acTocyBaHHS

nikapcbkoro 3acoby Ao posginis "Baaemogis 3

3a
peuerimom

He
nidnsicae

UA/4406/01/02
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

iHWMMM nikapcbkumm 3acobamu Ta iHWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"MepenosyBaHHs" Woao 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby; 3MiHu | Tuny - 3miHn 3
sikocTi. FoToBUIA Nikapcbkui 3aci6. CTabinbHIiCTb.
3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHsi FOTOBOrO NiKapCbKoro 3acoby
(36inbLUEHHs TepMiHY NpMAaTHOCTi FOTOBOTO
nikapcbkoro 3acoby) - [1ns ToproBoi ynakoBku
(nigTBEPOXYETLCS AaHMMUN peanbHoro Yacy) -
36inbLueHHs TepMiHy npuaaTtHocTi 113 3 3 pokis
00 5 pokiB, Ha OCHOBI MO3UTUBHUX pe3ynbTaTiB
nocnigxeHb cTabinbHOCTI. 3MiHWM BHeceHi Ao
IHCTPYyKUii ANst MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o poagainy "TepMiH
npugatHocTi"; 3MiHn | Tuny - 3MiHM 3 SKOCTI.
[oToBun nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa
y TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
roTOBOro nikapcbKoro 3acoby (3MiHa B yMoBax
36epiraHHsi rOTOBOro fnikapcbkoro 3acoby abo
nicns po34YnMHEHHs/BiOHOBMNEHHS) - [1na TabneTok
BeHnadakcuHy 6ynu npoBeaeHi A0OCHiaAKEeHHS
doTocTabinbHoCTi. Pe3ynbTat umMx gocnimkeHb
rokasanu, Lo TabneTku BeHnagakCcuHy He
PYWHYIOTLCA Mig BNAVBOM CBiTNa — TOMy B
yMmoBax 30epiraHHsi Hemae HeobXiaHOCTi
3a3Ha4aTy HacTynHe peyeHHs: «3bepiratu B
opuriHanbHiv ynakoBLi AN 3aXUCTY BiA CBiTNa;
3MiHM BHECEHI 80 IHCTpyKUii ANst MeaANYHOro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao posainy
"YMoBWU 36epiraHHa"; 3miHu | Tuny -
AaMiHiCTpaTVBHI 3MiHW. BunyyeHHs BUpobHuYoi
OinbHWLI (BKNtoYaroum ainbHuui ans Adl,
NPOMIXKHOro NPOAYKTy abo roToBOro MikapcbKoro
3aco0by, AinbHUL ANst NPOBEAEHHS NaKyBaHHS,
BUpPOOHMKa, BiaNOBiAaNbHOro 3a BUMYCK cepin,
MicLie NpoBeAEHHS KOHTPOO cepii) abo
nocTavanbHuKa BUXigGHOro Martepiany, peareHty
abo [OMOMIXKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y
Oocbe) - BunyyeHHsi BUpobHUYOI ainbHUL «Lee
Pharma Limited», IHgis ans gito4oi pe4oBrHM
BeHnnadakcuHy (y Burnsai rigpoxnopuay).
Bupo6HuK, Lo 3anuimBcs, BUKOHYE Ti X cami
dyHKUIT WO | BUNyYeHnin; 3miHm | Tuny - 3miHn 3
skocTi. CepTudikat BignosigHocTi/l'E-
cepTudikaT BignoBiaHoOCTI EBponenchbKil
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTudikata BiAnoBiAHOCTI
€Bponeickkin hapmakonei: gna A®l; ans
BMXiHOro MaTtepiany/peareHTy/npoMiXXHOro
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

NpoayKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
ADI; ona 4ONOMIXKHOI pe4oBMHM (cepTudikaTt
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREeHWI cepTudikaT Bif y>Ke 3aTBEPAKEHOro
BMPOGHMKa - MoaaHHs oHoBneHoro CEP R1-
CEP-2007-297- Rev 03 (nonepeaHs Bepcis R1-
CEP-2007-297- Rev 02) ans fito4oi pe4oBuHU
BeHNnadakcuHy (y Burnsgi rigpoxnopuay) sig
BXe 3aTBepakeHoro BupobHuka Teva
Pharmaceutical Industries Ltd., I3painb; 3miHu |
Tuny - 3MiHn 3 skocTi. CepTudpikar
BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI
€Bponeicbkin dapmakonei/MoHorpadii. 3MiHK,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BigNOBIgHICTb 40 MoHorpadii AdPY abo
€Bponeicbkoi hapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei gepxxasu €C (3miHa
y cneumdikaLisx, noe'ssaHa 3i amiHamu B 1Y,
abo €Bponelicbkin hapmakonei, abo iHLWin
HauioHanbHi dapmakonei gepxasn €C) -
BHeceHHs1 amiH Ao cneumdikauii Adl, a came-
BuaaneHHs n. «Baxki metanu»; 3minu | Tuny -
3MmiHu 3 gkocTi. A®Il. Kontponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4eHux y crneumdikadisx Ha A®l, abo
BVIXiAHW/MPOMDKHWI NpOJyKT/peareHT, Lo
BMKOPWCTOBYIOTBCS Y Npoueci BUpobHuutea AdI
(monoBHeHHs cneumdikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiANOBIAHNM METOAOM BUNPODYBaHHS)
- JonoBHeHHS cneumadikaLii HOBUM NOKa3HUKOM
sikocTi — MikpobionoriyHa unctoTta Ta
BiZNOBIOHNM METOAOM BUNPOOYBaHHSA 3
HopMmyBaHHAM TAMC — NMT 10° CFU/1g, TYMC
— NMT 10? CFU/1g, Echerichia coli —
Absence/1g; 3MiHu | TUny - 3miHu 3 gkocTi. API.
KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONyCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiOHWIA/MPOMDKHWUIA NPOJYKT/peareHT, Wwo
BUKOPUCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(BUSNyY€EHHS1 HE3HAYHOTO NMOKA3HUKA SIKOCTI
(Hanpviknag BUMyYeHHS 3acTapinoro nokasHvka))
- BunyyeHnHs napameTpis cneundikauii A®I
Residual solvents, Characters, Storage
conditions, Retest period; 3MiHu | TUNy - 3miHN 3
sikocTi. CepTudpikat BignosigHocTi/l'E-
cepTudikat BiaNoBIAHOCTI EBpONENCHKIn
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOoro cepTudikaTta BignosigHocTi abo
BUITy4YeHHS cepTudikaTa BignoBigHOCTI
€Bponenckkin dpapmakonei: ana APIl; ans
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BUXIiQHOro matepiany/peareHTy/npoMixKHOro
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ona gonomixkHoT pe4oBuHU (cepTudpikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHnn cepTudikar Bifg yxe 3aTBepaXeHoro
BUpobHuMKa - MNogaHHst oHoBneHoro CEP R1-
CEP-2007-297- Rev 04 (nonepeaHs Bepcis R1-
CEP-2007-297- Rev 03) ans gito4oi pe4oBrHU
BeHnadhakcuHy (y Burnagi rigpoxnopuay) Big
BXe 3aTBepakeHoro BupobHuka Teva
Pharmaceutical Industries Ltd., I3painb; 3miHu |
TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/ME-cepTudikaT BiANOBIgHOCTI
€Bponelicbkin hbapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BignoBigHoCTi abo BUNy4YeHHs cepTudikara
BiNOBIgHOCTI €Bponenchkin dapmakonei: ons
A®l; ona BuxigHoro
marepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
[OOMOMIDKHOI peyoBUHM (cepTudikaT
BiNoOBIigHOCTI €BponeWnchkin tapmakonei) -
OHoBneHnn cepTudikar Bifa yxe 3aTBepaXeHOro
BUpobHMKa - MNoagaHHs oHoBneHoro CEP R1-
CEP-2007-297- Rev 05 (nonepeaHs Bepcist R1-
CEP-2007-297- Rev 04) ans fito4oi pe4oBrHU
BeHNadakcuHy (y Burnsgi rigpoxnopuay) Big
BXe 3aTBepakeHoro BupobHuka Teva
Pharmaceutical Industries Ltd., I3painb

28.

BIBPOLIAN

crpew HasanbHUi,
[o30BaHuiA; no 15
My dnakoHi 3
posnunioBavem; no
1 donakoHy y
KapTOHHiI kopobLi

XaneoH KX
CAPN

LLisewuapi
A

XaneoH KX C.a.p.n.

LLisenuapis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TUNy - AgMiHicTpaTuBHI 3miHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu 3asBHMKa
(BnacHuka peecTpauinHoro noceigveHHst). 3miHa
Ha3Bu 3asBHUKa 3 'CK KoHcblomep Xenckep
CAPIJ1, Weenuapis Ha XaneoH KX CAPJI,
LLisenuapis. TepMiH BBEAEHHSI 3MiH NPOTArom 6
MicsauUiB nicns 3aTBepXeHHs. 3MiHu | Tuny -
AaMiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI
BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro
3aco0by, BKMYaum ginbHULi BUNYycKy cepii abo
MicLie NPOBEAEHHS KOHTPOIO AKOCTI.
(misnbHicTb, 3a AKy Bignoeigae
BMPOGHWK/IMNOpTEp, BKIOYAKUM BUMYCK CEPilA).
3MiHa Ha3Bu Ta agpecyt BUPOOGHUKA rOTOBOrO
nikapcbkoro 3acoby. 3miHn BHeceHo B
IHCTPYKUIil0 ANst MEAVYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "BupobHuk" Ta
"Micue3HaxomXeHHs BUpoOHuKa Ta agpeca
MiCList MPOBAKEHHS MOro JisinbHocTI" 3
Bi4NOBIgHNMM 3MiHAMUW B TEKCTi MapKyBaHHS

6e3
peuenma

nidnsicae

UA/4564/02/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
ynakoBoK. TepMiH BBEAEHHSI 3MiH NpPOTArom 6
MiCSILiB MiCNsi 3aTBEPOXKEHHS.
29. | BIKACOI- PO34MH AN iH'EKLN, MpAT YkpaiHa MpAT "®apmaueBTnyHa YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3a - UA/6004/01/01
OAPHMLUA 10 mr/Mn no 1 mn B "®apmaneBTu dipma "OapHuuga” 3MiHn | TMny - 3MiHK Woao peuernmom
amnyni; no 5 amnyn YHa dipma 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
Y KOHTYpHin "NapHuus" (iHWi 3MiHK) 3MiHM BHECEHI Y TEKCT MapKyBaHHS
YapyHKOBIN nepsuHHoi (n. 4. JATA 3AKIHHEHHA TEPMIHY
ynakoBLi; no 2 MPUOATHOCTI; n. 5. HAUMEHYBAHHSA
KOHTYPHi YapyHKOBI BVPOBHWKA |, 3A HEOBXIOQHOCTI -
yMakoBKM B MayLi 3AABHWKA) ta BTopuHHOI (n. 2 KIJTIbKICTb
OIH0YOT PEHOBWHW) ynakoBkw nikapcbkoro
3acoby. BeeaeHHsi 3mMiH npoTarom 6-Tn micsiuis
nicnsi 3aTBepAXKEHHS
30. | BIHBJIACTHU PO34MH AN iH'eKLN, TOB «TeBa YkpaiHa dapmaxewmi b.B. Hinepnanau BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a - UA/20251/01/01
H-TEBA 1 mr/mn; no 10 mn YkpaiHa» 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom
nikapcbkoro 3acoby nikapcbkui 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHM
y CKIsiHOMY BMNpobyBaHb abo AOMYCTUMUX MEX,
cnakoHi; no 1 BCTaAHOBMEHUX Y crieuundikauisax, nig vyac
dnakoHy B BUPOBHMLTBA rOTOBOIO NiKapCbKOro 3acoby
KapTOHHIN kopobui (BUMYYEHHS HECYTTEBOrO BUNPODYBaHHS B
npoueci BUpobHMLTBA) - BUIYYEHHS
BMNpobyBaHHs «30BHILLHIV BUrNaa» nig Yac
BUPOBHMUTBA HEPO3haCOBaHOr0 PO3UvMHY; 3MiHK
| TMny - 3MiHK 3 sikocTi. FOTOBMIA NikapCbKuii
3aci6. 3MiHN y BUpoOHULTBI. 3MiHM BUNpoOyBaHb
abo fonyCTMUX MeX, BCTAHOBIEHNX Y
cneuudikauisix, nig Yyac BUPOGHMLTBA rOTOBOrO
nikapcbkoro 3acoby (BUIyYeHHSI HECYTTEBOTO
BMNpPoOyBaHHSA B Npoueci BUpobHMLUTBA) -
BUIyYeHHs BUNpobyBaHHs «KinbKicHWA BMiCT»
nig, Yac BMpoOHULITBa Hepo3chacoBaHOro
po3unHy. Takox, BHECEHHS peAakLUiHMX NpaBoK
Ons npvBefeHHs hopmaTty BiANOBIAHMX PO3AiniB
peecTpaLiiHOro Jocbe Ao WwabnoHy. 3mict
po3ainie 3anuwaeTbcs 6e3 3miH
31. | BITAMIH D3 Kpanni opanbHi, TOBAPUCTB YkpaiHa ToBapucteo 3 obmexeHo YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis: 3a - UA/16441/01/01
posumH 15000 03 BiAMOBIAANbLHICTIO 3MmiHa 3asBHuka J13 (MIBI) (BnacHuka peuenmom
MO/mn, no 8 mny OBMEXEHO "®apmaueBTUYHa peecTpaLinHOro NocBiAYeHHs) (3rigHO Hakasy
nakoHi, {0) KkomnaHisi "3aopos's" MO3 Big 23.07.2015 Ne 460). BBegeHHs 3MiH
YKyrnopeHomy BIOMNOBIOAIN NpoTArom 6-Tu MicsLiB NicNs 3aTBepOKEeHHS.
npo6koto- bHICTIO 3minu | TNy - 3miHn wWopo
KpanenbHULEe Ta «KOPIOPALII 6e3nekn/eekTMBHOCTI Ta dhapmakoHarnsgy.
3aKpuToMy A BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
KpuLLKoto; 1o 1 «3[00POB’A» npo cucteMy chapmakoHarnagy (BBeAeHHs
dnakoHy y kopobui 3 y3aranbHeHUX AaHUX Npo cuctemy
KapTOHY dapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiANOBIAANbHOI 3a 34iNCHEHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa ons 30iNCHEHHSA
chapmakoHarnsigy B YKpaiHi, AKLo BoHa
BiAMiHHA Bi ynoBHOBaXeHOi ocobu,
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BignoBiganbHoI 3a 30iCHEHHS hapmakoHarnsgy
(BKNtOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-danna cuctemm
dapmakoHarnagy).
3MmiHa ynoBHOBaXeHOi 0cobu 3asiBHUKA,
BignoBiganeHoi 3a hapMakoHarnag. Hitoya
pegpakuis: LLleByeHko OneHa lropiBHa.
[MponoHoBaHa pepgakuisi: MNaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag,.
3miHa Homepa macTep-aiina cuctemm
chapmakoHarnsgy.

32.

BITAMIH E-
300POB'A

Kancynm m"ski no
100 mr; no 10
kancyn y énicrepi;
no 3 6nictepu abo
no 5 Gnictepis y
KopobLi 3 KapToHY

TOBAPUCTB
03
OBMEXXEHO
o
BIOMNOBIOAN
bHICTIO
«KOPIMOPALII
A
«300POB’A»

YkpaiHa

ToBapucteo 3 obmexeHoro

BigNoOBiganbHICTHO
"®apmMaueBTUYHa

KoMnaHisi "3gopos's"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpauinHoro noceigYeHHs) (3rigHo Haka3sy
MOS Big 23.07.2015 Ne 460) BBeaeHHs1 3miH
NPOTArom 6-Tu MicAUIB NiCNA 3aTBEPAXKEHHS;
3MiHn | TMNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
BBeneHHs abo 3MiHM [0 y3aranbHeHWX OaHWUX
npo cucteMy chapmakoHarnsgy (BBedeHHs
y3aranbHEHUX AaHux npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa
BigMiHHA Bif YNOBHOBaXeHOI ocobu,
BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsgy
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHK y
po3MmilLieHHI MacTep-anna cuctemm
hapmakoHarnsigy) - 3MiHa ynoBHOBaXEHOI
ocobu 3asBHMKA, BiANoOBiganbHOI 3a
capmakoHarnsg. Lirova pegakuis: LesyeHko
OneHa IropiBHa.

MponoHoBaHa pepakuisi: MaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOI 0cobu 3asiBHUKa,
BignoBiganbHoi 3a hapMakoHarnsag. 3miHa
HOMepa macTtep-anna cuctemu
apmakoHarnsgy

6e3
peuenma

UA/16044/01/01

33.

BITAMIH E-
3[10POB'AA

Kancynu m’ski no
200 mr; no 10
Kancyn y énictepi;
no 3 Gnictepn y
KopobLi 3 KAapTOHY

TOBAPUCTB
03
OBMEXXEHO
O
BIOMNOBIOAN
bHICTIO
«KOPMOPALLI
|
«300POB’A»

YkpaiHa

ToBapuCTBO 3 06MEXeHOI

BiANOBiganbHICTHO
"®apmaueBTnYHa

KomnaHisi "3nopos's”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MmiHa 3asBHuka J13 (MIBIM) (BnacHuka
peecTpaLinHOro NocBig4YeHHs ) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460) BeeeHHs 3MiH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOKEHHS;
3minu | TMny - 3miHn Wwoao
6e3nekn/echekTMBHOCTI Ta dhapmakoHarnsgy.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX OaHNX
npo cuctemy dapmMakoHarnsgy (BBeAeHHst

6e3
peuenma

UA/16044/01/02
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

y3aranbHEHUX AaHUX NpPo CUcTemy
hapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
BiANOBiganbHOI 3a 30iNCHEHHS
chapmakoHarnsgy; KOHTakTHoOiI ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
chapmakoHarnsgy B YkpaiHi, AKLWo BoHa
BigMiHHA Bif yNOBHOBaXXeHOI ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
pPO3MiLLEeHHI MacTep-danna cuctemm
dapmakoHarnsgy) - 3MiHa ynoBHOBaXXEHOT
ocobu 3asBHMKA, BiANoBiganbHoI 3a
capmakoHarnag. fitova pegakuis: LeBvyeHko
OneHa IropisHa.

MponoHoBaHa pegakuisi: MNaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXeHOI 0cobu 3asiBHMKa,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
HOMepa macTep-dainna cuctemm
dapmakoHarnsgy

34.

BITAMIH E-
300POB'A

Kancynu M’ ski no
400 mr; no 10
kancyn y énicrepi;
no 3 Gnictepn y
KopoO6Li 3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
0o
BIAMOBIOAN
bHICTIO
«KOPMOPALLI
A
«300POB’A»

YkpaiHa

ToBapuCTBO 3 OBMEXEHOID

BigNoBiganbHIiCTIO
"®apmaueBTNYHa

KoMnaHisi "3gopos's"

Ykpaina

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpaLinHOro NocBig4YeHHS) (3rigHO Hakasy
MOS Big 23.07.2015 Ne 460) BeeaeHHsi 3amiH
NpOTArom 6-Tu MicAILiB NiCNsi 3aTBEPOXKEHHS;
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3MiHM [0 y3aranbHeHWX OaHnX
npo cuctemMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHNUX JaHUX Npo cuctemy
hapmakoHarnsigy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNOBHOBaxeHOi ocobu,
BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsigy) - 3MiHa ynoBHOBaXEHOT
ocobu 3asBHMKA, BiANOBIAanbHOI 3a
capmakoHarnsg. Litova pegakuis: LesyeHko
OneHa IropieHa.

MponoHoBaHa pepakuisi: NMNaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YMNOBHOBaXeHOI 0cobu 3asiBHUKA,
BiAMoBiAanbHOI 3a dapmakoHarnag. 3MiHa
HOoMepa macTtep-danna cuctemu
hapmakoHarnsgy

6e3
peuenma

UA/16044/01/03

35.

BOJNBIT®

TabneTkn, BKpUTI
060/10HKO, M0 5 Mr;

TOB
"MEJPAPM

YkpaiHa

KYCYM XEJNTTXKEP MNMBT

nTo

IHAis

BHECEHHS 3MiH 10 peecTpauiiHixX maTepianis:
3MmiHu | TMny - 3miHK 3 sikocTi. FoToBUIA

6e3
peyenma

nionsieae

UA/9290/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

no 10 Tabnetok y
GnicTepi; no 3
Gnictepn y
KapTOHHIN ynakoBLj

nro”

nikapcbkui 3aci6. Onuc Ta cknag. 3miHa y
cKnapgi (4OMOMXKHNX peYoBMHAX) rOTOBOrO
nikapcbkoro 3acoby (cmakosi fobaBku abo
GapBHWuKK) - [logaBaHHs, BUy4YeHHs abo 3amiHa
- NepeaoymoBoto ANs BHECEHHS 3MiH B
peecTpaLiiHi maTepianu nikapcbkoro 3acoby
BOJBIT®, BkpuTi 060M10HKO, N0 5 Mr € 3amMiHa
nokputTa Opadry Il 85G 54348 Pink Ha
nokputTs Insta Moistshield Aqua Il A22R01063.
AkicHWMI cknag KOMMOHEHTIB NOKPUTTH
3annWaeTbCst HE3MIHHMM 33 BUHSITKOM

6apBHuKiB. MNpn LbOMY He BigbyBaeTbCs SKICHO-
KiNbKICHMX 3MiH B CKNagi roToBOro nikapcbkoro

3acoby. AkiCTb KiHLEBOro NpoayKTy BiANOBIAae

3aTBepoKeHMM cneumdikauiam Ta BuMoram.
3artBepmkeHo Opadry |l 85G 54348 Pink (cnmpT
noniBiHINOBWI, Tanbk, TUTaHy giokewg (E 171),

nonieTUNeHrnikosb, NeunTuH, NoHco 4R (

E 124), xiHoniHoBwiA >xoBTUIA (E 104).
3anponoHoBaHo Insta Moistshield Aqua Il
A22R01063 (cnupT NoniBiHINOBWUIA, Tanbk,

TUTaHy Aiokeua
(E 171), nonieTnneHrnikonb, NELUNTUH,
€epUTPO3VH
(E 127), 3ani3a okcug
(E 172). 3miH1 BHECEHO B iHCTPYKLit0 Ans
MEAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
o po3sginy "Cknag" (3amiHa nokpuTTS
06OMOHKM) Ta K HACMIAOK BUITyYEHO
3acTepexHy iHdopMaLito LWo[o nonepeaHboro
nokpuTTS i3 po3aainy "OcobnmeocTi
3acTocyBaHHs". BignoBigHi 3MiHN BHECEHO B
TEKCT MapKyBaHHS BTOPUHHOT YMaKOBKM
nikapcbkoro 3acoby, a came BUy4eHo
iHdbopmaLiito Npo nonepeaHe NOKPUTTS 0BONMOHKY
i3 n. 3. NEPENIK AOMNOMBPKHUX PEHOBUWIH.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPOKEHHS

36.

FEEPAIH

TabneTku, BKPUTI
KMLLKOBOPO34YMHHOHO
o6ornoHkot, no 10
MF; no 7 TabneTok y
GnicTepi; no 2
Gnictepn y
KapTOHHiI kopobui

Mini Xenckepe
Nimiten

Benuka
BpuTaHis

Menpo ®apmacbioTukanc

Mpisar JlimiTeq

IHAis

BHECEHHS 3MiH [0 peecTpauinHnux maTtepianis:
3MmiHu | TUNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu 3asBHUKA
(BnNacHuWka peecTpauiniHoOro NocBiAYEHHS) -
3miHa agpecu 3asiBHUKa (BNacHuka
peecTpaLinHOro NocBiA4YeHHS). 3MiHN BHECEHI Y
po3ain "Micue3HaxodXeHHs 3asaBHUKA" B
iHCTpPYKLUil0 AN MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y 3B'A3ky 3i 3MiHOK agpecu
3asBHUKA.

BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBEpPOKEHHS

3a
peuerimom

He
nidnsizae

UA/6630/01/01

37.

rEEPAOIH

TabneTku, BKPUTI

Mini Xenckepe

Benuvka

Menpo ®apmacbioTmkanc

IHAis

BHECEHHS 3MiH 40 peecTpauinHMX maTtepianis:

3a

He

UA/6630/01/02
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KULLKOBOPO34YMHHOIO JlimiTen BputaHia MpisaT NimiTen 3MiHn | TMNy - AgMiHicTpaTUBHI 3MiHW. 3MiHa peuenmom nidnsicae
o6onoHkoto, no 20 HaliMeHyBaHHS Ta/abo agpecy 3asiBHYKa
Mr; N0 7 TabneTok y (BnacHuKka peecTpaLiiHoro NocBig4YeHHs) -
Gnictepi; no 2 3MiHa agpecu 3asBHUKaA (BnacHUKa
6nictepun y peecTpaLinHOro NocBiAYEHHS). 3MiHN BHECEHI Y
KapTOHHIl kopobui po3ain "Micue3HaxooKeHHS 3asBHUKa" B
IHCTPYKLIilO ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y 3B'si3Ky 3i 3MiHOO agpecu
3asBHUKA.
BBegeHHs 3miH npoTsArom 6-Tm MicsiuiB nicnsi
3aTBEPOKEHHS
38. | FEHTAKCAH NOPOLLIOK Ans TOB YkpaiHa BUPOBHMLTBO J030BaHOI YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 nidnsicae UA/17134/01/01
® HaLUKipHOro "dapmaneBTu ¢dopmK, NEPBUHHE Ta 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBUIA peuyenma
3aCTOCyBaHHS, Mo 2 YHa KOMMaHis BTOPUHHE MaKyBaHHS: nikapcbkui 3aci6. Cuctema
rr5rra8ry "®apKoC" MpAT "®apmaueBTnyHa KOHTelHep/3aKynoptoBanbHuiA 3aci6. 3MiHa
bnakoHi- dipma "dPapKoC", YkpaiHa PO3Mipy ynakoBKM FOTOBOIO NikapcbKoro 3acoby
KpanenbHuui, no 1 NMOBHUW LKA (3MiHa KinbkocTi oAMHMLE (Hanpuknag TabneTok,
dnakoHy- BMpobHMuTBa J13, amny”n TOLo) B ynakoBui:) - 3miHa nosa
KpanenbHULi B nayui nepByHHE Ta BTOPUHHE Aiana3oHOM 3aTBEPAXKEHUX PO3MIPIB YNaKoBKY -
3 KapToHy, Mo 1 nakyBaHHs1, KOHTPOIb BBEeAEHHA AofaTkoBoi ynakosku J13, a came (no
bnakoHy- SIKOCTi, BUMYCK cepii: 1dnakoHy-kpanenbHuLi 6e3 BKnagaHHs y
KpanenbHuui 6e3 TOB "dapmaueBTnyHa BTOPUHHY YNaKoBKy), 3 BignoBigHMMM 3aMiHaMu B
BKIMagaHHA y komnaHis "®apKoC", po3gin «[MakyBaHHsi» MKA N13. 3miHn BHeceHi B
BTOPUHHY YNaKoBKYy YkpaiHa po3ain "YnakoBka" B iHCTPYKLitO ANs MEAUYHOro
3aCTOCyBaHHSA nikapcbkoro 3acoby y 3B'A3ky 3
BBEEHHAM [OAaTKOBMX YNakoBOK, SK HAacnigok -
3aTBEPKEHHS TEKCTY MapKyBaHHSA [0AaTKOBUX
YNaKoBOK MikapCbKoro 3acoby
39. | TEP3YMA® niodinisat ans CenntpioH Pecny6nik 3AT dapmaueBTU4HNUIA YropwwuHa/ BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a - UA/18100/01/01
KOHLeHTpaTy Ans Xenaskeap Ko., a Kopes 3aBog ElC, YropwuHa Pecny6nika 3minu | Tvny - 3miHn WwWoao peuenmom
po34nHy Ans TitA. (kOHTpOnb SIKOCTI, Kopes 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
iHdpysin, no 150 wmr; BTOPWHHE NaKyBaHHS); 3miHa yacToTu Ta/abo TepMmiHiB MogaHHsA
1 cpnakoH (3 CENNTPIOH IHk., perynsipHoO OHOBIOBaHMX 3BiTiB 3 6e3neku
nioginizatom) 3 Pecny6bnika Kopes nikapcbkux 3acobiB - 3MiHa YacToTu Ta TepMiHy
6e36apBHOro ckna, (BupobHuLTBO in-bulk, NOAAHHS PerynsipHO OHOBIIOBAHOIO 3BiTY 3
3aKynopeHui nepBrYHHE NakyBaHHS Ta 6e3neku nikapcbkoro 3acoby: [itova pegakuis:
npobkoto Ta 36epiraHHsi, BTOPUHHE Yacrtota nogaHHsa PO3B — 1 pik; KiHueBa pgata
KOBMa4kom Tuny nakyBaHH4, KOHTPOIb ans BkNoYeHHs gaHnx no PO3b6 — 24.03.2024
"flip-off"B kopoOUi SIKOCTi, TECTYBaHHS Npwn p.; OaTta nogaHHs — 02.06.2024 p. lNMponoHoBaHa
BUMYCKY cepil, BUNycK pepakuisi: Yactota noganHs PO3B — 3 poku;
cepii); CEJNNNTPIOH IHk., KiHueBa nata ans BkntoYeHHs gaHnx o PO3b —
Pecny6bnika Kopes 24.09.2024 p.; OaTa nogaHHsa — 23.12.2024 p.
(KOHTPOIb AKOCTI,
TECTYBaHHS MPY BUMYCKY
cepii)
40. | TEP3YMA® niodinisat ans CenntpioH Pecny6bnik nikapcbkuii 3aci6: YropwwuHa/ BHECEHHS 3MiH 10 peecTpauiiHixX maTepianis: 3a - UA/18100/01/02
KOHLeHTpaTy Ans Xenskeap Ko., a Kopes KOHTPOMb SIKOCTI, Pecnybnika 3minu | Tvny - 3miHn wopo peuernmom
PO34nHy Ans Iitg BTOPWHHE NakyBaHHs: 3AT Kopes 6e3nekn/echekTMBHOCTI Ta dhapmakoHarnsgy.
iHdy3in, no 440 wr; dapmaLeBTUYHUIA 3aBOS, 3MiHa YacToTn Ta/abo TepMiHiB NogaHHsA
1 dprakoH (3 ErIC, YropwuHa; perynspHo OHOBIOBaHMWX 3BiTiB 3 6e3neku
nioginisatom) 3 nikapcbkuii 3acio: nikapcbkux 3acobiB - 3MiHa YacToTK Ta TepMiHy
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
6e3bapBHOro ckna, BUPOGHMLTBO in bulk, NogaHHs perynspHoO OHOBIOBAHOrO 3BIiTY 3
3aKyrnopeHun nepBrHHE NakyBaHHsA Ta 6e3nekwv nikapcbkoro 3acoby: [itoya pepakuis:
npobkoto Ta 30epiraHHsi, BTOPMHHE YacToTa nogaHHs PO3b6 — 1 pik; KiHueBa garta
KOBMa4ykom Tuny nakyBaHHS, KOHTPOSb Ons BKNoYeHHs aaHux ao PO36 — 24.03.2024
"flip-off" Ta no 20 mn AKOCTi, TECTYBaHHSA Npmn p.; Qata noganHs — 02.06.2024 p. lNMponoHoBaHa
PO34YMHHUKA BUMYCKY cepil, BUMyCK pepakuis: Yactota nogaHHs PO3b — 3 poku;
(6akTepiocTaTMyHa cepii; PO3YMHHMK: KiHueBa nata ans BknodeHHs gaHnx o PO36 —
BOAa AN iH'ekuin 20 BMpobHMLUTBO in bulk, 24.09.2024 p.; Nata nogaHHsa — 23.12.2024 p.
M1, WO MIiCTUTb nepBUHHE NaKyBaHHsA Ta
1,1% 6eH3nnosoro 30epiraHHsi, BTOPMHHE
cnupTy (K nakyBaHHsl, TECTYBaHHS
aHTUMIKPOBHUIA npw BUMNYyckKy cepii,
KOHCEpBaHT) Ta TeCcTyBaHHs cTabinbHOCTI:
BOAY ANs iH'eKUin) y CENNTPIOH IHk.,
bnakoHi 3 Pecny6nika Kopesi;
6e3bapBHOro ckna, nikapcbkuii 3acit:
3aKynopeHum KOHTPOMb SIKOCTI,
npobkoto Ta TECTyBaHHsI Py BUMYCKY
KOBMa4kom Tuny cepii; PO34YNHHUK:
"flip-off"; no 1 TecTyBaHHs cTabinbHOCTI,
dnakoHy 3 TeCTyBaHHsI Py BUMYCKY
niocpinizatom Ta 1 cepii: CENNNTPIOH IHk.,
dnakoHy 3 Pecny6bnika Kopes
PO34YMHHUKOM Y
KopobLi
41. | TIAPOXIIOPO | kpucTaniyHui AT YkpaiHa Yannkoy ®apmac'toTikan Kutan BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: - - UA/16581/01/01
TIA3UA NopoLLIOK "KUIBCBKUIN dekTopi 3miHu | Tuny - 3miHm 3 sikocTi. CepTudpikat
(cybeTaHuis) y BITAMIHHAN BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
nakeTax noABiNHMX 3ABO[T" €Bponelicbkinn hbapmakonei/moHorpadii.
nonieTuneHoBmx MopaHHsa HoBoro abo oHOBMEHOro cepTudikata
ons BignNoBigHOCTI abo BUny4eHHs1 cepTudikata
dapmaLeBTU4HOro BiAMOBIAHOCTI €Bponenckin dapmakonei: Aons
3acToCyBaHHs A®Il; ansa BuxigHoro
maTepiany/peareHTy/NpOMiIXHOIO NMPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ansi
[OOMOMiXHOT pevoBUHU (cepTudikaT
BigNoBigHOCTI E€Bponerchkin hapmakonei) -
OHoBneHnn cepTudikar Bif yxe 3aTBepaXeHOro
BMPOGHMKa - MoaaHHsA oHOoBREHOro cepTudikaTta
BignoBigHoCTI EBponelickkin hapmakonei R1-
CEP 2006-011-Rev 04 (3atBepmxeHo: R1-CEP
2006-011-Rev 02) ans Oitoyoi pevoBuHU
rigpoxnopoTia3vay Big 3aTBEpAXeHOro
BupobHrka CHANGZHOU PHARMACEUTICAL
FACTORY, China
42. | FO3EPENIH- imnnaHTaTt no 3,6 mMr MicTtpan AHMmiA cTepunisauis: LLisenuapis/ BHECEHHS1 3MiH 0 peecTpauinHuX maTtepianis: 3a - UA/19791/01/01
BICTA no 1 imnnaxrarty y Kenitan CuHepaxi Xeanc [aHikeH Himeuunna 3MiHM | Tuny - 3miHK 3 sikocTi. [oToBMIA peuernmom
wnpuui-annikatopi MeHepxmeHT En[xi, LWsenuapis nikapcbkuii 3aci6. 3MiHM y BUPOGHMUTBI. 3MiHa
(wnpwvy-annikaTop Timiteq cTepwunisauis, iMnopTepa/amiHu, L0 CTOCYHTLCS BUNYCKY cepil
cKragaeTbes 3 MikpoGionoriyHe Ta KOHTPOSIO AKOCTi rOTOBOTO MiKapCbKOro
nonimepHoro TECTYBaHHS: 3acoby (3aMiHa abo gofaBaHHs AinbHULi, Ha
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Kopnycy 3 Tpumayem BB® CrepinisenwHcepsia SKIN 34INCHIOETECA KOHTPOL/BUNPOBYBaHHSA
ans imnnaHTary, 'm6X, HimeyunHa cepii). [logaBaHHA 4OAATKOBOI AiNbHUL
rofikK Ta NopLUHS); MikpoGionoriyHe YMdopaHa Jlabop cyp AHaniTik oHg,
no 1 wnpuuy B TECTYBaHHS: AydTparwdopyHr 'MeX & Ko. KI" (Umforana
nakeTuky pasom 3 €spodiHc Biodapma Labor fur Analytik und Auftragsforschung GmbH
BOJSIOronornnHansHo MpoaakT TecTiHr MioHXxeH & Co. KG, HimeuunHa), BignosiganbHoi 3a
10 Kancynoto; no 1 'm6X, HimeuyunHa KOHTporb cepii J13. 3miHn | Tuny - 3miHm 3
abo 3 nakeTuku y mikpobionoriyHe sikocTi. FoToBUIA Nikapcbkuid 3aci6. KoHTponb
KapTOHHIN nayui TECTyBaHHS: [OMOMDKHUX peqyoBUH. 3MiHa y MeTogax
JTa6op J1IC CE&Ko. KT, BUNPOOYBaHHSA A4ONOMIKHOI pe4OBMHN (HE3HAYHI
HimeyvunHa 3MiHW Y 3aTBEPPKEHNX MeTofax BUNpobyBaHb).
KOHTPOrb cepii: Hes3HayHa 3MiHa y meToauui KoHTponto «BmicT
YMdcopaHa J1labop dyp BOOUY» ONA OOMNOMIKHOI pe4oBUHMW, a came-
AHaniTik oHg, 3MEHLLEHHS KinbKOCTi A0CNiQXyBaHOro 3paska
AydTtparwdopiyHr MmMeX nonimepy (3 430240 mg ao 100 mg). Mpoueaypa
&Ko KT, HimeuunHa TECTYBaHHs 3anvwaeTbcst 6e3 3MiH.
BUPOBHMLTBO rOTOBOI
nikapcbkoi oopmu,
nepBUHHa Ta BTOPUHHA
ynakoBKa, KOHTPOnb cepii,
BUMYCK cepii:
AMB 'm6X, HimeyunHa
43. | TO3EPENIH- imnnanTat no 10,8 Mictpan AHrnis cTepunisauis: LLisenuapis/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a - UA/19791/01/02
BICTA Mr no 1 imMnnanTarty Kenitan CuHepaxi Xeanc [JaHikeH HimevuunHa 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom
y wnpuui-annikaTopi MeHnepxmeHT En[ixi, LWsenuapis nikapcbkuii 3aci6. 3MiHW y BUpOGHMUTBI. 3MiHa
(wnpwvy-annikatop Timiteq cTepunisauis, iMnopTepa/amiHu, L0 CTOCYIOTLCSA BUMYCKY cepii
ckrnagaeTbcs 3 MikpobionoriyHe Ta KOHTPOIIO AKOCTi rOTOBOrO fikapCbKoro
nonimepHoro TEeCTyBaHHS: 3acoby (3aMiHa abo gofaBaHHs OinbHUL, Ha
Kopnycy 3 Tpumayem BB® CrepinizenwHcepsis SKiV 3AIMCHIOETBCSA KOHTPOMbL/BUNPOOYBaHHS
ans imnnadTary, 'm6X, Himeuunna cepii). [logaBaHHA [0AaTKOBOI OinNbHUL
ronku Ta nopLuHs); MikpobionoriyHe YMmdpopaHa Jlabop dyp AHaniTik oHA
no 1 wnpuuy B TeCTyBaHHS: AydrparwgopuyHr F'meX & Ko. KI (Umforana
nakeTuKy pasom 3 €podiHc Biodapma Labor fur Analytik und Auftragsforschung GmbH
BOMOronornMHanbHo MpopakT TecTiHr MioHxeH & Co. KG, HimeuyumHa), BionosiganeHoi 3a
10 Kancynoto; no 1 'mM6X, HimewunHa KOHTporb cepii J13. 3MiHn | Tuny - 3miHn 3
abo 3 nakeTuku y MikpobionoriyHe sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
KapTOHHIN navui TECTYBaHHS: [OOMOMIXHMX Pe4oBUH. 3MiHa y MeToaax
ITabop JIC CE&Ko. KT, BUNPOBOYBaHHS AOMOMDKHOI PEYOBUHW (HE3HAYHI
HimeuumHa 3MiHW ¥ 3aTBEpPOXKEHNUX METOAAX BUNPOOyBaHb).
KOHTpOMb cepii: HesHayHa 3miHa y MeToauLi KoHTponto «BmicT
YMdopaHa J1labop dyp BOAM» AN AOMNOMIXKHOI pe4yoBUHU, a came-
AHaniTik oHA 3MEHLLEHHS KifbKOCTi A0CAiAXyBaHOro 3paska
AydTparwwgopruyHr FTmM6X nonimepy (3 430140 mg go 100 mg). Mpoueaypa
&Ko.KI", HimeyunHa TECTYBaHHS 3anviiaeTbcs 6e3 3miH.
BUPOGHMLTBO rOTOBOI
nikapcbKoi chopmu,
nepBUHHA Ta BTOPUHHA
ynakoBKa, KOHTPOrb cepii,
BUNYCK cepii:
AMB 'm6X, HimeyunHa
44. | DANALUUH 4 PO34MH ANs iH'eKLIN, Mdpansep IHk. CLIA Mdpawzep Benbris BHECEHHS 3MiH [0 peecTpauiinHMX MaTepianis: 3a - UA/10372/01/01




32 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
POCDAT 150 mr/mn; no 2 mn MeHtodbekyypuHr Benbris 3MiHu | TUNy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuenmom
abono 4 mns. HB HaliMeHyBaHHS Ta/abo agpecy 3asiBHYKa
amnyni; no 1 amnyni (BnacHuka peecTpaLiiHoro noceig4yeHHs). 3miHa
y 6nictepi; no 1 agpecu 3asiBHMKA.
6nictepy B
KapTOHHil KOpoOLyi;
no 2 mn abo no 4 mn
B amnyni B
KapTOHHI Kopobui
45. | QEKCAMETA | po34yuH ons iH ekuin, TOBAPUCTB YkpaiHa KOHTPOJb SIKOCTi, BUNYCK YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3a He UA/5274/02/01
30H 4 mr/mn no 1 mn abo 03 cepii: 3MiHn | TMny - 3MiHK Woao peuernmom nidnseae
no 2 mn B amnyii; OBMEXXEHO ToBapucTBO 3 06MEXEHO 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
no 5 amnyn B naywi; 10] BiANOBIgANbHICTIO 3MiHa y KOpOTKil XapaKTepuCTULi Nikapcbkoro
no 1 mnabono2wmn | BIANOBIOAS «[ocnigHun 3asof 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYyKUii ANns
B amnyni; no 5 bHICTHO «MHUNC», Ykpaina MEAMYHOro 3acTocyBaHHS Ha niacrasi
amnyn y 6nictepi, no | «KOPMOPALII BCi cTagii BUpobH1uTBa, perynsipHO OHOBIOBAHOrO 3BiTy 3 6e3neku
1 6nictepy B nayui; A KOHTPOMb SKOCTi, BUMYCK nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
no1mnabono2mn | «300OPOB’A» cepii: 3acTocyBaHHSA Nikapcbkoro 3acoby B
B amnyni; no 10 ToBapucTBO 3 06MEXEHO nicnsipeecTpauiiHuin nepiod, abo sik pesynbtaT
amMnyn B nauui BiANOBIgANbHICTIO OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHNX
«dapmaueBTMyHa BiAMNOBIQHO A0 NnaHy negiaTpuyHux SocnigkKeHb
KOMMaHist «340poB'sy, (PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YkpaiHa YMOBHOBaXEHNM OpraHoM)
3MiHM BHeceHo o [HCTpykLii gns MegnyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao posainy
"OcobnmBocTi 3acTocyBaHHA" W00 6e3neku
3aCTOCyBaHHSA [it040i pevyoBUHN AeKCaMeTas3oH
BignosigHo Ao pekomeHaauin PRAC. BeeneHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEpPOKEHHS
46. | REPMACAH pigvHa HawkipHa, no MPAT Ykpaina BiAMOBiAanbHWIA 3a Ykpaina BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: bes nidnsizae UA/0443/01/01
50 mn y donakoHax; "OITOPAPM" BMPOGHWLITBO, MEPBUHHE, 3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUI peuenma
no 50 mn a6o 100 BTOPWHHE NaKyBaHHS, nikapcbkuii 3aci6. 3MiHM y BUpOGHMUTBI. 3MiHa
MA 'y donakoHi; no 1 KOHTPOSb SIKOCTi Ta BUMYCK iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii
dnakoHy y nayui 3 cepil: Ta KOHTPOJSTO AKOCTi FOTOBOrO NiKapCbKOro
KapTOHY MPAT "®ITOPAPM", 3acoby (3amiHa abo gopaBaHHst BUPOOHWMKa, LLO
YkpaiHa; BignoBigae 3a BBe3eHHsi Ta/abo BuNyck cepii) -
BiAMOBiAanbHWIA 3a He Bkmtoyao4mn KoHTponb/BUNpobyBaHHs cepii -
BMPOGHULTBO, NEPBUHHE, BBEJIEHHS [OAATKOBOI BUPOBHUYOI AinbHUL
BTOPUHHE NMaKyBaHHSA Ta MPAT «®ITODAPM», BignosiganbHoi 3a BUMYycK
KOHTPOMNb SIKOCTI: cepii, He BKIOYalo4M KOHTPONb/BUNPOGYBaHHA
TOB "dapma Yepkac", cepii 3a agpecoto: YkpaiHa, 08303, Kuiscbka
YkpaiHa; 0o6n., M. Bopucninb, Byn. Yymaubka, 17. 3miHn
BignoBiganbHMA 3a BUMYCK BHeCeHi y po3ginu "BMpobHuk" Ta
cepii, He BKoYaoun "Micue3HaxomkeHHs BUpoOHuKa Ta agpeca
KOHTPOb/BUNPobYyBaHHS Micusi MpoBagKEHHS NOro JisinbHocTi" B
cepil: IHCTPYKUIil0 ANSt MEAUYHOrO 3aCTOCYBaHHSA Y
MPAT "®ITOOAPM", 3B'sI3Ky 3 BBEEHHSIM 104aTKOBOI BUPOOHMYOT
YkpaiHa OinbHUUi, BIANOBiAanbLHOI 3a BMMNYyCK cepil, 3
MOXITUBICTIO APYKYBaHHSA ABOX iHCTPYKLiA ANS
MeAMYHOro 3actocyBaHHsi J13 ans okpemux
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BMPOGHWKIB Ta SK HAcMidoK - NosiBa TEKCTY
MapKyBaHHS1 YNakoBKu nikapcbkoro 3acoby Ans
[04aTKoBOro BUPOGHMKa.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPKEHHS.
47. | QUMEKCUA® | po34MH HaLLKipHWUIA NAT YkpaiHa NAT "Tannudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 nidnsicae UA/4522/01/01
APTEPIYM no 50 mn 'y dnakoHi; "Tannydapm” 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernma
no 1 cnakoHy B Ha3BW nikapcbkoro 3acoby - 3miHa Ha3Bm
nayui nikapcbkoro 3acoby. SATBEPIPKEHO:
ONMEKCUMAO® (DIMEXID) 3AMNMPONOHOBAHO:
OVMEKCWO® Aptepiym (DIMEXID Arterium)
TepmiH BBEAEHHSA 3MiH NpoTaroM 6 micsauis nicns
3aTBEPKEHHS.
48. | AULUNHOH PO34MH ANis iH'EKLIN, CaHpos CnoBeHisi Jlex ®apmaueBTuyHa CnoBeHiga BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3a - UA/8466/01/01
250 mr/2 mn; no 2 dapmackioTika KOMNaHis 4.4a. 3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudpikat peuenmom
Mn B amnyni; no 50 n3 a.a. BignosigHocTi/E-cepTudikaT BiANoOBIigHOCTI
amnyn y KapTOHHIl €Bponelicbkin hapmakonei/moHorpadii.
Kopobui MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BiANoBIigHOCTI abo BUny4eHHs ceptudikara
Bi4NOBIgHOCTI €Bponencokin dapmakonei: Ans
A®l; ona BuxigHoro
marepiany/peareHTy/MPOMIKHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
[OMOMIDKHOI peyoBUHM (cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHnn cepTudikar Bif yxe 3aTBepaXeHoro
BUpOGHYKa. MNoaaHHs OHOBNEHOro cepTudikaTa
BignNoBigHOCTI €Bponencekin dapmakonei R1-
CEP 1997-070-Rev 08 (3atBepaxeHo: R1-CEP
1997-070-Rev 07) ansa [ito4oi pe4oBuHM
eTaMm3unary Bif 3aTBEPXXEHOro BUPOOHWKa
Esteve Quimica S.A., Spain.
49. | OIA30MIH- Tabnetku no 100 wmr, MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 6es - UA/0278/01/01
OAPHUUA no 10 Tabnetok y "®apmaneBTn dipma "JapHnua" 3MiHn | TUny - 3MiHM Wwopao peuenma
KOHTYPHIW YyHa dipma 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
YapyHKOBIN "OapHuus” (iHWi 3MiHW) - 3MiHW BHeCeHi B TEKCT
ynakosui; no 1 MapKyBaHHS YNakoBKM fikapCbkoro 3acoby woao
KOHTYPHIW BUITyYeHHS iHcbopMmallii, BUKMaaeHOi pOCifiCbKO
YapyHKOBIN ynakoBLi MOBOIO, Ta 3a3HadeHHst QR-koay y n. 17 IHWE
B mayui BTOPUHHOI YNaKOBKW MikapCbKoro 3acoby.
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEPOKEHHS
50. | AIAPEMIKC kancynu; no 10 Mini Xenckepe Benuka Menpo ®apmacbkloTukanc IHAis BHECEHHS 3MiH 1O peecTpauiiHnX maTtepianis: bes nidnszae UA/8224/01/01
Kancyn y 6nicrepi, 3 Timiteq Bputanis Mpisat NimiTeq 3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenma
Gnictepu y HalMeHyBaHHs Ta/abo agpecu 3asiBHUKA
KapTOHHI kopoOLyj; (BNacHuka peecTpauinHoro NocBiAYeHHS) -
no 8 kancyny 3miHa agpecwu 3asBHMKa (BNacHvKa
GnicTepi; no 1 peecTpaLifiHOro NOoCBiAYEHHS)
Gnictepy y 3MiHM BHeceHi y po3gain "MicLe3HaxogKeHHs
KapTOHHIl kopoOLi 3asiBHUKA" B IHCTPYKLitO A1 MEAUYHOro
3aCTOCYBaHHsI NiKapCbKoro 3acoby y 3B's3Ky 3i
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3MiHOI agpecu 3asBHMKa. BBeaeHHsA 3MiH
NpOTHArom 6-Tv MicSILB Micnsi 3aTBEPAXEHHS.
51. | AOBYTAMIH PO34MH NS iHDY3in, Aomepna HimeyvunH Contochapm HimevuunHa BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3a He UA/5714/01/01
AOMEQOA 250 mr/50 mn; no 50 | ApuHanmitten a dapmauonTiwe 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenmom | niidnseae
M (250 wmr) y b MMBX EpuorirHicce Fm6X HaliMeHyBaHHS Ta/abo agpecy 3asiBHYKa
cnakoHi; no 1 (BnacHuka peecTpaLiiHoro noceig4yeHHs). 3miHa
dnakoHy B appecu 3asBHUKA (BNacHMKa peecTpauinHoro
KapTOHHiI kopobuyj; nocBiAYeHHs1). 3MiHWM BHECEHO B iHCTPYKLIito ANs
no 50 mn (250 mr) y MeONYHOro 3aCToCyBaHHs NikapcbKoro 3acoby y
cnakoHi; no 1 po3ain "Micue3HaxomKeHHA 3asBHUKa" 3
dnakoHy B BiAMOBIAHVMM 3MiHAMW B TEKCTi MapKyBaHHS
KapTOHHi KOpooLyi; BTOPVHHOI yNakoBKW. TepMiH BBEAEHHS 3MiH
no 5 KapTOHHUX npoTsArom 6 MicsiLiB nicns 3aTBepmKeHHs. 3MiHK
KOpo6oK y mniBLi | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
nonieTUNeHoBIn capmakoHarnsgy (iHwi 3amiHn). OHOBMEHHS
TEKCTY MapKyBaHHS BTOPUHHOI yNaKoBKM
nikapcbKoro 3acoby, a came: BUny4yeHo
iHCbopMaLito NPO EKCKIMO3NBHOMO
aunctpub'totopa TOB "HONT™. TepmiH BBEAEHHS
3MiH - NpOTSArom 6 MicsiLiB Nicns 3aTBEPKEHHS.
52. | AOKCUUUKII | kancynu no 100 mr My6niyHe YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/3292/01/01
H no 10 kancyny aKuioHepHe ToBapucTBo "HaykoBo- 3MiHM | TUny - 3MiHM Wwopao peuernmom
6nictepi; no 1 TOBapuCTBo BUPOBHWYMIA LEHTP 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsay
6nictepy B nauui "HaykoBo- "BopLuariBCbKMIn Ximiko- (iHWi 3MiHK) - 3MiHa y 3B'A3KY YTOYHEHHS
BVMPOGHWYMIA dapmaueBTU4HNIA 3aBog" BMKNadeHHs po3ainy "[oaaTkosa iHpopmauis.
LeHTp [I-1. Ynakoska" MKA Ta po3giny 3.2.P.7.
"BopLuariscbk OHOBIEHHS TEKCTY MapKyBaHHs! YMakoBKW
Ui XiMiko- nikapcbKoro 3acoby y 3B'A3Ky 3 BUNYYEHHAM
hapmaueBTuy iHdbopmaLlii pOCIICbKOI MOBOI Ta BHECEHHSAM
HWK 3aBog” KOPEKTOPCbKMX NpaBoK. BBeaeHHs 3MiH
NPOTArom 6-Tu MiCSILLIB MiCNsi 3aTBEPOKEHHS;
3miHu | TUNy - 3miHK 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
nocTavarnbHuKa nakyBanbHUX MaTtepianis abo
KOMMMEKTYIOUMX (SIKLLO 3a3Ha4YeHO B AOCHE)
(BUNYyYeHHS NnocTayanbHKka) - BunyyeHHs
HalMeHyBaHHS NocTavanbHUKIB NakyBarbHUX
mMaTepianis 3 peecTpauiHOro 4OoChbe, y 3B'A3KY 3
npvBeaeHHsaM po3ainy 3.2.P.7. peecTtpauiiHoro
[OChE Y BigNoOBIgHICTb 4O €BPOMENCHKMX BUMOT,
a TaKoX BUNYYEHHS i3 peecTpaLiiHoro Aocbe
BMPOGHMKa nniBku nonisiHinxnopuaHoi TOB
"KnbokHep MNeHTannact Pyc", pocis
53. | OOKCOPYBIL | po3uuH ans iHdys3ii, Mepak HimeyuunH BiAnoBigae 3a BTOPUHHE Himeuyunna BHECEHHS 3MiH [0 peecTpauinHX maTtepianis: 3a - UA/14471/01/01
WH MEOAK 2 mr/mnino 5 mn (10 lesenbliadpt a nakyBaHHs, HAHECEHHS 3MiHn | TUny - 3MiHM Wwopo peuernmom
Mr) a6o no 10 mn dhrop KniHiwe 3aXMCHOI NMiBKM Ha 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
(20 wmr), abo no 25 Lneuianbnpe hnakoH (onuioHanbHo), 3miHa yacToTu Ta/abo TepMiHiB NogaHHs
mn (50 mr), abo no napate mM6X [03BIiN Ha BUMYCK cepii: perynspHo OHOBIOBaHWX 3BiTiB 3 6e3neku
100 mn (200 mr) y Megak NesenbliadTt drop nikapcbkunx 3acobiB. 3MiHa YacToTn Ta TEPMiHY
dnakoHi, no 1 abo 5 KniHiLe NoJAaHHs perynsipHO OHOBMOBAHOIO 3BITY 3
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
rakoHiB B yrnakoBLi Lneuianenpenapate M6X, Ge3neku nikapcbkoro 3acoby: [itova pegakuisi:
HimeuuuHa; Bignoeigae 3a YactoTta nogaHHst PO3b — 1 pik; KiHueBa gata
BUPOBHMLUTBO AN BKNYeHHs aaHnx ao PO36 — 12.11.2022
Hepo3adacoBaHol p.; daTta nogaHHs — 21.01.2023 p. MponoHoBaHa
npoaykuii, nepBuHHe Ta pepakuis: Yactora nogaHHa PO3B — 5 pokis;
BTOPWHHE NaKyBaHHS, KiHueBa nata ans BknoYeHHs gaHnx o PO36 —
KOHTpOrb sKOCTi: OHKOTEK 12.11.2027 p.; JaTa nogaHHst — 10.02.2028 p.
dapma MpogakwH MG6X, PekomeHgoBaHO [0 3aTBEpAKEHHS BIiANOBIAHO
HimeuuunHa; Bignosigae 3a 00 NepioanyHOCTI NogaHHA perynspHo
BTOPWHHE NaKyBaHHS, OHOBMIOBaHMX 3BITIB 3 6e3nekn nikapcbKux
HaHEeCeHHSs 3axXMCHOI 3acobis y €sponericbkomy Cotosi.
nniBkM Ha nNakoH
(onujoHanbHo): Mea-IKC-
Mpecc N'M6X , HimeyumHa
54. | OOCTUHEKC | Ttabnetku no 0,5 mr; Mdpaiizep IHk. CLWA Mdpanzep ITanis C.p.n. ITanis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/5194/01/01
no 2 abono 8 3MiHu | TUNy - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenmom
TabneTok y drakoHi; HanMeHyBaHHS Ta/abo agpecu 3asBHMKa
no 1 conakoHy B (BnacHuka peecTpaLiiHoro noceig4yeHHs). 3miHa
KapTOHHI Kopobui agpecwu 3asBHuKa.
55. | EBKANINOTY nucta (cybeTaHuis) TOB YkpaiHa TOB "®apkoHi" pysia BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: - - UA/10755/01/01
JINCTA y Milukax "Cymundpitocba 3MiHu | Tuny - 3miHK 3 sikocTi. ADI. CtabinbHicTb.
noninponineHoBmx pmauis” 3miHa nepiogy NOBTOPHMX BUNPOOYBaHb/nepioay
ans 30epiraHHst abo ymoB 36epiraHHst AdI (3a
dapmaLleBTUHHOIO BiJCYyTHOCTI y 3aTBEPAXEHOMY JOChE
3acToCyBaHHs cepTudpikaTta BiaNOBIAHOCTI €BPONENChKin
dapmakonei, Lo BKITHOYa€e nNepioq NOBTOPHOMO
BUNpobyBaHHs1) (nepio NOBTOPHOrO
BunNpobyBaHHs/nepion 36epiraHHs) -
36inblueHHs abo BBEAEHHSI Nepiogy NOBTOPHOrO
BunpobyBaHHs/nepiony 36epiraHHs Ha OCHOBI
pesynbTaTiB AOCHiIMKEHb Y peanbHOMY Yaci -
36inbLUeHHa TepMiHy npuaaTHOCTi 3 1 poky Ao 3
POKiB, Ha OCHOBI pe3ynbTaTiB JOCNiOKEHb Y
pearnbHOMY 4aci
56. | EBKACMPEW | cnpeit HasanbHui, CninbHe YkpaiHa CninbHe yKpaiHCbKo- Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: bes He UA/18958/01/01
TYPBO nososaHuni 1,0 YKpaiHCbKO- icnaHcbKe NigNpUEMCTBO 3MiHu | TUny - 3MiHM Wwopo peuenma nionsieae
mr/mn; no 10 mny icnaHcbke "Cnepko YkpaiHa" 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
nonieTuneHoBoMy nianpueMcTBO 3MiHM y KOPOTKi XapaKTepUCTu1Li NikapCbKoro
KOHTeWHepi 3 "Cnepko 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
Hacocom 3 Ykpaina"

posnunioBavemM y
nadui 3 KapToHy

MEeOMYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpnaHnx/6ionofibHux nikapcbkmx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HafaHHS )KOLHWX HOBMX JOAATKOBUX AaHUX).
3MiHW BHeCeHi A0 IHCTPYKLUIii Ans MeguyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby y po3ainu:
"MpoTunokasanHs", "OcobnueocTi
3acTocyBaHHs1", "3acTocyBaHHs y nepioa
BariTHoCTi abo rogyBaHHSA rpyaato”, "Cnocid
3acTocyBaHHsa Ta go3un", "MobiyHi peakuii” 3rigHo
3 iHdopmalLieto Woa0 MeguyHoro 3acTocyBaHHs
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

pedepeHTHOro fnikapcbkoro 3acoby (OTpuBiH 3
MEHTONIOM Ta eBKaninToM, cnpen HasanbHun,
nosoBanuii 0,1%). BeegeHHs 3mMiH npoTarom 6-
TV MicaLiB nicnsa 3aTBepyKeHHs. 3MiHu | Tuny -
3miHun wopao 6e3nekn/edpeKTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHu).
3MiHW BHeCeHi A0 IHCTPYKLUii Ans MeguyHoro
3aCTOCyBaHHS fnikapcbkoro 3acoby y po3gain
"Mo6ivHi peakuii" Woao 3BiTyBaHHSA NPO NOGIYHI
peakuii. BBeaeHHs1 3MiH NpoTarom 6-Tn MicsuiB
nicns 3aTBepAXXEHHSI.

57.

ENEBIT®
NPOHATAIb

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkoto; no 10
Tabnetok y Gnictepi;
no 3 abo 10
Gnictepis y
KapTOHHiI KOpooLyi;
no 20 TabneTtok y
bnictepi; no 5
GnictepiB y
KapTOHHIl kopobui

Banep
KoHcbtomep
Kep AI'

Lsenuapi
A

OpaxeHodapm AnoTtekep

Mowne M6X

HimevuunHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BiANoBigHOCTI abo Buny4eHHs ceptudikara
BifNoBigHOCTI €Bponeinchkin dapmakonei: ons
A®l; ona BuxigHoro
marepiany/peareHTy/MpOMIKHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif yXKe 3aTBEpAXEHOro
BUPOGHKKa - NoAaHHsI OHOBIIEHOrO cepTudikaty
BianosigHocTi €® Ne R1-CEP 1998-140-Rev 05
(3aTBepmkeHo R1-CEP 1998-140-Rev 04) ans
A®I BitamiH B12 (LliaHoko6anamiHy) Big Bxe
3aTBepakeHoro BupobHuka SANOFI CHIMIE,
France, Ta, sik Hacnigok, 3MiHa Ha3BM BUpOOHWMKa
Ad| Ha EUROAPI FRANCE, France

6e3
peuenma

UA/9996/01/01

58.

EMETOH

PO34MH OIS iH'EKLIN,
2 mr/mn;

no 2 mn abo no 4 mn
B amnyni
nonieTUneHoBin; no
5 abo 50 amnyn y
naywi 3 KapToHy

TOB
"®APMACEN"

YkpaiHa

TOB "®APMACEN"

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MmiHa 3asBHuka J13 (MIBM) (BnacHuka
peecTpaLinHOro NocBig4YeHHs) (3rigHO Hakasy
MOS3 Big 23.07.2015 Ne 460). BBeaeHHst 3miH
NpoTArom 3-X MicAUiB NIiCns 3aTBEPAXEHHS.
3minu | Tvny - 3miln wWoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHWX AaHuxX
npo cuctemy apmMakoHarnsgy (BBeaeHHst
y3aranbHeHUX AaHux Npo cuctemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOI 0cobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHoi ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa
BiJMiHHa Bif YNOBHOBaXXeHOI ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-thanna cuctemm
cdapmakoHarnsgy).

3a
peuerimom

He
nidnsicae

UA/13447/01/01




37 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

3MiHa ynoBHOBakeHOi 0cobu 3asiBHUKA,
BignosiganbHoi 3a hapmMakoHarnsag. ditova
pepakuisi: CynpyH Eayapg Bonogummnposuu.
MponoHoBaHa pepakuis: borad TetaHa
OnekcaHgpiBHa. 3MiHa KOHTAKTHUX OaHWX
YNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag. 3miHa
HOoMepa macTep-danna cuctemm
dapmakoHarnagy. BeegeHHst amiH npotsrom 3-x
MiCsILliB He peKOMeHA0BaHO, OCKiNbKN Ansi 4aHOT
3MiHW TepMiH BBEAEHHS 3MiH He nepeabayeHuit
3aKOHOAaBCTBOM YKpaiHu. 3MiHu | Tuny - 3MiHn
3 AKoCTi. [0TOBMIA NikapCbkMit 3aci6. 3MiHN y
BMpPOGHMUTBI. 3amiHa abo BBeAeHHS A0AaTKOBOI
inbHWLi BUpobHUUTBA ANst YacTUHKM abo BCbOro
BMPOGHMYOro NPOLECY FOTOBOrO NiKapCbKOro
3acoby (ainbHMUS, Ha sikin npoBoasTeCs byab-
SIKi BUPOOHMYI cTagii, 3a BUHSATKOM BUMYCKY cepil,
KOHTPOIMIO SIKOCTi Ta BTOPMHHOIO MakyBaHHSA NSt
CTepunbHUX Nikapcbkunx 3acobiB (BkoYaum
BMPOGNEHI acenTUYHUM METOAOM), KpiM
nikapcbkux 3acobis 6ionoriYyHoro/iMyHonori4Horo
NOXOAXXEHHS) 3amiHa AinbHWLi BUPOOHWLTBA, Ha
SKi OyayTb 3aiicHioBaTMCA Byab-aKi BUPOOHWYI
cTagii, 3a BUHATKOM BUMNYCKY Cepii, KOHTPOIO
AKOCTi Ta BTOPMHHOIO NaKyBaHHS Ans
CTepUnbHUX Nikapcbkux 3acobis.
BBeaeHHs 3MiH npoTArom 3-x micauis nicns
3aTBepAKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.
[oToBWMI Nikapcbkui 3aci6. 3MiHN y
BMPOGHMUTBI. 3amiHa abo BBeAEeHHS 40AaTKOBOI
OinbHULi BUpOOHULTBA ANst YacTUHU abo BCbOro
BMPOGHMYOro NpoLECY FOTOBOrO NiKapCbKOro
3acoby (QinbHWULSA AN BTOPUHHOIO NakyBaHHS)
3aMiHa AinbHuULi BUpOGHWLITBA, BiANOBIAANbHOI
3a BTOPVIHHE NaKyBaHHSI.

BBeaeHHs 3MiH npoTsArom 3-x micauis nicns
3aTBEepAKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lwo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSO SKOCTi
roTOBOrO flikapcbKoro 3acoby (3amiHa abo
[ofaBaHHsi BUpOOHMKa, Lo BianoBiaae 3a

BBE3eHHs Ta/abo Bunyck cepii) - Bkntovaroum
KOHTpOnb/BUNpobyBaHHs cepii.
3amiHa BUpobHuKa, BianoBiganbHoro 3a
KOHTPOIb Ta BUMYCK cepii. 3MiHN BHECEHO A0
IHCTPYKUiT ANS MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby B po3ainv "BupobHuk" Ta
"MicuesHaxomkeHHs BUpOOHMKa Ta agpeca
MiCLisi NPOBAKEHHS NOro JisnbHOCTI", K
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

Hacnigok - BIANOBIAHI 3MiHW Yy TEKCTi MapKyBaHHS
yNaKoBKM fikapcbkoro 3acoby. BBeaeHHs 3MiH
npoTaArom 3-x MicauiB nicnsa 3aTBepAXEHHS.
3MminHn | TMny - 3MiHuM 3 siKocTi. [oToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3acio. 3MiHa
cdopmu abo po3mipy KOHTEHepa Ym
3aKynoptoBarnbHOro 3acoby (nepBUHHOI
yNaKoBKW) (CTepunbHi nikapcbki 3acobu) -

Ha BUPOBHMYMX NOTYXXHOCTSIX BUPOOHMKa TOB
«PAPMACEN», M3 6yae BupobnsTtucs B
amnyrnax nonieTnneHoBunx o6’'emom 2 mn a6o 4
MA 3 NonieTUNEeHy paHille 3aTBepaAXeHOI AKOCTI,
ane iHLWOi reomeTpunyHOi dopmu. [litova
pepakuia: poamip amnynu: 2 mn: 18,6 + 0,5 mm
x17,6 £ 0,3 MM x 52,5+ 1 Mm 4 mn: 19 mm x18
MM x63 MMm. lMponoHoBaHa peaakuis: po3mip
amnynu: 2 mn: 12 mm x14 mm x54 mm 4 mn:12
MM X14 Mm X84 mMm. BBeaeHHs 3MiH npoTtarom 3-
X MicsLiB nicns 3aTBepaXeHHs. 3MiHu | Tuny -
3MiHM 3 skocTi. [oTOoBMI Nikapcbkuii 3acit.
KoHTposb roToBoro fikapcbkoro 3acofy (iHwi
3MiHW) OHOBMEHHS odopmneHHs npoekty MKA,
BignosigHo 4o Bumor [dY Ta BHYTPILWHLOT
HopmaTuBHOI fgokyMeHTaLii TOB « DAPMACE/T»
6e3 3MiHM KpUTepIiB NPUAHATHOCTI Ta METOANK
koHTponto MM3. 3MiHu | TUnNy - 3MiHK 3 SKOCTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMUNpobyBaHHsi FOTOBOrO NikapCbKoro 3acoby
(iHWi 3MiHM y MeToaax BUNpobyBaHb
(BkrtoYatoum 3amiHy abo JOMOBHEHHS))
OHOBMEHHs1 MeTogiB BUNpobysaHb 113 3a
nokasHukamu «CynposigHi gomiwku» (QPY,
2.2.29) Ta «lpeHTudikauia A» (OPY, 2.2.29), a
came 3MiHEHO NMPUroTYBaHHS PO3YNHY
NOPIBHSAHHS, 3MIHEHO LUBMAKICTb
XpomaTorpadpyBaHHs Ta OLiHKY MpUAATHOCTI
XpomaTorpadiyHoi cuctemun, 4oAaHO MOPSAAOK
XpomaTorpadyBaHHs Ta po3paxyHKOBY
dopmyny. [ins igeHTrdikadii niky oHaaHceTpoHa
6yro 3MEHLLEHO KOHLIEHTPAL|il0 PO34MHIB, LLO
[a€e MOXIMUBICTb 3MEHLLUWUTU HaBaHTaXEHHS Ha
KOJTOHKY Ta YHUKHYTU PO3[BOEHHSA OCHOBHOIO
nika. 3minm | Tuny - 3miHu 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BianoBigHOCTi
€Bponencbkin dapmakonei/MoHorpadii. 3miHun,
noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTbL A0 MoHorpadii AdY abo
€Bponencbkoi hapmakonei, abo iHLwoi
HauioHanbHoi dapmakonei gepxasu €C (3miHa
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
y cneumdikaLisx, noe'ssaHa 3i amiHamu B 1®Y,

abo €sponericbkinn thapmakonei, abo iHLWii
HauioHanbHin bapmakonei aepxaeu €C)
akTyanisauis cneundikauii 4LONoOMiKHOT
peyosuHu «Water for injections in bulk» 3rigHo
BMMOr moHorpadii Ph.Eur 04/2017:0169.
3MiHn | TMny - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIOHICTIO NPUBEAEHHS Y
BiAMNOBIAHICTb A0 MOHorpadii AdY abo
€Bponeicbkoi hapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei gepxasu €C (3miHa
y cneundikaLisix, nos's3aHa 3i amiHamu B Y,
abo €Bponelicbkin hapmakonei, abo iHLWin
HauioHanbHin bapmakonei aepxaeu €C)
akTyanisauis cneuudikaii OMoMiKHOI
pevoBuHM «Sodium chloride» 3rigHo BUMoOr
MoHorpadii Ph.Eur 04/2021:0193. 3miHu | TNy -
3miHn 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpONENChKi
capmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeobXiAHICTIO NpMBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo €Bponencbkoi
capmakonei, abo iHWOoi HaLioHanbHOI
dapmakonei gepxasu €C (3miHa y
crneundikauisx, nos's3aHa 3i samiHamu B JOY,
abo €sponeiicbkint dhapmakonei, abo iHLwin
HaujioHanbHi dapmakonei gepxasn €C)
akTyanisauisa cneundikauii 4ONOMIKHOT
peyoBuHM «Sodium citrate» 3rigHO BUMOT
moHorpadii Ph.Eur 01/2017:0412. 3minHwn | Tvny -
3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBiaHoOCTI EBponenchKil
apmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeOoOXiaHICTIO NpuBeaeHHS Yy BigNOBIQHICTE 0O
MoHorpadii PY abo Esponencekoi
capmakonei, abo iHWOi HaLioHanbHOT
dapmakonei aepxasu €C (3miHa y
cneundikauisx, nos's3aHa 3i amiHamu B JOY,
abo €Bponelicbkin hapmakonei, abo iHLWin
HauioHanbHi dapmakonei fepxasn €C)
akTyanisauisa cneundikauii 4ONOMDKHOT
peyoBuHu «Citric acid monohydrate» 3rigHo
BvMor moHorpadii Ph.Eur 01/2017:0456. 3miHum |
TMny - 3MiHK Wwopao Ge3nekn/edekTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHv). 3MiHWM BHeCeHO
[0 IHCTPYKLUiT ANs MEOWYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Mobivni peakuii”
LLIOAO BaXIMBOCTI 3BiTYBaHHS Npo MobiyHi

peakLii. BBegeHHs1 3MiH NpoTarom 3-x Micsiuis
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

nicnsa 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHK 3
sikocTi. FoToBUIA Nikapcbkui 3aci6. KoHTponb
roToOBOroO Jlikapcbkoro 3acoby. 3miHa napameTpis
crneungikauin Ta/abo 4oNyCTUMUX MEX FOTOBOro
nikapcbKoro 3acoby (3BY>KEeHHs1 AOMyCTUMMX
MeX) 3MmiHa BUMor cneumdikauii M3 3a
nokasHukom «laeHTngikauis B» (OPY, 2.2.25), a
camMe 3MiHeHO Aiana3oH AOBXWH XBUib 3 190 HM
- 367 HM 00 200 HM -367 HM, OCKINbKX AaHWi
fianasoH GinbLU 3pyYHWIA Anst BUMIpOBaHb i
BVKITIOYAE BMMMB KOMMOHEHTIB NOBITPS Npu
3HATTI cnekTpy. Makcumymm Ta MiHimymun
NOrNMHAHHSA PEYOBUHMU, LLIO aHani3yeTbCs
3HaxoAsTbCs y BUOpaHOMy AianasoHi 4OBXWH
XBUnb. 3MiHuM | TUNy - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuin 3acio. 3MiHa
PO3Mipy yNakoBKM rOTOBOrO NikapcbKoro 3acoby
(3miHa KinbkocTi oguHMUb (Hanpuknag TabneTok,
amnyn TOLLOo) B ynakoBLi:) - 3mMiHa nosa
Oiana3oHOM 3aTBEPIKEHUX PO3MIPIB YNAKOBKM.
Y 3B’A3Ky 3i 3pocTaoumMmmn notpedbamu puHky
TOB «®APMACEIJ» 6yrno npuiHsaTe
MapKeTWHroBe piLLEHHS NPO peecTpaLito
[0[aTKOBOrO NakyBaHHS amnyn no 2 mn, 4 mn —
50 amnyn y nayui i3 KapToHy. 3MiHWM BHECEHO A0
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby B po3ain "Ynakoska"-
BBE[IEHHSA AOAATKOBOrO NakyBaHHA amnyn no 2
mn abo no 4 mn — no 50 amnyn y nayui i3
KapToHy. 3MiHu | Tuny - 3miHn 3 sikocTi. FoToBUMI
nikapcbkui 3aci6. 3MiHn y BUpOGHMUTBI. 3MiHa
po3mipy cepii (BKnoYao4um gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acody (3MeHLUEHHs!
Ao 10 pasiB) 3MeHLUeHHs po3mipy cepii 113,
06ymoBreHa TEXHIYHUMN XapaKTepUcTUKamm
TEXHOMoriYHOro obnagHaHHs, Ha sIKoMy
cdopmyeTbea cepis M3 Ha AinbHWLI BUpoOHMKa
«DAPMACEI/». [itoua pepakuis: o6’emu cepint:
no 2 mn - 300; no 4 mn- 300 n
MponoHoBaHa pefakuisi: 06’emu cepiii: No 2 mn
— 150 n; no 4 mn — 150 n. BBeaeHHs 3miH
NpoTArom 3-X MicAUiB NIiCns 3aTBEPAXEHHS.
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHu y BUpOGHMLTBI. 3MiHa
po3mipy cepii (BknroYao4um gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby (36inbLIeHHst
00 10 pasiB NOPIBHSAHO i3 3aTBEPHKEHNM
po3mipoM) 36inbLUeHHsT po3Mmipy cepii M3,
06ymoBreHa TEXHIYHUMN XapaKTepUCTUKaMm
TEXHOJOrMYHOro 0bragHaHHs, Ha KoMy
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk KpaiHa

eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

cdopmyeTbea cepis M3 Ha AinbHWLI BUpoGHMKa
«OAPMACEI/». Oitova penakuis: o6’emu cepint:
no 2 mn - 300; no 4 mn- 300 n. NponoHoBaHa
pegnakuis: 06’emu cepiii: no 2 mn — 350 n1; no 4
mn — 350 n, 1000 n. BBeaeHHs1 3miH npoTarom 3-
X MicsauiB nicns 3aTBepAXeHHs. 3miHn | Tuny -
3MiHM wono 6e3nekn/eddeKTUBHOCTI Ta
apmakoHarnsaay (iHwi 3miHn). OHOBNEHHS
TEKCTY MapKyBaHHs nikapcbkoro 3acoby, a came
BUYYEHO BUKINAL4EeHHS TEKCTY POCINCHKOK
MOBOIO Ta 3a3Ha4yeHo noroTun
3asiBHMKa/BUPOOHMKA. BBegeHHs 3MiH NpoTsrom
3-X MicauiB nicnsa 3aTBEPAXKEHHSA

59.

EHANANPUN
H-TEBA

Tabnetkn 10 mr/25
mr no 10 TabneTok y
Gnictepi; no 2 abo
no 3, abo no 5, abo
no 6, abo no 10
GnicTtepiB y kopobui

TOB «TeBa
YkpaiHa»

Ykpaina

AT ®dapmaueBTUYHUN
3aBog TeBa

YropwuHa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
€Bponelicbkin hbapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BignoBigHOCTI abo BUNyYeHHs cepTudikara
BiNOBIgHOCTI €Bponenchkin dapmakonei: ons
A®l; ona BuxigHoro
maTepiany/peareHTy/NpOMiIXHOIO NMPOAYKTY, O
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
BigNOBIAHOCTI E€Bponerchkin hapmakonei) -
OHoBneHnn cepTudikar Bif yxe 3aTBepaXeHOro
BUPOGHKKa - NogaHHsi OHOBIIEHOro cepTudikata
BignosigHocTi €Bponeicbkint papmakonei Ne R1-
CEP 2003-078 - Rev 13 (3atBepgkeHo: R1-CEP
2003-078 - Rev 12) ana A®l EHananpuny
Mareary Bif 3aTBEpPKEHOro BUPOGHMKa
Neuland Laboratories Limited (India)

3a
peuerimom

UA/16668/01/01

60.

EHANANPUN
-HL-
300POB'A

Tabnetkn, 10
mr/12,5 wmr, no 20
abo no 30 Tabnetok
y bnicTepi; no 1
Gnictepy B
KapTOHHiI kopobLi

TOBAPUCTB
03
OBMEXXEHO
O
BIAMOBIOAN
bHICTIO
«KOPMOPALI
A
«300POB’A»

YkpaiHa

BCi cTagii BUpobHMUTBA,
KOHTPOMb SIKOCTi, BUMYCK
cepil:
ToBapucteo 3 obmexeHor
BignoBiganbHiCcTIO
"®apmaueBTUYHa
KomnaHisi "3nopos'a"”,
YkpaiHa
BCi cTagii BUpobHMuTBa,
KOHTPOMb SIKOCTi, BUMYCK
cepii:
ToBapucTBO 3 OOMEXEHOID
BignoBiganbHiCcTIO
"®APMEKC 'Pynmn",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3miHu | TUNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHUUTBI. 3amiHa
abo BBeIEHHS 10AaTKOBOI AinbHUL
BMPOOHMLTBA NS YaCTUHM abo BCbOro
BUPOBHMYOro npoLecy rotToBOro fikapCbkoro
3acoby (AinbHULSA, Ha Sk NpoBoAsTbLCS By ab-
sIKi BUpOOHWYI cTagii, 38 BUHATKOM BUMYCKY
cepiii, KOHTPOIO AKOCTi, MEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHS, ANS1 HECTEPUIBHUX
nikapcbkux 3acobiB) CynyTHs 3miHa- 3MiHK 3
skocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHn y
BMPOGHMUTBI. 3amiHa abo BBeEeHHS 40AaTKOBOI
AiNbHULi BUPOGHMLTBA ANS YacTMHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (AinbHULSA AN BTOPUHHOIO NaKyBaHHS) -
3MmiHu 3 skocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK
y BUpoOHMLTBI. 3amiHa abo BBeOEeHHS
[04aTKOBOI AiNbHULI BUpOBHULITBA ANs YaCcTUHM

3a
peuerimom

He
nidnsicae

UA/1350/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)
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Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

abo BCbOro BUPOBGHMYOro NpoLecy rotoBoro
nikapcbkoro 3acoby (AinbHULS AN NepBUHHOIO
nakyBaHHs1) BeJj€HHs1 JO4AaTKOBOro BUPObHMKa
roToBOro nikapcbkoro 3acoby - TOB “©APMEKC
FPYI”, Ykpaina gnsa ynakosku Ne 20 (20x1) y
6nictepi. BBegeHHs 3mMiH npoTarom 6-Tu micauis
nicnsa 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHK 3
AkocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHK y
BUPOOBHMLTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIH SKOCTI
roTOBOrO fikapcbKoro 3acoby (3amiHa abo
[ofaBaHHsi BUpOOHMKa, Lo Bianosigae 3a
BBe3eHHs Ta/abo BuUnyck cepii) - Bkrtovatoum
KOHTpOnb/BUNpobyBaHHS cepii - AoAaBaHHSA
BUpobHuka - TOB “©APMEKC I'PYIT”, YkpaiHa
LLO BiOMNOBIiAAE 3a KOHTPOSb SKOCTi Ta BUNYCK
cepii N3 ans ynakoskn Ne 20 (20x1) y 6nictepi.
3MiHV BHeceHi B po3ainu "BMpobHuk" Ta
"MicuesHaxoaxeHHsi BUpoOHUKa Ta agpeca
MicList NPOBaOKEHHS MOro JisinbHOCTI" B
iHCTPYKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS Yy
3B’A3KYy 3 BBEAEHHSIM JO4AaTKOBOro BUPOBHMKa
TOB “©APMEKC I'PYIT”, YkpaiHa, wo
BiANOBIgA€e 3a BMNYyCK cepii, A4ns ynakosku Ne 20
(20x1), Ta sk HacnigokK - BBEAEHHS TEKCTY
MapKyBaHHS YNaKoBKM NikapCbKoro 3acoby ans
[0[aTKoBOro BUpo6HUKa. BBeeHHs 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.

61.

EH3UCTAN N

TabneTkn, BKpUTI
060noHkoto,
KMLLKOBOPO34WHHI,
no 10 tabnetok y
GnicTepi; no 2
Gnictepu B
KapTOHHIN ynakoBLii

ToppeHT
dapmacbioTika
nc g

IHAin

ToppeHT PapmachboTikanc
T,

IHAis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MmiHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaAXeHHS AiANbHOCTI BUPOGHMKa/imnopTepa
roTOBOro MikapcbKoro 3acoby, BkI4aoum
AinbHWL BUNYycKy cepii abo micue npoBeaeHHs!
KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a AKy BiANoBifae
BMPOGHMK/iMNoOpTEp, BKIOYaKYX BUMYCK CEPIl) -
3MiHa agpecy BUPOGHMYOI AinbHULi rOTOBOrO
nikapcbkoro 3acoby, 6e3 3amiHN akTUYHOro
MicLie3HaxoaXeHHs1 BUPOGHMLTBA. TepMiH
BBeAEHHS 3MiH NpoTSArom 6 micauis nicns
3aTBEPKEHHS.

6e3
peuenma

nidnseae

UA/13355/01/01

62.

EH3UCTAN N

TabneTku, BKPUTI
000mnoHKoI0,
KMLUKOBOPO3YUHHI,
no 10 Tabnetok y
GnicTepi; no 2
6nictepu B
KapTOHHIN ynakoBLj

ToppeHT
dapmacbioTika
ncIltg

IHAis

ToppeHT PapmachbioTikanc
1o,

IHAis

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
YTOYHEHHs1 YMOB Bignycky B Hakasax MO3
Ykpaiuu Ne 2970 Big 22.12.2020 (npoueaypa -
3minu | TMny - 3miln Wwoao
6e3nekn/eekTMBHOCTI Ta hapmakoHarnsay
(iHLWi 3miHW) - BHeceHHs 3miH oo po3giny MKA:
PA®IYHE 30BPAXXEHHA YMNAKOBKW fitoya
pepakuis: FTPA®IYHE 3OBPAXEHHA
YMNAKOBKW Oopaetbes. Homep cepii Ta gata
3aKiHYeHHs1 TepMiHy NPUAATHOCTI HAHOCUTLCSH

6e3
peuenma

UA/13355/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

wrtamnom abo TUcHeHHaM. MNponoHoBaHa
pepakuia: MAPKYBAHHA 3rigHo
3aTBEPAKEHOro TEKCTY MapKyBaHHs. OHOBNEHHS
TEKCTY MapKyBaHHS1 YNaKOBKW NikapCbKoro
3acoby 3 BHECEHHSM iHdpopMalLlii Lwoao
3a3Ha4YeHHs1 OAMHULIb BUMIPIOBAHHS Y CUCTEMI
Sl. BBegeHHs 3MiH NpoTsirom 6-Tu micauiB nicns
3aTBepakeHHs1) Ta Ne 84 Big 14.01.2023
(npoueaypa - 3MiHu | TMNy - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BBeaeHHst abo 3MiHM [0 y3aranbHEHWX OaHUX
npo cucteMmy dapMakoHarnagy (BBeaeHHs
y3aranbHEeHUX AaHux Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOi ocobu,
BiQNOBiQanbHOI 3a 3A4iNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHMKa Ans 30iNCHEHHS
tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Big yNOBHOBaXXeHOI ocobu,
BigNoBiganbHOI 3a 30iMCHEHHS hapmakoHarnsaay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-tanna cuctemm
dapmakoHarnsay) 3MiHa KOHTaKTHOI 0cobu
3asBHMKa, BiaNOBIAanNbHOI 3a hapmakoHarnag B
Ykpaini. [itova pegakuia: Mr. Jigar Jaswantsinh
Jadeja. NponoHoBaHa pepakuis: Onyshchuk
Liudmyla Valeriivna. 3miHa KOHTaKTHMX AaHuX
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBsiaanbHoi 3a
dapmakoHarnsa B YKpaiHi) B npoueci BHECEHHS
3MiH. Pefakuis B Hakasi - 3a peuenTtoMm. BipHa
pepakuis - 6e3 peuenTa.

63.

EPIYC®

TabneTkn, BKpUTI
NniBKOBOO
060n0HKo10, Mo 5 Mr;
no 7 a6o no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI KOpoOLyi;
no 15 Tabnetok y
GnicTepi, no 2
Gnictepu B
KapTOHHiI kopobui

Banep
KoHcblomep
Kep Al

LLiseviLapi
A

Banep bitrepdensg M6X

Himeyuunna

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3minu | Tvny - 3miln wWoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MeAMYHOro 3aCTOCYBaHHsI Ha MiAcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiHui nepiod, abo sk pesynbtaT
OLiHKM 3BITY 3 JOCNIOXEHb, NPOBEAESHUX
BigMNOBIQHO 40 MnaHy nefiaTpuyHuX AocnigXeHb
(PIP) (3miHy y3rog)eHo 3 KOMNETEHTHUM
YNOBHOBaXEHNM OpraHoM)
3MiHU BHeceHo A0 |HCTpyKLii Ans MeanyHoro
3aCTOCyBaHHS NikapcbKkoro 3acoby oo po3ainy
"MobiuHi peakuii" BignoBigHO Ao pekomeHaaLii
PRAC EMA wopo 6e3neku fito4oi pevoBUHU.
TepMiH BBEAEHHS 3MiH NMpoTAroM 6 micsauiB nicrns
3aTBEPOKEHHS

6e3
peuenma

nidnseae

UA/5827/01/01
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[IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
64. | EPIYC® cupon, 0,5 mr/mn; no Bariep LLiseviLapi OpraHoH XeicT b.B. Benbris BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 nidnsicae UA/5827/02/01
60 mn abo no 120 KoHcblomep a 3MiHu | TUny - 3MiHK Woao peuernma
MA 'y donakoHi; no 1 Kep Al 6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
¢bnakoHy pasom 3 3MiHa y KOpPOTKili XapaKTepuCTuLi Nikapcbkoro
MipHOIO NTOXEYKOI0 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
abo fosyounm MeJMYHOro 3aCTOCyBaHHs Ha MiAcTaBi
LINPULIOM Y perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
KapTOHHiI kopobui nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHS NnikapcbKoro 3acody B
nicnspeecTpauiiHuin nepiogd, abo sk pesynbTaTt
OLLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAEHNX
BiANOBIQHO A0 NnaHy negiaTpuyHuX SocnigkKeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YMOBHOBAXXEHVM OpraHom).
3MiHM BHeceHo o [HCTpykLii ans MeguyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
"Mo6iuHi peakuii" BignoBigHO A0 pekoMeHaauii
PRAC EMA wwono 6e3neku gito4oi pevoBuHMN.
TepMmiH BBEAEHHA 3MiH - NPOTArom 6 micauis
nicns 3aTBepAXKEHHSI.
65. | EPOTOH® Tabnetku no 100 mr MPAT YkpaiHa BignoBigansHui 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis: 3a He UA/4652/01/02
no 1 abo no 2, abo "OITOOAPM" BUPOBHMUTBO, NEPBUHHE, 3MiHn | TMNY - 3MiHK Woao peuenmom nionsieae

no 4 tabnetkn y
Gnictepi; no 1
6nicTepy B nauui 3
KapToHy; no 4
Tabnetku y 6nictepi;
no 2 6nictepu B
naywi 3 KapToHy

BTOPUHHE MaKyBaHHS,
KOHTPOIb Ta BUMYCK Cepii:
MPAT "®ITOPAPM",
YkpaiHa
BigNoBiganbHUIM 3a
BMPOGHULTBO, NEPBUHHE,
BTOPUHHE MaKyBaHHS,
KOHTPOMb SIKOCTI:
TOB "Actpadapm",
YkpaiHa
BigNoBiganbHUIM 3a
BMPOGHWLTBO, NEPBUHHE,
BTOPUHHE MaKyBaHHS,
KOHTPOMb SIKOCTI:

MAT "Bitaminn", YkpaiHa
BignoBiganbHWi 3a
BMPOGHMLTBO, NEPBUHHE,
BTOPWHHE NaKyBaHHS,
KOHTPOMb SIKOCTI:

AT "Jly6Hucbapm", YkpaiHa

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKil XapaKTepuUCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS! Ta IHCTpyKLUii Ansi
MEeAMYHOro 3aCTOCYBaHHS Ha MiacTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCbKoro 3acody B
nicnsipeecTpauinHuii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 JOCIAKEHb, NPOBEAEHNX
BiMNOBIQHO 4O MnaHy nefiaTpuyHuX JoCnigKeHb
(PIP) (3miHy y3rog)eHo 3 KOMNETEHTHUM
YyMOBHOBaXEHNM OpraHoM)
3MiHM BHeceHi o IHCTPyKLii Ans Mean4Horo
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao posainy
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta
iHWi BMau B3aemogain" wopao 6e3nekm
3acToCyBaHHS Aito4ol pevyoBuHWU. BBegeHHs 3MiH
NpOTHArom 6-Tu MicsILiB Nicnsi 3aTBepoXKEHHS
CynyTHS 3MiHa - 3MiHM Woao
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B's13aHb Ta yMOB
BMAaui peecTpauiiHoro nocBig4eHHs,
BKItoYatoum MnaH ynpaeniHHS pusnkamm
(3acTocyBaHHSI TEKCTY, SIKUA NMOTOMKEHWUI 3
KOMMNETEHTHUM opraHom) 3asiBHUKOM HagaHo
OHoBrieHun NnaH ynpasniHHS pu3nkamu Bepcis
1.2 3MiHM BHeceHO A0 YacTuH:| «3aranbHa
iHdpopmauis»
V «8axoau 3 MiHimi3aLii pusukiBy, VI «Pestome
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nnady ynpasniHHa pusukamun» VIl «Jogatkm»
(mopaTok 2) y 38’A3Ky 3 OHOBMEHHAM iHdpopmaLlii
3 6e3neku Jilo4mx peyoBwH, WO € PYTUHHUMU
3axogamum 3 MiHiMisauii puaukiB.

66. | EPOTOH® Tabnetku no 50 mr MPAT Ykpaina BiANOBiAaNbHWIA 3a Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx martepianis: 3a He UA/4652/01/01
no 1 abo no 2, abo "OITOGAPM" BUPOBHMUTBO, NEPBUHHE, 3MiHu | TMNY - 3MiHK Woao peuenmom nionsieae
no 4 tabnetku y BTOPUHHE MaKyBaHHS, 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
6nictepi; no 1 KOHTPOIb Ta BUMYCK Cepii: 3MiHa y KOpOTKili XapakTepucTuLi nikapcbKkoro
Gnictepy B nayui 3 MPAT "®ITO®APM", 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
KapTOHY; no 4 YkpaiHa MeAMYHOro 3acTocyBaHHs Ha niacTasi
TabneTku y bnictepi; BiANOBiAanNbHWIA 3a perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
no 2 6nictepu B BUPOBHMUTBO, NEPBUHHE, nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
nayui 3 KapToHy BTOPWHHE NaKyBaHHS, 3acTocyBaHHS NikapcbKoro 3acody B

KOHTPOMb SIKOCTI: nicnsapeecTpauiHui nepiod, abo sk pesynbtaT
TOB "Actpadapm", OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
YkpaiHa BiAMNOBIQHO A0 NnaHy negiaTpuyHux SocnigKeHb
BiAMOBiAanNbHWIA 3a (PIP) (3mMiHy y3roa)eHo 3 KOMNETEHTHUM
BMPOGHULTBO, MEPBUHHE, yNOBHOBaXEHNM OpraHoM)
BTOPUHHE NaKyBaHHS, 3MiHW BHeceHi Ao IHCTpyKUii Ans MeanyHoro
KOHTPOMb SKOCTI: 3aCTOCyBaHHS NikapCbkoro 3acoby Ao po3ainy
MAT "Bitaminun", YkpaiHa "B3aemogisi 3 iHWMMKM nikapcbkumn 3acobamu Ta
BiANOBiganbHUIM 3a iHWIi BMAW B3aemogain" wono 6esneku
BUPOBHMLTBO, 3aCTOCyBaHHS Jito4oi pevyoBuHWU. BBegeHHs 3MiH
nepBUHHE,BTOPUHHE NPOTArom 6-Tu MicsUiB NicnNsa 3aTBepAXeHHSA
nakyBaHHs1, KOHTPOIb CynyTHSs 3MmiHa - 3MiHM Woao
SIKOCTI: be3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy.
AT "Jly6Hndbapm", YkpaiHa BHeceHHs abo 3miHa(1) 0o 3060B's13aHb Ta yMOB
BMAadi peectpauiiHoro nocBig4eHHs,
BKItoYaroum MnaH ynpaeniHHA pusnkamm
(3acTocyBaHHSI TEKCTY, SIKUIA NOTOMKEHWUN 3
KOMMETEHTHNM opraHoM) 3asiBHUKOM HafaHo
OHOBMeHun [naH ynpasniHHA pusukamu Bepcist
1.2 3MiHM BHeceHO A0 YacTuH:|l «3aranbHa
iHdopMmauis»
V «3axogu 3 miHimMi3auii puaukiey, VI «Pestome
nnaHy ynpasniHHa pusukamn» VIl «Jogatku»
(mopaTok 2) y 3B’A3Ky 3 OHOBIEHHSIM iHcpopMalLlii
3 6e3neku Ailoynx peyvoBUH, O € PYTUHHUMM
3axogamu 3 MiHiMisauii pu3ukiB.

67. | E®OEPOKC Tabnetku no 25 mkr, Ecnapma HimeyumnH BTOPUHHE MaKyBaHHSA: HimevuunHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a UA/19204/01/01
no 25 tabnetok y meX a ecnapma ®apma Cepsices 3MiHu | Tuny - 3miHK 3 skocTi. FoToBMIA peuenmom
GnicTepi; no 4 MmM6X, HimeuuunHa; nikapcbkuii 3aci6. KoHTponb rotoBoro
Gnictepu B ynakosLi BMpOGHMUTBO in bulk, nikapcbkoro 3acoby. 3miHa napameTpis

nepBYHHE NaKyBaHHS, cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOrO
BTOPUHHE MaKyBaHHS, nikapcbkoro 3acoby (iHwWi 3MiHN) - BHeceHHs
KOHTPOb SIKOCTIi, BUNYCK yTOYHEHHs Ao nyHkTy "KinbkicHuin Bmict"
cepii: llingodapm Mv6X, cneundikauii 3.
HimeuuunHa [itoya pepakuis:
CMNELUWN®IKALIA
KinbkicHWA BMICT NeBOTUPOKCUHY Ha 1 TabneTky
[MponoHoBaHa pegakuis:




46

[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk KpaiHa

eUpPOb6HUKa

Ymosu Peknam
aidnycky y8aHHSsT*

PeecmpauyitiHa npoyedypa

Homep
peecmpauiliHo2o
noceid4yeHHs1

CMNELUWN®IKALIA
KinbKiCHWUI BMIiCT NEBOTUPOKCUHY HaTpito Ha 1
TabneTtky

68.

E®EPOKC

TabneTtku no 50 mkr,
no 25 tabnetok y
Gnictepi; no 4
6nictepu B ynakoBLi

Ecnapma
mbX

Hime4uuH
a

BTOPUHHE MaKyBaHHSA: Himeuunna
ecnapma ®apma Cepsices
'M6X, HimeuuunHa;
BMPOGHMUTBO in bulk,
NepBUHHE MaKyBaHHS,
BTOPWHHE NaKyBaHHS,
KOHTPOMb SIKOCTi, BUMYCK
cepii: Ningodapm MmbX,
HimeuyunHa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a
3MiHW | Tuny - 3MiHK 3 skocTi. [oToBMI peuernmom
nikapcbkuii 3aci6. KoHTpornb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMyCTUMUX MEX FOTOBOIO
nikapcbKkoro 3acoby (iHLwi 3MiHK) - BHeceHHs
YTOUYHEHHS 0o NyHKTY "KinbkicHuin Bmict"
cneumdikauii J13.
[itoya pegakuis:
CMNELUWN®IKALIA
KinbkicHWi BMiCT neBOTUPOKCUHY Ha 1 TabneTky
[MponoHoBaHa peaakuis:
CMNELUWN®IKALIA
KinbKiCHUI BMICT NEBOTUPOKCUHY HaTpito Ha 1
TabneTtky

UA/19204/01/02

69.

E®EPOKC

Tabnetku no 100
MKT, no 25 TabneTtok
y 6nicTepi; no 4
bnictepu B ynakoBui

Ecnapma
m6X

HimeyvuuH
a

BTOPUHHE MaKyBaHHS: Himeuunna
ecnapma ®apma Cepsices
'M6X, HimeuumHa;
BUPOBHMLTBO in bulk,
NnepBrYHHE NaKyBaHHS,
BTOPWHHE NaKyBaHHS,
KOHTPOIb SIKOCTi, BUMYCK
cepii: Ningodpapm M6X,
HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a
3MiHM | Tuny - 3miHn 3 skocTi. [oToBKN peuernmom
nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JOoNycTMMNX MEX roTOBOrO
nikapcbkoro 3acoby (iHwWi 3MiHK) - BHeceHHs!
YyTOYHeHHS Ao nyHkTy "KinbkicHuin Bmict"
cneumdikauii J13.
[itova pepakuis:
CMNELUNSIKALIA
KinbkicHWiA BMICT NEBOTUPOKCUHY Ha 1 TabneTky
[MponoHoBaHa pepakuis:
CMNEUN®IKALIA
KinbKiCHUI BMIiCT NEBOTUPOKCUHY HATpito Ha 1
TabneTky

UA/19204/01/03

70.

€BPO®JIOKC

PO3YUH ANS iHDY3iN,
500 mr/100 mn no
100 mn y KOHTEeNHepi
3 nonisiHinxnopuay,
no 1 KOHTenHepy B
nonimMepHin nnisLi B
KapTOHHIN ynakoBLii

TOB «KoHapk
IHTenven»

YkpaiHa

[HouipHe nignpuemcTeo YkpaiHa

"®apmaTpeng”

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a He
3MiHn | TUny - 3MiHM Wwopo peuenmom | nidnszae
6e3nekn/edekTMBHOCTI Ta dpapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ans
ME[MYHOrO 3aCTOCYBaHHS
reHepuyHuX/ribpnaHnx/6ionoAibHux nikapcbkmx
3acobiB nicnsg BHECEHHSA TiET camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3MiHa He noTpebye
HaJaHHS XXOOHWUX HOBUX A0AATKOBMX OAHMX) -
3MiHW BHeCeHi [0 iHCTPYKLUii Ana MeguyHoro
3aCTOCYBaHHsI NikapCbKoro 3acoby y po3ainu:
"®apmakornorivyHi BnactueocTi”, "Baaemogis 3
iHWMMM nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3paTHiCTb BNNMBATH Ha LUBMAKICTb peakuii npu
KepyBaHHi aBTOTPAHCMOPTOM abo0 iHWUMK
MexaHisamamu", "Cnocib 3actocyBaHHs Ta 4o3u",

UA/18746/01/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
"HecymicHicTb" 3rigHo 3 iHbopmauieto Wwoao
MeAMYHOro 3acTOCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (TaBaHik®, po3ynH ons
iHdysin, 500 mr/100 mn). BBegeHHs 3MiH
NpoTHArom 6-Tn MicsILiB Nicnsi 3aTBEpPAKEHHS
71. | 3ABEQOC® niocpinizat gns Mcpaiizep IHk. CLWA KopaeH ®apma JlaTiHa ITanis BHECEHHS 3MiH 4O peecTpauiiHMXx maTtepianis: 3a UA/9322/01/01
po34nHy Ans C.nA. 3MmiHn | Tuny - 3miHu 3 akocTi. ADI. peuenmom
iHdpysin no 5 mr; 1 CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
drakoH 3 BMNpoOyBaHb/nepioay 36epiraHHs abo ymoB
niocpinizatom B 36epiraHHs A®I (3a BigcyTHOCTI y
KapTOHHiI kopobui 3aTBEPKEHOMY JOChE cepTudikata
BignoBigHOCTI €Bponeiickki hapmakonei, LWo
BKJIOYA€E nepiof, NOBTOPHOrO BUNPOOYBaHHS)
(nepioa noBTOpHOro BUNpobyBaHHA/Mepios
36epiraHHsi) - 36inbLleHHss abo BBeAEHHS
nepiogy noBTOpHOro BunpobyBaHHs/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOCHIAXEHD Y
peanbHOMY 4aci - 36inbLeHHs nepioay
BUNpobyBaHb Aito4oi pevyoBMHM inapybiLnHy
rigpoxnopuay BupobHuka Onon C.n.A., Itanis
(3aTBepakeHo: Retest period: 24 months;
3anponoHoBaHo: Retest period: 36 months).
72. | 130-MIK® cnpen TOB HB® YkpaiHa BMPOGHMYa AinbHnus (BCi Ykpaina BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a He UA/2621/01/01
cybniHreansHuUn «MIKPOXIM» cragii BupobHu4oro 3MinHn | TMny - 3MiHm 3 sikocTi. [oToBUIA peuenmom | nidnsizae

nososanui, 1,25
Mmr/go3y no 15 mn
(300 po3) y dpnakoHi
3 po3nunoBayem; no
1 dpmakoHy y nauyui 3
KapTOHY

npotecy):

TOB HB® "MIKPOXIM",
YkpaiHa
BiNoOBiganbHMIA 3a BUMYCK
cepil He BKIIoYa4n
KOHTpPOrb/BUNPoBYyBaHHS
cepil:

TOB HB® "MIKPOXIM",
YkpaiHa
BigNoBiganbHUIM 3a
BUPOOHMLTBO Ta
KOHTpPOrb/BUNpPobyBaHHS
cepil,

He BKIHYakoumn BUMYCK
cepii:

AT "®dapmak”, YkpaiHa

nikapcbkuii 3aci6. 3miHn y BUpobHUUTBI. 3aMiHa
abo BBeAEHHS 00AAaTKOBOI AinNbHUL
BMPOGHMLTBA ANst YacTUMHU abo BCbOro
BUPOBHMYOro NpoLecy roToBOro nikapCbkoro
3acoby (ainbHMUSA, Ha sikin npoBoasaTbCA Byab-
sIKi BUpOOHWYI cTagii, 3@ BUHATKOM BUMYCKY
cepiii, KOHTPOIO AKOCTi, MEPBUHHOIO Ta
BTOPVHHOIO MaKyBaHHS, A1l HECTEPUITBHMX
nikapcbkux 3acobis) CynyTHs 3miHa - 3MiHN 3
sikocTi. FoTOBMI Nikapcbkuii 3aci6. 3MiHu y
BMPOBHMUTBI. 3amiHa abo BBeAEeHHS A0AaTKOBOI
OinbHWLi BUpoBHULTBA Ans YacTUHKM abo BCbOro
BMPOGHMYOro NpOLECY FOTOBOrO NiKapCbKOro
3aco0y (AinbHULA ANA BTOPUHHOIO NaKyBaHHS) -
3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3aMiHa abo BBeOEHHS
[04aTKOBOI AiNbHULI BUPpOOHMUTBA Anst YaCcTUHU
abo BCbOro BUPOBGHWUYOrO NpoLEecy roToBOro
nikapcbkoro 3acoby (QinbHWULSA ANst NePBUHHOIO
nakyBaHHs1) BBeieHHs [OOATKOBOI AiNbHUL
BMPOGHMLTBA ANsi BCbOro BUPOGHMYOro npouecy
roTOBOrO fikapcbKoro 3acoby KpiM BUMYCKY
cepin, BBeAEHHA A0AaTKOBOI AinNbHULI Ans
NepBMHHOrO NakyBaHHS Ta AOAATKOBOI OiNbHUL
Ansi BTOPUHHOTO nakyBaHHs (AT «Dapmaky,
YkpaiHa. 3miHy BHeceHi B po3ainu "BupobHumk"
Ta "Micue3HaxomkeHHs1 BUpobHMKa Ta agpeca
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

MicList MpOBaMPKEHHS MOro HisinbHOCTI" IHCTPYKLT
Ansi MEOUYHOTO 3aCTOCYBaHHS ikapCbKOro
3acoby y 3B'A3Ky 3 BBEAEHHSIM JOAATKOBOI

BUPOBHMYOT OiNbHUL 3 MOXIUBICTIO APYKyBaTH

OKpeMi iHCTPYKLIT Ans MeANYHOro 3acTOCyBaHHS
ONs BignoBigHWX BUPOBHMKIB; SIK HACMigokK -

BiANOBIOHI 3MiHM Y TEKCTi MapKyBaHHSA YNaKoBKM

nikapcbkoro 3acoby. BBeaeHHs1 3MiH npoTsirom

6-TK MicAauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny
- 3MiHM 3 sikoCTi. FOTOBMIA NiKapcbkuii 3aci6.

3MiHW y BUpobHMUTBI. 3MmiHa iMnopTepa/3amiHu,
LLIO CTOCYHOTbCA BUMYCKY Cepii Ta KOHTPOIO

SIKOCTi rOTOBOrO flikapcbkoro 3acoby (3amiHa abo
[oaaBaHHSA OinbHULI, Ha SKil 30IMCHI0ETLCS
KOHTpOnb/BUNpobyBaHHs cepii) BBegeHHs
[04aTKOBOI AinbHULI BUPOBHMLTBA, Ha siKili

3INCHIOETLCSA KOHTPOMb/BUNPOBYBaHHSA cepil
(AT «Papmaky, YkpaiHa). 3MiHM BHeCEHI B
po3ainu "BupobHuk" Ta "Micue3HaxomkeHHs

BMPOGHMKa Ta agpeca Micus NpoBaAXXeHHS Noro

DianbHOCTI" IHCTPYKUIT 4Na MeanyHoro
3aCTOCyBaHHs! NiKapcbkoro 3acoby y 3B'A3Ky 3
BBEOEHHSIM J04ATKOBOI BUPOOHMYOT OinbHUL 3
MOXIMBICTIO APYKYBATW OKPEMI IHCTPYKUii Ans
ME[MNYHOro 3aCTOCYBaHHS ANs BignoBigHNX
BUPOBHMKIB; SIK HACcMiAOK - BiANOBIAHI 3MiHM y
TEKCTi MapKyBaHHS1 YNaKkoBKW NikapCbKoro
3acoby. BBegeHHsi 3MiH npoTsrom 6-Tu micsauis
nicns 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn 3
sikocTi. FoTOBMI Nikapcbkuii 3aci6. 3MiHu y
BMPOGHMUTBI. 3MiHM y NpoLieci BUpoOHMLTBa
roTOBOro NiKapCbKoro 3acoby, BKIOYaum
NPOMIDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MpU
BMPOGHMLTBI FOTOBOrO NiKapcbKoro 3acoby
(He3HayHa 3MiHa y npoueci BUpobHuLTBA)
BBeneHHs iHCcnekTyBaHHS i nepesipKy Ha
repMeTUYHICTb YKYNOpPHOBaHHS, Nepesipka cnpeto

y (briakoHi Ha BiACYTHICTb MEXaHi4HUX BKIOYEHb

nepiognyHo (Ha noyatky, B CepeauHi, B KiHLj
3MiHK Ta npu Byap skunx 3ynuHkax (Ginbwe 30
XBUIWH) pO3nuBY npenaparty y drnakoHun)) Ha
[04aTKOBIN AiNbHULI BUPOBHMLTBA A1 BCbOIO
BMPOGHMYOro NpoLECy FOTOBOrO NikapCbKoro
3aco0y, kpim Bunycky cepint (AT «Papmak»,
YkpaiHa) 3miHu | Tuny - 3miHn 3 sikocTi. [oToBMNI
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHa
po3Mipy cepii (BKIOYaOum gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby (36inbLUeHHst
00 10 pasiB NOPIBHSAHO i3 3aTBEPHKEHUM
PO3MipoM) Y 3B’sI3KY 3 BUKOPUCTAHHSAM
0o6nagHaHHS iHLWOI NPOoAYKTMBHOCTI, BUHMKIA
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
HeobXigHICTb 36inbLIeHHs po3mipy cepii go 10
pasiB NOpIBHSIHO i3 PO3MipoM cepii, Lo 6yB
3asBneHnin npu peectpadii. 36inbLeHHs
po3mipy cepii 4o 10 pasieB NOPIBHSAHO i3
po3mipom cepil, Wwo 6yB 3asiBNEHNI Npr
peecTpauii. 3atBepmpkeHo: 5 Tuc. dn., 10 Tuc.
cn. 3anponoHoBaHo: 5 Tuc. dn., 10 Tuc. cn.,
25 tuc. dn., 50 tnc. dn. 3miHm | Trny - 3miHK
wopno 6esnekun/edhekTMBHOCTI Ta
cbapmakoHarnsgy (iHwi 3MiHM) - OHOBIEHHS
TEKCTYy MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
ynakoBKu nikapcbkoro 3acoby, 3okpema
BUNYYEHHS iHpopMaLii, 3a3HaY€HOI POCINCHKO
MOBOI0. BBeaieHHs1 3MiH NpoTArom 6-Tu micsiuiB
nicns 3aTBEpAXKEHHS.
73. | IMYHOBIP- cupon, 50 mr/mn no ToBapucTBo 3 YkpaiHa ToBapucTBO 3 06MEXEHO YkpaiHa BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a UA/18141/01/01
300POB'A 200 mn y dorakoHi 3i obmexeHo BiAMNOBIgANbHICTIO 3minn | TMny - 3MiHuM 3 siKocTi. [oToBUIA peuenmom
ckna, no 100 mn abo | BignosinanbHi "®apmMaueBTUYHa nikapcbkuii 3aci6. Cuctema
no 200 mn abo y cTo KoMnaHisi "3gopos's" KOHTelHep/3aKynoptoBanbHuiA 3aci6. 3MiHa
rakoHi "®apmaLeBTu PO3Mipy ynakoBKM FOTOBOIO NiKapcbKoro 3acoby
noniMepHomy; no 1 YHa KOMMNaHis (BUNYYEHHS YNakoBKN NEBHOTO pO3Mipy)
bnakoHy 3i "3popos's" BUNYYEHHSA nakyBaHHs-no 100 mn y donakoHi 3i
CTakaHOM MipHUM Y ckna; no 1 dprakoHy 3i CTakaHOM MIpHUM Y
KopobLi 3 KapTOHY KOpoOLUi 3 KAPTOHY.
74. | IHOOMETAL TabneTkn, BKPUTI TOBAPUCTB YkpaiHa BCi cTagii BUpobHMuTBa, YkpaiHa BHECEHHS 3MiH IO peecTpaLiHMX maTtepianis: 3a UA/5763/01/01
UH- 0600HKOH, 03 KOHTPOIb SIKOCTi, BUMYCK 3MiHa 3asBHuka J13 (MIBI) (BnacHuka peuenmom
300POB'A KMULLIKOBOPO34MHHi, OBMEXXEHO cepil: peecTpaLinHOro NocBig4eHHs) (3rigHO Hakasy
no 25 mr; no 10 O ToBapucteo 3 obmexeHoro MO3 Big 23.07.2015 Ne 460) BeegeHHs 3MiH
Tabnetok y 6nicrepi; BIANOBIOAN BiANOBIgANbLHICTHIO NPOTArom 6-Tu MiCSILIIB MiCNsi 3aTBEPOKEHHS;
no 3 Gnictepuny bHICTIO "®apmaueBTUYHa 3minu | Tvny - 3miln WwWoao
KapTOHHIN kopoOuyj; «KOPTTOPALII KomnaHis "3aopos's”, 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
no 30 TabneTtoky A YkpaiHa; BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
6nicTepi; no 1 «3[0POB’'A» BCi cTagii BUpobHMUTBA,

Gnictepy y
KapTOHHI kopobLyi

KOHTPOMb SIKOCTi, BUMYCK
cepil:
ToBapucteo 3 obmexeHor
BignoBiganbHiCcTIO
"OAPMEKC IPyI1",
YkpaiHa

npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHNUX JaHUX Npo cuctemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa 4Ns 30iNCHEHHS
bapmakoHarnagy B YkpaiHi, KO BOHa
BiAMiHHa Bi# YNOBHOBaxeHOi ocobu,
BignoBiganbHoI 3a 30iCHEHHSA dhapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
ocobu 3aaBHMKA, BianNoBiganbHoi 3a
dapmakoHarnag Hitova pegakuis: LesyeHko
OneHa IropiBHa NponoHoBaHa peaakuis:
MaHoBa OneHa MukonaiBHa 3MiHa KOHTaKTHUX
[OaHnX yrnoBHOBaXeHOI 0coOU 3asiBHIKA,
BiAnNoBiganbHoi 3a dpapmakoHarnsg 3MiHa
HoMepa macTep-danna cuctemu
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
dapmakoHarnsgy
75. | IHOAKON cycneHsis oparnbHa, TOB «TeBa Ykpaina MypHa ®apmacsioTikans Benebris BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: bes He UA/4419/01/01
40 mr/mn no 50 mn, YkpaiHa» HB 3MiHn | TMNy - AgMiHicTpaTUBHI 3MiHW. 3MiHa peuenma nidnszae
abo 75 mn, abo 100 HaliMeHyBaHHS Ta/abo agpecy micus
My dnakoHi 3 NpoBagXXeHHs AiAnbHOCTI BUpOGHwMKa/imnopTepa
KpanenbHUM roTOBOro MikapcbKoro 3acoby, BkI4aoym
fAosartopom; no 1 AinbHWL BUNYycKy cepii abo micue npoBeaeHHs
dnakoHy B KOHTPOIIO SKOCTI. (AisNbHICTb, 3a AKy BiAnoBigae
KapTOHHIl kopobui BUPOGHMK/iIMNOPTEP, BKIOYAKO4M BUMYCK CEPIlt)
3MiHa agpecu micua NpoBafKEHHs OisNbHOCTI
BMpobHuka MypHa PapmackioTikana HB,
Benbrisi. 3MiHM BHECEHO B iHCTPYKUj0 ANns
MeAMYHOro 3aCTOCyBaHHsI NikapCbKoro 3acoby y
po3ain "Micue3HaxoaKeHHsi BUPOOHMKa Ta
agpeca Micua NnpoBagKeHHst oro AianeHocTi" 3
BiANOBIQHUMWN 3MiHAMM B TEKCTi MapKyBaHHS
ynakoBoK. TepMiH BBeAEHHS 3MiH NpOTSArom 6
MicsaLiB Micnsa 3aTBEPAXEHHS.
76. | IHGAHPUKC cycneHsia ans nakcoCmiTKn Benuka MmakcoCwmiTKnsamH Benbrisa BHECEHHS 3MiH O peecTpauiHMX maTtepianis: 3a UA/13939/01/01
InB iH'exuin; mo 0,5 mny anH Exkcnopt Bputanis Bionogxikans C.A. 3MmiHu | TMNY - 3miHK 3 AkocTi. FoToBUI peuernmom
KOMBIHOBA nonepegHbo Nimiten nikapcbkuii 3aci6. KoHTponb AoNOMiIKHUX
HA 3arnoBHEHOMY peyoBuH. 3MiHa y meTofax BUNpobyBaHHS
BAKLUMHA OZIHOPa30BOMY [OOMOMDKHOI peYOBUHM (iHLWi 3MiHM y MeTogax
onsa LINPULi Y KOMNIEeKTI BMNPOOYBaHHSA (BKtoYaum 3amiHy abo
MPO®INAKT 3 ronkoto; no 1 abo nopasaHHs)) BunyyeHHs Tecty Rabbit Pyrogen
UKH 10 nonepeaHbO (RPT) 3 BHyTpILLIHBOT MOHOrpadii nignpuemcTea
OUDTEPII, 3anoBHEHUX ans Al(OH)3 signosigHo go npuHumnie 3R
NMPABLA, OLHOpPa30BUX (Replace, Reduce and Refine) Ta gupektueun €C
KALLJTIOKA wnpuuis y 2010/63/EU npo 0XOpoHy TBapWH, SiKi
(ALUENIONAP | nnactvkoBomy BUKOPUCTOBYIOTBCS B HAYKOBUX LIiNSIX.
HUN KOHTelHepi; no 1 PesynbTaT BUNpobyBaHHs Ha niporeHun byae
KOMMOHEHT | koHTeWHepy B BpaxoByBaTUCS 3a iHopmaLieto y cepTudikari
) TA KapTOHHiI kopobui BMPOGHMKa.3MiHuM | Tuny - 3MiHK 3 siKoCTi.
noniomieni oToBWI Nikapcbkuin 3aci6. KoHTponb

TY

[OMOMIKHMX Pe4OBUH. 3MiHa y MeToaax
BUNPoBYyBaHHs1 AOMOMIXXHOT PEYOBUHY (iHLLI
3MiHM y MeToaax BUNpobyBaHHs (BKNovaoun
3amiHy abo fofaBaHHs))
3awmiHa TecTy «Characters» (Ph.Eur. 1664) ons
nonomixHoi pevouHu Al(OH)3 geoma Tectamu:
Apperance (Ph.Eur. 1664) ta Solubility (in-house
test method). 3miHu | Tuny - 3miHK 3 siKOCTI.
oToBWI Nikapcbkuit 3aci6. KoHTponb
OOMOMIXKHMX Pe4oBUH. 3MiHa y MeToaax
BUNPOBYBaHHS1 AOMOMIXXHOT PEYOBUHY (iHLLI
3MiHM y MeToaax BUNpobyBaHHs (BKINoYao4n
3amiHy abo aopaBaHHs)) OnTumisauis in-house
test method 3a nokasHukom «ldentity.
Aluminium» gna gonomixHoi peyosuHu Al(OH)3:
BHECEHHS HE3HAYHUX 3MiH Y NiAroToBKy Npobu
Ta fofaBaHHs geTanen, ski He aragyeTbes y
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Ph.Eur. 1664. 3miHu | Tuny - 3miHn 3 siKoCTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb
OOMOMIXHMX PeqyoBUH. 3MiHa y MeToaax
BUNPOOYBaHHSA 4ONOMIKHOT pe4OBUHM (iHLUi
3MiHM Y MeToaax BUNpobyBaHHs (BKIoYaouu
3amiHy abo goaaeaHHs)) OnTumisadis in-house
test method 3a nokasHukom «Arsenic» anga
nonomixHoi pevoBuHu Al(OH)3: amiHa 06'emy
3paska. 3MiHu | Tuny - 3MiHun 3 sikocTi. [oToBMNI
nikapcbkuii 3aci6. KoHTpornb AONOMiIKHUX
peyoBuH. 3miHa y MeToAax BUNpobyBaHHS
[OMOMIDKHOI peyoBUHM (iHLWi 3MiHM y MeTogax
BMNPOOYBaHHSA (BKMtoYaum 3amiHy abo
nopasaHHs)) OnTyMisauis koMneHaianbHoro
MEeTOoAY TECTYBaHHS LONOMIKHOI Pe4OBUHMN
Al(OH)3 3a nokasHukom «Nitrates» (6e3 3miHu
NPUHLMNY TECTYBaHHS Ta KpUTepiiB
NPUNHATHOCTI): AoAaBaHHsA koedilieHTa
po3BedeHHs Npobu.

77. | IHGAHPUKC cycneHsia (DTPa- nakcoCmiTKn Benuka MmakcoCmiTKnsamH Benbrisa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/15832/01/01
INB XIB IPV) ons iH’ekuin no SAMH EkcnopT BpuTaHis Bionogxikana C.A. 3MiHn | TMny - 3miHn 3 skocTi. CepTudikat peuenmom
KOMBIHOBA 0,5 mn (1 posa) Ta Nimiten BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI
HA niodinizat (Hib); €Bponelicbkin hapmakonei/moHorpadii.

BAKUWHA cycneHsis (DTPa- MopaHHsa HoBOro abo oHoBeHoro cepTudikata
ana IPV) ans iv’exuint no BigNoBigHOCTI abo BUny4eHHs1 cepTudikata
MPO®INAKT 0,5 mn (1 posa) y BiAMOBIAHOCTI €Bponenckin dapmakonei: Ans
UKU nonepegHL0 A®Il; ansa BuxigHoro
OU®TEPII, HanoBHEHOMY maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, L0
NMPABLA, OflHOpa3oBOMY BVIKOPUCTOBYOTbCH Y BUpobHuuTBi A®I; ans
KALUIIOKY wnpuui Ne 1y ponomixHoi pevoBuHu (ME-cepTudikat
(AUENONAP KOMMMEKTi 3 ABOMa BignoBigHOCTi €Bponenchkit hapmakonei ans
HUN ronkamu Ta Adl/BnxigHoro matepiany/peareHTy/npoMiKHOro
KOMMNOHEHT | niocpinizar (Hib) y npoaykTy abo 4ONOMIKHOI peqyoBUHM) -
), cnakoHi Ne 1, wo OHoBneHWn cepTudikaT Big BXe 3aTBEPAXKEHOIO
noniomieni 3MiLLYOTbCS nepeq, BUpobHMKa - MNoaaHHst oHOBNEeHOro ceptudpikata
TYTA BUKOPUCTaHHAM; NO BignosigHocTi €Bponeicbkint papmakonei Ne R1-
3AXBOPIOB 1 nonepegHLO CEP 2000-171 - Rev 04 (3aTBepaxeHo: R1-CEP
AHb, HanoBHEHOMY 2000-171 - Rev 03) ansa Donor Bovine Serum y
3BYOAHUKOM | ogHopasoBomy 3B'A3KY 3 OHOBMEHHSIM IOPUANYHOT Ha3BM
AKUX € LINpuLY Y KOMMMeKTi 3aTBepakeHoro BupobHuka 3“Life Technologies
HAEMOPHIL 3 JBOMa ronkamm ta New Zealand Limited” Ha “Thermo Fisher
us 1 pnakoHom 3 Scientific New Zealand Limited”, 6e3 3miHu
INFLUENZAE | niocgpinizatom (Hib) y appecu BUpoBHuKa.
TNy B BaKyyMHil

CTEepUnbHIn

ynakosui; no 1

BaKyyMHil

CTEepUnbHiIn ynakosLi

Y KapTOHHIl kopobui

78. | IPBETAH-H Tabnetkn no 150 AT YkpaiHa AT "KUIBCbKNN YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/13715/01/01

mr/12,5 mr; no 10 "KUIBCBKUI BITAMIHHUW/ 3ABOO" 3MiHu | Tuny - 3MiHu 3 sikocTi. CepTudpikat peuyenmom
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

TabneTtok y 6nictepi;
no 3 6nictepu B
navui

BITAMIHHAW
3ABOL"

BignosigHocTi/lE-cepTudikaT BigNoBigHOCTI
€sponelicbkin hbapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BigNOBIigHOCTI abo BUNy4YeHHs cepTudikara
Bi4NOBIigHOCTI €Bponenchkin dapmakonei: Ans
A®I; ans suxigHoro
marepiany/peareHTy/NpOMIXXHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHnn cepTudikar Bifa yxe 3aTBepaXeHoro
BUpPOGHMKA. NogaHHA oHoBReHoro cepTudikarta
BignoBigHocTi €Bponeichkin dhapmakonei R1-
CEP 2006-011-Rev 04 (3atBepmxeHo: R1-CEP
2006-011-Rev 02) gns [itoyoi pevoBuHU
rigpoxnopria3uay Big 3aTBEpAXEHOro
BupobHnka CHANGZHOU PHARMACEUTICAL
FACTORY, China

79.

IPBETAH-H

Tabnetkn no 300
mr/12,5 mr; no 10
Tabnetok y 6nictepi;
no 3 Gnictepu B
nayui

AT
"KUIBCBKUI
BITAMIHHWY

3ABOLO"

YkpaiHa

AT "KTBCBKII
BITAMIHHUI 3ABOL"

Ykpaina

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHn | Tuny - 3MiHm 3 gKkocTi. CepTudikar
BignosigHocTi/FE-cepTudikaT BigNoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBOro abo oHoBMEHOro cepTudikara
BigNoOBIigHOCTI a6o BUNYyYeHHs cepTudikara
BigMNOBIgHOCTI €Bponenckkin hapmakonei: aons
AdIl; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOro NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuUTBi A®l; ans
[OMOMDKHOT peyvoBuHM (cepTudikaT
BigNoOBigHOCTI E€Bponerchkin hapmakonei) -
OHoBneHun cepTudikar Bif yke 3aTBeEpOXEHOrO
BUpOOHMKa. [NogaHHA OHOBREHOro cepTudikara
BignoBigHocTi EBponelickkin hapmakonei R1-
CEP 2006-011-Rev 04 (3aTBepmxeHo: R1-CEP
2006-011-Rev 02) ans [fitoyoi pevoBuHu
rigpoxnopTia3ungy Bif 3aTBEpOXKEHOro
Bupo6Hnka CHANGZHOU PHARMACEUTICAL
FACTORY, China

3a
peuernmom

UA/13715/01/02

80.

KANbLIO
FMIOKOHAT

Tabnetkn no 0,5 r no
10 TabneTok y
ctpunax; no 10
Tabnetok y
Gnictepax; no 10
Tabnetok y 6nictepi;
no 3 a6o no 10
GnicTepiB y nauyui 3
KapTOHY

NAT
«MoHdapm»

YkpaiHa

MAT «MoHdapm»

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. oToBUMI
nikapcbkuii 3aci6. Cnuctema
KOHTelHep/3akynoptoBanbHUiA 3aci6. 3miHa
PO3Mipy ynakoBKM rOTOBOrO MikapCbKoro 3acoby
(3miHa KinbKkoCTi oguHMUBE (Hanpukiag TabneTok,
amnyn ToLo) B ynakosLi:) - 3mMiHa nosa
Jiana3oHOM 3aTBepAXEHUX PO3MIpIB YNaKOBKW.
CynyTHs 3MiHa- 3MiHuM Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHWM) foaaTkoBE BTOPUHHE NaKyBaHHsI
Ne30 (10x3)(no 10 TabneTok y 6nictepi; no 3
6nictepu y nayui 3 KApTOHY 3 MapKyBaHHAM

6e3
peuenma

He
nidnsizae

UA/1933/01/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
YKpaiHCbKOI0 MOBOL). 3MiHM BHECEHI B pO3gin
"YnakoBka" B iHCTPYKLUil0 ANs MeANYHOro
3aCTOCyBaHHsI NiKapCbKoro 3acoby y 3B'A3Ky 3
BBEAEHHSIM 404AaTKOBOI BTOPUHHOIT YMaKOBKU
(Ne30 (10x3)) moaaTkoBO A0 BXEe 3aTBEPOXKEHUX,
Ta SIK HacMigoK - 3aTBEPAXKEHHS TEKCTY
MapKyBaHHs1 J04ATKOBOI YNaKOBKW IlikapCbKoro
3acoby. BBefeHHsi 3MiH npoTsirom 6-Tu micsilis
nicns 3aTBepAXKEHHS.
81. | KAPBOIMJIAT | KOHUeHTpaT ans TOB «TeBa YkpaiHa BUPOBHMLUTBO Hioepnanamn BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/14502/01/01
WH-TEBA po3unHy Ans YkpaiHa» Hepo3dacosaHoro / 3MiHM | TMny - 3MiHK Wwopao peuenmom | nidnseae
iHdy3in, 10 mr/mn no nNpoAyKTy, NepBUHHE Ta Xopsaris 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
5wmn, 15 mn, 45 mn BTOPWHHE NaKyBaHHS, 3MiHa y KOpOTKil XapaKTepuCTULi Nikapcbkoro
abo 60 mny KOHTpOrb cepii, A03Bin Ha 3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii ANns
cnakoHi, no 1 BUMYCK cepii: MEAMYHOro 3acTocyBaHHS Ha niacrasi
dnakoHy B kopobui dapmaxemi b.B., perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
HignepnaHnau; KoHTponb nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
cepii: MJIIBA Xpsatcka 3acTocyBaHHSA Nikapcbkoro 3acoby B
[.0.0., XopBariga nicnsipeecTpauiiHuin nepiod, abo sik pesynbtaT
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHNX
BiAMNOBIQHO A0 NnaHy negiaTpuyHux SocnigkKeHb
(PIP) (iHWi 3miHK). 3MiHWN BHeCeHi A0 iHCTpyKLUii
ANs MEAUYHOTO 3aCTOCYBaHHS flikapCbKOro
3acoby y po3gin "3acTtocyBaHHs y nepiog,
BariTHocTi abo rogyBaHHs rpyaato” BignoBiaHO
[0 OHOBIEHOI iHcbopMmalii 3 6e3neku Aitoyoi
peyoBUHU. BBeaeHHs 3MiH NpoTarom 6-tn
MicsiLiB nicns 3aTBepoKEHHS
82. | KATEOAXENDb | renbno 12,51y dapmauieyTiLl ABcTpis PapmaveyTiwe dabpik ABcTpis BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/4660/01/01
3 rocpoBaHoMy e ®abpik MoHTaBiT T'M6X 3minu | Tvny - 3miln WwWoao peuenmom
NIAOKAIHOM | wnpuui-Ty6i; no 1 MoHTaBiT 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
rodpoBaHoMy m6X (iHwi 3miHK) 3miHK BHeceHi y n. 17. IHLWE TekcTy
wnpuuy-Ty6i y MapKyBaHHS BTOPWHHOI YNakoBKu Ta y M. 6.
6nicTepi; no 1, abo IHWE nepBrHHOI ynakoBku nikapcbkoro 3acoby
no 5, abo no 25 LLI0AO 3a3Ha4YeHHS noroTuny
GnicTepiB y
KapTOHHIl kopobui
83. | KBEHTIAKC® | TabneTtku KPKA, o.4., CnoBeHisi BUpobHMUTBO "in bulk”, CnoBeHiga BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/16479/01/03
SR NPOOHroBaHoi Aii HoBo mecTO nepBvHHE Ta BTOPUHHE TexHi4Ha nomwurka (3rigHo Hakady MOS Big peuenmom
no 200 mr; no 10 nakyBaHHS, KOHTPOIb cepil 23.07.2015 Ne 460). BunpaBneHo TexHiuHy
TabneTtok y 6nictepi; Ta Bunyck cepii: KPKA, NMOMWIIKY B iHCTPYKLi ANs MegnyHoro
no 6 abo 9 Gnictepis a.4., Hoso mecTo, 3aCTOCYyBaHHS Ta TEKCTi MapKyBaHHS YNakoBOK
Y KapTOHHIl kopobui CnoBeHis; nikapcbKoro 3acoby LoAo 3a3Ha4YeHoro Homepa
KOHTponb cepii: KPKA, peecTpaLiiHOro NoCBiAYEeHHS.
Aa.4a., Hoeo mecto, 3aTBepOXeHo:
CnoBeHis Ne UA/16476/01/02
Ne UA/16476/01/03
Ne UA/16476/01/04
3anponoHoBaHo:
Ne UA/16479/01/02
Ne UA/16479/01/03
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Ne UA/16479/01/04
84. | KBEHTIAKC® | Tabnetku KPKA, a.a., CnoBeHisi BMPOGHMUTBO "in bulk", CnoBeHis BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/16479/01/04
SR NPOOHroBaHoi Aii HoBo mecTO NepBMHHE Ta BTOPUHHE TexHi4Ha nomurka (3rigHo Hakasy MO3 Big peuenmom
no 300 mr; no 10 nakyBaHHSi, KOHTPOIb cepil 23.07.2015 Ne 460). BunpaBneHo TeXHIYHY
TabneTok y bnictepi; Ta Bunyck cepii: KPKA, NMOMWIIKY B iHCTPYKLiT ANS MeanyHoro
no 6 abo 9 Gnictepis A.4., Hoso mecTo, 3aCTOCYBaHHA Ta TEKCTi MapKyBaHHS YNaKkoBOK
Y KapTOHHi Kopobui CnoseHis; nikapcbkoro 3acoby LLoA0 3a3HavYeHoro Homepa
KOHTponb cepii: KPKA, peecTpaLinHOro NOCBIAYEHHS.
A.4., Hoso mecTo, 3aTBepaxeHo:
CnoseHis Ne UA/16476/01/02
Ne UA/16476/01/03
Ne UA/16476/01/04
3anponoHoBaHo:
Ne UA/16479/01/02
Ne UA/16479/01/03
Ne UA/16479/01/04
85. | KBEHTIAKC® | tabnetkun KPKA, o.4., CnoBeHis BMPOGHMLTBO "in bulk", CnoBeHis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/16479/01/02
SR NPOSIOHroBaHoI Aii HoBo mecTo nepByHHE Ta BTOPUHHE TexHi4Ha nomurka (3rigHo Hakasy MO3 Big peuenmom
no 150 mr; no 10 nakyBaHHSi, KOHTPOIb Cepil 23.07.2015 Ne 460). BunpaBneHo TeXHi4Hy
TabneTtok y 6nictepi; Ta Bunyck cepii: KPKA, NOMWIIKY B iHCTPYKLii ANS MeanyHoro
no 6 a6o 9 Gnictepis n.4., Hoeso mecto, 3aCTOCYyBaHHSA Ta TEKCTi MapKyBaHHS YNaKoBOK
Y KapTOHHI kopobui CnoseHis; nikapcbKoro 3acoby LWoAo 3a3Ha4YeHoro Homepa
KOHTponb cepii: KPKA, peecTpauiniHOro NOCBiAYEHHS.
A.4., Hoso mecTo, 3aTBepaxeHo:
CnoBeHis Ne UA/16476/01/02
Ne UA/16476/01/03
Ne UA/16476/01/04
3anponoHoBaHo:
Ne UA/16479/01/02
Ne UA/16479/01/03
Ne UA/16479/01/04
86. | KITPYOA® KOHLeHTparT Ans Mepk Wapn i LLisenuapi BUPOBHMK Ipnangis/ BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a He UA/16209/01/01
PO34MHY Ans Ooym IOEA a Hepo3adacoBaHol Higepnanaun 3minu Il Tuny - 3miHn Wwopo peuenmom nionsieae
iHdpysin, 25 mr/mn no mM6X NpPOAyKLii, KOHTPOSb / 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
4 Mn KOHUeHTpaTy y AKOCTi Ta TECTYBaHHSA Benuka 3MiHM y TepaneBTUYHNX NOKa3aHHAX
cnakoHi; no 1 cTabinbHOCTi, NepBUHHE BpuTaHis/ (mopaBaHHS HOBOTO TEPANEBTUYHOIO NOKa3aHHS
dnakoHy 3 nakyBaHHS: Himeuunna/ abo 3miHa y 3aTBepAXXEeHOMY NoKa3aHHi) -
npenapaTom B MC[ IHTepHeLwHn Benebriga 3MiHu BHeceHo [0 |HCTPyKLii Ans MeanyHoro
KapTOHHiIl kopobui M6X/MCL IpnaHgis 3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
(Kapnoy), Ipnangis "MokasaHHsA" (3MiHa 4O 3aTBEPKEHOTO
KOHTPOb SIKOCTi Ta nokasaHHs "HeppiGHOKNITUHHWUIA pak nereHb",
TeCTyBaHHs cTabinbHOCTI: 3anponoHoBaHo gopatu: "Mpenapar Kitpyna®
MCL IHTepHeLHN sIK MOHOTEpanis nokasaHuin ansi af’toBaHTHOrO
'm6X/MCL IpnaHgis nikyBaHHS nicnsi pe3ekuii Ta NnaTMHOBMICHOI
(BpiHHi), IpnaHais ximioTepanii gopocnum nauieHtam 3 NSCLC
KOHTPOSb SIKOCTi Ta ctagii IB (T2a = 4 cm), Il abo llIA."), sk Hacnigok,
TecTyBaHHs cTabinbHOCTI 3MiHV BHECEHO [0 po3ginis "3acTocyBaHHSA y
roToBOro nikapcbkoro nepiog BariTHoOCTi abo rogyBaHHs rpyaar”,
3aco0y, BUKIOYa4n "Cnocib 3actocyBaHHSA Ta fo3un", "MobiyvHi
TECTyBaHHsI aKTUBHOCTI peakuii”. BBeAeHHS 3MiH NpOTArom 6-Tu MicsauiB
ELISA (akTuBHiCTb Ta nicns 3aTBepakeHHs. 3MiHu |l Tuny - 3MiHn
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
ineHTudiKaLin): wopno 6e3nekun/edpekTMBHOCTI Ta
H.B. OpraHoH, dapmakoHarnsgy. 3miHu y KOpoTKii
Higepnangu XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
KOHTPOMb SIKOCTi Ta MapKyBaHHs1 Ta iHCTPYKLii Ans Mean4Horo
TeCTyBaHHS CTabiNbHOCTI 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMUW AaHNMK 3
roTOBOrO NiKapCbKOro AKOCTI, AOKMIHIMHUMM, KMIHIMHUMW OaHUMK Ta
3acoby: AaHvMu 3 hapmakoHarnsgy
MC[ Biotek B.B., 3MiHu BHEeCeHO A0 IHCTPYKLii ANa MeanyHoro
Higepnangu 3aCTOCyBaHHSA Nikapcbkoro 3acoby 4o po3gainis
KOHTPOIb AKOCTi Ta "MokasaHHs" (BHECEHO YTOYHEHHS OO
TeCTyBaHHS CTabinbHOCTI 3acTocyBaHHS 4OAATKOBOI CXeMU [03YBaHHS
roTOBOro MiKapCbKOro Npu NEBHMX BXe 3aTBEPPKEHNX NOKa3aHHSAX), a
3acoby, BUKIOYa4n TaKoX YacTKOBO pefaroBaHO TEKCT B po3finax
TECTYBaHHS aKTUBHOCTI "®apmakonoriyHi BnactmsocTi", "MobivHi
ELISA (akTuBHicTb Ta peakuii”. BBegeHHst 3MiH NpoTsrom 6-tu micsuis
iaeHTudiIKaLin): nicns 3aTBepAXeHHS.
MCA biotek B.B.,
Higepnangu
TeCTyBaHHs cTabinbHOCTI:
aKkTuBHICTb ELISA:
JTa6Kopn Epni
[esenonmeHT
JlabopaTopis JlimiTeq,
Benuka bBputaHia
TecTyBaHHs cTabinbHOCTI:
TECTYBaHHSI LjiniCHOCTI
3aKPUTTS KOHTENHEPY:
Hysican MM6X, HimeuunHa
BTOPVHHE NaKyBaHHS Ta
MapKyBaHHs, 103BiN Ha
BUNYCK cepii:
OpraHoH XeWncT 68,
Benbris
abo
Mepk Wapn i Joym B.B.,
Higepnangm
87. | KNIMEH® TabneTkn, BKpUTI 3eHrTiBa, K.C. Yecbka OENbOAPM NINNb CAC PpaHuis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3a UA/4856/01/01
obornoHkoto, biroro Pecny6nik BMNPAaBNEHO TEXHIYHY MOMWIIKY Y NanepoBi peuenmom
KOMbOpY Mo 2 Mr + a Bepcii 3MiH 0 IHCTPYKLUIii ANa Mean4yHoro
TabneTku, BKPUTI 3acTocyBaHHs Nikapcbkoro 3acoby (Tabnunyok)
060noHKoH, OO 3a3HaYeHHs AaTh OCTaHHBbOro nepernsaay.
POXEBOIO KOMbOPY, 3aTBepaxeHo: [laTa ocTaHHbOro nepernsay.
2 mr/1 mr; kombi- 03.02.2021. 3anponoHoBaHo: [laTa 0CTaHHLOIO
ynakoBka Ne 21: 11 nepernsgy. 15.07.2021
Tabnetok Ginoro
konbopy + 10
TabneTok poxeBoro
Konbopy y 6nictepi 3
KaneHgapHo
LLKaroto; ro 1
Gnictepy y
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTOHHIN nayui
88. | KOMBIFPUN® | Ttabnetku, in bulk: no | OPFTAHOCUH OAE EBepTomkeH Nandg IHais BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: - UA/2914/01/01
5000 TabneTok y NAADCAEHC CaeHcus Jlimiteq 3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
naketax N3 (E® 3ET 1) nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BUNpobyBaHHsi FOTOBOrO NikapCbKoro 3acoby
(iHwWi 3MiHM y MeTofax BMNpobyBaHb
(Bkntoyatoum 3amiHy abo JONOBHEHHS)) 3MiHW Y
MeToAax BUNpoOyBaHHS 3a NOKa3HUKOM
"OpHOPIAHICTb A030BaHMX OAMHULL" ANS Aitoyol
peyoBuHM XnopdeHipamiHy maneat (3MiHa
BMKOPVCTaHHS PO3YMHHUKA AN NPUroTYBaHHS
PO34MHIB, YTOYHEHHS YMOB
XpomarorpadyBaHHs, YMOB NpUAaTHOCTI
xpomatorpadidHoi cuctemu. Kputepii
NPUNHATHOCTi 6e3 3MiH.
89. | KOMBIPUMN® | Ttabnetku, no 8 OPIrAHOCUH OAE EBepTomkeH Nandg IHais BHECEHHS 3MiH O peecTpauiHMX maTtepianis: 6e3 UA/2913/01/01
Tabnetok y 6nictepi NAADCAEHC CaeHcus Jlimiteq 3MminHn | TMny - 3MiHmM 3 sikocTi. [oToBUIA peuenma
3 cponbrn N3 (E® 3ET 1) nikapcbkui 3aci6. KoHTponb rotoBoro

arnoMiHIieBOI | NNiBKK
NoniBiHINXNopuaHoi
abo no 8 TabneTok y
GnicTepi i3 donbrmn
antoMiHiesoi; no 1
Gnictepy y nayui 3
KapTOHy; no 8
TabneTtok y 6nictepi
3 cponbru
arnoMiHIieBOI | NNiBKK
nonisiHiNxnopuaHori
abo no 8 TabneTok y
6nicTepi i3 donbrun
antoMiHiesoi; no 1
GnicTepy y nauui 3
KapToHy; no 10
nayokK y rpynosin
navui 3 KapToHy; No
4 Tabnetkny
GnicTepi 3 ponbru
antoMiHiesoi; no 1
Gnictepy y
nanepoBomy
KoHBepTi; no 20
nanepoBux
KOHBEPTIB Y
rpynoBin navui 3
KapToHy; no 4
Tabnetku y Gnictepi
3 dhonbrn
antoMiHieBoi; no 1
GnicTepy y navui 3

nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHSA roTOBOro Nikapcbkoro 3acoby
(iHWi 3MiHM y meToadax BunpobyBaHb
(BKtOYatoUM 3amiHy abo JOMOBHEHHS)) 3MiHW Y
mMeToAax BUNpobyBaHHS 3a NMOKa3HWKOM
"OQHOPIAHICTb A030BaHMX OAMHULL" ANS Aitoyol
peyoBuHM XnopdeHipamiHy maneat (3MiHa
BUKOPUCTAHHS PO3YMHHMKA ANS MPUroTYBaHHS
PO34MHIB, YTOYHEHHSA YMOB
XpomaTorpadpyBaHHs, yMOB NpUAATHOCTI
xpomaTorpadiyHoi cuctemun. Kputepii
NPUAHSATHOCTI 6€3 3MiH.
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KapToHy; no 20
nayok y rpynosii
nayui 3 KApToHy
90. | KOMBICAPT TabneTku, BKPUTI AT Ykpaina AT "KNIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a UA/15125/01/01
H NNiBKOBOIO "KUIBCBKUI BITAMIHHUW 3ABOO" 3MiHuM | TUny - 3MiHK 3 akocTi. CepTudikat peuernmom
obonoHkoto, no 10 BITAMIHHA BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI
mr/160 mr/12,5 wr, 3ABOT" €sponeiicbkin hapmakonei/moHorpadii.
no 10 TabneTtok y MopaHHs HoBoro abo OHOBIEHOIO cepTudikaTa
Gnictepi; no 3 Bi4NOBIgHOCTI abo BUNy4YeHHs cepTudikara
Gnictepu y navui Bi4NoOBIigHOCTI €Bponenchkin dapmakonei: ons
A®Il; ona BuxigHoro
marepiany/peareHTy/NpOMiIXHOIO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
AOMOMDKHOT peyvoBuHM (cepTudikat
BiNoBigHOCTI €Bponeichkin dhapmakonei) -
OHoBReHuI cepTudikaT Bif yXKe 3aTBEpPAKEHOro
BUpOOHMKa. NogaHHA OHOBREHOro ceptudikara
BignoBigHocTi €Bponeickkin dapmakonei R1-
CEP 2006-011-Rev 04 (3atBepgxeHo: R1-CEP
2006-011-Rev 02) ans [itoyoi pevoBunHn
rigpoxnopria3uay Big 3aTBEpAXEHOro
BupobHmka CHANGZHOU PHARMACEUTICAL
FACTORY, China.
91. | KOHBANINH Kpanni opanbHi no TOB YkpaiHa TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 UA/8636/01/01
O- 25 mn 'y chnakoHi- "TepHodbapm" 3MiHn | Tuny - 3miHK 3 skocTi. [FoToBMI peuenma
BAIEPIAHO KpanenbHu1ui; no 1 nikapcbkuii 3aci6. KoHTpornb rotoBoro
BI KPANI dnakoHy- nikapcbkoro 3acoby. 3miHa y MmeTogax

KpanenbHWLi B naywi
3 KapTOHY; No 25 mn
y cbnakoHax-
KpanenbHULsAX

BMNpobyBaHHS FOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHM y meTofax BunpobyBaHb
(Bkntoyatoum 3amiHy abo AonoBHEHHS)). CynyTHs
3MiHa
- 3MiHM 3 skocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikaui Ta/abo gonycTummx
MEX roTOBOrO NiKapcbkoro 3acoby (iHLui 3MiHK).
BBeaeHHs1 ;ogaTKoBOI METOAMKN KiNbKICHOrO
BU3HaYeHHs 3a nokasHnkoM «bionoriyHa
akTuBHicTb» B MKA J13, y 3B’A3Ky 3 BBEAEHHAM
HOBOro GionoriYyHoro MeToay KinbkicHOro
BU3HA4YeHHS B ditodomy BuaaHHi AdY 2.4, a
came-ctaTTi 2.7.N.1. «KinbkicHe BU3Ha4YeHHs
cepueBux rmiko3uais MeTogom in vivor. 3MiHu |
Tuny - 3MiHn 3 sikocTi. A®L. KoHTponb ADL. 3miHa
y MeToaax BunpobysaHHs APl abo BMXigHOro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS y Npoueci BUpobHuuTea Ad|
(iHwWi 3mMiHM y MeTofax BUNpobyBaHHS
(Bkntovaroumn 3amiHy abo gonosHeHHs) ADI abo
BMXiHHOro/npoMmixkHOro NpoaykTy). CynyTHsi
3MiHa - 3MiHu 3 akocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneundgikadiv Ta/abo
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
[ONyCTUMUX MEX, BUSHAYEHMX Y cneuundikauisx
Ha A®l, abo BUXiZHUIA/MPOMIXKHUI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoveci BupobHuuTtea AP (iHWwi 3miHm).
BBegeHHs 0ooaTKOBOI METOAMKN KirlbKiCHOrO
BM3HaYeHHs 3a nokasHukoMm «bionoriyHa
aKTMBHICTb» B MeToam KoHTpornto AP KoHeanii
HACTOWKM, 3 MOCNIAOBHOK 3MiHOK Y
cneundikauii A®I, y 38’a3Ky 3 BBEAEHHSM
HOBOrO 6ioNOriYHOro MeToay KirlbKicHOro
BM3HA4YeHHS B gditodvomy BuaaHHi OdY 2.4, a
came - ctaTtTi 2.7.N.1. «KinbkicHe BU3Ha4YeHHs
cepueBux rniko3unais METO4OM in Vivoy.
92. | KOPBAJIMEH | kancynu m'ski no AT YkpaiHa AT "KNIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: bes UA/3969/01/01
T® 100 mr no 10 kancyn | "KUIBCbKUN BITAMIHHWIM 3ABO" 3MminHn | TMny - 3MiHm 3 sikocTi. [oToBMIA peuenma
y bnictepax; no 10 BITAMIHH/I nikapcbkuii 3aci6. 3miHN y BUPOGHULTBI. 3MiHK ¥
Kancyn y 6nictepi, 3ABO[T" npoteci BUPOGHMLTBaA FOTOBOTO NiKapCbKOro
no 3 Gnictepny 3aco0by, BKMOYauM NPOMKHWUIA NPOAYKT, LLO
nayui; no 20 kancyn 3aCTOCOBYETLCS NPWU BUPOBHMLTBI rOTOBOrO
y bnicTepi; no 1 abo nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
no 3, abo no 4 BMpobHMUTBa) A0 Cneuundikauii Ha NPOMidKHY
Gnictepu y navui NPoAYKLit0 BHOCUTLCA 3MiHA TEPMiHY
npuaaTHocTi. 3aTBepakeHo: TepmiH
npuaaTHOCTI Hepo3dhacoBaHoi Npoaykuii — 10
ni6 3anponoHoBaHo: TepMiH NnpugaTHoCTI
HeposdacosaHoi npogykuii — 30 A6
93. | KCO®PNY3A® | Tabnetku, BKpUTI TOB «Pouu YkpaiHa BUWMYCK Cepii roTOBOro LLisenuapis/ BHECEHHS! 3MiH 10 peecTpauiiHnx maTtepianis: 3a UA/18056/01/01
NniBKOBOO YkpaiHa» nikapcbKkoro 3acoby: CLUA/ 3minu |l Tuny - 3MiHn Wwopo peuernmom
obornoHkoto, no 20 ®.XodpdmaHH-T1a Pow AnoHis 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.

Mmr, no 2 abo no 4
Tabnetku y 6nictepi,
no 1 6nictepy y
KapTOHHIN navui

JIta, Weenuapis;
NnepBUHHE Ta BTOPUHHE
nakyBaHHS, BKITHOYaoun

BUNPOBYyBaHHS1 KOHTPOIO
SIKOCTi B npoLeci
BMpoGHuUTBa: Wapn
MekepxuHr Cepaices,
JINC, CWA; Bupo6HMUTBO
nikapcbKkoro 3acoby,
BKIT04AHUM KOHTPOrb B
npoLeci BUpoGHMLTBA,
BUNPOBYBaHHS KOHTPOIO
SIKOCTi NPY BUMYCKY Ta
ctabinbHocTi: LWioHori
®apwma Ko., llta. Cetcy
MnaHT, AnoHis;
BUNPOBYBaHHSI KOHTPOIO
SIKOCTi NpY BMMNYCKY Ta
cTabinbHocTi (3a
BUKITHOYEHHSAM

MiKpOBionoriyHOi YNCTOTH):

®. XodpdpmaHH-J1s1 Pow

BHeceHHs abo 3miHa(1) 0o 3060B's13aHb Ta yMOB
BuAaui peecTpauiiHoro nocBig4eHHs,
BKItoYaroum MnaH ynpaeniHHA pusnkamm
(3acTocyBaHHs 3MiH(1), Ski(a) BUMaraTb(€)
nofanbLIoro o6rpyHTyBaHHA HOBUMM
[0AAaTKOBMM AaHWMM, L0 MaloTb HagaBaTucs
KOMMETEHTHVM OPraHoM, OCKINbK1 BUMaraeTbcs
CYTTEBA OLiHKA KOMMETEHTHNM OpraHom)
3asBHMKOM HadaHo oHoBneHwn MNnax
ynpaeniHHsi pu3nkamu Bepcist 1.2. 3MiHW BHeCeHi
0o vactuH: | «3aranbHa iHcopmadis» 1l
«Cneumdikauis 3 6esnekn» (mogyni CV
«MicnsipeecTpaLinHuin 4OCBIAY») y 3B’A3KY 3
[OOMOBHEHHSAM iHdopMaLii HOBUM J03YBaHHAM
nikapcbKkoro 3acoby.




59

[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

JIta, Weenuapis;
BMNPOBYBaHHS KOHTPOTHO
SIKOCTi NPY BUMYCKY Ta
CTabinbHOCTI (TiNbkK
mikpobionoriyHa uncToTa):
. XodbhmaHH-I5 PoLwu
JIta, Weenuapis

94.

KCO®INY3A®

TabneTku, BKPUTI
NniBKOBOK
o6onoHkoto, no 40
mr, no 1 abo no 2
Tabnetkn y Gnictepi,
no 1 Gnicrepy y
KapTOHHIN navui

TOB «Pouwu
YkpaiHa»

Ykpaina

BWMYCK Cepii roTOBOro
nikapcbkoro 3acoby:

. XodbhmaHH-I5 PoLwu
JIta, Weenuapis;
nepByHHE Ta BTOPUHHE
naKyBaHHS, BKIOYa04n
BMNPOOYBaHHS KOHTPOIO
SKOCTi B NpoLeci
BMpobHuuTBa: Lapn
MexkemxuHr Cepsices,
JINC, CWA; BupoGHULTBO
nikapcbkoro 3acoby,
BKITHOYAUM KOHTPOIb B
npoueci BUpobHuUTBa,
BMNPOBYBaHHA KOHTPOTIO
AKOCTi NPW BUMYCKY Ta
crabineHocTi: LLioHori
®apwma Ko., llta. Cetcy
MnaHT, AnoHis;
BMNPOBYBaHHSA KOHTPOTIO
AKOCTI MPW BUNYCKY Ta
cTabinbHOCTI (3a
BUKIIOYEHHAM
MikpobionoriyHoi YncToTH),
nepBYHHE Ta BTOPUHHE
naKyBaHHS, BKIOYa04n
KOHTPOSb B Npoueci
BMPOBHMLTBA, BUMYCK
cepii roToBOro fikapcbkoro
3acoby: ®. XodbdpmaHH-I1s1
Pow J1ta, WBenuapis;
BMNPOBYBaHHSA KOHTPOTIO
AKOCTI MPW BUNYCKY Ta
cTabinbHocTi (Tinbku
MikpobionoriyHa uncroTa):
. XobbmaHH-Ia PoLwu
JItg, Wsenuapis

LLsevinapis/
CLUA/
AnoHia

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3Mminn Il Tuny - 3miHn Wwopo
6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
BreceHHs abo 3miHa(1) fo 30608B'A3aHb Ta ymMoB
BUAadi peecTpauinHoro noceBig4eHHs,
BKrtovaroum MNnaH ynpaeniHHA pyuankamm
(3acTocyBaHHs 3MiH(1), Aki(a) BUMaraTb(€)
noAarnbLioro obrpyHTyBaHHs HOBUMM
[04aTKOBUM AaHUMK, L0 MatoTb HagaBaTucs
KOMMETEHTHMM OpPraHOM, OCKifbKM BUMaraeTbCsi
CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm)
3asiBHMKOM HagaHo oHoBreHu MNnax
ynpaBniHHS pu3nkamu Bepcisa 1.2. 3MiHW BHeCeHi
0o yactuH: | «3aranbHa iHdpopmauis» |l
«Cneuudikauis 3 6e3nekn» (mogyni CV
«MicnsipeecTpauinHmin JOCBIA») Y 3B’A3KY 3
[OMOBHEHHAM iHGOpMaLii HOBMM A03YBaHHAM
nikapcbkoro 3acoby.

3a
peuerimom

UA/18056/01/02

95.

JIAHTEC

PO34MH OpanbHUM,
50 mr/mn, no 60 mn
B KOHTenHepi; no 1
KOHTelHepy 3
[03YH04MM LLINPULIOM
y nayui 3 KapTOHy;
no 200 mn B

CninbHe
YKpaiHCbKO-
icnaHcbke
nignprueMcTBO
"Cnepko
Ykpaina"

YkpaiHa

CninbHe ykpaiHCbKo-
icnaHcbKke NianpMeMcTBO
"Cnepko YkpaiHa" (noBHWI
LK BUPOGHULTBA,
BUMYCK Cepii; KOHTPOnb
AKOCTI)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3minu | TMny - 3miHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHKM) 3MiHN BHECEHO Y TEKCT MapKyBaHHS
NepBUHHOI YNaKoBKM Nikapcbkoro 3acoby n.6
IHLWE, a came, gogaHo iHopmaito npo
noroTun BUpobHuka/3asiBHuKa. TepmiH BBeAEeHHS

6e3
peuenma

UA/11561/01/01




60 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KOHTeWHepi; no 1 3MiH - MpoTaAroM 3 micauiB nicns 3aTBepAXEeHHS
KOHTEeWHepy 3
MipHUM
CTakaH4MKOM y
nayui 3 KapToHy
96. | JIEBEPET TabneTkn, BKpUTI 3eHTiBa, K.C. Yecbka TOB TeBa OnepenwH3 Monbwa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/15294/01/01
JIOHI NniBKOBOO Pecnybnik Monang 3MiHM | TMny - 3MiHK Wwopao peuenmom | niidnseae
o6onoHkot, no 91 a 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
Tabnetuiy 3MiHa y KOpPOTKil XapaKTepuCTULi Nikapcbkoro
Gnictepax (no 28 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii aAns
pOXEBUX TABNETOK Y MeOU4YHOro 3aCToCyBaHHs Ha nigcTasi
2 6nictepax Ta 35 perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
Tabnetok (28 nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
poXeBux TabneTok 3aCToCyBaHHSA NikapcbKoro 3acoby B
Ta 7 6innx nicnsipeecTpauiiHuin nepiod, abo sik pesynbtaT
TabneTtok) y OLiHKM 3BIiTY 3 JOCNiAKEHb, NPOBEAEHMX
bnictepi); no 3 BiJMNOBIQHO 4O MnaHy nefiaTpuyHuX AocnigKeHb
Gnictepw, Wo (PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
3adpikcoBaHi YNOBHOBa)XEHUM OpraHom).
Kopo6koto- 3MiHM BHeCeHi [0 iHCTPYKLUii ANst MeanyHoro
KHUXXe4Koto; no 1 3aCTOCyBaHHSI NiKapCcbKoro 3acoby y po3ainu:
KOpOOBUi-KHMXL B "MpoTunokasaHHs", "B3aaemogis 3 iHwWnumMmn
nakeTuky 3 onbru; nikapcbkumm 3acobamm Ta iHWi Buam
no 1 nakeTuky 3 B3aemogin", "Ocobnueocti 3actocyBaHHA"
donbrn Ta BiANOBIQHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
HaKrnemnkoto- Aitoyoi pevoBnHU. BBEeaeHHSA 3MiH NpoTarom 6-tu
KaneHgapem B MicsILiB MicNsi 3aTBEPOXKEHHS.
KopoobLi
97. | NEBO®JIOKC | po3uuH ans iHdysiw, "FOHik IHAis "FOHik ®apmacbloTvkan IHAis BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a He UA/15760/01/01
AUMH 5 mr/mn; no 100 mn dapmacbloTUK IlabopaTtopis" (BiggineHHs 3MiHu | TUny - 3MiHM Wwopo peuenmom nionsieae
y cbnakoHi; no 1 an cipmu "Ox. B. Kemikans be3nekn/eceKkTUBHOCTI Ta hapmakoHarnsgy.
dnakoHy B JlTabopaTopis" ena PapmacbioTvKan3 3MiHM y KOPOTKiVi XapakTepucTuLli nikapcbKoro
KapTOHHiI kopobui (BipgineHHs INta.") 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
dipmu "Ox.B. MeOMYHOro 3acTOCyBaHHS
Kemikans eHg reHepu4HuX/ribpuaHnx/6ionofibHMx nikapcbkmx
dapmacbloTUK 3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
ans Nnra.") pedepeHTHUIA Npenapar (3miHa He noTpebye
HaJaHHS1 )XOOAHWUX HOBUX AOAATKOBUX OAHMUX).
3MiHW BHeCeHi A0 IHCTPYKLUii Ans MeguyHoro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
"®apmakornorivHi BnactusocTi", "OcobnmneocTi
3actocyBaHHs", "MobiuHi peakuii” 3rigHo 3
iH(bopMaUi€to WoA0 MeANYHOr0o 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (Tavanic,
solution for infusion 5 mg/ ml). BBegeHHs 3miH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEpAKEHHS
98. | NIBEPIA® IC Tabnetkmno 0,5rno | ToBapucteo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 6e3 nidnsieae UA/13164/01/01
10 TabneTok y [04aTKOBOK [104aTKOBOK 3MmiHu | TUNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenma
Gnictepi; no 2 BignoBiganbHi BiANOBiganbHICTHO kogy ATX - 3MiHM BHECEHO B iHCTPYKLiO A5is
Gnictepn y nayui 3 CTHO "IHTEPXIM" MEeOUYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby
KapTOHY "IHTEPXIM" 0o posginy "®apmakotrepaneBTnyHa rpyna. Kog
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk KpaiHa

eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

ATX" BignoBigHoO 40 MiXXHapogHoro
knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3artBepakeHo: 3acobum, Lo 3aCTOCOBYOTLCS NpuU
ankoronbHin 3anexHocTi. Kog ATX NO7B B.
3anponoHoBaHo: 3acobu, Lo BNMBaOTb Ha
LUNYHKOBO-KMLLIKOBWUIA TPAKT Ta MeTaboniam.
3acobv Ans nikyBaHHs 3aXBOPIOBaHb MNeYiHku Ta
»KOBYOBMBIOHUX LUNsXiB. 3acobu, Wwo
3aCTOCOBYHOTb MPW 3aXBOPIOBAHHSX NEYIHKM,
ninotponHi peyosunHn. MetagokenH. Kog ATX
A05B AQ09. BBegeHHst 3MiH NpoTsrom 3-0x
MicsaUiB nicnsa 3aTBepAXeHHSA

99.

TNIAOKCAH
NUMOH
CMPEN

crpen Ans poTosoi
NOPOXHWHK, 2 Mr/0,5
Mr Ha 1 mn; no 30
My donakoHi; no 1
dnakoHy B kopobui

TOB "CaHngos
YkpaiHa"

YkpaiHa

CnoBeHis/
Benbria

Bunyck cepin: Jlek
dapmaueBTUYHa KOMMNaHis
n.4., CnoseHis;
BUPOBHMLTBO 32 NOBHUM
umknom: Jlabopatopia
Keanicbap HB (Ksanicdap
HB), benbrisa

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis:
3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynopoBarnbHuiA 3acib. 3miHa y
NEPBUHHIN yNakoBLji rOTOBOro fikapCbKoro
3acoby (sikicHMI Ta KinbkicHWi cknag) - M’siki Ta
HecTepunbHI piaki nikapceki dopmu. BHeceHHs
3MiH 4O MaTepianiB peecTpauiiHoro gocbe ( p.
2.3.P;3.2P.1;3.2.P.7;3.2.P.8.1;3.2.P.8.3), a
came gofdaBaHHA HOBOro Hacocy (Pump Bona)
Ta Hacagku (Nozzle Bona) Big noctayanbHuka
Bona po 3atBepaxeHnx Pump Aptar ta Nozzle
Aptar

6e3
peuenma

UA/16227/01/01

100.

TNIAOKCAH
MEHTON
CMPEWN

crpew Ans poToBoi
NOPOXHWHK, 2 Mr/0,5
mr Ha 1 mn; no 30
MA 'y donakoHi; no 1
dnakoHy B kopobui

TOB "CaHpgo3
YkpaiHa"

YkpaiHa

CnoseHisi/
Benbris

Bunyck cepini: ek
dapmaLeBTUYHA KOMMaHisi
0.4., CnoseHis;
BMPOGHMLTBO 32 NOBHUM
umknom: Jlaboparopia
Keanidpap HB (Ksanidpap
HB), Benbris

BHECEHHS 3MiH 0 peecTpauinHuxX maTtepianis:
3MiHn | Tuny - 3MiHK 3 skocTi. oToBMI
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa y
NEePBUHHIN yNakoBLli FOTOBOro MikapCbKoro
3acoby (AkicHWI Ta KinbkicHui cknag) - M'ski Ta
HecTepunbHi pigki nikapceki popmn. BHeceHHs
3MiH 0 MaTepianiB peecTpauiiHoro ocke ( p.
2.3.P;3.2.P.1;3.2.P.7;3.2.P.8.1; 3.2.P.8.3), a
came fofaBaHHsA HoBOro Hacocy (Pump Bona)
Ta Hacagku (Nozzle Bona) Big noctavanbHuka
Bona po 3atBepmxeHnx Pump Aptar Ta Nozzle
Aptar

6e3
peuyenma

UA/16228/01/01

101.

NIBOMNPEC 10

Tabnetkn, no 10
Tabnetok B 6nicTepi;
no 3 abo 5 6nictepis
y nayui 3 KapToHy

AT

"KNIBCHKIM

BITAMIHHAM
3ABOL"

YkpaiHa

AT "KUIBCbKUN

C YkpaiHa
BITAMIHH/ 3ABO"

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHn | Tuny - 3MiHm 3 gkocTi. CepTudikar
BignoBigHocTi/E-cepTudikat BignoBigHOCTi
€Bponelicbkinn hapmakonei/moHorpadii.
MopaHHsa HoBOro abo OHOBIEHOro cepTudikata
BigNoBigHOCTI abo BUny4eHHs1 cepTudikata
BiZ4NOBIgHOCTI €Bponenchkin dapmakonei: Ans
A®I; ansa suxiaHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBi A®I; ans
[OOMOMDKHOT peyoBuHM (cepTudikat
BigNOBIAHOCTI E€Bponeichkin hapmakonei) -

3a
peuenmom

UA/9533/01/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
OHoBREeHWI cepTudikaT Bif y>Ke 3aTBEPAKEHOro
BUpOGHMKa. MNofgaHHs OHOBMNEHOro cepTudikaTa
BignoBigHoOCTI €Bponeichkin dhapmakonei R1-
CEP 2006-011-Rev 04 (3aTBepmxeHo: R1-CEP
2006-011-Rev 02) ans [itoyoi pevoBunHn
riApOXnopoTiasnay Bif 3aTBEPAXEHOro
BupobHmka CHANGZHOU PHARMACEUTICAL
FACTORY, China
102. | NIBONPEC 20 | TabneTtku, no 10 AT YkpaiHa AT "KUIBCbKN YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/9533/01/02
Tabnetok B 6nictepi; | "KUIBCbKUM BITAMIHHW/ 3ABO" 3MiHuM | TUny - 3MiHK 3 akocTi. CepTudikat peuenmom
no 3 a6o 5 6nictepis | BITAMIHHUIA BignosigHocTi/E-cepTudikaT BiANOBIgAHOCTI
y nayui 3 KapTOHy 3ABOL" €BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHs HoBOro abo OHoBIEHOro cepTudikata
BiANoBIigHOCTI abo BUny4eHHs ceptudikara
BinoBigHOCTI €Bponeichkin dapmakonei: ons
A®l; ona BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OOMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHWI cepTudikaT Bif yXKe 3aTBEPAKXEHOro
BUpOGHMKa. NogaHHA oHoBReHoro cepTudikarta
BiAMNoBigHOCTI €Bponeincekin dapmakonei R1-
CEP 2006-011-Rev 04 (3atBepmxeHo: R1-CEP
2006-011-Rev 02) ans [itoyoi pevoBuHU
rigpoxnopoTia3vay Bif 3aTBEpPAXEHOro
Bupo6Hvka CHANGZHOU PHARMACEUTICAL
FACTORY, China
103. | NIHBAI Kancynu Teepgi, no TOB "CaHnpos YkpaiHa BMPOGHMLITBO 3@ MOBHUM Himeuunna/ BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a He UA/15586/01/01
25 wmr; no 10 kancyn YkpaiHa" LIMKIOM: CnoseHisi/ 3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBUMIA peuenmom | nidnsizae
y bnicTepi, no 3 Cantotac ®apma 'm6X, PymyHis/ nikapcbkuii 3aci6. 3miHn y BUpobHUUTBI. 3amiHa
Gnictepu B kOpobLi Himeyumna TypeuunHa abo BBeAEHHS 00AaTKOBOI AiNbHULI
nepBUHHa Ta BTOPUHHA BMPOGHMLTBA ANst YacTUHU abo BCbOro
ynakoBka, 403BiN Ha BMPOGHMYOro NpoLECY FOTOBOrO NiKapCbKOro
BUWMYCK cepil: 3acoly (AinbHMUA, Ha AKin npoBoAATbLCS byab-
Jlex ®apmaueBTUYHa sIKi BUpOOHWYI cTagii, 38 BUHATKOM BUMYCKY
KoMnaHisi 4.4., CnoseHist Cepin, KOHTPOO SAKOCTi, MEPBMHHOTO Ta
nepBYHHa Ta BTOPUHHA BTOPVHHOIO MaKyBaHHS, Asl HECTEPUITbHUX
ynakoBka: nikapcbkux 3acobiB) - BBEAEHHS 4OAATKOBOIO
Jlex ®apmaueBTUyHa BMpOGHMKa J13, BignosigansHoro 3a
KomnaHisa a.4., CrnoeeHis BUpoGHMLTBO in bulk - Cantotac ®apma Mm6X,
KOHTPOIb cepii: HimeuyunHa. BBegeHHs 3MiH NpoTsrom 6-tu
C.K. CaHpos C.P.J1., MicsaUiB nicns 3aTBepXEHHST; 3MiHu | Tuny -
PymyHis 3MmiHu 3 aKocTi. [oToBMIA Nikapcbkuin 3aci6. 3MiHu
BMPOGHMLUTBO y BUpOGHMLTBI. 3MiHa iMnopTepa/amiHu, Lwo
Hepo3dacoBaHoi CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO SKOCTi
npoaykuii: roTOBOrO fikapcbKkoro 3acoby (3amiHa abo
eHBeoH Inak CaHali Be OofaBaHHsi BUpOOHMKa, Lo Bianosiaae 3a
TikapeT A.C., TypeuunHa BBE3EHHs Ta/abo Bunyck cepii) - Bknrovatoum
KOHTPONb/BUMNpoBYBaHHSA cepii - AoaaBaHHS
BMPOGHKKa BiANOBIAANbHOIO 3a KOHTPOMb Ta
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

BUnyck cepii - Cantotac ®apma MNM6X,
HimeuunHa. BHeCeHI B iHCTpyKLito Ansi
MeAMYHOro 3aCTOCyBaHHSsI NikapCcbKoro 3acoby y
po3ainu "BupobHuk", "Micue3HaxomKeHHs
BMPOOHWKa Ta agpeca MicLsi NPOBaXKeHHs oro
nianbHOCTI" 3 BiANOBIAHUMM 3MiHAMU B TEKCTI
MapKyBaHHs1 ynakoBoK. BBegeHHs 3MiH
NpOTArom 6-Tv MiCSILIB MiCNsi 3aTBEPOXKEHHS;
3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
abo BBeAEHHSA 40AaTKOBOI AiNbHUL
BMPOGHMLTBA ANs YacTMHU abo BCbOro
BMPOGHMYOro NpoLEeCy roTOBOrO NiKapCbKoro
3acoby (AiNbHMLA ANS NEPBUHHOIO NaKyBaHHS) -
BBEJEHHS [oAaTKOBOro BUpobHuka J13,
BiQMNOBiAaNbLHOro 3a NepBUHHE NaKyBaHHS -
Cantotac ®apma 'M6X, HimeuunHa. BBeaeHHs
3MiH NpOTAroM 6-T MicsuiB nicns
3aTBepMKeHHs1; 3MiHN | Tuny - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BMPOGHMUTBI. 3amiHa abo BBeAeHHs A0AaTKOBOI
inbHWL| BUpobHULUTBA ANs YacTuHKM abo BCbOro
BUPOBHMYOro npoLecy rotoBoro nikapCbkoro
3acoby (AinbHMUSA Anst BTOPMHHOIO NakyBaHHS) -
BBEJEHHS [oAaTKOBOro BUpobHuka J13,
BiANOBIAANLHOrO 32 BTOPVMHHE MaKyBaHHS -
Cantotac ®apma M6X, HimewunHa. BBeeHHs
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBepAKEHHS; 3MiHN | Tuny - 3MiHM 3 SKOCTI.
[oToBWMI Nikapcbkui 3aci6. 3MiHN y
BMPOGHMUTBI. 3MiHa po3Mipy cepii (Bknovaum
[iana3oH po3Mipy cepii) roToBOro nikapCbkoro
3acoby (36inblweHHst Ao 10 pasiB NOPIBHSHO i3
3aTBEPKEHUM PO3MIpOM) - oAaBaHHS
anbTepHaTUMBHOrO (36inbLLUEHOro) po3mipy cepil
700 Kr 4o BXe 3aTBepMKEHUX PO3MipiB cepint y
3B'A3KY 3 BBEEHHSIM 404aTKOBOI AinbHULI
BUPOOHMLTBA. BBEAEHHSI 3MiH NpoTArom 6-Tu
MicsILiB nicnsi 3aTBEpOKEHHS; 3MiHu | Tuny -
3MmiHu 3 sKkocTi. FoToBMIA Nikapcbkui 3acib.
CucrtemMa KOHTenHep/3aKynopoBanbHuiA 3acid.
3MiHa y NepBUHHII ynakoBLii rOTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHW) - BBEOEHHS
[04aTKOBOrO (anbTepHATMBHOMO) MaTepiany Ans
nakyBaHHsi 6anky - nonieTuneHoBi NakeTu 3
TOBLLMHOW 75 MKM Ha A404aTKOBIN AinbHUL
BupobHuuTBa Cantotac ®apma M'vbX,
HimeuyunHa fo BXxe 3aTBepaKeHoro
nonieTUNeHoBOro nakeTy 3 TOBLUMHO 230 MKM.
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nmicnsi
3aTBepAKeHHs1; 3MiHu | Tuny - 3miHK Wwopo




64 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
BunyyenHs (cuna gii) - BunyyenHs cunu aii 13 -
100 wr, 200 mr, 225 Mr. BANYyYeHHst (cvuna gii)
BHECEHI B IHCTPYKLil0 ANS MeANYHOro
3aCTOCYBaHHS nikapcbkoro 3acoby y po3ainu
"Cknag", "INikapcbka chopma” (OCHOBHI ¢hi3nko-
XiMiyHi BacTmBocTi), "YnakoBka". BBegeHHs
3MiH NPOTAroM 6-Tu MmicauiB nicns
3aTBEpPOKEHHS
104. | NIHBAT Kancynu Teepgi, no TOB "CaHgos YkpaiHa BUPOBHMLUTBO 32 NOBHUM HimeyuunHa/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/15586/01/02
50 mr; no 10 kancyn Ykpaina" LIMKITOM: CnoseHis/ 3MiHW | Tuny - 3MiHK 3 skocTi. [FoToBMI peuenmom | niidnseae
y 6nicTepi, no 3 CantoTtac ®apma 'M6X, PymyHis/ nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
Gnictepu B kOpOOL HimeuuunHa TypedunHa abo BBeAEHHS 10AaTKOBOI AinbHUL

nepBMHHA Ta BTOPUHHA
ynakoBka, [03Bin Ha
BUNYCK cepii:

Jlex ®apmaueBTuyHa
KomnaHis a.4., CrnoseHis
nepBMHHA Ta BTOPUHHA
ynakoBKa:

Jlex dapmaueBTyHa
KomnaHis a.4., CrnoseHis
KOHTPOMb Cepii:

C.K. CaHpos C.P.J1.,
PymyHia
BUPOBHMLTBO
Hepo3adacoBaHol
npoaykuii:
'eHBeoH Inak CaHan Be
TikapeT A.C., TypeuuunHa

BMPOGHMLTBA ANs YacTuHM abo BCbOro
BMPOGHMYOro NPoLECY FOTOBOrO NiKapCbKoro
3acoby (ainbHMUSA, Ha sikin npoBoasaTbCa Byab-
SIKi BAPOOHWUYI cTagii, 3a BUHATKOM BUMYCKY
Cepin, KOHTPOMIO AKOCTI, NEPBUHHOIO Ta
BTOPWHHOIO MaKyBaHHS, A5l HECTEPUITbHMX
nikapcbkunx 3acobiB) - BBEAEHHSA 4OAATKOBOIO
BMpobHMKa J13, BignosiganbHoro 3a
BUpoGHMLTBO in bulk - Cantotac ®apma MM6X,
HimeuyunHa. BBegeHHs 3MiH NpoTSarom 6-tu
MicsiLiB nicnsi 3aTBepoKEHHs; 3MiHum | Tuny -
3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuin 3aci6. 3MiHK
y BUpOOHMLTBI. 3MiHa imnopTepa/3amiHu, Lwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTi
roTOBOrO fikapcbKkoro 3acoby (3amiHa abo
[oaaBaHHA BUpOOHMKa, Lo BiANOBiAae 3a
BBE3EHHS Ta/abo Bunyck cepii) - Bkntoyatoum
KOHTpOnb/BUNpobyBaHHs cepii - JoaaBaHHs
BMPOOHYMKa BiANOBIAANbHOIO 3a KOHTPOMb Ta
BUNyck cepii - Cantotac ®apma M6X,
HimeyunHa. BHeceHi B iHCTpyKLito Ans
MEeOUYHOro 3aCTOCyBaHHs NiKapcbKoro 3acoby y
po3ginu "BupobHuk", "Micue3HaxoOKeHHs
BMPOGHMKa Ta agpeca Micus NpoBagXKeHHs oro
nisnbHOCTI" 3 BiANOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHs1 ynakoBoK. BBegeHHs 3MiH
NPOTHArom 6-Tv MicsILiB NicNsi 3aTBEPOXKEHHS;
3miHu | TUNY - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHM y BUpoOHULUTBI. 3aMiHa
abo BBeleHHSA 10AaTKOBOI AinbHUL
BMPOBHMLTBA NS YaCcTUHM abo BCbOro
BMPOGHMYOro NPoLECY FOTOBOrO NiKapCbKOro
3acoby (AinbHWULSA AN NEPBUHHOIO NaKyBaHHS) -
BBEOEHHS OOATKOBOro BUpPoOHuKka J13,
BiANOBiAANbLHOrO 3a NEPBUHHE NaKyBaHHS -
Cantotac ®apma MM6X, HimewunHa. BBeeHHs
3MiH NpOTSArom 6-Tu MicsiLiB nicns
3aTBEpAKEHHS; 3MiHM | TMny - 3MiHKM 3 sKOCTI.




Ne

65

[IpooBxkeHHs JoaaTka 3

n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

["oToBMI nikapcbkuit 3aci6. 3miHK y
BMPOGHMUTBI. 3amiHa abo BBeEHHS 4OAaTKOBOI
AinbHWL| BUpobHUUTBA ANs YacTuHM abo BCbOro

BMPOGHMYOro NPOLECY FOTOBOrO NiKapCbKOro
3acoby (AinbHUUSA ANt BTOPUHHOTO NaKyBaHHS) -
BBEeJEHHS [oAaTKOBOro BUpobHuka J13,
BiANOBIAaNbHOro 3a BTOPMHHE MaKyBaHHS -
Cantotac Papma M6X, HimewunHa. BeeeHHs
3MiH NpoTsArom 6-Tu MicsLiB nicns
3aTBepAKEHHSs; 3MiHK | Tuny - 3MiHM 3 SKOCTI.

[oTOBWI NiKapCbkuii 3aci6. 3miHn y
BMPOBHMUTBI. 3MiHa po3mipy cepii (Bkntoyaum

fianas3oH po3Mipy cepii) roToBoro nikapcbKkoro
3acoby (36inbweHHs Ao 10 pasiB MOPIBHSAHO i3
3aTBEPKEHUM PO3MIpOM) - AOAABaHHS
anbTepHaTUBHOrO (36inbLUeHoro) po3mipy cepii
700 Kr 4o BXe 3aTBePMKEHUX PO3MipiB cepint y
3B'A3KY 3 BBEAEHHAM 404aTKOBOI AiNbHULI
BUPOGHMLTBA. BBEAEHHS 3MiH NpoTarom 6-Tu
MicsiLiB micnsi 3aTBepOKEHHS; 3MiHu | Tuny -
3MiHM 3 skocTi. [oTOoBMI Nikapcbkuii 3acit.
CuctemMa KoHTelHep/3akynoptoBanbHuii 3acib.
3MiHa y NepBUHHIN ynakoBLii rOTOBOroO
nikapcbkoro 3acoby (iHwi 3MiHW) - BBEAEHHS
[0[aTKOBOro (ansTepHaTMBHOIO) MaTepiany Ans
nakyBaHHsi 6anky - nonieTuneHoBi Naketu 3
TOBLLUMHOW 75 MKM Ha 404aTKOBIN AinbHUL
BUpoGHMUTBa Cantotac ®apma 'm6X,
HimeuyunHa 0o BXxe 3aTBepaKeHOro
nonieTUNeHoBOro NakeTy 3 TOBLUMHO 230 MKM.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBepAKeHHs1; 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
BunyyenHs (cuna gii) - BunyyenHs cunu gji 113 -
100 wmr, 200 wmr, 225 mr. BunydeHHs (cuna Aii)
BHECEHI B iHCTPYKLit0 A1 MeaANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"Cknapg", "lNlikapcbka cpopma” (OCHOBHI hi3nko-
XiMiYHi BnacTmBocTi), "YnakoBka". BBegeHHs
3MiH NpoTSIrom 6-Tu MicsLiB nicnsa
3aTBEPOKEHHS

105.

JNIHBATI

Kancynu Teepgi, no
75 wr; no 10 kancyn
y 6nictepi, no 3

Gnictepu B kopobui

TOB "CaHpos
YkpaiHa"

YkpaiHa

BMPOGHMLTBO 32 NOBHUM
LIMKITOM:
CantoTtac ®apma 'mM6X,
Himeyumna
nepBUHHa Ta BTOPUHHA
ynakoBKa, A03BiN Ha
BUNYCK cepii:

Jlex ®apmaueBTUyHa
KomnaHisa a.4., CrnoeeHisa
nepBUHHa Ta BTOPUHHA

HimeuuunHa/
CnoseHisi/
PymyHis/
TypeyunHa

BHECEHHS 3MiH 0 peecTpauinHuxX maTtepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. oToBUMI
nikapcbkuii 3aci6. 3miHn y BUpoOHMUTBI. 3aMiHa
abo BBeIeHHS 10AaTKOBOI AinbHUL
BMPOOHMLTBA ANs YacTUHM abo BCbOro
BMPOGHMYOro MPOLECy rOTOBOrO NiKapCbKOro
3acoby (AinbHULSA, Ha Sk NpoBoAsTbLCS Oy ab-
sIKi BUpOBOHWYI cTagii, 3a BUHSATKOM BUMYCKY
cepiii, KOHTPOIO AKOCTi, MEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHs, ANS1 HECTEPUIIbHUX

3a
peuerimom

He
nidnsizae

UA/15586/01/03




66 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
ynakoBka: nikapcbkux 3acobiB) - BBEAEHHS! AOAATKOBOIO

Jlex ®apmaueBTuyHa
KomnaHisa a.4., CnoseHis
KOHTPOIb cepii:

C.K. CaHgos C.P.J1.,
PymyHis
BUPOBHMLUTBO
Hepo3dacoBaHoI
npoaykuii:
'eHBeoH Inak CaHaln Be
TikapeTt A.C., TypeuunHa

BMpoObHuka 13, BianosigansHoro 3a
BUpoGHMLTBO in bulk - Cantotac ®apma MM6X,
HimeuyunHa. BBegeHHs 3MiH NpoTsarom 6-tm
MicsiLiB micnsi 3aTBepOKeHHS; 3MiHu | Tuny -
3MiHM 3 aKkocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHn
y BUPOGHMLTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYIOTbCH BUMYCKY Cepii Ta KOHTPOHO AKOCTI
roToBOroO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHs BUpobHMKa, Lo Bignosigae 3a
BBe3eHHs1 Ta/abo Bunyck cepii) - Bknoyatoum
KOHTPOMb/BUNPOBYBaHHA cepii - AogaBaHHS
BMPOGHKMKa BiANOBIAANbHOIO 3a KOHTPOMb Ta
Bunyck cepii - Cantotac ®apma M'm6X,
Hime4umnHa. BHeCeHiI B iHCTpyKLUito Ang
MeAMYHOro 3aCTOCyBaHHsI NikapCcbKoro 3acoby y
po3ainu "BupobHuk”, "Micue3HaxomKeHHs
BMpOGHMWKa Ta agpeca Micus NpoBagXXeHHs! Noro
nianbHOCTI" 3 BiANOBIAHUMM 3MiHAMU B TEKCTI
MapKyBaHHS yNakoBOK. BBegeHHs 3MiH
NPOTArom 6-TW MicAUIB NiCNA 3aTBEPAXKEHHS;
3MinHn | TMny - 3MiHm 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. 3miHn y BMpobHMUTBI. 3amMiHa
abo BBeAEHHS 10AaTKOBOI AinbHUL
BMPOBHMLTBA ANs YacTMHM abo BCbOro
BUPOBHMYOro npoLiecy rotToBOro nikapCbkoro
3acoby (QinbHWULSA AN NEPBUHHOIO NakyBaHHS) -
BBEJIEHHS [OAaTKOBOro BUpobHumKa J13,
BiAMOBIAANbLHOrO 3a NEPBUHHE NaKyBaHHS -
Cantotac ®apma M6X, HimewunHa. BBeeHHs
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBepAKEHHS; 3MiHN | Tuny - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMUTBI. 3amiHa abo BBeAEeHHS 40AaTKOBOI
OinbHULi BUpOOHULTBA ANst YacTUHU abo BCbOro
BUPOBHMYOro NpoLecy rotoBOro fikapcbKoro
3acoby (AinbHULSA AN BTOPUHHOIO NakyBaHHS) -
BBEOEHHS OOATKOBOro BMpobHuka J13,
BiNOBIAANbHOrO 32 BTOPMHHE MaKyBaHHS -
Cantotac ®apma M6X, HimewunHa. BBeeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBepAKEHHS; 3MiHN | TUny - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkuil 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHa po3Mipy cepii (BkMoYaum
[iana3oH po3Mipy cepii) roToBOro nikapCbKoro
3acoby (36inbleHHst Ao 10 pasiB NOPIBHSHO i3
3aTBEPKEHUM PO3MIPOM) - AOAABaHHS
anbTepHaTMBHOrO (36inbLLUEHOro) po3mipy cepii
700 kr 8o BXe 3aTBepaKEeHMX PO3MipiB cepint y
3B'A3KY 3 BBEEHHSAM [04ATKOBOI AiNbHUL
BMpO6HMUTBA. BBEAEHHSA 3MiH NpoTarom 6-Tu
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

MicsiLiB nicnsi 3aTBepAKEHHS; 3MiHu | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA nikapcbkuid 3aci6.
CucrtemMa KoHTelHep/3akynoptoBanbHuii 3acib.
3MiHa y NepBMHHIN ynakoBLi FOTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHW) - BBeAEHHS
[0[aTKOBOro (anbTepHaTMBHOIO) MaTepiany Ans
nakyBaHHsi 6anky - nonieTuneHoBi NakeTu 3
TOBLUMHOK 75 MKM Ha 40AaTKOBIM AiNbHULI
BupobHuuTBa Cantotac ®apma M'mbX,
Hime4unHa go Bxe 3aTtBepaKeHoro
nonieTMNeHoBOro NakeTy 3 TOBLUMHOW 230 MKM.
BBegeHHst 3MiH NpoTsarom 6-tn micauis nicna
3aTBepMAKeHHs1; 3MiHu | Tuny - 3MiHK Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
BunyueHHs (cvna gaii) - BunyyYeHHs cvunu gii J13 -
100 wr, 200 mr, 225 Mr. BUNYyYeHHst (cvuna gii)
BHECEHI B iIHCTPYKL,iO AN MEeaNYHOro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"Cknag", "INikapcbka chopma” (OCHOBHI ¢hi3nko-
XiMiYHi BriacTmBocTi), "YnakoBka". BBegeHHs
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBEPOKEHHS

106.

NIHBAT

Kancynuv Teepgi, no
150 mr; no 10
Kancyn y énictepi,
no 3 6nictepn B
KopoobuUi

TOB "CaHngos
YkpaiHa"

YkpaiHa

BUPOBHMLTBO 32 NOBHUM
LIMKITOM:
Cantotac ®apma 'm6X,
Himeyumna
nepBUHHa Ta BTOPUHHA
ynakoBka, 403BiN Ha
BUWMYCK cepil:

Jlex ®apmaueBTUYHa
KomnaHisa a.4., CrnoseHis
nepBMHHA Ta BTOPUHHA
ynakoBka:

Jlex ®apmaueBTUYHa
KomnaHisa a.4., CnoeeHisa
KOHTPOSb cepii:
C.K. CaHpos C.P.J1.,
PymyHis
BMPOGHMLUTBO
Hepo3adacoBaHol
npoaykKujii:
'eHBeoH Inak CaHalt Be
TikapeT A.C., TypeuunHa

HimeyuunHa/
CnoseHisi/
PymyHis/
TypeydnHa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. 3miHM y BUpoGHUUTBI. 3aMiHa
abo BBeAEHHS 00AAaTKOBOI AinbHUL
BMPOGHMLTBA ANst YacTUHU abo BCbOro
BMPOGHMYOro NPOLECY FOTOBOrO NiKapCbKOro
3acoby (minbHMUSA, Ha sikin npoBoasTees byab-
sIKi BUpOOHWYI cTagii, 38 BUHATKOM BUMYCKY
Cepiln, KOHTPOMO SKOCTi, MEPBUHHOIO Ta
BTOPVHHOIO MaKyBaHHS, Asl HECTEPUITBHUX
nikapcbkux 3acobiB) - BBEAEHHS 4OAATKOBOIO
BMpo6GHuKa J13, BignosigansHoro 3a
BUpo6HMLTBO in bulk - Cantotac ®apma Mm6X,
HimeuyunHa. BBeaeHHs 3MiH NpoTSArom 6-tu
MicauUiB nicns 3aTBepXeHHst; 3MiHu | Tuny -
3MmiHu 3 gKocTi. [oToBMI Nikapcbkui 3aci6. 3MiHu
y BUpOGHMLTBI. 3MiHa imnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO SKOCTi
roTOBOrO flikapcbKkoro 3acoby (3amiHa abo
[ofaBaHHsi BUpOOHMKa, Lo Bianosiaae 3a
BBE3EHHs Ta/abo Bunyck cepii) - Bknroyatoum
KOHTPOMb/BUNPOBYBaHHSA cepii - AoAaBaHHS
BMPOGHYMKa BiANOBIAANbHOIO 3a KOHTPOMb Ta
BUNyck cepii - Cantotac ®apma M6X,
HimeyunHa. BHeCeHi B iHCTPYyKLt0 Ans
MEAMYHOro 3aCTOCyBaHHsI NikapCcbKoro 3acoby y
po3ainu "BupobHuk", "Micue3HaxomKeHHs
BMpoOHMKa Ta agpeca Micusi NPOBaKEHHS NOrO
aisnbHOCTI" 3 BiANOBIAHUMM 3MiHAMU B TEKCTI

3a
peuerimom

He
nidnsicae

UA/15586/01/05
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

MapKyBaHHs1 ynakoBoK. BBegeHHs 3MiH
NpOTArom 6-Tv MiCSILIB MiCNsi 3aTBEPOXKEHHS;
3MminHn | TMny - 3MiHuM 3 siKocTi. [oToBMIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
abo BBeAEHHS A0AaTKOBOI OiNbHUL
BMPOGHMLTBA ANs YacTUHU abo BCbOro
BMPOGHMYOro MPOLECY FOTOBOrO NiKapCbKOro
3acoby (AinbHULA ANS NEPBUHHOIO NakyBaHHS) -
BBEeJEHHS [oAaTKoBOro BUpobHuka J13,
BiMOBiAaNbLHOro 3a NepBUHHE NaKyBaHHS -
Cantotac Papma M6X, HimewunHa. BeeeHHs
3MiH NpOTAroM 6-T MicsuiB nicns
3aTBepMKeHHs1; 3MiHN | Tuny - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHN Y
BMPOGHMUTBI. 3amiHa abo BBeAeHHs A0AaTKOBOI
OinbHWLi BUpoBHUUTBA ANst YacTUHKM abo BCbOro
BUPOBHMYOro npoLecy rotToBoro nikapCbkoro
3acoby (AinbHMUA Anst BTOPUHHOIO NakyBaHHS) -
BBEJEHHS [oAaTKOBOro BUpobHuka J13,
BigNoBiganbHOro 3a BTOPMHHE NaKyBaHHS -
Cantotac ®apma MM6X, HimeuunHa. BBeaeHHs
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBepAKEHHS; 3MiHM | Tuny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. 3miHK y
BMPOGHMUTBI. 3MiHa po3Mipy cepii (BkntoYaum
[iana3oH po3Mipy cepii) roToBOro nikapCbKoro
3acoby (36inblweHHst Ao 10 pasiB NOPIBHSHO i3
3aTBEPKEHUM PO3MIpOM) - AoAaBaHHS
anbTepHaTMBHOrO (36inbLUEeHOro) po3mipy cepii
700 kr 0o BXe 3aTBepKEeHUX po3MipiB cepint y
3B'A3KY 3 BBEEHHSIM 404aTKOBOI AinbHULI
BUPOOHMLTBA. BBEAEHHSI 3MiH NpoTArom 6-Tu
MicauUiB nicns 3aTBepXeHHst; 3MiHu | Tuny -
3miHu 3 aKocTi. FoToBMIA Nikapcbkui 3acib.
Cunctema KoHTenHep/3akynoproBanbHuiA 3acio.
3MiHa y NepBUHHII ynakoBLii rOTOBOroO
nikapcbkoro 3acoby (iHLi 3MiHW) - BBEOEHHS
[O[ATKOBOrO (anbTepHaTMBHOIO) MaTepiany Ang
nakyBaHHsi 6anky - nonieTuneHoBi NakeTu 3
TOBLLMHOW 75 MKM Ha A404aTKOBIN AinbHUL
BupobHuLTBa Cantotac ®apma M'mbX,
HimeuyunHa o BXxe 3aTBepaykeHoro
nonieTUNeHoBOro NakeTy 3 TOBLUMHOW 230 MKM.
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHs; 3MiHK | Tuny - 3MiHK Wozo
6e3nekn/echekTMBHOCTI Ta dhapmakoHarnsgy.
BunyyenHs (cuna gii) - BunyyenHsa cunum fii 113 -
100 wmr, 200 wmr, 225 mr. BunydeHHs (cvna gii)
BHECeHI B iIHCTPYKLi0 ANst MeanyHoro
3acTocyBaHHS NikapCbKoro 3acoby y po3ainu
"Cknag", "llikapcbka cpopma” (OCHOBHI i3nKo-




69 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
XiMiyHi BacTmBocTi), "YnakoBka". BBegeHHs
3MiH NPOTAroM 6-Tu MmicauiB nicns
3aTBEpPOKEHHS

107. | NIHBAT Kancynu Teepgi, no TOB "CaHnpos Ykpaina BMPOOHMLTBO 3@ NMOBHUM Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a He UA/15586/01/08

300 mr; no 7 kancyn Ykpaina" LIMKITOM: CnoseHis/ 3MiHW | Tuny - 3MiHK 3 skocTi. [oToBMI peuenmom | niidnseae

y 6nicTepi, no 2 Cantotac ®apma 'mM6X, PymyHis/ nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa

6nictepu B kopobui HimeyvunHa TypeydnHa abo BBeAEHHSA AOAATKOBOI AiNbHUL

nepBMHHa Ta BTOPUHHA
ynakoBka, 403BiN Ha
BUNYCK cepii:

Jlex ®apmaueBTUiHa
KomnaHis a.4., CnoseHis
nepBUHHa Ta BTOPUHHA
ynakoBKa:

INek ®apmaueBTUyHa
KomnaHis a.4., CnoseHis
KOHTPOMb Cepii:

C.K. CaHpos C.P.J1.,
PymyHis
BMPOGHMLTBO
Hepo3dgacoBaHoI
npoAyKLii:
'eHBeoH Inak CaHan Be
TikapeT A.C., TypeuunHa

BMPOOHMLTBA ANs YacTUHM abo BCbOro
BMPOGHMYOro MPOLECY FOTOBOrO NiKapCbKOro
3acoby (minbHMUSA, Ha sikin npoBoasTbea byab-
SIKi BAPOOHWYI cTagii, 3a BUHATKOM BUMYCKY
Cepin, KOHTPOMIO AKOCTI, NEPBUHHOIO Ta
BTOPWHHOIO MaKyBaHHS, As1 HECTEPUITbHUX
nikapcbkunx 3acobiB) - BBEAEHHSA 4OAATKOBOIO
BMpobHuMKa J13, BignosiganbHoro 3a
BUpPoGHMLTBO in bulk - Cantotac ®apma MM6X,
HimeuyunHa. BBegeHHs 3MiH NpoTSarom 6-tu
MicsiLiB nicnst 3aTBepaKeHHs; 3MiHu | Tuny -
3MiHu 3 skocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK
y BUpOOHMLTBI. 3MiHa imnopTepa/amiHu, Lwo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSIHO SAKOCTI
roToBOro Jlikapcbkoro 3acoby (3amiHa abo
[oaaBaHHA BUpoOHMKa, Lo BiANOBiAae 3a
BBE3eHHs Ta/abo BuUNyck cepii) - Bkrtovatoum
KOHTpOnb/BUNpobyBaHHs cepii - JoaaBaHHs
BMPOBHVKa BiANOBIAANbHOIO 3a KOHTPOMb Ta
BUNyck cepii - Cantotac ®apma M6X,
Hime4yunHa. BHeceHi B iHCTpyKLito Ans
MEeOUYHOro 3aCTOCyBaHHs NiKapCbKoro 3acoby y
po3ginu "BupobHuk", "Micue3aHaxomKeHHs
BMpOGHMWKa Ta agpeca Micus NpoBagXXeHHs Moro
nisnbHOCTI" 3 BiANOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHs1 ynakoBoK. BBegeHHs 3MiH
NPOTArom 6-Tu MicAILiB NiCNs 3aTBEPOXKEHHS;
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBU
nikapcbkuii 3aci6. 3miHn y BUpoGHUUTBI. 3aMiHa
abo BBeIEHHS 10AaTKOBOI AinbHUL
BMPOBHMLTBA ANS YacTUHM abo BCbOro
BMPOGHMYOro NPOLECY FOTOBOrO NiKapCbKOro
3acoby (AinbHULSA AN NEPBUHHOIO NaKyBaHHS) -
BBEOEHHS [OOATKOBOro BUpPoOHuKa J13,
BiANOBiAANbLHOrO 3a NEPBUHHE NaKyBaHHS -
Cantotac Papma M6X, HimewunHa. BeeeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEPKEHHS; 3MiHM | TUny - 3MiHKM 3 sIKOCTI.
[oToBWMI Nikapcbkuii 3aci6. 3MiHN y
BUPOOHMUTBI. 3amiHa abo BBeAEHHS A0AaTKOBOI
AinbHUL| BUpOBHULTBA ANst YacTUHKU abo BCbOro
BMPOGHMYOro NPOLECY FOTOBOrO NikapCbKoro
3aco0y (AinbHULA ANA BTOPUHHOIO NaKyBaHHS) -
BBEJIEHHS1 0aTKOBOro BUpobHumKa J13,
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK
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3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BiANOBIAaNbHOro 3a BTOPMHHE NaKyBaHHS -
Cantotac Papma M6X, HimeuunHa. BeeeHHs
3MiH NpoTsArom 6-Tu MicsLiB nicns
3aTBepMKeHHs; 3MiHN | Tuny - 3MiHM 3 SKOCTI.
[oTOBWI NiKapCbkuii 3aci6. 3miHn y
BMPOBHMUTBI. 3MiHa po3mipy cepii (Bkntoyaum
fiana3oH po3Mipy cepii) roToBOro nikapcbKoro
3acoby (36inbleHHs Ao 10 pasiB NOPIBHSHO i3
3aTBEPKEHUM PO3MIpOM) - AOAABaHHS
anbTepHaTUBHOrO (36inbLUeHoro) po3mipy cepii
700 Kr 4o BXe 3aTBEPMHKEHUX PO3MipiB cepint y
3B'AI3KY 3 BBEAEHHAM 404aTKOBOI AiNbHULI
BUpPOGHMLTBA. BBEAEHHSI 3MiH NpoTArom 6-Tu
MicsiLiB micnsi 3aTBepOKEHHS; 3MiHu | Tuny -
3MiHM 3 skocTi. [oTOoBMI Nikapcbkuii 3acit.
Cuctema KoHTelHep/3akynoptoBanbHuii 3acib.
3MiHa y NepBUHHIN ynakoBLii rOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHW) - BBEAEHHS
[0[aTKOBOro (anbTepHaTMBHOIO) MaTepiany Ans
nakyBaHHsi 6anky - nonieTuneHoBi Naketu 3
TOBLUMHOW 75 MKM Ha 404aTKOBIN OinbHULI
BUpobHuLTBa Cantotac ®apma M'mbX,
HimeuyunHa 0o BXxe 3aTBepaKeHoro
nonieTUNeHoBOro NakeTy 3 TOBLUMHO 230 MKM.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepAKEHHS; 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
BunyyenHs (cuna gii) - BunyyenHs cunu gii 113 -
100 wmr, 200 mr, 225 Mr. BUny4eHHs (cuna gii)
BHECeHI B iIHCTPYKLio AN MeguyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"Cknapg", "lNlikapcbka cpopma” (OCHOBHI Di3nKo-
ximivHi BnactusoctTi), "YnakoBka". BBegeHHs
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBEPOKEHHS

108.

JIHBAT

Kancynwv TBepgi, no
25 wmr; no 10 kancyn
y 6nictepi, no 3

Gnictepu B kKopobui

TOB "CaHpgos
YkpaiHa"

YkpaiHa

Jlex ®apmaueBTUYHa
KomnaHisa a.4., CrnoseHis
(nepBMHHa Ta BTOPUHHA

ynakoBka, A03BIiNn Ha

BUMNYyck cepii); Jlek
dapmaLeBTUYHA KOMMaHisi
A.4a., CnoseHisi (NnepBrHHa
Ta BTOPWHHA yNakoBKa);
C.K. Canpos C.P.1.,
PymyHis (koHTponb cepii);
['eHBeoH Inak CaHali Be
TikapeT A.C., TypeuunHa
(BUpOBHMLTBO
Hepo3dacoBaHol
npoaykKLii)

CnoBeHisi/
PymyHis/
TypeydnHa

BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis:
3MiHn | Tuny - 3MiHu 3 sikocTi. CepTudikar
BignosigHocTi/[E-cepTudikaT BiANoBIigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHOBMEHOrO cepTudikaTta
BiNOBIigHOCTI abo BUNy4eHHs ceptudikara
BiANOBIAHOCTI E€Bponeiickkin chapmakonei: ans
ADI; ans BuxigHoro
marepiany/peareHTy/NPOMIKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
[OOMOMDXHOT pevoBUHU (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHui cepTudikar Bif yke 3aTBepaKEHOro
BMPOOHYKa - NogaHHA OHOBMEHOro cepTudikaTty
BigMoBigHOCTI €Bponecekin dapmakonei R1-
CEP 2015-324-Rev-00 Big 3aTBEpAXXEHOrO

3a
peuerimom

UA/15586/01/01
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[IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BupobHmnka MSN Pharmachem Private Limited
nitovoi pevoBuHM nperabaniH (3aTBepAXKeHo:
RO-CEP 2015-324 Rev-02; 3anponoHoBaHo: R1-
CEP 2015-324-Rev-00)
109. | NIHBAT Kancynu Teepgi, no TOB "CaHnpos Ykpaina Jlek ®apmaueBTyHa CnoseHis/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/15586/01/02
50 wr; no 10 kancyn YkpaiHa" KoMmnaHis 4.4., CrnoseHis PymyHis/ 3MiHuM | TUny - 3MiHK 3 akocTi. CepTudikat peuenmom
y 6nictepi, no 3 (nepBuHHa Ta BTOpUHHA TypeyunHa BiagnoBsigHocTI/lE-cepTudikaTt BiANOBIAHOCTI
6nictepu B kopobui ynakoBka, 4O03BiN Ha €sponeiicbkin hapmakonei/moHorpadii.
Bunyck cepii); ek MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
dapmareBTUYHA KOMNaHisi BigNOBIigHOCTI abo BUNy4YeHHs cepTudikara
a.4., CnoseHist (nepBuHHa Bi4NOBIigHOCTI €Bponenchkin dapmakonei: 4ns
Ta BTOPMHHA ynakoBka); A®I; onsa suxigHoro
C.K. CaHgos C.P.J1,, MaTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
PymyHis (koHTponb cepii); BVIKOPUCTOBYIOTbCH Y BUpOBHMUTBI API; ans
'eHBeoH Inak CaHal Be [OMOMIDKHOI peyoBUHM (cepTudikaT
TikapeT A.C., TypeuunHa BiNoOBIigHOCTI €Bponeichkin dapmakonei) -
(BMPOGHMLITBO OHoBREeHWI cepTudikaT Bif y>Ke 3aTBEPAXKEHOr0O
Hepo3dgacoBaHoI BUPOBHMKA - NOAAHHS OHOBINEHOrO cepTudikaTy
npoaykLii) BignoBigHocTi €Bponeicbkin dapmakonei R1-
CEP 2015-324-Rev-00 Big 3aTBEpAXEHOrO
Bupo6bHmnka MSN Pharmachem Private Limited
nito4oi pevoBmHU NperabaniH (3aTBepaXKeHo:
RO-CEP 2015-324 Rev-02; 3anponoHoBaHo: R1-
CEP 2015-324-Rev-00)
110. | NIHBAT Kancynu Teepgi, no TOB "CaHnpos YkpaiHa Jlek ®apmaueBTnyHa CnoseHis/ BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/15586/01/03
75 mr, no 10 kancyn Ykpaina" KomnaHis A.4., CnoseHis PymyHis/ 3MiHn | Tuny - 3MiHm 3 gKkocTi. CepTudikar peuernmom
y bnicTepi, no 3 (nepBuHHa Ta BTOPUHHA TypeyunHa BignoBigHocTi/'E-cepTudikat BignoBigHOCTI
6nictepn B Kopobui ynakoBka, A03BiN Ha €Bponelicbkinn hbapmakonei/moHorpadii.
BUnyck cepii); Nek MopaHHsa HoBOro abo OHOBMEHOro cepTudikara
dapmaLeBTUYHA KOMNaHis BignNoBigHOCTI abo BuUny4eHHs1 cepTudikata
0.4., CnoBeHisi (nepBuHHa BiNOBIgHOCTI €Bponenchkin dapmakonei: ons
Ta BTOPVHHA ynakoBka); A®I; onsa BuxigHoro
C.K. CaHgos C.P.J1,, maTepiany/peareHTy/NpOMiXHOro NPOAYKTY, L0
PymyHis (koHTponb cepii); BMKOPUCTOBYOTbCS Y BUpobHuUTBi A®l; ans
I'eHBeoH Inak Canavi Be [OMOMDKHOT peyqoBUHN (cepTudikaT
TikapeT A.C., TypeuuunHa BigNOBigHOCTI E€Bponerchkin hapmakonei) -
(BUpOBHMLTBO OHoBneHun cepTudikar Bif yXe 3aTBepaXEHOro
Hepo3dacoBaHoi BUPOOHMKA - MOAAHHSA OHOBINEHOTO cepTudikaTy
npoaykuii) BignoBigHoCTI EBponelickkin hapmakonei R1-
CEP 2015-324-Rev-00 Big 3aTBEpAXEHOrO
Bupo6Hrka MSN Pharmachem Private Limited
nitoyoi peqoBUHM NperabaniH (3aTBEpAXKEHO:
RO-CEP 2015-324 Rev-02; 3anponoHoBaHo: R1-
CEP 2015-324-Rev-00)
111. | NIHBAT Kancynuv Teepai, no TOB "CaHpo3 YkpaiHa Jlex ®apmaueBTUyHa CnoseHisi/ BHECEHHS 3MiH [0 peecTpauinHMX maTepianis: 3a UA/15586/01/05
150 mr; no 10 Ykpaina" KoMnaHis A.4., CnoseHis PymyHis/ 3MiHn | Tuny - 3MiHm 3 gkocTi. CepTudikar peuernmom
Kancyn y énictepi, (nepBuHHa Ta BTOPUHHA TypeyunHa BignoBigHocTi/E-cepTudikat BiaNoBigHOCTI
no 3 6nictepu B ynakoBka, A403Bin Ha €Bponelicbkiit hapmakonei/MoHorpadii.
KopobLi BUnyck cepii); JNek MopaHHsa HoBOro abo OHOBMEHOro cepTudikata
dapmaLeBTUYHa KOMMaHis BiAMOBIAHOCTI abo BUry4eHHs cepTudikata

4.4., CnoseHisi (nepBrHHA

BigNOBIgHOCTI E€Bponelchbkin dhapmakonei: ons




72 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Ta BTOPMHHA ynakoBka); AQDI; ons BuxigHoro
C.K. Canpgos C.P.J1,, marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
PyMyHis (koHTponb cepii); BUKOPUCTOBYHOTLCA Y BUPOOHULTBI ADI; ans
'eHBeoH Inak CaHan Be [OMOMIDKHOI peyoBUHM (cepTudikaT
TikapeT A.C., TypeuuunHa BiANOBIAHOCTI €Bponencokin dapmakoner) -
(BMPOGHMLITBO OHoBREeHWI cepTudikaT Bif yXKe 3aTBEPAKEHOro
Hepo3dacoBaHoi BMPOGHKKa - NoAaHHsS OHOBIEHOrO cepTudikaty
NpoAyKLii) BiAnoBigHoCTI €Bponencekin dapmakonei R1-
CEP 2015-324-Rev-00 Big 3aTBEpAXEHOIO
BupobHmnka MSN Pharmachem Private Limited
nito4oi pevoBuHM nperabaniH (3aTBepaAXKeHo:
RO-CEP 2015-324 Rev-02; 3anponoHoBaHo: R1-
CEP 2015-324-Rev-00)
112. | NIHBAT Kancynu Teepgi, no TOB "CaHnpos YkpaiHa Jlek ®apmaueBTnyHa CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/15586/01/08
300 wmr; no 7 kancyn YkpaiHa" KoMmnaHis 4.4., CrnoseHist PymyHis/ 3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudpikat peuenmom
y 6nicTepi, no 2 (nepBUHHa Ta BTOPMHHA TypedunHa BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
Gnictepn B Kopobui ynakoBka, AO03BiN Ha €sponelicbkin hbapmakonei/moHorpadii.
Bunyck cepii); ek MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
dapmaneBTUYHa KOMNaHis BignoBigHoCTi abo BUNy4YeHHs cepTudikara
0.4., CnoseHisi (nepBuHHa BiNOBIgHOCTI €Bponenchkin dapmakonei: ons
Ta BTOPMHHA ynakoBka); A®I; onsa suxigHoro
C.K. CaHgos C.P.J1,, MaTepiany/peareHTy/npoMiKHOro NPOAYKTY, LLO
PymyHis (koHTponb cepii); BMKOPUCTOBYOTbCA Y BUpobHuUTBi A®I; ans
'eHBeoH Inak CaHal Be [OMOMIDKHOI peyoBUHM (cepTudikaT
TikapeT A.C., TypeuuunHa BigNOBIAHOCTI E€Bponerchkin hapmakonei) -
(BMPOGHMLITBO OHoBREeHWI cepTudikaT Bif y>Ke 3aTBEPAXKEHOrO
Hepo3adacoBaHol BUPOGHKKa - NOAaHHsSI OHOBIIEHOrO cepTudikaty
npoaykuii) BignoBigHocTi €Bponelickkin hapmakonei R1-
CEP 2015-324-Rev-00 Big 3aTBEpAXEHOrO
Bupo6Hrka MSN Pharmachem Private Limited
nitoyoi peqoBuHM NperabaniH (3aTBepAXKEHO:
RO-CEP 2015-324 Rev-02; sanponoHoBaHo: R1-
CEP 2015-324-Rev-00)
113. | NTOMEKCUH® | kpewm BariHanbHui 2 Pekoppaari IpnaHgis Pekoppaarti IHgacTpia ITanis BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 6es UA/6094/03/01
%, no 78 r kpemy y Aineng Nta Ximika e ®apmacesBTika YTOYHEHHA HanucaHHs BUPOOHUKIB B Hakasi peuenma
Ty6i; no 1 1y6i y C.n.A, Itanis MO3 YkpaiHu Ne 517 Big 22.03.2021 B npoueci
KOMMMEKTI 3 abo BHECEHHS 3MiH Y 3B'A3Ky 3 NPOBEAEHHAM
annikatopom y BAM®APMA C.P.J1., npoueaypv "BUNPaBreHHst TEXHIYHOT MOMUIKN B
KOHTelHepi; no 1 ITanis peecTpauiiHoMy nocsigyeHHi". Pegakuis B
KOHTeNHepy B Hakasi - PekopaarTi IHgacTpia Ximika e
KapTOHHiI kopobLyi ®apmacesTika C.n.A., Itanig; BAMOAPMA
C.P.J1.,, Itanis. BipHa pepakuisi - Pekopaarti
IHpacTpia Ximika e PapmacesTika C.n.A., ITanis
abo BAM®APMA C.P.J1., lTanis
114. | NIOMEKCUH® | kpem2 % no 30ry Pekoppaari IpnaHais Pekoppaarti IHgacTpia ITanis BHECEHHS 3MiH [0 peecTpauiiH1x maTtepianis: 6e3 UA/6094/02/01
Ty6i; mo 1 1y6i y Aineng Nta Ximika e ®apmaceBTika YTOYHEHHS HanucaHHsl BUPOOHUKIB B Hakasi peuenma

KapTOHHiI kopobLyi

C.n.A., Itanis
abo
BAM®APMA C.P.J1.,
ITania

MO3 Ykpainm Ne 485 Big 16.03.2021 B npoueci
BHECEHHS 3MiH Yy 3B'A13Ky 3 NPOBEAEHHAM
npoueaypv "BUNPaBreHHst TEXHIYHOT MOMUIKM B
peecTpauiiHoMy noceigyeHHi". Pegakuis B
Hakasi - Pekopaarti IHgacTpia Ximika e
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dapmacesTika C.n.A., Itanis; BAMOGAPMA
C.P.J1.,, Itanis. BipHa pepakuis - Pekopaarti
IHpacTpia Ximika e ®apmacestika C.n.A., ITanis
abo BAM®APMA C.P.J1., ITanis.
115. | NYUEHTIC PO34MH ANS iH'eKLN, Hosaprtic LLisenuapi Hoaptic ®apma LLUTenH LLisenuapis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/9924/01/01
10 mr/mn; no 0,23 dapma Al ] Al 3MiHu | TMNYy - 3MiHK Woao peuenmom
My donakoHi; no 1 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
dnakoHy y 3miHa yacToTu Ta/abo TepMiHIB NogaHHs
KOMMIEKTi 3 FOfIKoHo perynspHoO OHOBIIOBAHMX 3BiTiB 3 6e3neku
B KAPTOHHIil Kopobui nikapcbkux 3acobiB. 3MiHa YacToTu NogaHHs
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku.
[Litova pepakuis: YactoTa nogaHHs perynspHo
OHoBrtoBaHoro 3BiTy 3 6e3nekn 1 pik. KiHueBa
naTa ans BkNYeHHs aaHmx go PO36 -
30.06.2018 p. data nogaHHs - 08.09.2018 p.
[MponoHoBaHa pepakuis: YactoTa nogaHHs
perynsipHo OHOBINIOBAHOTO 3BiTy 3 6e3neku 3
poku. KiHueBa gata Ans BKNIOYEHHA AaHNnX A0
PO3b - 05.10.2025 p. [laTa nogaHHs -
03.01.2026 p. PekomergoBaHo A0
3aTBEpAKEHHSA BIAMNOBIAHO 40 NEPIOANYHOCTI
noAaHHs perynspHoO OHOBIIOBAHWX 3BITiB 3
©e3neku nikapcbkmx 3acobis y €C
116. | MATHE-B6® TabneTkn, BKPUTI TOB «Onenna YkpaiHa BUPOBHMLTBO, KOHTPOJSIb dpaHuis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 nidnsizae UA/5476/02/01
060mMoHKOH; Xenckea SIKOCTi, NaKyBaHHS, YropuuHa 3MiHn | Tuny - 3miHK 3 skocTi. [oToBMI peuenma
Ne 50 (10x5): no 10 YkpaiHa» MapKyBaHHSi, BUNycK cepii: nikapcbkui 3aci6. CtabinbHicTb. 3miHa y
Tabnetok y 6nictepi; CAHO®I BIHTPOIN TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
no 5 Gnictepis y IHOACTPIA, ®paHuis; roToBOro MikapcbKoro 3acoby (3MiHa B yMoBax
KapTOHHI KOpoOLyi; BUPOOHMLTBO, KOHTPOSb 36epiraHHsi roTOBOro fikapcbkoro 3acoby abo
Ne 60 (20x3): no 20 SIKOCTi, NaKyBaHHS, nicnsa po34MHEHHS/BIQHOBMNEHHS) -
TabneTtok y 6nictepi; MapKyBaHHSI, BUNyCK cepii: 3MiHa B ymoBax 36epiraHHs [T13. 3aTtBepaxeHo:
no 3 Gnictepny Onenna Xenckea XaHrepi 36epiratv npu Temnepatypi He suuie 30°C.
KapTOHHiIl kopobuyj; K., YropwuHa; B3anponoHoBaHo: 36epirati npu TemnepaTtypi He
Ne 100 (20x5): no 20 MikpobionorivyHmim BuLe 25°C. 3MiHM BHECEHO B IHCTPYKLto Ans
Tabnetok y 6nicrepi; KoHTponb MN3: MEeOUYHOro 3aCTOCyBaHHs NiKapcbKoro 3acoby y
no 5 Gnictepis y XIHOTH 3aBog po3gin «YMoBu 36epiraHHs» 3 BignoBiAHNMMN
KapTOHHiI kopobui dapmaLueBTUYHNX Ta 3MiHaMK y TeKCTi MapKyBaHHS1 yNaKoBKU
Ximiynmx MpopgykTis nikapcbkoro 3acoby. BBegeHHs 3MiH MpoTArom
Mpamnsit Ko. IT4., 6-TW MicsILiB Nicns 3aTBEPOXEHHS.
MignpnemcTteo Ne3
(MignpviemcTBo B
YaHikBenbab), YropwuHa
MikpobionorivyHmi
koHTponb MN3: EYPOATII
XaHrepi Jl14., YropwmHa
117. | MANBTO®EP | kpanni opanbHi, 50 Bidpop LLisenuapi BupobHuuTBO LLisenuapis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3a He UA/5869/03/01
® mr/mn; no 30 mny (IHTepHeLwHmn) A Hepo3dacoBaHoi MopTyranis 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnszae
cdnakoHi, no 1 IHK. npoayKuii, KOHTPONb HalMeHyBaHHs1 Ta/abo agpecu Micus
dnakoHy B AKOCTi, NepBUHHA Ta NpoBagXXeHHS AiAnbHOCTI BUPOGHMKa/imnopTepa
KapTOHHIl kopoOLi BTOPMHHA ynakoBKa: roTOBOro NiKapCbKoro 3acoby, BKIOYaum
KopaeH ®apma dpibyp AinbHWLI BUNYycKy cepii abo micue npoBefeHHs!
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CA, Lsenuapis
BMPOGHMLUTBO
Hepo3adacoBaHol
npoayKLuii, KOHTPONb
AKOCTI, NepBUHHA Ta
BTOPWHHA yNaKoBKa:
16epdap IHgycTpis
dapmaveyTika C.A.,
MNopTyrania
KoHTponb sikocTi, A03BIn
Ha BUMNYCK cepii:
Bidbop (IHTepHewwHn) IHK.,
LLsenyapis

KOHTPOIIO SKOCTI. (QisnbHICTb, 3a Ky Bignosigae
BMPOBHWMK/IMNOpTEP, He BKIOYaK4M BUMYCK
cepint) - 3miHa HaMeHyBaHHsS1 BUPOBOHUMKa
BiZNoOBIgansHoOro 3a BUPOGHULTBO
Hepo3dacoBaHoi NPoAYKLii, KOHTPONb AKOCTI,
nepBuvHHa Ta BTOPMHHA ynakoeka 3 Bicdop C.A.,
LLIseninapis/ Vifor S.A., Switzerland Ha KopaeH
dapma Ppibyp CA, LLseiiuapisi /Corden Pharma
Fribourg SA, Switzerland , 6e3 3miHun micus
BMpOGHMLUTBA. BBeaeHHs 3miH npoTsarom 6
MicsiLiB nicnsi 3aTBepOKeHHS; 3MiHu | Tuny -
ApnMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micLa NpoBaKEHHS QisANbHOCTI
BMPOGHMKa (BKIKO4alouW, 3a HEOOXiAHOCTI, Micue
NpoBeEeHHS KOHTPOJ SIKOCTi), abo BnacHuka
mMacTep-canna Ha APl, abo nocTayanbHuKa
AdI/BuxigHoro matepiany/peareHTy/npoMixXHOro
NpPOAYKTY, L0 3aCTOCOBYHTLCS Y BUPOOHULTBI
A®| (sKLLO 3a3Ha4YeHO Y AOCbE Ha NiKapCbKui
3acib) 3a BiacyTHOCTI cepTudikaTa BiANOBIAHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoOMy
nocbke, abo BMpoBHUKa HOBOI JOMNOMIKHOT
PEYOBUMHM (SKLLO 3a3HAYEHO Y AOCbE) - 3MiHa
HaliMeHyBaHHS NnocTavarnbHyKa BUXigHOro
matepiany posunHy 3anisa (lll) xnopuay, 12%
(m/m) Fe 3 Tessenderlo (Schweiz)AG Ha
Kuhlmann Switzerland AG, 6e3 3miHn micus
BMPOGHMLTBA, 3 BHECEHHSIM BiANOBIAHOT 3MiHN
po nigpo3ainy 3.2.5.2.3.1. KoHTpornb
matepianis. 3aTBepaxeHo: Tessenderlo
(Schweiz)AG Ostzelg 340 CH-5332 Rekingen;
3anponoHoBaHo: Kuhlmann Switzerland AG
Ostzelg 340 CH-5332 Rekingen. BeegeHHs 3MmiH
npoTArom 6 micsUiB Nicns 3aTBEPMKEHHS. 3MiHM
| Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
npoBafXXeHHs AisAnbHOCTI BUPOGHMKa
(Bkrtovatoun, 3a HeobxigHoCTI, Micue
NPOBEAEHHST KOHTPOIIO AKOCTI), abo BnacHuka
macTtep-carina Ha A®l, abo noctayanbHuUka
A®l/BuxigHoro matepiany/peareHTy/MpoMiXXHOro
NPOAYKTY, LLIO 3aCTOCOBYIOTbCS Y BUPOOHULITBI
ADI (KO 3a3HAYEHO Y AOCbE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTuddikaTa BiANOBIAHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXeHoOMy
pocbe, abo BUpoBHMKa HOBOT AOMOMIKHOT
PEYOBUMHM (SIKLLIO 3a3HAYEHO Y AOChE) - 3MiHa
HallMeHyBaHHA Ta agpecy MiCList TPOBaAKEHHS
LisinbHOCTI (KopuryBaHHs iHOeKCy)
nocTayarnbHVKa BUXIiQHOTO Martepiany po34mHy
3anisa (lll) xnopuay, 12% (m/m) Fe, 6e3 3miHu
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MicLA BUPOOHMLTBA, 3 BHECEHHSM 3MiH [0
nigposainy 3.2.5.2.3.1. KoHTponb maTtepianis.
3arteepaxeHo: Akzo Nobel Base Chemicals
GmbH Hauptstrasse 47 D-49462 Ibbenburen.
3anponoHoBaHo:

Nobian GmbH Hauptstrasse 47 D-49479
Ibbenburen. BeegeHHsi 3miH npoTarom 6 micsauis
nicns 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn 3
skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunNpobyBaHHsA APl abo BMXigHOro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPKEHUX MeToaax
BMNpobyBaHHs) - BHECEHHs1 He3HaYHMX 3MiH A0
MeTOoAiB BUNpobyBaHHs Oito4oi pevyoBMHM 3ani3a
(Il) rigpokcmay nonimansTo3aTy, a came
OHOBMEHHA aHaniTM4HOro Metoay iaeHTudikauii
nonimanbTo3un (TLC) (Skuin BKMOYae TECTYBaHHS
OEeKCTPUHY Ta AeKCTpaHy), BHAcnigok BUNYYeHHS
ctaHpapTy aekctpany (Dextran T 2000), 6e3
3MiHN meToay. BeegeHHa 3MiH npoTarom 6
MicAUiB Nicnsa 3aTBEPAXKEHHS; 3MiHK | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkui 3aciob.
CuctemMa KoHTelHep/3akynoptoBanbHuMiA 3acib.
3MiHa po3Mipy ynakoBKM rOTOBOrO MikapCbKoro
3acoby (BMNyYEHHSI yNakoBKM MEBHOIO PO3Mipy)
- BunyyeHHst ynakosku no 10 Mn y KOHTeWHepi
(Ty6i) 3 KpanenbHULED, Y KAPTOHHIN KOopobLi 3
Bi4NOBIgHMMYM 3MiHAMK 0 po3ainy “YnakoBka”
MKA N3. 3miHn BHeceHo B iHCTPYyKLUilo Anst
MeAMYHOrO 3aCTOCyBaHHsI NikapCbKoro 3acoby y
po3ain «YnakoBka» 3 BiAMOBIOAHUMW 3MiHAMU Y
TEKCTi MapKyBaHHS1 YNaKkoBKW NikapCbKoro
3acoby (Buny4eHHs ynakoku 10 mn'y
KOHTelHepi (Ty6i) 3 kpanenbHULIEK; KOHTENHEPY
(Ty6i) B kKapTOHHIN kOpoOLi). BBeaeHHs1 3MmiH
NpOTArom 6-Tu MicAILiB NiCNs 3aTBEPOXKEHHS;
3miHu | TUny - 3miHK 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. Cnctema
KOHTelHep/3akynoptoBanbHUiA 3aci6. 3miHa
PO3Mipy yMakoBKM rOTOBOrO NiKapcbKoro 3acoby
(BUNYYEHHS yNakoBKN NEBHOrO Po3Mipy) -
Buny4eHHs ynakosku no 30 M y KOHTENHepi
(Ty6i) 3 KpanenbHULED, Y KAPTOHHIN KOPOOL 3
Bi4NOBIgHMMYM 3MiHaMK 0 po3ainy “YnakoBka”
MKA N3. 3miHn BHeceHo B iHCTPYyKLUito Ansi
MEeOUYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ain «YnakoBka» 3 BiAMOBIOAHUMW 3MiHAMU Y
TEKCTi MapKyBaHHS1 YNaKkoBKW NikapCbKOro
3acoby (BnnyyYeHHs ynakosku 30 mny
KOHTelHepi (Ty6i) 3 kpanenbHWLIEH; KOHTENHEPY
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(Ty6i) B KQPTOHHIN kOpOOLi).
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBepMKEHHs; 3MiHN | Tuny - 3MiHM 3 SKOCTI.
[oToBuMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6. 3miHa
PO3Mipy yNakoBKM rOTOBOrO NikapcbKoro 3acoby
(BUNYYEHHS YNakoBKN NEBHOMO Po3Mipy) -
BunyyeHHs ynakosku no 10 mn 'y donakoHi no 1
hnakoHy y KapTOHHI KopobLi 3 BianoBigHMMM
3MiHamMu o po3ainy “Ynakoska” MKA J13. 3miHn
BHECEHO B iHCTPYKLIiO ANS MeanYHOro
3aCTOCyBaHHsI NikapcbKoro 3acoby y po3ain
«YnakoBka» 3 BignoBigHNUMMN 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKM IikapCbKOro 3acoby
(BUNy4YeHHs1 ynakoBku 10 M y dpriakoHi; no 1
crakoHy B KapTOHHI kopobLi). BBegeHHs 3MiH
NPOTArom 6-Ty MiCSILIIB MiCNsi 3aTBEPOXKEHHS;
3MiHn | TMNY - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) - 3MiHN BHECEHO A0 TEKCTY
MapKyBaHHSA NEPBUHHOI YNaKOBKM NiKapCbKOro
3acoby B n. 3. <HOMEP CEPIi NNIKAPCbKOIO
3ACOBY», n. 4. «AATA SAKIHYEHHA
TEPMIHY MPUOATHOCTI», n. 6. «IHWE» Ta go
TEKCTY MapKyBaHHS BTOPUHHOI YNakoBKku B M. 16.
«IHOOPMAULIA, AKA HAHOCUTBLCA
LPNOTOM BPANNSA», n. 17. «IHLE».
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPIKEHHS.

118.

MENOCCO

Tabnetkv no 15 wr;
no 10 Tabnetok y
Gnictepi; no 2
Gnictepu y nayui 3
KapToHy; no 20
TabneTtok y 6aHLUi;
no 1 6aHui y nayui 3
KapTOHY

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB® «MIKPOXIM»,
YkpaiHa
(topuanyHa agpeca
BUPOGHYKa;
BigNoBiganbHUIM 3a
BUPOOHMLTBO Ta
KOHTpPOrb/BUNPoOYyBaHHS
cepii, BKNOYayn BUNYCK
cepii; BignosiganbHun 3a
BUMYCK cepii, He
BKIIIOYa04m
KOHTPOIb/BUNPOOYBaHHS
cepii)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MEeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHoO OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCbKoro 3acody B
nicnsipeecTpauinHuii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAESHNX
BiMNOBIQHO 4O MnaHy nefiaTpuyHuX AocnigkKeHb
(PIP) (3miHy y3roa»eHo 3 KOMNETEHTHUM
YNOBHOBaXX€HUM OpraHom) - 3MiHV1 BHECEHO A0
IHCTPYKUiT ANS MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3actocyBaHHs", "MobiuHi peakuii" BignosigHo oo
OHOBIeHoI iHdopMmaLii 3 6esneku giloyoi
pevyoBUHU. BBegeHHs 3MiH NpoTarom 6-tn
MicsLiB nicns 3aTBepAKEHHS

3a
peuerimom

He
nidnsicae

UA/18276/01/02

119.

MENOcCcoO

Tabnetkun no 7,5 wr;
no 10 TabneTok y

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB® «MIKPOXIM»,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHnX maTtepianis:
3MiHu | Tuny - 3MiHK Wwoao

3a
peuernmom

He
nidnsizae

UA/18276/01/01
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Gnictepi; no 2 (topuanyHa agpeca 6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
6nictepu y nayui 3 BMPOBHWKa; 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro
KapToHy; no 20 BignosiganbHWn 3a 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
Tabnetok y 6aHui; BMPOGHMLUTBO Ta MeJMYHOro 3aCTOCyBaHHS Ha MiAcTaBi
no 1 6aHuj y nayui 3 KOHTPONb/BUNPODBYBaHHS perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
KapTOHY cepii, BKI0Yaum BUNYCK nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
cepii; BignosiganbHW 3a 3acToCyBaHHSA NikapcbKkoro 3acoby B
BUNYCK cepii, He nicnapeecTpauinHuii nepiog, abo sik peaynbTaT
BKJTHOMAKO4UN OLHKM 3BIiTY 3 JOCTiAXeHb, NPOBEAEHMX
KOHTPOrb/BUNPOOYBaHHS BiAMOBIQHO A0 NnaHy nejiaTpuyHuX JocnigkeHb
cepii) (PIP) (3mMiHy y3roaXeHo 3 KOMNETEHTHUM
YyMNOBHOBaXEHNM OpraHoM) - 3MiHW BHECEHO [0
IHCTPYKUIT ANS MeanYHoro 3acTocyBaHHs
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3acTtocyBaHHs", "MobiuHi peakuii” BignoeigHo 4o
OHOBJEHOI iHhopmalii 3 6esnekn aitoyoi
peyoBuHW. BBeaeHHst 3aMiH npoTsarom 6-Tn
MicsaUiB nicnsa 3aTBepAXeHHsA
120. | MENOCCO PO34UH Ans iH'EKLN, TOB HB® YkpaiHa TOB HB® «MIKPOXIM», YkpaiHa BHECEHHS 3MiH O peecTpauiiHuX maTtepianis: 3a He UA/19320/01/01
15 mr/1,5mn; no 1,5 «MIKPOXIM» YkpaiHa 3MiHu | TMny - 3MiHK Woao peuenmom nionsieae
M B amnyni; no 5 (nabopatopisi gisnko- 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
amnyn y 6nictepi y XiMiYHOro aHanisy Ta 3MiHa y KOpOTKil XapaKTepuUCTULi Nikapcbkoro
nayui 3 KapToHy KOHTPOM0 BUPOBHULITBA; 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
nabopatopisi 6ionoriyHoro MEAMYHOro 3acToCcyBaHHS Ha niacrasi
aHanisy; BupobHu4a perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
OinbHUUS; BianoBiganbHUi nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3a BUNYCK cepii, He 3acTocyBaHHS NikapcbKoro 3acody B
BKITIOMaI04M nicnsipeecTpauinHuii nepiod, abo sk pesynbtat
KOHTpOrnb/BUNPOOYBaHHSA OLLiHKM 3BiTYy 3 JOCHNIOKEHb, NPOBEAEHUX
cepii) Bi4MNOBIAHO A0 MnaHy nefiaTpuyHUX AocnigKeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YMOBHOBaXEHNM OpraHoM) - 3MiHN BHECEHO [0
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnueocTi
3acTtocyBaHHs", "lMobivHi peakuii” BignoBigHoO A0
OHOBIeHOI iHopMaLii 3 6e3neku gitoyoi
peyoBUHU. BBeaeHHs 3MiH NpoTaroMm 6-tn
MicsLiB nicnsi 3aTBepAKEHHS
121. | METUNYPAL | masb, no 15 ra6o 30 MpAT YkpaiHa MpAT "®apmaueBTu4Ha YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 6e3 UA/1750/01/01
una3 ry Ty6i; no 1 Ty6i B "®apmaneBTu dipma "JdapHuus” 3MmiHu | TUny - 3miHu 3 sikocTi. APl. KoHTponb peuenma
MIPAMICTUH | nauui YHa chipma A®I. 3miHa y napameTpax cneumdikauin Ta/abo
oM "OapHuus” OOMyCTUMMNX MeX, BU3HAYEHUX Y crieumadikaLisax
Ha A®l, abo BUXiZHUA/MPOMIXKHUI
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
npoueci BUpo6HMuTBa ADI (iHLWi 3MiHK)
CynyTHs1 3miHa - 3MiHu 3 sikocTi. ADI. KoHTponb
A®I. 3miHa y meTogax BunpobyBaHHa AD| abo
BUXiAHOro Matepiany/npomikHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHmuTBa AP| (HE3HAYHI 3MiHN Y
3aTBEPKEHMX MeTofax BUNPoByBaHHs)
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3acoby ynakoeka) noceid4yeHHs1

3MiHm y n. 3.2.P.4.1. Cneumdikauisa Ta 3.2.P.4.2.
AHanitnuHi metogukm ana A®l 6-metunypaumn,
a came NokasHuK «PO34MHHICTLY» BiANOBIAHO OO
Bumor [®Y 1.4 «MoHorpadii» Ta 3aransHoi
MoHorpadii «CybcTaHuis ans
hapmaLEeBTMYHOIO 3aCTOCYBaHHs», Mae
pekoMeHaauiHUI XapaKkTep, Ha Ui niacTasi,
BMMOTMW IO PO34YMHHOCTI CyBCTaHLji nepeHeceHo
[0 3aranbHUX BNacTUBOCTEN.
3MminHn | Tuny - 3MiHm 3 sikocTi. A®I. KoHTponb
A®I. 3miHa y napameTpax cneumdikauin Ta/abo
[OMNyCTUMUX MEX, BUSHAYEHMX Y cneuundikauisx
Ha A®I, abo BMXigHWMIN/MPOMIDKHMI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCSH Y
npoueci BupobHmuTea AP| (4oNoBHEHHSs
cneymaikauii HOBMM NOKa3HUKOM SIKOCTI Ta
BiAMOBIAHMM METOAOM BUNPOBYBaHHS) 3MiHW y
n. 3.2.P.4.1. Cneundikauisi Ta 3.2.P.4.2.
AHaniTU4HI MeToAMKK, a came: NS KOHTPOro
A®| 6-meTnnypaunn dipmu PharmaZell (India)
Private Limited, India BHeceHo TecT «3anuLukoBi
PO3YMHHUKNY», HOPMYBaHHS BiAMOBIgHO 4O BUMOT
ICH Q3C Ta cneuudikauii BUpobHuka. 3minHu |
TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/FE-cepTudikaT BignoBigHOCTI
€Bponencbkin dapmakonei/MoHorpadii. 3miHn,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BigNOBIAHICTb A0 MoHorpadii AdY abo
€Bponencbkoi hapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei gepxasu €C (iHLwi
3MiHW) 3miHn y n. 3.2.P.4.1. Cneuudikauis Ta
3.2.P.4.2. AHaniTn4Hi MeToauku, a came:
3a3HaveHo BUMOrK crneumdikaLii Ta aHaniTU4YHi
METOAMKM Ha JOMOMiKXHY PEYOBMHY Norokcamep
BianosigHo oo €® «Poloxamersy, 3
ypaxyBaHHSM Ail04NX BUMOT | pekoMeHaaLlin
€sponericbkoi Papmakonei Ta JDY. 3MiHn |
Tuny - 3MiHM 3 SKOCTi. [OTOBMI NikapCbkuin
3aci6. 3MiHM y BUpobHUUTBI. 3MiHa po3mipy cepii
(Bkntovar4mM gianasoH po3Mipy cepii) rotToBoro
nikapcbkoro 3acoby (3MeHweHHs 1o 10 pasis)
[0 po3giny peectpadinHoro gocke 1B BHocuTbCst
[0AaTKOBUI 0 3aTBEPAXEHOro po3mipy cepii, a
came 3MeHLLeHu 06’em cepii roToBOro
nikapcbkoro 3acoby (400 kr) Ta pegakuiviHi
YTOYHEHHS], B TOMY YuMCni NPUBEAEHHS A0
cdopmaty CTD ykpaiHCbkor MOBOK. 3MiHu |l
Tuny - 3MiHn 3 skocTi. A®l. BupobHuuTBo. 3miHa
BMPOGHMKa BUXiOHOMO/MPOMiXXHOIO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYHOTLCS Y
BMpoGHMYoMy npoueci A®l, abo 3miHa
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yeaHHsT*
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peecmpauiliHo2o
noceid4yeHHs1

122.

METOTPEKC

BUPOGHMKa (BKItoYatoum, ae HeobxigHo, micue
npoBeAeHHs KOHTponio skocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI

€BponeWncbkin dhapmakonei y 3aTBepaKeHoOMy

[0Cbe)(BBeAEHHS! HOBOro BUpobHMKa AdI 3
HagaHHAM MacTep-caina Ha AdDI)
BBeAeHHS HoBoro BupobHuka A®I PharmaZell
(India) Private Limited, India 3 HagaHHsM
macTep-davina Ha APl 6-meTunypauun Ha
3amiHy TOB «®apmxiMm», YkpaiHa (B00YMLLEHHS,
CYLUiHHS, NaKyBaHHS, Bunyck cepii); High Hope
Int’l Group Jiangsu Medicines & Health Products

Imp. & Exp. Corp. Ltd., Kutain (BUrotoBneHHs

TEXHIYHOTO MPOAYKTY). AK Hacnigok « TepmiH

npuaaTHOCTI — 3 POKM» 3aMiHEHO Ha « TepMiH

NepeKkoHTPOsto — 3 pokmy». 3MiHun Il Tuny - 3MiHK
3 AkocTi. [oToBUIA nikapcbkui 3acie. Onuc Ta

cknag. 3miHa y cknagi (4oNoMiKHUX peyoBMHaXx)
roTOBOrO JlikapcbKkoro 3acoby (iHLi AoNoMiXHI
peyoBuHN) - AKiCHI abOo KinbKiCHI 3MiHM LWoA0

ofHiei abo Aekinbkox A0NOMIKHUX PeYOBUH, SKi

MOXYTb 3HA4YHO BMIUHYTU Ha 6e3neky, SKicTb

abo ePeKTUBHICTb rOTOBOrO MiKapCbKOro 3acoby
- BHECEHHS1 3MiH Ao po3ainy «Cknaa», a came:
3aMiHeHO JOMOMiXHY PEYOBMHY Norokcamep
(npokcaHon 268) Ha AONOMIXHY Pe4OBUHY
nonokcamep (nonokcamep 338), BUpoGHMKa
BASF, HimeuuunHa; 3anpornoHoBaHO He3HayHe
KifIbKiCHE KOpUryBaHHS 3a paxyHOK AOMOMiKHOI
peyoBUHM (BOAA OYMLLEHA), LLO CTAHOBUTL
OCHOBHY YaCTWHY cKrnagy roToBOro nikapCbKoro
3acoby. 3miHu He BNnuBalTb Ha Besneky, AKiCTb
Ta edheKTUBHICTb rOTOBOIO fikapcbKoro 3acoby.

AT "EBEBE"

Tabnetku no 5 wmr,
no 10 Tabnetok y
6nicTepi, no 2 abo 5
GnicTepiB y
KapTOHHiI kopobLi

EBEBE
dapma
lec.m.6.X.
Hdpr. KI

ABCTpis

BUNYCK cepii:

EBEBE ®apma Nec.m.6.X.

Hdor. KI, AscTpisi
BUNYCK cepii:
Cantotac ®apma 'mM6X,
Himeyumna
BMPOGHMUTBO in bulk,
ynakoBKa, TECTYBaHHSI:
[aynT ®apma Amaper
'M6X, HimeyunHa

ABcTpis/
Himeyuunna

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MmiHu | TUNYy - 3miHK 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo JONyCTUMNX MEX rOTOBOIO
nikapcbkoro 3acoby (BUNyYeHHs He3Ha4YHOro
rokasHuka (Hanpuknag 3acTtapinoro nokasHvka,
TaKoro Sk 3anax Ta cmak, abo igeHTudikauis
6apBHUKIB Y/ cMakoBKX [06aBOK)) BUAANEHHS
Tecty "TBepgicTb" i3 cneundikauii BUNycky cepii.
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHKM 3 sIKOCTI.
[oToBwMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4ONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (BuUNyYeHHs He3Ha4YHOro
nokasHuka (Hanpwuknag 3acTapinoro nokasHuvka,

TaKoro sik 3anax Ta cMak, abo igeHTudikauis

3a
peuenmom

UA/0513/01/02
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6apBHUKIB UM cMakoBUX [06aBOK)) BuAaNeHHs
TecTy "TBepaicTb" i3 cneundikauii TepmiHy
npvgaTHocTi. BBeaeHHs amMiH npoTarom 6-tu
MicaUiB Nicnsa 3aTBEPAXEHHS.

123.

124.

METOTPEKC
AT "EBEBE"

METOTPEKC

Tabnetku no 10 wr,
no 10 Tabnetok y
GnicTepi, no 1 abo 5
6nictepiB y
KapTOHHIl kopobui

EBEBE
dapma
[ec.m.6.X.
Hdpr. KI

ABcTpis

BWMNYCK cepil:

EBEBE ®apwma lec.m.6.X.

Hdpr. KI', AscTpis
BUMNYCK cepil:

Cantotac ®apma 'mM6X,

HimeyumHa

BMPOGHMUTBO in bulk,
ynakoBKa, TECTYBaHHS:
[aynT ®apma Amaper

'm6X, Himeuunna

AscTpis/
HimevuunHa

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MminHn | TMny - 3MiHuM 3 siKocTi. [oToBMIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

cneungikauin Ta/abo 4oNyCTMMUX MEX rOTOBOro
nikapcbkoro 3acoby (BMIyYEHHs1 HE3HAaYHOro
nokasHuka (Hanpuknag 3acTapinoro nokasHuka,

TaKoro sik 3anax Ta cmak, abo igeHTugikawis

6apBHUKIB UM cmakoBUX J06aBOK)) BUOANeHHs

TecTy "TBepaicTb" i3 cneundikauii BUNycky cepii.
BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3aTBepMKeHHs. 3MiHN | Tuny - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneunikauin Ta/abo 4ONYCTUMUX MEX FOTOBOro
nikapcbKoro 3acoby (BMIyYEHHSt HE3HAYHOTO
nokasHuka (Hanpuknag 3acTapinoro nokasHuka,
TaKoro sik 3anax Ta cmak, abo igeHTugikauis
6apBHUKIB Y/ CMakKoBKX [0OABOK)) BUAANEHHS
TecTy "TBepaicTb" i3 cneyundikauii TepmiHy
npvaaTHocTi. BBegeHHs 3MiH npoTaroM 6-tn
MicsILLiB Micnsi 3aTBEPOXKEHHS.

3a
peuyerimom

UA/0513/01/03

AT "EBEBE"

Tabnetkv no 2,5 wr,
no 10 tabnetok y
6nictepi; no 5 abo
10 GnicTepiB y
KapTOHHI kopobLyi

EBEBE
dapma
lec.m.6.X.
Hdpr. KI

ABCTpis

BUNYCK cepii:

EBEBE ®apma Nec.m.6.X.

Hdpr. KI', ABcTpis
BUNYCK cepii:

Cantotac ®apma 'M6X,

Himeyumna

BMPOGHMUTBO in bulk,
ynakoBKa, TECTYBaHHS:
Faynt ®apma Amaper

'M6X, HimeyunHa

ABcTpis/
Himeyuunna

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TUnYy - 3miHK 3 AkocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpis

cneuudikauin Ta/abo JONyCTUMNX MEX rOTOBOIO
nikapcbKoro 3acoby (BMIyYEHHSt HE3HAaYHOro
nokasHuka (Hanpuknag 3acTtapinoro nokasHvka,

TaKoro sik 3anax Ta cMak, abo igeHTudikauis

6apBHUKIB Y/ CMaKoBKX [00OABOK)) BUAANEHHS

Tecty "TBepgaicTb" i3 cneundikauii BUNycky cepii.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHN | TUny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauin Ta/abo 4ONYCTUMUX MEX FOTOBOro
nikapcbkoro 3acoby (BWUnyYeHHs He3Ha4YHOro
rokasHuka (Hanpuknag 3acTtapinoro nokasHvka,
TaKoro Sk 3anax Ta cmak, abo igeHTudikauis
6apBHUKIB Y/ cMakoBKX [06aBOK)) BUAANEHHS
Tecty "TBepgicTb" i3 cneundikauii TepmiHy
npuaaTHocTi. BBeaeHHS 3miH npoTarom 6-Tu
MicsiLiB micnsi 3aTBEpPOXKEHHS.

3a
peuernmom

UA/0513/01/01

125.

MIKA®YHIH-
TEBA

NOPOLLIOK Ans
pPO34unHy Ans

iHdy3in, 50 mr no 1

TOB «TeBa
YkpaiHa»

YkpaiHa

Axtagic Itani C.n.A.

ITanis

BHECEHHS 3MiH 10 peecTpauiiHixX maTepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta dpapMakoHarnsigy.

3a
peuenmom

UA/18945/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
dnakoHy y BHeceHHs1 abo 3miHa(1) 0o 3060B'3aHb Ta yMOB
KapTOHHiI kopobuyi BMaadi peecTpauiiHoro nocBig4YeHHs,
BKtovaroum MNnaH ynpaeniHHA pyankamu (iHLi
3MiHM) 3asBHMKOM HagaHo oHoBreHun Mnax
ynpaeniHHS pu3nkamn Bepcia 2.1 3MiHM BHECEHO
0o yactuH: | «3aranbHa iHbopmauisy, Il
«Cneumdikauisn 3 6e3nekny, CVIII «Pestome
npobnem 6e3neku», Il «MnaH 3
hapmakoHarnsgy», V «3axoam 3 miHimizauii
pusukis», VI «Pestome nnaHy ynpasniHHs
pusnkammny, VII «dogaTtku» y 38’A3Ky 3
npoBeAEeHO0 OLIHKOK e(PeKTUBHOCTI
[o4aTtkoBmx 3acobiB MiHiMi3auii puankis
126. | MIKA®YHIIH- | nopowok gns TOB «TeBa YkpaiHa Acktagic Itani C.n.A. ITanis BHECEHHS 3MiH 10 peecTpauinHMX maTepianis: 3a UA/18945/01/02
TEBA PO34MHy Ang YkpaiHa» 3MiHn | TMNY - 3MiHK Woao peuenmom
iHdysin, 100 mr no 1 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
dnakoHy y BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta ymoB
KapTOHHIl kopobui BUAa4i peecTpauinHoro noceBig4eHHs,
BKMtovaroum MNnaH ynpaeniHHA pyankamu (iHLwi
3MiHM) 3asiBHUKOM HagaHo oHoBneHun Mnax
ynpaBniHHS pusmkamm Bepcis 2.1 3MiHK BHECEHO
0o yactuH: | «3aranbHa iHdbopmauisy, |l
«Cneumdikauis 3 6e3nekny, CVIII «Pestome
npo6nem 6e3nekn», Il «MnaH 3
dapmakoHarnsgy», V «3axoam 3 miHimizauii
pusukiB», VI «Pestome nnaHy ynpaeniHHA
pusmkammny, VIl «dogatkn» y 3B’3Ky 3
NPOBEAEHOI0 OLHKOK e(PeKTUBHOCTI
AofatkoBux 3acobiB MiHiMisaLii pusukis
127. | MIJI HOCIK Kpanni opanbHi 3 Mini Xenckepe Benuka pakype ®apmacstoTikanc IHAgis BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 6es nidnsizae UA/0567/01/01
PYKTOBUM CMaKoOM Timiteq Bputanis nTa 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenma
no 15 mny HanMeHyBaHHS Ta/abo agpecu 3asBHMKa
CKIMAAHOMY (PNAKOHI; (BnacHuka peecTpauinHoro noceigYeHHst). 3miHa
no 1 dnakoHy 3 appecu 3asiBHUKA (BnacHuWKa peecTpauinHoro
rpagynoBaHoo noceiaYeHHs1). 3MiHM BHECeHi y po3gain
nineTkow B "Micue3HaxodXeHHs1 3asaBHUKA" B iIHCTPYKLIitO
KapTOHHIN ynakoBLj AN MeguyHOro 3acToCcyBaHHS NiKapcbKoro
3acoby y 3B'A3Ky 3i 3MiHOK agpecu 3asiBHUKA.
BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBEPOKEHHS
128. | MINICTAH TabneTkn, BKpUTI Mini Xenckepe Benuka Menpo ®apmacbkloTukanc IHAis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes nidnszae UA/2435/02/01
BIO KALUJTO obonoHkoto rno 10 Nimiten BpuTaHis Mpisar JlimiTeq 3MiHu | TUNY - AgMmiHicTpaTuBHI 3MiHW. 3MiHa peuenma
TabneTtok y 6nictepi; HanMeHyBaHHS Ta/abo agpecu 3asiBHUKA
no 2 6nicrepn 'y (BnNacHuka peecTpauinHoro noceigYeHHst). 3miHa
KapTOHHiI kopobui agpecu 3asiBHUKA (BnacHMKa peecTpauinHoro
noceigyYeHHs1). 3MiHM BHeCeHi y po3gain
"Micue3Haxoa)XeHHs1 3asiBHUKA" B iHCTPYKLIitO
Ansi MEQUYHOTO 3aCTOCYBaHHS MikapCbKoro
3acoby y 3B'A3Ky 3i 3MiHOK agpecy 3asiBHUKA.
BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nicnsi
3aTBEPKEHHS.
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n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

129. | MOBAJIC® Tabnetku no 7,5 mr; BepiHrep HimeyumH BUPOBHMLUTBO, NEPBUHHE HimeuuunHa/l BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/2683/02/01

no 10 Tabnetok; no IHrenbxanm a Ta BTOPVHHE NaKyBaHHS, peuis 3Mminu | TMnYy - 3miHK 3 AkocTi. FoToBUN peuenmom | niidnseae

2 6nictepu B IHTEepHewHn KOHTPOSb SIKOCTi (BKIMOYHO nikapcbkuii 3aci6. KoHTpornb rotoBoro

KapTOHHil kopobui meX 3 MNOKa3HUKOM nikapcbkoro 3acoby. 3miHa napameTpis

MikpobionoriyHa ynctoTa)
Npu BUMYCKY Ta NPOTArom
TepMiHy NpuUAaTHOCTI,
BWMNYCK cepil:
BepiHrep IHrenbxanm
dapma 'm6X i Ko. KT,
HimeuunHa
BUPOGHMLTBO, NEPBUHHE
Ta BTOPWHHE NMaKyBaHHS,
KOHTPOIb AKOCTI (3a
BUKIMIOYEHHSIM MOKa3HMKa
Mikpob6ionoriyHa uncroTa)
npy BUMYCKY Ta NPOTSIrom
TEPMiHY NpMAATHOCTI,
BUNYCK cepii:
BepiHrep IHrenbxanm
Xennac CuHrn Membep
C.A., I'peuis
BMPOBHMLTBO, KOHTPOIb
SIKOCTi (32 BUKIIOYEHHAM
nokasHuka
MikpobionoriyHa yncrorta)
npu BUMYCKY Ta NPOTSrom
TEePMiHy NpuaaTHoCTI,
BUWMYCK Cepil:
PotteHgopd ®apma
MmM6X, HimeuunHa
nepBUHHE Ta BTOPUHHE
naKyBaHHs:
PotteHgopd ®apma
'm6X, HimeuunHa

cneumdikauin Ta/abo 4OMYCTUMUX MEX FOTOBOIO
nikapcbKkoro 3acoby (BMIyYeHHs1 HE3HAaYHOro
nokasHuka (Hanpuknag 3acTapinoro nokasHuka,
TaKoro sik 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB UM cMakoBUX [0OaBOK)) BUIyYEHHS
nokasHuka cneuudikauii M3 «laeHTrdikauin
meTtogom TLUX». lgeHTudikadis
BU3HAYaTUMETLCA METOAOM PIAUHHOI
XxpomaTorpadii 3a 4acom yTpuMyBaHHs Ta YO
cnekTpoM. BBeaeHHs 3MiH npoTarom 6-Tu
MicsiLiB nicnst 3aTBepaKeHHs. 3MiHu | Tuny -
3MiHM 3 skocTi. [oTOoBMI Nikapcbkuii 3acit.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikaui Ta/abo gonycTummx
MEX roTOBOrO flikapcbKoro 3acoby (Buny4eHHs
HEe3Ha4yHOro nokasHvka (Hanpuknag 3actapinoro
nokasHuWKa, Takoro sik 3anax Ta cmak, abo
ineHTudikauis GapBHMKIB UM CMaKOBUX
[06aBoK)) BUNyYEeHHS1 HE3HAYHOrO NOKa3HUKa 3i
cneumndikauii M3 — «Po3mipn» Tabnetku.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepAKEHHS. 3MiHN | TUny - 3MiHM 3 AKOCTI.
[oToBwMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JOoNycTMMNX MEX roTOBOrO
nikapcbKkoro 3acoby (BUIyYEHHs1 HE3HAYHOro
nokasHuka (Hanpuknag 3acTapinoro nokasHuka,
TaKoro Sk 3anax Ta cmak, abo igeHTudikauis
6apBHUKIB Y/ cMaKOBUX [0OABOK)) BUNYYEHHS
He3Ha4Horo nokasHuka 3i cneyudikadii M3 —
«OpHopigHicTb Macu». MNoka3Huk
KOHTPOMIETLCSA B NpoLeci BUpobHuMTBA.
PepakTopcbki npaBky LWOAO NoKa3HUKa
«OaHOpIgHICTb 4O30BaHNX OAMHWLb 3a
O[HOPIOHICTIO BMICTY» (pigvHHa
xpomaTtorpadisi). BBeieHHs1 3MiH npoTsirom 6-Tu
MicaUiB Micnsa 3aTBepKeHHS. 3miHu | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acit.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikai Ta/abo gonycTummx
MEXX FOTOBOIO JiKapCbKOro 3acoby (BUy4eHHs
He3Ha4yHoro nokasHuka (Hanpuknag 3acTtapinoro
noKasHuWKa, Takoro sik 3anax Ta cmak, abo
ineHTndikauist 6GapBHKMKIB UM CMaKOBUX
[06aBoK)) BUNYYEHHS HE3HAYHOTO NOKa3HUKa 3i
cneumdikauii M3 — «Yac po3nagaHHsy». OaHuin
NMoKa3HUK KOHTPOIMIETLCS B MPOLECI
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BUPOBHLMTBA, OKpiM TOro B cneuudikauii
KOHTPOMKETLCSI MOKA3HUK « PO3YMHEHHSI».
BBegeHHs 3MiH NpoTArom 6-Tm MicsuiB nicnsi

cneungikauin Ta/abo 4ONyCTUMUX MEX rOTOBOro

3aTBepMKeHHs. 3MiHN | Tuny - 3MiHM 3 SKOCTI.
['oToBWIN Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis

nikapcbKkoro 3acoby (AOMOBHEHHS cneumndikaii
HOBVM MOKa3HUKOM 3 BigMnoBiAHUM METOAOM
BUNpOOYyBaHHS) Aof4aBaHHs B cneumdikauiio M3
Ons nokasHuka «lgeHTndikadisy - igeHTudikauii
Mernokcukamy metogom PX (vac
yTpUMyBaHHS+Y®-cnekTp). BBeaeHHs 3miH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOXKEHHS.
3MminHn | TMny - 3MiHun 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOro nikapcbKoro 3acoby (3MiHa B yMoBax
36epiraHHsi roTOBOroO fikapcbkoro 3acoby abo
nicns PO34NHEHHs/BigHOBMNEHHSA) 3MiHa
pekoMeHaoBaHUX yMOB 36epiraHHs ans
roTOBOrO MiKapCbKOro NPoAyKTa - 3 «He BULLEe
25°C» Ha «He BuLe 30°Cy». 3MiHM BHECEHI B
po3ain "YmoBwu 36epiraHHs" B iHCTPYKL,it0 ans
MeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby
Ta SIK HAcNiJoK - Y TEKCT MapKyBaHHS! yNaKOBOK
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom
6-Tn MicsiLiB nicns 3aTBepAXeHHs. 3miHu | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acib.
KoHTponb A0NOMiKHUX peqoBUH. 3MiHa
napameTpiB cneuudikaui Ta/abo gonycTummx
MeX AN JOMOMIXKHOI PEe4OBUHU (BUMYYEHHS 3i
crneundikauii He3Ha4YHOro NoKasHuKa

nocunaHHsa Ha Papmakoneto AnoHii 3 posainy
3.2.P.1. Onuc i cknag N3. JoaaTkoBo, HE3HAYHI
pefakTopchbKi NpaBku po3ainy LWoao yHKLUin
AOMOMDKHMX PEYOBUH Ta Ha3Bu napameTpy
«3aranbHa maca TabneTtkvy». BBeaeHHs 3miH
NPOTHArom 6-Tv MicsILiB NicNsi 3aTBEPOXKEHHS.
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHu y BUpOGHMUTBI. 3MiHa

Ta KOHTPOSHO AKOCTi rOTOBOTO MiKapCbKOro
3acoby (3amiHa abo foaaBaHHA AinbHULI, Ha
SIKiM 30IACHIOETBCS KOHTPONbL/BUNPOBYBaHHS

cepii) BBegeHHs gogatkoBoi ainbHuui CIC

IHcTUTYT Ppeseniyc NM6X, HimeuunHa/SGS

Institut Fresenius GmbH, Germany ans
NPOBEAEHHS KOHTPOJSTHO SIKOCTi, BKIOYHO 3

(Hanpwvknag 3acTapinoro NoKasHuka)) BUNyYEHHS

iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepil

noKa3HUKOM MikpobionoriyHa ymcroTa npu
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BWMYCKY Ta NPOTSIroM TEPMiHY NpUAaTHOCTI.
YTOUHEHHs (DYHKLi 3aTBEpAXKEHNX BUPODHWMKIB
[M13 y BignNoOBIgHOCTI i3 3aTBEPMHKEHMM PO3AiTIOM

3.2.P.3.1.BupobHuk(n), 3MiH doyHKLUi
BMPOOHWKIB He Biadynocs. [ns BupobHuka
BepiHrep IHrenbxanm ®apma M'voX i Ko. KT,
HimeuunHa 3aTBepmkeHi yHKLUii: BAPOOHULTBO,
NnepBUHHE Ta BTOPUHHE MaKyBaHHS!, KOHTPOIb
SIKOCTi (BK/KOYHO 3 MOKA3HMKOM MikpobionoriyHa

BUPOOHMUTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
AinbHUL| BUpOBHULTBA ANst YacTUHKM abo BCbOro

3acoby (AinbHMUSA, Ha sikin npoBoasaTbea Byab-

AinbHuLi Pottengopd Papma M'mbX (Rottendorf

yncToTa) NPy BUMYCKy Ta NPOTArOM TEPMiHY
npuaaTtHocTi, BUNyck cepii. ns BupobHuka
BepiHrep IHrenbxam Xennac CuHrn Membep
C.A., I'peuis - BUpOBHULTBO, NEPBMHHE Ta
BTOPWHHE NaKyBaHHS, KOHTPOSb SKOCTI (3a
BUKITIOYEHHSIM MOKa3HMKa MikpoGionoriyHa
yncToTa) NpK BUMYCKy Ta NPOTSAroM TEPMiHY
NpyAaTHOCTI, BUMNYCK cepii. BBeAeHHs1 3MmiH
NPOTArom 6-Tu MicAUIB NiCNA 3aTBEPAXKEHHS.
3MminHn | TMny - 3MiHm 3 sikocTi. [oToBMIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3MiHW) BUKNaaeHHs!
TekcTy MKA gepxasHot MoBow. BBeaeHHs 3MiH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOXKEHHS.
3MinHn | TMny - 3MiHmM 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo JonycTMMUX MEX rOTOBOIO
nikapcbKkoro 3acoby (BUIYyYEHHs1 HE3HAYHOro
nokasHuKa (Hanpuknazg 3acTapinoro NokasHuka,
TaKoro sik 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB Y/ cMaKOBUX [0OABOK)) BUNYYEHHS
He3Ha4yHOro nokasHwvka 3i cneumdikadii M3
Mosanic® Tabnetku no 7,5 Mr — « CTUpaHHIiCTb».
[aHuin napameTp OXONMOETLCSA BUNPOOYBaHHAM
«TBepaicTb» B npoueci BUpobHuUTBa. BBeaeHHA
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBepAKEHHS. 3MiHM | TUny - 3MiHKM 3 aKoCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y

BMPOBHMYOro NpoLiecy roToBOro MikapcbKoro

sIKi BUpOOHWYI cTagii, 38 BUHATKOM BUMYCKY
Ccepiii, KOHTPOIO AKOCTi, NEPBUHHOIO Ta

BTOPWHHOIO MaKyBaHHS, ANs HECTEPUITbHUX
nikapcbkux 3acobiB) BBeAEHHS OAATKOBOI

Pharma GmbH), 3a agpecoto micusi

npoBagXeHHs aisnbHocTi OcTeHdenbaep
LLitpacce 51-61, 59320 EHHirepriox, HimeuunHa,

BiZNOBIganbHOro 3a BUpoBHULTBO
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

Hepo3hacoBaHOro NpoayKTy. BeBegeHHs 3amMiH
NpOTArom 6-Tv MiCSILIB MiCNsi 3aTBEPOXKEHHS.
3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. 3miHn y BUpoOHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOIO SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHS BUPOOHMKA, L0
BiAnoBsigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkntoyatoum KoHTponb/BunpobyBaHHs cepii -
BBeAEHHS 40oAaTKOBOI AinbHULI PoTTeHgopd
dapma MmM6X/Rottendorf Pharma GmbH, 3a
aApecoro Micua NpoBagKEHHS OisiNbHOCTI
OcteHdenbgep LWrpacce 51-61, 59320
EHnnirepnox, Himeuunna /Ostenfelder Strasse 51-
61, 59320 Ennigerloh, Germany, BignosigansHoi
3a BUNYCK cepii, BKMOYa4m KOHTPOSb SKOCTI (3a
BVKIIOYEHHSIM MOKa3HMKa mikpobionoriyHa
yncToTa), MpY BUMYCKY Ta NPOTATrOM TEPMiHY
npugatHocTi 113, Pegakropcbki npaBku po3giny
3.2.P.3.1.BUpo6HWK(-1) - BHECEHO peAaKLinHy
npaeKy 4O Ha3BM anbTepHaTUBHOI Nabopatopii
KOHTPOSIO 3a NOKa3HUKOM MikpobiornoriyHa
uncrota K'oEnCiEc NTA, MNpeuis, a came Ha3Ba
nponucaHa aHrmincbKot, a He rPeLbKO MOBOH).
IHCTPYKUis 4Nst MEAMYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby JONOBHEHa po3ainamu
"BupobHuk" Ta "Micue3HaxomxeHHst BUpobHUKa
Ta agpeca MicLs NPoBafXXeHHs Noro AisnbHOCTI"
y 3B'A3Ky 3 BBEEHHSIM [OOATKOBOro BUPOOHUKA,
BignoBiganbHOro 3a BMMNycK cepii, Ta K Hacnigok
- 3aTBEPKEHHS] TEKCTY MapKyBaHHS! YNakoBKU
nikapcbkoro 3acoby Ans Lboro BUpobHUKa.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBepAKEHHS. 3MiHuM | TMny - 3MiHKM 3 sKoCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BUPOBHMUTBI. 3amiHa abo BBeAEeHHS A0AaTKOBOI
OinbHWLi BUpoBHULTBA Ans YacTUHKM abo BCbOro
BUPOBHMYOro npoLecy rotToBOro nikapCbkoro
3aco0y (AinbHULA ANA NEPBUHHOIO NaKyBaHHS)
BBeJEeHHS 40AaTKoBOI AinbHuUi PoTTeHgopd
dapma NM6X/Rottendorf Pharma GmbH, 3a
a[pecoro MicUsi MPOBapKEHHS AisnbHOCTI AM
dnanrenpgans 3, 59320 EHHirepnox, HimeuunHa/
Am Fleigendahl 3 59320 Ennigerloh, Germany,
BigNoBiganbHOro 3a NepBMHHE NakyBaHHS.
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBEepAKEHHS. 3MiHN | TMny - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
[OinbHULI BUpOOHULTBA Anst YacTUHU abo BCbOro
BUPOBHMYOro NpoLecy rotoBoro fikapcbkoro
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3acoby (QinbHMUSA 4ns BTOPUHHOMO NakyBaHHS)
BBeAEHHS 40AaTKOBOI AinbHuLi PoTTeHgopd
dapma MM6X/Rottendorf Pharma GmbH, 3a
aApecoro MicLa NpoBagKeHHS QisnbHOCTI AM
dnavrengans 3, 59320 EHHirepnox, HimewunHa/
Am Fleigendahl 3 59320 Ennigerloh, Germany,
BigMOBiAanbHOI 3a BTOPMHHE NaKyBaHHS.
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicns
3aTBepMKEHHS. 3MiHN | Tuny - 3MiHM 3 SKOCTI.
["oToBMI nikapcbkuit 3aci6. 3MiHM y
BMPOOHMUTBI. 3MiHK Y NpoLeci BUpobHULTBa
roTOBOro MikapcbKoro 3acoby, BkI4aoym
NPOMIDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MpU
BMPOBHMUTBI rOTOBOrO MikapCbKoro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUpobHMLITBA)
BHeceHHs 3miH o n.3.2.P.3.3.0nuc
BMPOBHMYOro npoLiecy Ta Moro KOHTPOsio, a
came JoaaBaHH4 iHopMauii Wwoao vyacy
BUTPUMKM Hepo3dacoBaHoro npoaykty («Bulk
holding time - 12 months»). BBeaeHHs 3miH
NPOTArom 6-TW MicAUIB NiCNSA 3aTBEPAXKEHHS.
3MiHn | TMNY - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) 3MiHM BHECEHI Y TEKCT MapKyBaHHS
yNakoBOK NikapcbKoro 3acoby LWoao noroTuny
3asBHUKa. BBeaeHHS 3miH npoTarom 6-tn
MicsiLiB nicns 3aTBepoKEHHS

130.

MOBAJIC®

Tabnetkun no 15 mr
no 10 Tabnetok; no
1 abo 2 6nictepu B
KapTOHHI kopobui

BepiHrep
IHrenbxanm
IHTepHeLHn

B6X

HimeuvunH
a

BMPOBOHMLTBO, NEPBUHHE
Ta BTOPWHHE NaKyBaHHs,
KOHTPOSb AKOCTi (BKMIOYHO
3 MOKa3HUKOM
MikpobionoriyHa yncrorta)
npy BUMYCKY Ta NPOTSrom
TEePMiHy NpuaaTHoCTI,
BUWMYCK cepil:
BepiHrep IHrenbxanm
dapma 'm6X i Ko. KT,
HimeuunHa
BMPOOHMLTBO, NEpBUHHE
Ta BTOPWHHE NaKyBaHHS,
KOHTPOrb SKOCTI (3a
BUKIIOYEHHSIM NOKa3HWKa
MikpobionoriyHa yncroTta)
npy BUMYCKY Ta NPOTSIrom
TEepMiHy NpuaaTHoCTI,
BUNYCK cepii:
BepiHrep IHrenbxanm
Xennac CuHrn Membep
C.A,, Ipeduist
BMPOBHMLTBO, KOHTPOIb
SIKOCTIi (32 BUKIOYEHHSAM

HimeuuunHa/
Ipeuis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

cneuudikauin Ta/abo JONyCTUMNX MEX rOTOBOIO
nikapcbkoro 3acoby (BuUnNy4YeHHs He3Ha4YHOro
nokasHuka (Hanpuknag 3acTtapinoro nokasHvika,
TaKoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB Y/ cMaKOBUX [0OABOK)) BUNYYEHHS
nokasHuka cneuudikauii M3 «lgeHTudikauisa
MeTogom TLUX». lneHTudikadis
BM3HAYaTUMETbCA METOAOM PiANHHOT
xpomaTtorpadii 3@ Yacom yTpuMyBaHHs Ta YO
cnekTpoM. BBeieHHS 3MiH NnpoTarom 6-Tu
MicsaUiB nicns 3aTBepAXeHHS. 3MiHu | Tuny -
3MmiHu 3 sKkocTi. FoToBMIA Nikapcbkui 3acib.

KoHTponb roToBoro nikapcbkoro 3acody. 3MiHa

napameTpiB cneuudikauin Ta/abo gonycTummx

MeX roTOBOrO NikapCbKoro 3acoby (BunyYeHHs

HEe3Ha4yHOro nokasHuka (Hanpwvknag 3actapinoro
nokasHuKa, Takoro sik 3anax Ta cMak, abo
ineHTudikaLis 6apBHUKIB UM CMAKOBUX
[06aBoK)) BUNy4YEeHHS1 HE3HAYHOrO NMOKa3HUKA 3i
cneuudikauii M3 — «Po3mMipu» TabneTku.

3a
peuenmom

He
nidnseae

UA/2683/02/02




87

[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
nokasHuka

MikpobionoriyHa ynctoTa)
npu BUMYCKY Ta NPOTArom
TepMiHy NpUAaTHOCTI,
BWMNYCK cepil:
PotteHgopd ®apma
'M6X, HimewunHa
nepBUHHE Ta BTOPUHHE
nakyBaHHs:
PotteHgopd ®apma
'm6X, Himeuunna

BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKeHHs. 3MiHuM | Tuny - 3MiHM 3 AKOCTI.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTUMUX MEX FOTOBOIO
nikapcbKkoro 3acoby (BMIyYeHHs1 HE3HAaYHOro
nokasHuka (Hanpuknag 3acTapinoro nokasHuka,

TaKoro sik 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB UM cMakoBUX J0OaBOK)) BUNyYEHHS
He3HayHOro nokasHuka 3i cneumdikauii M3 —

«OpHopigHicTb Macu». MNoka3Huk
KOHTPOMIETLCS B NpoLeci BUpobHuuTBa.
PepakTopcbki npaBky LWOAO NOKa3HUKa
«OaHOpIgHICTb 4O30BaHNX OAMHWLb 32
OfHOpIAHICTIO BMICTY» (pignHHa
xpomaTorpadis). BeegeHHs1 3aMiH npoTsarom 6-tu

MicaUIB Micnsa 3aTBepMKeHHS. 3miHu | Tuny -

3MiHM 3 skocTi. [0TOBMI Nikapcbkuii 3acit.

KoHTporb roToBoro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadiv Ta/abo gonyctummx
MEX roTOBOrO flikapcbKoro 3acoby (Buny4eHHs
HEe3Ha4yHoro nokasHvka (Hanpuknag sacTtapinoro
nokasHuKa, Takoro sik 3anax Ta cmak, abo
ineHTudikauis GapBHMKIB UM CMaKOBUX
[06aBoK)) BUNMy4YEeHHS HE3HAYHOTO NOKa3HUKa 3i
cneundikadii M3 — «Yac po3nagaHHsy». OaHuin
NMOKa3HUK KOHTPOMOETLCS B MPOLECI
BUPOGHLMTBA, OKpPiM TOro B crieumdikauii

KOHTPOMIOETLCS MOKA3HUK «PO34YMHEHHS».
BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBepAKEHHS. 3MiHM | TUny - 3MiHKM 3 sKoCTi.

[oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo OoNyCTUMUX MEX rOTOBOIO
nikapcbKkoro 3acoby (A0NOBHEHHS crieumdikavii
HOBMM MOKA3HMKOM 3 BiAMNOBIiAHUM METO40M
BUNpoOyBaHHs) AoaaBaHHs B crnieumdikauio 13
Ons nokasHuka «laeHTndikauisy - ineHTudikauii
Mernokcukamy metogom PX (vac
yTpUMyBaHHA+Y®-cnekTp). BBeaeHHs 3miH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOKEHHS.
3miHu | TUNY - 3miHK 3 gkocTi. FoToBUIA

nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y

TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roToBOro NMikapcbKoro 3acoby (3MiHa B yMoBax
36epiraHHsa roToBOro nikapcbkoro 3acoby abo
nicnst po34nHEHHs/BigHOBNEHHSA) 3MiHa
pekoMeHAoBaHUX yMOB 306epiraHHs Ans
roTOBOrO MiKapCbKOro NPoAyKTa - 3 «He BULLE
25°C» Ha «He BuLle 30°Cy». 3MiHM BHECEHI B
po3gin "YmoBu 36epiraHHs" B iHCTpYyKLUIito Ans
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

MeAMYHOro 3aCTOCYBaHHSI NikapcbKoro 3acoby
Ta K HACMiAoK - Y TEKCT MapKyBaHHSA YNakoBOK
nikapcbkoro 3acoby. BBegeHHs1 3MiH NpoTsrom
6-TK MicsauiB nicna 3aTBepaXXeHHs. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA nikapcbkuid 3aci6.
KoHTpOsb AONOMiDKHMX peqoBUH. 3MiHa
napameTpiB cneundikadi Ta/abo gonycTummx
MeX AN JONOMIKHOI PEeYOBUHU (BUMYYEHHS 3i
cneumdikaLii He3Ha4YHOro NokKasHuKa
(Hanpuknag 3acTapinoro nokasHuka)) BUMy4YeHHs
nocunanHa Ha Papmakoneto AnoHii 3 posainy
3.2.P.1. Onuc i cknap J13. JogaTkoBO, HE3HaYHi
penakTopChKi NpaBkM po3ainy woao pyHKUin
AOMOMDKHMX PEYOBUH Ta Ha3Bu napameTpy
«3aranbHa maca TabneTtkvy». BBegeHHs 3MiH
NPOTArom 6-Tu MicAUIB NiCNSA 3aTBEPAXKEHHS.
3MmiHu | TUnY - 3miHm 3 AkocTi. FoToBUI
nikapcbkuii 3aci6. 3miHn y BUpo6HMUTBI. 3MiHa
iMnopTepa/amiHn, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOJSTO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHSA AinbHULI, Ha
SKi 34INCHIOETHCA KOHTPOSL/BUNPOOYBaHHS
cepii) BBegeHHs gogatkoBoi AainbHuui CI'C
IHCTUTYT PpeseHiyc 'MOX, HimewunHa/SGS
Institut Fresenius GmbH, Germany ans
NpoBeAeHHS KOHTPOMIO SIKOCTI, BKITIOYHO 3
noka3HUKOM MikpobionoriyHa ynuctoTa npu
BWMYCKY Ta NPOTSIroM TEPMiHY NpUAaTHOCTI.
YTOYHEHHs DYHKLi 3aTBEPAXKEHNX BUPOOHMKIB
N3 y BignoBigHOCTI i3 3aTBEPAKEHUM PO3AINOM
3.2.P.3.1.BupobHuk(un), 3MiH dyHKUil
BMPOGHMKIB He Biabynocs. [ins BupobHuka
BepiHrep IHrenbxanm dapma Mvb6X i Ko. KT,
HimeuunHa 3aTBepmKeHi yHKLii: BUPOGHMUTBO,
NnepBUHHE Ta BTOPUHHE MaKyBaHHS, KOHTPOMb
AKOCTI (BKIMKOYHO 3 NOKa3HUKOM MikpobiomnoriyHa
yncToTa) Npy BUMYCKY Ta NPOTSAroM TEPMiHY
npuaaTHOCTI, BUNYyCK cepii. [ina BupobHuka
BepiHrep IHrenbxanm Xennac Cuxirn Membep
C.A., peuis - BUAPOGHMLTBO, NEPBUHHE Ta
BTOPWHHE NaKyBaHHS, KOHTPOIb SKOCTI (3a
BVIKITIOYEHHSIM MOKa3HMKa MikpobionoriyHa
yncToTa) NpY BUMYCKY Ta NPOTSAroM TEPMiHY
npuaaTHOCTI, BUNYCK cepii. BBeaeHHs 3MiH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPXKEHHS.
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLwi 3MiHW) BUKNaaeHHs
Tekcty MKA gepxasHoto MoBoto. BBegeHHS 3MiH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPXKEHHS.
3miHu | TMny - 3miHu 3 AkocTi. FoToBUIA
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nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
abo BBeAEHHS 40AaTKOBOI AiNbHUL
BMPOGHMLTBA ANs YacTUHU abo BCbOro
BMPOGHMYOro NPOLECY FOTOBOrO NiKapCbKOro
3acoby (AinbHULSA, Ha Sk NpoBOAATLCS Oy ab-
SKi BUPOOHWUYI cTagii, 3a BUHSATKOM BUMYCKY
Cepin, KOHTPOMIO SAKOCTI, NEPBUHHOIO Ta
BTOPWHHOIO MaKyBaHHS, Asl HECTEPUITBHUX
nikapcbkux 3acobiB) BBeAeHHS 404ATKOBOI
ninbHuui PotteHgopd ®apma M'mbX (Rottendorf
Pharma GmbH), 3a agpecoto micusi
npoBagXeHHs gisinbHocTi OcTeHdenbaep
LWrpacce 51-61, 59320 EHHirepnox, Hime4uunna,
Bi4NOBIganbHOro 3a BUPOOHULTBO
Hepo3hacoBaHOro NpoaykTy. BeeaeHHs amMiH
NPOTArom 6-Tu MicAUIB NiCNSA 3aTBEPAXKEHHS.
3MmiHu | TUnY - 3miHm 3 AkocTi. FoToBUI
nikapcbkuii 3aci6. 3miHn y BUpo6HMUTBI. 3MiHa
iMnopTepa/amiHn, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOJSTO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHS BUPOOHMKA, LLO
Bignosigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkrtoyatoumn koHTponb/BunpobyBaHHs cepii -
BBEAEHHA A0AATKOBOI AinbHuUUi PoTTeHaopd
dapma M6X/Rottendorf Pharma GmbH, 3a
a[pecoro MicLisi TPOBaKEHHS AifNbHOCTI
OcteHdenbaep LWrpacce 51-61, 59320
EHHirepnox, HimeuunHa /Ostenfelder Strasse 51-
61, 59320 Ennigerloh, Germany, BignosigansHoi
3a BUNYCK cepii, BKMOYa4n KOHTPOSb SIKOCTI (3a
BVKIMIOYEHHSIM MOKa3HKKa MikpobionoriyHa
yncToTa), MpY BUMYCKY Ta NPOTATOM TEPMiHY
npuaaTHocTi [T13. PegakTopcbki npaBku po3ainy
3.2.P.3.1.BUpo6HuUK(-1) - BHECEHO peaaKLiiHy
npaBKy A0 Ha3BW anbTepHaTVBHOI NabopaTtopii
KOHTPOIO 3a MNOKa3HWKOM MikpobionoriyHa
ynctota K'oEWCiEc NTA, Mpeuis, a came Ha3Ba
nponucaHa aHrmincbKo, a He rPeLbKO MOBOH).
IHCTPYKUis ANSt MEAMYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby AonoBHEHa po3ainamm
"BupobHuK" Ta "MicLe3HaxogkeHHsi BUPOOHUKa
Ta agpeca MicLsl NPOBaXeHHs NOro AisnbHOCTI"
y 3B'AI3Ky 3 BBEAEHHAM [04aTKOBOro BUPOOHWKa,
BignoBigansHOro 3a BMMNycK cepii, Ta sk Hacnigok
- 3aTBEPPKEHHS! TEKCTY MapKyBaHHS! YMaKOBKU
nikapcbkoro 3acoby Ans Lboro BUpobHUKa.
BBeneHHs 3miH NpoTArom 6-Tu MicsuiB nicnsi
3aTBEepAKEHHS. 3MiHN | TMny - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkuii 3aci6. 3MiHK y
BUPOOHMUTBI. 3amiHa abo BBeAEHHS A0AaTKOBOI
[OinbHUUI BUpOBHULTBA ANst YAaCTUHU abo BCbOro
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BUPOBHMYOro NpoLecy roToBOro fikapCbkoro
3acoby (AinbHUUSA ANS NEPBUHHOTO NaKyBaHHS)
BBeAEHHS 40AaTKOBOI AinbHULI PoTTeHaopd
dapma MM6X/Rottendorf Pharma GmbH, 3a
aapecoro MicLst NPOBaMKEHHS AisNbHOCTI AM
dnavrenHgans 3, 59320 EHHirepnox, HimeuunHa/
Am Fleigendahl 3 59320 Ennigerloh, Germany,
BigNoBiganbHOro 3a NepBMHHE NakyBaHHS.
BBegeHHs 3miH npoTsArom 6-Tm MicsuiB nicnsi
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHM 3 SKOCTI.
['oTOBWI NiKapCbkuWii 3aci6. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBeAeHHs A0AaTKOBOI
OinbHUUi BUpOBHMLTBA Anst YacTUHU abo BCbOro
BMPOBHMYOro npoLecy rotoBoro nikapCbkoro
3acoby (QinbHMUSA 4Ns BTOPMHHOMO NakyBaHHS)
BBEAEHHA A0AATKOBOI AinbHuUUi PoTTeHaopd
dapma 'M6X/Rottendorf Pharma GmbH, 3a
aApecoro MicLa NpoBaKEHHS QisnbHOCTI AM
dnavrenpans 3, 59320 EHHirepnox, HimeuunHa/
Am Fleigendahl 3 59320 Ennigerloh, Germany,
BiANOBIgaNbHOI 3@ BTOPUHHE NaKyBaHHS.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepAKEHHS. 3MiHuM | Tuny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. 3miHK y
BMPOGHMUTBI. 3MiHM y NpoLeci BUpobHMLTBa
roTOBOro NiKapcbKoro 3acoby, BKIYaum
NPOMIDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MpU
BMPOGHMLTBI FOTOBOrO NiKapCcbKoro 3acoby
(He3HayHa 3MiHa y npoueci BUpobHuLTBA)
BHeceHHs 3miH o n.3.2.P.3.3.0nuc
BMPOGHMYOro NpoLEeCy Ta MOro KOHTPOrto, a
came foAaBaHHSA iHpopmalii Lwoao vacy
BUTPUMKM Hepo3dacoBaHoro npoaykty («Bulk
holding time - 12 months»). BBeaeHHs1 3miH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOKEHHS.
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHKM) 3MiHN BHECEHI Y TEKCT MapKyBaHHS
YyNaKoBOK JiKapCbKoro 3acoby LLoao norotuny
3asiBHWKa. BBeaeHHs 3MiH NpoTarom 6-tu
MicsLiB nicns 3aTBepAKEHHS

131.

MOKCU®IOK
CAUVH

PO34MH Ans iHdy3in,
400 mr/250 mn; no
250 mn y nnsAwui
CKINSHIN (bnakoHi);
no 1 NAsWUi CKNsAHINA
(dbnakoHi) B nayui

TOB
"APTEPIYM
nTa”

YkpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. oToBUMI
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO fikapcbKoro 3acoby (36inbLueHHs
TepMiHy NpuaaTHOCTi FOTOBOIO fiKapCbKoro
3acoby) - [1ns TOproBoi ynakoBKu
(nigTBEpPAXYETHCS AAHUMU pearnbHOro Yacy) -
36iNbLUEHHSI TEPMiHY NPUAATHOCTi FOTOBOIO
nikapcbkoro 3acoby 3 18 micsauiB o 2 pokiB.

3a
peuerimom

He
nidnsizae

UA/19671/01/01
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132.

MyuuTyC

kancynu no 300 mr,

Makneogc

IHAisA

3MiHV BHECEHO B iHCTPYKLiO 4151 MEAUYHOIO
3aCTOCyBaHHS nikapcbkoro 3acoby y po3gin
"TepMmiH npuaaTHocTi". BBEeAeHHSA 3MiH NpoTarom
6-TV MicsaLiB nicns 3aTBEPOKEHHS

noceid4yeHHs1

133.

HAN3®

no 6 kancyny
cTpuni; no 2 abo no
5 ctpunis y
KapTOHHIN ynakoBLi

Tabnetku no 100 mr

dapmacbrThK
anc Jlimiteg

Makneoac

dapmacktoTukanc Jlimiteq

IHAis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3Mminn Il Tuny - 3miHm 3 akocTi. ADI.
Bvpo6bHuuTBO. 3MiHa BUpOGHUMKa
BWXiAHOro/npoMmipKHOrO NPOAYKTy/peareHTy, Lo
BVIKOPVCTOBYIOTBCS Y BUPOOHMYOMY npoLieci
A®I, abo 3amiHa BUpOBHMKa (BKNtoYatouu, ge
HeobXigHO, MicLie NPOBEAEHHS KOHTPOMIO SKOCTi)
A®I (3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoOMy
[ocbe)(BBEAEHHS HOBOrO BUPOOHUKa AdI 3
HadaHHsaM MacTep-daiina Ha ADl) BBegeHHs
nopaTtkoBoro BMpoGHuka anst A®l Epgoctein
(ansa posysaHHst 300 mr)

Delta Finochem Pvt.Ltd. (Gat No: 350, Village:
Wadivarhe, Tai: Igatpuri, Dist: Nashik- 422 403,
State: Maharashtra, India Tel 02553-
282800/282801) oo Bxe 3aTBEpAKEHOro
BupobHmka Hwail Pharmaceutical Co., Ltd.57
(Jeyakgongdan 3 — gil, Hyangnam - Eup,
Hwaseong — Si, Gyeonggi —Do, Republic of
Korea Tel No.: +82 31 628 3751, Fax No.: + 82
31353 3719) BeegeHHs 3MiH NpoTArom 6-tu
MicsiLiB Micnsi 3aTBEPAXKEHHS.

3a
peuyerimom

UA/5589/01/02

134.

HANTE3IH®

no 10 Tabnetok y
GnicTepi; no 2
Gnictepu B
KapTOHHI kopobLyi

O-p Peapi'c
Jlaboparopic
N1

IHAin

O-p Penpi'c Nabopatopic
Jitg, ®TO - 11, IHgisa; O-p
Pepnpi'c Nabopatopic

Nimiten, IHAais

IHAis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHu | TMny - 3MiHK Woao

6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.

3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro

3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ans

MeAMYHOro 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS nikapcbKoro 3acody B
nicnsipeecTpauinHuii nepiog, abo sk pesynbtat
OLLiHKM 3BiTY 3 JOCHNIOKEHb, NPOBEAEHUX
BigMNOBIQHO 40 MnaHy nejiaTpuyHUX AochigKeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHNM OpPraHoMm).

3MiHM BHeCeHi 0 iIHCTPYKLUii ANst MeguyHoro

3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3acTocyBaHHA", "MobiuHi peakuii”
BiNOBIQHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
[iroYoi pevoBrHN. BBeaeHHs 3MiH NpoTsrom 6-tu
MiCsILiB Micnsi 3aTBEPAXKEHHS.

3a
peuenmom

He
nidnseae

UA/3458/02/01

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkKoto, no 275

mr, no 10 TabneTtok

KPKA, 8.4,
HoBo mecTo

CnoseHisi

BiANOBiganbHUI 3a

BMpo6bHMUTBO "in bulk",
NEPBUHHY Ta BTOPUHHY
YNaKoBKY, KOHTPOIb Ta

CnoseHisi/IH
ais

BHECEHHS 3MiH [0 peecTpauinHuX MaTepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmMakoHarnsay

(iHWi 3MiHW) - 3MiHM BHeceHO B IHCTpyKLUito Ans

6e3
peuenma

nidnsizae

UA/8938/01/01
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y BnicTepi; no 1 abo
2 bnictepu B
KapTOHHIl kopobui

Bunyck cepii: KPKA, a.4.,

Hoso mecTo, CrnoBeHis;
BigNOBiganbHUM 3a
BUpobHMUTBO "in bulk",
NEepPBUHHY Ta BTOPUHHY
ynakoBky: KOHiuem
JlabopaTopiec JimiTes,
IHaisa

MeONYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby
00 posgainy "3acTtocyBaHHs y nepiog BariTHOCTi
abo rogyBaHHs rpyaao” BignosigHo 4o
OHOBJEHOI iHhopMmalii Wwoao 6e3neku
3aCTOCyBaHHsI Nikapcbkoro 3acoby. BeeaeHHst
3MiH NpoTSArom 6-Tu MicsuiB nicns
3aTBepAKeHHSs; 3MiHK | Tuny - 3MiHK Wozo
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
3MiHa y KOpPOTKil XapaKTepuCTuLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeOU4YHOro 3aCToCyBaHHs Ha nigcTasi
perynsipHo OHOBIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiMNOBIQHO 4O MaHy nefiaTpuyHuX AocnigkKeHb
(PIP) (iHLi 3MiHK) - 3MiHM BHECEHO B IHCTPYKLIitO
0N MegUYHOro 3acTocyBaHHS NikapcbKoro
3acoby ao po3ainy "B3saemogisi 3 iHWMK
nikapcbknumun 3acobamu Ta iHWi Buay B3aemogin"
BiANOBIQHO 4O OHOBMEHOI iHopMaUii Woao
6esnekn 3aCToCyBaHHS MikapcbKoro 3acoby.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEpPOKEHHS

135.

HEWPOTUINIH

PO34MH OparnbHUiA,
600 mr/7 mn; no

7 Mn 'y dpnakoHi; no
10 donakoHiB y
KopoOLji 3 KapTOHY;
no 7 mny cawe; no
20 cawwe y kopobui 3
KapTOHY

TOBAPUCTB
03
OBMEXXEHO
o
BIOMNOBIOAN
bHICTIO
«KOPIMOPALII
A
«3[0POB’'A»

YkpaiHa

ToBapucteo 3 obmexeHoro

BigNoBiganbHIiCTIO
"®apmMaueBTnYHa
KoMnaHisi "3gopos's"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MmiHa 3asBHuka J13 (MIBM) (BnacHuka
peecTpaLinHOro NocBigYeHHs) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460). TepmiH BBeAEHHS
3MiH NpoTSrom 6-Tu Micauis nicnsa
3aTBEpAKEHHS. 3MiHuM | Tuny - 3MiHM WwWoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3MiHM [0 y3aranbHeHWX OaHWUX
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHEHUX AaHUX Npo cuctemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa ANs 34iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BignoBiganbHOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-thanna cuctemm
hapmakoHarnsigy). 3miHa yrnoBHOBaXxeHoi ocobu
3asBHVKa, BignosiganbHoI 3a hapmMakoHarnsa.
[itoya pepakuisn: LesueHko OneHa IropisHa.
MponoHoBaHa pegakuisi: MaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOi 0COOU 3asBHNKA,
BigNoBiganbHoi 3a dapmakoHarnag. 3MiHa

3a
peuerimom

UA/16351/01/01
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HOMepa macTep-dainna cuctemm
dapmakoHarnsgy.

136.

HIBOPAN®

kpeM, 20 mr/r; no 15
ry Ty6i; no 1 Ty6i B
KapTOHHIN ynakoBuj

CTAOA
ApuHanmitTen
b Al

HimeyvunH
a

AHcceH dapmaleBTuka

HB

Benbria

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
TexHivyHa nomunka (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460).
BunpaeneHo TexHi4YHy NOMUIIKY Yy 3MiHax ao
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby (Tabnuykax), 4onyLeHy y
narti 3aTBepakeHHs Ta Homepi Hakasy MO3
YkpaiHn: 3aTBepakeHo:
3ATBEPIXXEHO
Hakas MiHictepcTBa 0XOpOoHU
340poB’s YKpaiHu
30.04.2015 Ne 257
PeecTtpauiive nocsig4yeHHs
Ne UA/9849/01/01
3anponoHoBaHo:
3ATBEPO>KEHO
Haka3s MinictepcTBa OXOpPOHHM
300poB’A YKpaiHu
15.06.2020 Ne 1394
PeecTtpauiive nocsig4yeHHs
Ne UA/9849/01/01
3a3HaueHe BMNpaBneHHs Bignosigae
MaTepianam peectpauiiHoro ocbke.

6e3
peuyenma

UA/9849/01/01

137.

HOBOKC®-
500

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkot, no 500
Mr; no 5 TabneTtok y
6nicTepi; no 1
6nictepy B
KapTOHHIN ynakoBLii

OPTAHOCWIH
NAVIOGCAEHC
U3 (Ed 3ET 1)

OAE

EBepTompkeH Jland
CaeHcus Jlimiten

IHAis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHM y KOPOTKiVi XapakTepucTuLli nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ans
ME[NYHOro 3aCTOCYBaHHS
reHepuyHnX/ribpnaHnx/6ionoaibHux nikapcbkmx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
Ha[aHHS XOAHNX HOBMX AOAATKOBUX AaHWX) -
3MiHU BHEeCEeHO A0 IHCTPYKLUii AN MeauYHOro
3aCTOCYBaHHSA nikapcbkoro 3acoby y po3ainu
"MpoTunokasanHHs", "OcobnueocTi
3acTocyBaHHs1", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHs rpyaato”, "3aartHicTb
BMMMBATU Ha LUBUAKICTb PeaKLii Npy KepyBaHHi
aBTOTpaHCcnopToM abo iHWMMKU MexaHi3mamn”,
"Mo6iuHi peakuii” 3rigHo 3 iHbopMmaLieto Wwoao
Me[NYHOro 3aCTOCYBaHHs peepeHTHOro
nikapcbkoro 3acoby (Tavanic 500 mg film-coated
tablets). BBegeHHs1 3mMiH npoTarom 6-Tu micsiis
nicns 3aTBepakeHHst; 3MiHu | Tuny - 3miHn Wwono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHK) - 3MiHW BHeceHo Ao IHCTpyKUii Ans
MEeOUYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3gin "MobivHi peakuii" Woao BaXnUBOCTI

3a
peuerimom

He
nidnsicae

UA/12673/01/01
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3BiTyBaHHS Npo nobivHi peakuii. BBeaeHHs 3MiH
NpoTArom 6-T MicsILB Nicnsi 3aTBEpPAKEHHS

138.

HOBOKC®-
750

TabneTtkn, BKPUTI
NNiBKOBOIO
o6ornoHkoto, no 750
Mr; no 5 TabneTtok y
GnicTepi; no 1
6nictepy B
KapTOHHIN ynakoBLi

OPTAHOCWH
NAN®GCAEHC
U3 (E® 3ET 1)

OAE

EBepTomxkeH Jand
CaeHcus Jlimiten

IHAis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
3MiHW y KOPOTKilA XapaKTepuUCTu1Li NikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLUii Ans
MeOMYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpuaHnx/6ionogidHNX Nikapcbknx
3acobiB nicns BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3mMiHa He noTpebye
HaflaHHS XOAHWUX HOBMX AOAATKOBUX AaHWX) -
3MiHM BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"MpoTunokasaHHs", "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog
BariTHOCTi abo rogyBaHHs rpyaar”, "3aaTHicTb
BNANBATU Ha LWBUAKICTb peakLii Npy kepyBaHHi
aBTOTpaHCNopToM abo iHWKMMK MexaHiamamn",
"Mo6ivHi peakuii" 3rigHo 3 iHpopmaLieto Wwoao
MELNYHOro 3aCTOCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (Tavanic 500 mg film-coated
tablets). BBegeHHs1 3MiH NpoTsirom 6-Tu MicsiLiB
nicnsa 3aTBepaKeHHst; 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHK) - 3MiHK BHECeHO A0 IHCTPYKUii Ans
MEeAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby y
po3gin "MobiyHi peakuii" Woao BaxXnUBOCTI
3BiTyBaHHSA Npo NobiyHi peakuii. BBeaeHHs 3MiH
NpoTSArom 6-Tn MicsiLiB Nicns 3aTBepAKEHHS

3a
peuenmom

He
nionsieae

UA/12673/01/02

139.

HOPMOIPEC

Tabnetku no 10
Tabnetok y 6nictepi,
no 2 6nictepuny
nayui; no 10
Tabnetok y
Gnictepax

AT
"KNIBCbKWI
BITAMIHHWY

3ABOL"

YkpaiHa

AT "KWIBCbKUN

BITAMIHHWW 3ABOL"

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHn | TUny - 3MiHm 3 gKkocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkint hapmakonei/MoHorpadii.
MopaHHsa HoBOro abo OHOBMEHOro cepTudikara
BignNoBigHOCTI abo BUny4eHHs1 cepTudikata
BigNOBIAHOCTI €Bponenchkin chapmakonei: ans
AdIl; onsa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
[OOMOMDKHOT peyoBuHM (cepTudikaT
BigNOBigHOCTI EBponeiichki hapmakonei) -
OHoBneHun cepTudikar Bif yke 3aTBepAKEHOIO
BMpO6HWKa. MNogaHHA oHoBNeHoro ceptudikaTa
BignoBigHoCTI EBponelickkin hapmakonei R1-
CEP 2006-011-Rev 04 (3aTtBepaxeHo: R1-CEP
2006-011-Rev 02) ans [itoyoi pevoBunHu
rigpoxnopTia3unay Bifg 3aTBepOXKEHOro
Bupo6Hnka CHANGZHOU PHARMACEUTICAL
FACTORY, China.

3a
peuenmom

UA/3668/01/01

140.

HO-COJIb®

crpew HazanbHuM

AT "dapmak”

YkpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH 40 peecTpauinHnx maTtepianis:

6e3

UA/1877/02/01
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PeecmpauyitiHa npoyedypa

aidnycky

peuernma

yeaHHsT*

peecmpauiliHo2o
noceid4yeHHs1

3BONOXYIO
4mn

0,65 %, no 10 mny
dnaKkoHi CKNsHoMYy;
no 1 donakoHy y
nayui 3 KapToHy; no
15 mn y cpnakori
nonieTMneHoBoMy;
no 1 donakoHy 3
[03aTopoM y naydi 3
KapTOHY

3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
nikapcbkuit 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3acit. 3miHa
napameTpiB cneuudikadi Ta/abo gonycTummx
MeX NePBUHHOI YMaKoBKN FOTOBOTO NiKapCbKOro
3acoby (fonoBHeHHs cneundikauii HoBUM
NOKa3HMKOM 3 BiANOBiAHUM MeTOA0M
BMNPOOYBaHHS) OHOBMNEHHs po3gdiny 3.2.P.7
Cuctema KoHTelHep/3akynoptoBanbHuii 3acib, a
camMe [OMNOBHEHHS creundikaLii Ha Hacoc —
[03aTop 3 po3nunioBa4emM HasanbHOro
NPU3HaYeHHs NOKa3HUKOM «laeHTudikauiay.
3MinHn | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. Cuctema
KOHTeHep/3aKynoptoBanbHuiA 3aci6. 3MiHa
napameTpiB cneundikaui Ta/abo gonycTummx
MeX NepPBUHHOI YMaKoBKN FOTOBOTO NiKapCbKOro
3acoby (iHLWi 3MiHK) yHidikauis posainy 3.2.P.7
Cuctema koHTelHep/ 3akynoptoBanbHUiA 3acio, a
came BHECEHHS 3MiH 0 creumdikaLii Ha Hacoc
— [03aTOp 3 pO3NuoBaYeM Ha3anbHOro
npu3HayYeHHs 3a M. «30BHILLHIN BUrMAOY,
«Po3mipuy, «'epmeTnyHicTb», «OgHOpPIOHICT
macuy, «MikpobionoriyHa unctota». 3mMiHm |
Tuny - 3MiHM 3 siKoCTi. [OTOBMI Nikapcbkui
3aci6. Cuctema KoHTelHep/3aKynoptoBanbHU
3acib. 3MiHa nocTayanbHWKa NakyBanbHUX
maTepianis abo KOMMNEKTYYMX (SKLLO
3a3HayeHo B 4OCbe) (3aMiHa abo [oAaBaHHSA
nocTayarnbHuKa) BHECEHHS anbTepHaTUBHOIO
nocrtavanbHuKa Hacoca — fjo3aTopa 3
po3nuoBayem HasanbHoro npusHaveHHs TOB
«®apmmalLl» YkpaiHa, WO iAeHTUYHUA 0
3aTBepOKeHOro Hacoca — fjo3aTopa 3
po3nuoBa4YeM HasasnbHOro NpusHavyeHHs
BMpobHuuTBa Aptar Radolfzell GmbH,
HimeyunHa

3a

UA/17079/01/01

141.

om3on

NMOpPOLLOK Ans
PO34mMHY Ans
iHdy3in, 40 mr; no 1
abo no 10 cnakoHis
3 MOPOLLKOM Y
KopoOGLi

OPTAHOCVIH
NAVIOCAEHC
U3 (E® 3ET 1)

OAE

BI/IpOGHI/ILlTBO 3a NOBHUM

umknom: Codpapimekc —
IHaycTpia Kimika e
dapmachbtoTika, C.A.,

MopTyranis; BUPOGHMLUTBO

Hepo3dacoBaHoro
npoaykTy, NepBUHHE

nakyBaHHsi: JEBA XongiHr

En. Ec., TypeuumHa

MopTyranis/
TypeyunHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MmiHu | TUNY - AgMiHICTPaTUBHI 3MiHW.
BunyyeHHs1 BUpOGHMYOI AinbHULI (BKMHOYa4um
AinbHUUi gna A®Il, npomixkHoro npoaykty abo
roTOBOro nikapcbKoro 3acoby, AinbHWLi Ans
npoBeAeHHs NakyBaHHs, BUPOOHUKa,
BignoBiganbHOro 3a BMNyck cepin, micue
NpoBeAEHHS! KOHTPOTo cepii) abo
nocravanbHWKa BUXIQHOrO MaTepiany, peareHty
abo [OMOMIXKHOI PEUYOBMHM (SIKLLO 3a3HAYEHO Y
[OCbE) - BUINYyYEHHS OaHI€el 3 ABOX BUPOOHUUMX
AinbHWUb BUpobHuka A®l Omenpasony ESTEVE

QUIMICA S.A. Poligon Industrial Moli de Les

Planes Font de Bocs S/N C-35, Km.57 08470

peuerimom
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142.

OMHOMNOH-

PO34MH AN iH'eKuin

TOBAPUCTB

Sant Celoni, Barcelona Spain; 3mitu | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTuddikat BignoBigHOCTI EBpoONENChKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIIEHOTO cepTudikaTa BigNoBiAHOCTI abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponenickkin hapmakonei: gns A®l; ans
BMXiAHOro mMaTtepiany/peareHTy/npOMiKHOro
NpoayKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ona gonomixkHoT pe4oBuHU (cepTudikat
Bi4NOBIigHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif yXKe 3aTBEpAXEHOro
BMPOGHKKa - NogaHHsi OHOBIIEHOro cepTudikata
BiAnoBigHOCTi €Bponencekini hapmakonei Ne R1-
CEP 1998-145 - Rev 10 (3atBepakeHo: R1-CEP
1998-145 - Rev 06) a4ns gito4oi pe4oBuHM
Omeprazole Big BXe 3aTBEpHKEHOrO
BUPOGHMKa, SIkuiA 3MiHMB Ha3By Ha ESTEVE
QUIMICA S.A. (3atBepmxeHo: UNION QUIMICO
FARMACEUTICA, S.A.); 3miHu | Tuny - 3miHn 3
sikocTi. [oToBUI Nikapcbkuii 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHa po3mipy cepii (Bkntoyarum
[iana3oH po3Mipy cepii) roToBOro MnikapCbKoro
3acoby (3meHLweHHst Ao 10 pasiB) - BBEAEHHsI
[04aTKOBOro po3Mmipy cepii roToBOro
nikapcbkoro 3acoby 50 500 dnakoHis
(3aTBepmxeHo: 66 666 dnakoHis, 5000
nakoHiB, 12619 cnakoHiB). 3miHa B p.
3.2.P.3.2. Cknap Ha cepilo, a came yTOYHEHHS
opMyInOBaHHS HOPMYBaHHSI MPUMITOK

noceid4yeHHs1

3H

no 1 mn B amnyni;
no 5 amnyny
6nicTepi; no 1 abo 2,
abo 20 GnictepiB y
KopoobLi

03
OBMEXEHO
tOo
BIAMOBIOAN
bHICTIO
"KOPMOPALII
A
"300POB A"

YkpaiHa

BiANOBIgANbHICTIO
"XapkiBcbke
cdapmaLeBTUYHe

Hapoay"

ToBapuCTBO 3 06MEXeHOI0

nignpuemcTteo "300poB'st

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYyKLUii Ans
MeAMYHOro 3aCTOCYBaHHsI Ha MiAcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbtat
OLLiHKM 3BITY 3 JOCHIOKEHb, NPOBEAEHUX
BiMNOBIQHO 40 NMnaHy negiaTpuyHuX AocnigXeHb
(PIP) (3miHy y3roa»eHo 3 KOMNETEHTHUM
yMOBHOBaXeHNM opraHoM) 3MiHN BHECEHO B
IHCTPYKUito AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sginis "Baaemogis 3
iHWMMM nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogin", "OcobnmnBocTi 3acTocyBaHHs",
"Cnoci6 3acTocyBaHHs1 Ta fo3u", "MobivHi
peakuii” BignoBigHO 4O OHOBMEHOI iHchopmaLii

wono 6e3neku 3aCTOCyBaHHSA aitoumnx pevyoBuH

3a
peuenmom

He
nidnseae

UA/5179/01/01
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3rigHo 3 pekomeHzauieto PRAC. BeegeHHs 3MiH
NpoTHArom 6-Tu MicsILiB Nicnsi 3aTBEpPAKEHHS

143.

O®TOJIK

Kpanni o4yHi no 10
M1y NacTUKOBOMY
dnaKkoHi-
KpanenbHuui; no 1
dnakoHy-
KpanenbHuui y
KapTOHHIN nayui

CEHTICC
SAPMATIBT.
nTa.

IHAisa

CEHTICC ®APMA MBT.

nTao.

IHAis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
npoBagXXeHHs AisnbHOCTi BUPOGHMKa
(Bkntoyatouwn, 3a HeobXigHOCTI, MicLe
npoBeAeHHs KOHTPOHO AKOCTi), abo BNacHuka
MacTep-canna Ha A®l, abo nocTayanbHuKa
Adl/BnxigHoro maTepiany/peareHTy/npoMiKHOro
NPOAYKTY, O 3aCTOCOBYHOTHCS Y BUPOOHULTBI
A®| (sKLLO 3a3Ha4YeHO Y AOCbE Ha NiKapCbKuii
3acib) 3a BiacyTHOCTI cepTudikarta BianoBigHOCTI
€Bponelicbkint hbapmakonei y 3aTBepaxXeHoMy
nocbke, abo BUpoBHUKa HOBOI JOMOMIKHOT
PEYOBUHM (SIKLLO 3a3Ha4YeHo y focbe) 3MiHa
Ha3Bu BUpobHuka A®I MonisiHinosui cnvpT
MiTcy6iwi Kemikan KopnopatioH TekHonomxi
KoopgaiHaTioH [isicioH KymamoTo MNnaHT,
AnoHis. BupobHuua ginbHuus, agpeca Ta yci
BUPOGHMUI onepauii 3anmwarTbest HE3MIHHUMU.
Litoua pegakuis: MiTcy6iwi Kemikan
KoprnopaTioH TekHonogxi KoopaiHaTioH [iBicioH
KymamoTo MnanT, AnoHis Mitsubishi Chemical
Corporation Technology Coordination Division
Kumamoto Plant, Japan NponoHoBaHa
pepakuis: Mitcy6iwi Kemikan KoprnopaTioH
Kiowto MnaHT, Anonis Mitsubishi Chemical
Corporation Kyushy Plant, Japan

6e3
peuyenma

UA/5782/01/01

144.

NAHTEHON
AEPO30/1b

niHa HawwukipHa, 50
mr/r no 58 r abo 116
Iy KOHTenHepi; no 1
KOHTEeWHepy Yy nauyui
3 KapTOHY

TOB
"Mikpodpapm"

YkpaiHa

TOB "Mikpodapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | Trny - 3miHm 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponelicbkint hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
Bi4NOBIgHOCTI abo BUny4eHHs ceptudikara
BigMNOBigHOCTI €Bponeickkin hapmakonei: ons
A®Il; ansa BuxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
[OMOMDXHOT pevoBUHU (cepTudikat
BiNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikar Bif yke 3aTBEpOAKEHOrO
BMPOOHWKa - NogaHHA OHOBMEHOro cepTudikaTa
BignoBigHocCTi €Bponeincekini hapmakonei Ne R1-
CEP 2006-233 - Rev 03(3aTBepaxeHo: R1-CEP
2006-233 - Rev 01) ans gjtoyoi pe4oBuHW
Dexpanthenol Big Bxe 3aTBEpaKEHOr0
BMpoGHMKa BASF SE, HimeyunHa. 3MmiHu | Tuny -
3miHu 3 sikocTi. CepTudikat BignosiaHocTi/lE-
cepTudikat BiaNoBIAHOCTI EBpONENCHKIn
dapmakonei/MoHorpadii. 3mMiHK, NoB's3aHi 3

6e3
peuyenma

UA/8333/01/01
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145.

MAHTEHON

HeoOXigHICTIO NpuBeaeHHs Y BignoBigHICTL 0O
MoHorpadii AdPY abo E€sponeiicbKoi
capmakonei, abo iHWOoi HaLlioHanbHOT
dapmakonei gepxasun €C (3MiHa y
cneundikauisx, nos's3aHa 3i amiHamu B JOY,
abo €Bponelicbkin hapmakonei, abo iHLWin
HauioHanbHin bapmakonei aepxasun €C)
CynyTHs 3miHa - 3MiHu 3 sikocTi. ADIL. KoHTponb
A®I. 3miHa y meTogax BunpobysaHHs APl abo
BUXIQHOro matepiany/npoMiKHOro
NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoveci BupobHuuTea AP| (He3HayHi 3MiHN y
3aTBEPKEHUX MeTofax BUNpobyBaHHs)
npuseaeHHs cneuudikauii Ta MeToAiB KOHTPOO
SKOCTi 4Ns Ai040T peYOBMHU OEKCNaHTEHON Y
BiANOBIOHICTb 40 BUMOr MOHOrpadii
Dexpanthenol EP. 3minu | Tvny - 3miHun 3 gKocTi.
[oToBwMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3aci6 (iHLWi 3MiHW)
3MiHa Ha3BM BUPOOHMKa NEPBUHHOIO NaKkyBaHHS
- KnanaHy 6e3nepepBHOI 4ji | po3nuntoBaya:
3aTBEpAKEHO Ha3Ba noctadanbHuka: V.A.R.I.
S.p.a. ITanis; 3anponoHoBaHo: Ha3Ba BMPOOHUKA
LINDAL Dispenser GmbH, HimeuyunHa.
BUpOGHWMK 3anuULLIMBCS HE 3MIHHUM.
3miHu | TUNY - 3miHK 3 gkocTi. FoToBU
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikadi Ta/abo gonyctummx
MEX NEePBUHHOT YMaKOBKM FOTOBOTO NiKapCbKOro
3acoby (AoMNoBHEHHS cneuudikawii HoBUM
NOKa3HMKOM 3 BiANOBIAHUM METOA0M
BUNpobyBaHHs) JONOBHEHHS cneumdikadii Ha
KOHTeWHepu antoMiHieBi aepo30sibHi HOBUMU
nokasHukamu «OfgHopigHicTb Macy 6anoHa» Ta
«'epmMeTnYHICTb» 3 BiANOBIAHUMNU MeTOAaMM
BUNpPOOYBaHHs.

nntoc

crpew HaLLKIpHUA,
po3ynH, no 30 mMny
cnakoHi, no 1
cnakoHy y kopobLi 3
KapTOHY

TOBAPUCTB
03
OBMEXXEHO
O
BIAMOBIOAN
bHICTIO
«KOPIMOPALII

A
«300POB’A»

YkpaiHa

BignoBiganbHiCcTIO
"®apmaueBTnYHa
KomnaHis "3gopos's”

ToBapucteo 3 obmexeHoro

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHa 3asBHuka J13 (MIBM) (BnacHuka
peecTpaLinHOro NocBigYeHHs) (3rigHO Hakasy
MOS3 Big 23.07.2015 Ne 460). BBeaeHHst 3miH
NPOTHArom 6-Tv MicsILiB NicNsi 3aTBEPOXKEHHS.
3minu | TMny - 3miln Wwoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHWX AaHux
npo cuctemy capmMakoHarnsgy (BBeaeHHs
y3aranbHeHUX AaHux Npo cuctemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOI ocobu,
BiOQNoOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay; KOHTaKkTHoOi ocobu 3

hapmakoHarnsgy 3asiBHUMKa Ans 30inCHEHHs

6e3
peuenma

UA/17308/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk KpaiHa

eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

capmakoHarnsgy B YkpaiHi, AKLWo BoHa
BiAMiHHa Bi YNOBHOBaXeHOi ocobu,
BignoBiganeHoI 3a 34iMCHEHHS hapmakoHarnsgy
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLieHHI MacTep-hanna cuctemm
dapmakoHarnagy).
3MiHa ynoBHOBakeHOi 0cobu 3asiBHUKA,
BignosiganbHoi 3a hapMakoHarnsag. ditova
pegpakuis: LLleByeHko OneHa lropiBHa.
[MponoHoBaHa pegakuisi: NMaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
yNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
HOMepa macTtep-anna cuctemu
chapmakoHarnsgy.

146.

NONIUE®

NOopOLLOK Ans
PO34MHY Ans iH'eKLin
abo iHdya3irn no 1000
Mr no 10 conakoHiB 3
MOPOLLKOM Y
KapTOHHIl kopobui

Mictpan
Kenitan
MeHeoxmeHT
Nimiten

AHrnis

AL|C IOB®AP C.IN.A. ITanis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3miHu | Tvny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/FE-cepTudikaT BigNoBigHOCTI
€BponeWckkin dapmakonei/MoHorpadii.
MopaHHsa HoBOro abo oHoBMEHOro cepTudikara
BignoBigHoCTi a6o BUNy4YeHHs cepTudikara
BifNoBigHOCTI €Bponenchkin dapmakonei: ons
A®Il; onsa BuxigHoro
marepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuUTBi A®I; ans
[OMOMDKHOT peyoBUHM (cepTudikat
BigNOBigHOCTI E€Bponerchkin hapmakonei) -
HoBwuin cepTudikat Bif BXe 3aTBEpAXEHOro
BMpPOBHMKa - NOAaHHS HOBOro cepTudpikata
BignosigHocTi €Bponeicekint papmakonei Ne RO-
CEP 2023-021 - Rev 00 gns gito4oi pevyoBuHU
Cefepime dihydrochloride monohydrate Big Bxe
3aTBepaxeHoro BupobHuka ACS DOBFAR
S.P.A. (3amiHa ASMF).

3a
peuernmom

UA/19839/01/01

147.

NMPEAYKTAN
®0[0 40 Mr

Karncynm
NPONOHroBaHoi Al
TBepAi, no 40 wmr; no
10 kancyn'y
GnicTepi; no 3 abo 9
GnicTtepis y kopobui
3 KapTOHY

ne
JNTABOPATYA
P CEPB'E€

PdpaHLuis

3AT dapmaueBTUYHMN
3aBog ElC (BupobHuuTteo
Ta KOHTPOIb SIKOCTi;
MakyBaHHS Ta BUNYyCK
cepii)

YropwuHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3minu | Tvny - 3miln wWoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3miHa yacToTu Ta/abo TepMmiHiB NogaHHs
perynsipHoO OHOBIIOBaHWX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB - 3MiHM y YacToTi Ta AaTax
NOAAHHS PerynsipHoO OHOBIIOBAHOIO 3BiTY 3
6e3neku.

Litova pegakuis: YactoTa nogaHHsa perynspHo
OHOBOBaHOrO 3BiTYy 3 6e3nekn 1 pik. KiHuesa
naTa ansa BkNoYeHHsA aaHux go PO36 -
06.08.2018 p. Oata nogaHHs - 15.10.2018 p.
[MponoHoBaHa pepakuia: YacTota nogaHHs
perynsipHoO OHOBIIOBaAHOrO 3BiTYy 3 6e3nekn 3
poku. KiHueBa aata Ansi BKNIOYEHHS AaHnX 40
POSB - 06.08.2023 p. laTa noaaHHs -
04.11.2023 p. PekomeHgoBaHo Ao

3a
peuerimom

UA/17645/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3aTBepAKEHHA BiANOBIAHO A0 NEPIOANYHOCTI
NOAAHHS PerynsipHoO OHOBMIOBAHUX 3BITIB 3
6e3neku nikapcbkmx 3acobis y €C
148. | MPEAYKTAN Kancynm e PpaHuis 3AT dapmaueBTU4HNUIA YropwuHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/17645/01/02
® 0o[f 80 MI NPOSIOHroBaHoOI Aii JIABOPATYA 3aBop ElC (Bupobuuuteo 3minn | Tuny - 3miHn woao peuernmom
TBepAi, no 80 mr; no P CEPB'E€ Ta KOHTPOIb SKOCTi; 6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
10 kancyny MakyBaHHSA Ta BUNYyCK 3miHa yacToTu Ta/abo TepMiHIB NogaHHs
6nictepi; no 3 abo 9 cepii) perynsipHO OHOBIOBaHWX 3BiTiB 3 He3neku
Gnictepis y kopobui nikapcbkux 3acobis - 3MiHWM y YacToTi Ta gaTax
3 KapTOHY NOAAHHS PerynsipHoO OHOBIOBAHOIO 3BiTY 3
6e3neku.
[Litova pepakuis: YactoTa nogaHHs perynspHo
OHOBrOBaHoOro 3BiTy 3 6e3nekun 1 pik. KiHueBa
naTa ans BkNYeHHs aaHmx go PO3b -
06.08.2018 p. ata nogaHHs - 15.10.2018 p.
[MponoHoBaHa pepakuis: YactoTa nogaHHs
perynsipHo OHOBINIOBAHOTO 3BiTy 3 6e3neku 3
poku. KiHueBa gata Ans BKIMHYEHHS AaHWX 0
PO3b - 06.08.2023 p. [laTa nogaHHs -
04.11.2023 p. PekomengoBaHo A0
3aTBEpAKEHHSA BIAMNOBIAHO A0 NEPIOANYHOCTI
NoAaHHs PerynsipHO OHOBMIOBAHUX 3BITIB 3
©e3neku nikapcbkmx 3acobis y €C
149. | MPO3EPWUH PO34UH Ans iH'EKLN, TOBAPUCTB YkpaiHa KOHTPOJb SIKOCTi, BUNYCK YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/6253/01/01
0,5 mr/mn, no 1 mn B 03 cepil: 3MmiHa 3asBHuka J13 (MIBI) (BnacHuka peuernmom
amnyni, no 10 amnyn | OBMEXXEHO ToBapucTBO 3 OOMEXEHO peecTpaLinHOro NocBiAYeHHs) (3rigHO Hakasy
y nadui 3 KapToOHy; 10) BianoBiganbHICTIO MO3 Big 23.07.2015 Ne 460) BeegeHHs 3MiH
no 1 mn B amnyni, BIANOBIOAN "[locnigHuin 3aBog NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOKEHHS;
no 10 amnyny bHICTHO "THUIC", 3MiHn | TMny - 3MiHK Woao
6nicTepi, no 1 «KOPTOPALII YkpaiHa; 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
6nictepy B nayui 3 A BCi cTagii BUpobH1uTBa, BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHnX
KapTOHY «3[00POB’A» KOHTPOMb SKOCTi, BUMYCK npo cuctemMy chapmakoHarnagy (BBeAeHHs

cepil:
ToBapucteo 3 obmexeHor
BiANOBIgANbHICTIO
"®apmMaueBTnYHa
KoMnaHis "3aopos's”,
YkpaiHa

y3aranbHeHNUX JaHUX Npo cuctemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNoBHOBaxeHOi ocobu,
BignoBiganbHOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsigy) - 3MiHa ynoBHOBaXEHOT
ocobu 3asBHMKA, BiANOBIAanbHOI 3a
capmakoHarnsg. Litova pegakuis: LesyeHko
OneHa IropieHa. MponoHoBaHa pepakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTaKTHUX
[OaHnX yrnoBHOBaXeHOi 0cobu 3asiBHIKA,
BignosiganbHoI 3a hapMakoHarnsag.
3miHa Homepa macTep-danna cuctemu
hapmakoHarnsgy
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

150.

NPO3EPUH

PO34MH NS iH'EKLiNn,
0,5mr/Mnno 1 mnB
amnyni; no 10 amnyn
y KOpoOLji 3 KapTOHY;
no 1 mn B amnyni;
no 5 amnyny
Gnictepi; no 2
Gnictepu y kopobui 3
KapToHy; no 1 mn B
amnyni; no 10 amnyn
y 6nictepi; no 1
Gnictepy y kopobui 3
KapTOHY

TOBAPUCTB
03
OBMEXXEHO
o
BIOMOBIOAN
bHICTIO
«KOPTIOPALII
2|
«300POB’A»

YkpaiHa

BCi cTagii BUpobHmuTBa,
KOHTPOMb SIKOCTi, BUMYCK
cepii:
ToBapucTBO 3 0OMEXEHOI
BiANOBIgANbHICTIO
"XapkiBcbke
(bapmaLeBTNYHE
nignpmemcTteo "300poB's
Hapoay",
YkpaiHa;

BCi cTagii BUpoGHMUTBA,
KOHTPOJb SIKOCTI:
ToBapncTBO 3 06MEXEHOD
BiANOBIgANbHICTIO
"®apmMaueBTUYHa
KoMnaHis "3gopos's”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH IO peecTpauinHuX maTepianis:
3MiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpaLinHOro NoceigYeHHs) (3rigHo Hakasy
MOS Big 23.07.2015 Ne 460) BeeaeHHst 3miH
NpOTArom 6-Tv MiCSILIB MiCNsi 3aTBEPOXKEHHS;
3MiHn | TMNy - 3MiHK Wopo
6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
BBeaeHHst abo 3MiHM [0 y3aranbHEeHMX OaHUX
npo cucteMy chapmakoHarnsgy (BBedeHHs
y3aranbHeHVX AaHUX Npo cuctemy
chapmakoHarnsgy, amiHa ynoBHoBa)eHoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHMKa Ans 30iNCHEHHS
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Big yNOBHOBaXXeHOI ocobu,
BigNoBiganbHoOI 3a 30iMCHEHHS hapmakoHarnsagy
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-thanna cuctemm
dapmakoHarnsgy) - 3MiHa ynoBHOBaXXEHOT
ocobu 3asBHMKA, BiaNoBiganbHoOI 3a
capmakoHarnag Litova pegakuis: LeveHko
OneHa IropiBHa NponoHoBaHa peaakuis:
MaHoBa OneHa MukonaiBHa 3MiHa KOHTaKTHUX
[OaHnx yrnoBHOBaXeHOI 0cobU 3asiBHIKA,
BiANoBiAanbHoI 3a papmakoHarnag 3MiHa
HOoMepa macTep-danna cuctemu
apmakoHarnsgy

3a
peuenmom

UA/8836/01/01

151.

PAMATI H

Tabnetku no 2,5
mr/12,5 mr; no 10
Tabnetok y 6nictepi;
no 3 6nictepn B
KapTOHHIN navui

MPO®APMA
IHTepHeLHn
TpenguHr
Jlimiten

ManbTta

Aktasgic JlItg

ManbTa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3minu | Tvny - 3miln wWoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
BHeceHHs1 abo 3miHa(n) oo 3060B'A3aHb Ta yMOB
BMAadi peectpauiiHoro nocBig4eHHs,
BKMtoyatoum MNnaH ynpasniHHS puankamm
(3acTocyBaHHS TEKCTY, KU NMOTOAXKEHWUN 3
KOMMNETEHTHUM opraHom) 3asiBHMKOM HagaHo
OHoBrieHun NnaH ynpasniHHS pyU3nkamu Bepcis
1.3 3miHn BHeceHo Ao YacTuH: | «3aranbHa
iHdopMmauis»

V «3axoau 3 MiHimMi3aLii pusukiBy», VI «Pe3tome
nnaHy ynpaeniHHa puavkamn» VIl «Jopatku»
(mopaTok 2) y 3B’A3Ky 3 OHOBMEHHSIM iHcpopMaLii
3 BGe3neku Jiyoi pevoBUHY rigpoxnopTiasug Ha
nigctasi pekomeHgauin PRAC, wWwo po3mileHi Ha
odiuiitHomy caiTi EMA Ta Ha odilinHomy canTi
OEL, wo € pyTuHH1UMYK 3axoaamm 3 MiHiMizauii
pu3uKiB

3a
peuerimom

UA/13524/01/01

152.

PAMATI H

Tabnetku no 5 mr/25
mr; no 10 TabneTtok
y 6nicTepi; no 3
Gnictepu B

NPO®APMA
IHTepHeLHn
TpenanHr
TNimiten

ManbTta

AxTasic Jltg

ManbTa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3minu | TMny - 3miHn Wwoao
6e3nekn/edheKTMBHOCTI Ta dhapmakoHarnsay.
BHeceHHs abo 3miHa(1) Ao 3060B's13aHb Ta yMOB

3a
peuerimom

UA/13524/01/02
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ynakoeka)
KapTOHHIN nayui

3asieHUKa

Kpaina
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Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

153. | PANIHEPON

®

TabneTkn, BKPUTI

BIOCAMHC

Cnony4yeH

AKTABIC NTA.

ManbTa

BUAadi peecTpauinHoro noceBig4eHHs,
BKNtoYaroum MnaH ynpaeniHHA puankamm
(3acTocyBaHHS TEKCTY, SIKUA NOTOMPKEHWUN 3
KOMMNETEHTHNM opraHoM) 3asiBHUKOM HafaHo
OHOBMEeHu [NnaH ynpasniHHA pusnkammn Bepcis
1.3 3MiHK BHeceHo Ao YacTuH: | «3aranbHa
iHcbopMmaLis»
V «3axogu 3 miHimizauii puaukiey, VI «Pesiome
nnady ynpasniHHa pusunkamn» VIl «Jogatku»
(DopaTok 2) y 3B’A3Ky 3 OHOBIEHHSIM iHdopMaLli
3 Besneku Aitoyoi peyoBUHYM rigpoxnopTiasug Ha
nigctasi pekomeHgauin PRAC, o po3mileHi Ha
ogiinHomMy canTi EMA Ta Ha odilinHOMY canTi
OEL, wo € pyTuHH1MK 3axodamu 3 MiHiMizawii
PU3KKIB

154. | PANIHEPON

®

NniBKOBOKO
o6ornoHkoto, no 1 mr;
no 10 TabneTtok y
6nictepi; no 3
Gnictepn y
KapTOHHIN nayui

TabneTkn, BKpUTI

nTA.

BIOCAMHC

e
KoponiscT
BO
Benwnkobp
WTaHiT i
MiBHiYHOT
Ipnangii

CnonyyeH

AKTABIC NTA.

ManbTa

BHECEHHS 3MiH O peecTpauiiHuX maTepianis:
3MiHu | TMny - 3MiHK Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepuCTuLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii Ans
MeAMYHOrO 3aCTOCYBaHHs! Ha MiACcTaBi
perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiof, abo sk pesynbtat
OLLiHKM 3BiTYy 3 JOCHNIOKEHb, NPOBEAEHUX
BiMNOBIAHO A0 MnaHy nefiaTpuyHUX AocnigkeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YMOBHOBaXEHNM OpraHoM) - 3MiHN BHECEHO B
IHCTPYKUito AN MEAWNYHOrO 3aCTOCYBaHHS

nikapcbkoro 3acoby ao po3aainy "lMo6iyHi peakuii™
Loao 6esnekn 3acTocyBaHHSA Ait040i PEYOBUHM
BignoBigHo oo pekomeHaadii PRAC. BeegeHHs

3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBEpPOKEHHS

3a He
peuenmom

nionsieae

UA/14506/01/01

NniBKOBOKO
0600OHKO0, MO 2 Mr;
no 10 Tabnetok y
GnicTepi; no 3
Gnictepn y
KapTOHHIN navui

NTa.

e
Koponisct
BO
Benukobp
WUTaHIT i
MiBHiYHOT
Ipnangii

BHECEHHS 3MiH 0 peecTpauinHuxX maTtepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ansi
MeJMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku

3acTocyBaHHS NikapcbKoro 3acody B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OLiHKM 3BITY 3 JOCNIOXEHb, NPOBEAESHNX
BiMNOBIQHO 4O MaHy nefiaTpuyHuX AoChioKeHb

(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXX€HUM OpraHoMm) - 3MiHVW BHECEHO B
IHCTPYKUito ANS MEANYHOrO 3aCTOCYBaHHS

nikapcbkoro 3acoby Ao posginy "lMo6iyHi peakuii”

3a He
peuenmom | nidnsizae

UA/14506/01/02
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Lofo 6esnekn 3acTocyBaHHSA Aito40i PeYOBUHM
BignosigHo go pekomeHaadii PRAC. BBegeHHsi
3MiH NpoTsArom 6-Tu MicsLiB nicns
3aTBEpPOKEHHS
155. | PECMNEPO Kancynm . Monb- HimewunH | BupoBHMUTBO HEMOKPUTUX Himeuunna BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: bes nidnsizae UA/4948/01/01
MUPTON KULLKOBOPO34YMHHI NO Bockamn a kancyn: KataneHt 3MiHn | TMny: 3MiHK 3 sakocTi. FoToBMIA peuenma
120 mr, no 10 vM6X & Ko. KI” Ixepmati E6epbax MmbX, nikapcbkuin 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHK Y

Kancyn y énicrepi;
no 2 6nictepny
KapTOHHil kopobui

HimeyvumHa; . MNonb-
Bockamn Mv6X & Ko. K,
HimeuuunHa; MokputTta
kancyn: I'. Monb-bockamn
'M6X & Ko. KT,
Hime4vuuHa; MNepBrHHE Ta
BTOPUHHE NakyBaHHs: I
Monb-Bockamn MMGBX &
Ko. KT, HimeuunHa;
Bunyck cepii: I". MNonb-
Bockamn Mv6X & Ko. KT,
Himeyunna

npoueci BUpobHMLTBa rOTOBOTO MiKapCbKOro
3aco0by, BKNOYa4M NPOMKHUIA MPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULTBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoLeci
BUPOGHMLTBA) 3MiHa B po3aini 3.2.P.1 Onuc i
cknag nikapcbkoro 3acoby, 3.2.P.3.2 Cknag Ha
cepito, a came gofdaHa npuMiTka, LWwo MmiuepuH
85 % moxe ByTu BUKOPUCTaHWI 5K
anbTepHaTuBa MmiuepuHy 100 % y BUPOOHMUTBI
npoaykTy. BBeaeHHs 3miH npoTarom 6-tn
MicsuiB nicns satBepakeHHs. 3Milu | Tuny:
3MiHu 3 skocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMUTBI. 3MiHM y npoueci BUpobHuuTBa
roTOBOrO MikapCbKOro 3acoby, BKMOYaoum
NMPOMDKHWUIA MPOAYKT, LLIO 3aCTOCOBYETLCA NpK
BMPOBHMUTBI rOTOBOrO MikapCbKoro 3acoby
(He3HayHa 3MiHa y npoueci BUpoBbHULTBA) 3MiHM
B npoueci BUpobHMLTBA, 30Kpema npoLiec
CYLUIHHS Karncyrn JONOBHEHO anbTepHaTUBHUM
BapiaHTOM cyLUiHHA (bapabaHHa cylwmnnbHa
MallMHa) Ha foaaTok Ao kKoMOiHaLii ABoX
cuCcTeM cyLiHHA (bapabaHHa cylwmnbHa
MallVHa Ta CyLUiHHA Ha noTkax). BBeaeHHs 3MiH
NPOTHArom 6-Tu MicAILiB NiCNsi 3aTBEPOXKEHHS.
3minn | Tvny: 3miHm 3 skocTi. FoToBMIN
nikapcbkuii 3aci6. KoHTponb JONOMiXHMX
peyoBuWH. 3MiHa NapameTpiB cneumdikauin
Ta/abo onyCTMMUX MeX AN AOMOMKHOT
peYoBUHM (BUIyYeHHS 3i cneumdikauii
He3Ha4yHoro nokasHuka (Hanpuknag 3actapinoro
nokasHuka)) aminv B n.3.2.P.4.1.Cneuudikadis,
a came BuUny4yeHHs nocunadb Ph.Eur Ta USP-NF
Ha JONOMIXKHI pevyoBUHW TpUrniLepuais
CcepenHbOro naHutora Ta NeLyuTuHy B
PO3YMHHWKY, OCKINbKV AaHi Pe4OBUHM He
BXOAATb A0 cknagy J13, ix cnigosi kinbkocTi abo
BMNapoOBYOTLCH B NPOLIECi CYLLIHHA abo
BMOANSIOTECS LUMNSAXOM MEXaHiYHOrO OYMLLEHHS
noBepxHi kancyn. BBegeHHs 3MiH NpoTsrom 6-tu
MicauiB nicnsa 3aTBepAXeHHs. 3miHu | Tuny:
3MmiHu 3 sKkocTi. FoToBMIA Nikapcbkui 3acib.
KoHTponb A0NOMiKHUX pevoBUH. 3MiHa Y
mMeTofax BUNpobyBaHHSA AOMOMIKHOI PeYOBUHMN
(BMNyYeHHs1 MeToAy BMNPOBYBaHHS, SIKLLO




104 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
anbTepHaTUBHWIA MeToA BUNPOOYBaHHS BXe

3aTBEPAKEHO) BUIYYEHHSI MOCUMAHHA Ha
aHaniTMYHWUIN MeToa ANst JOMOMIKHOI PeYOBUHM
kmcnotu consHoi 13% (in-house) ockinbku BoHa
roTYeTbCHA 3 KUCMOTU consaHoi 25%, ska
Bignosigae Ph. Helv. i Ph. Eur., BignosigHo.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny: 3MiHM 3 SKOCTI.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(ans npuBegeHHs y BignosigHicTb 3 AdY abo
€Bponencbko hapMaKoneeto Ta BUyHEHHSI
MOCUNaHHA Ha 3acTapinuii BHYTPILLHIN MeToq
BUNPOOYBaHHS i KOro HOMEP) - BUNyHEHHS ONUCY
meToay BunpobysaHHs 13 3a nokasHukamu
«CepenHs maca BMicTy kancynu, OgHopigHicTb
macuy (Ph. Eur. 2.9.5.). logaTkoBuii onuc He
noTpibeH, ockinbkn metog Bignosigae Ph.Eur.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepAKEHHS. 3MiHM | TMny: 3MiHK 3 SKOCTI.
["oToBMI nikapcbkuii 3aci6. 3miHK y
BMPOBHMUTBI. 3MiHM BUNpobyBaHb abo
OOMNYCTUMMX MEX, BCTAHOBIIEHUX Y
cneumndikauisix, nig Yac BUPOOGHULITBA rOTOBOMO
nikapcbKkoro 3acoby (iHLWi 3MiHK) - 3MiHK B
cneuudikauii nig Yac BUpobHUMTBa Ans TECTY
«epmeTuyHicTb BriicTepa», a came
BWMpPaBIIEHHS MOMMITKM, OCKiMbK1 OMUC YMOB
mMeToay HeBipHUiA. «60 cekyHa» i «60 MGap»
Oynu 3amiHeHi Ha «BU3HAYEHWI Nepios Yacy».
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepOKeHHs. 3MiHu | Tuny: 3miHuM 3 sKocTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo [onycTMMNX MeX roToBoro
nikapcbkoro 3acoby (iHLWi 3MiHW) BHECEHHS 3MiH
B crneundikauito 13 3a noka3HukoM «Onuc», 3
METOI NpUBEAEHHS Y BigMNOBIHICTE 0O
opuriHanbHUX MaTepiarnis BUPOGHMKa.
[itoya pepakuisi: npo3payHble Msrkme
XXenaTuHOBbIE Kancynbl (BbITAHYTON (OpPMBbI) C
€CTECTBEHHO (KENToBaTOW) OKPaCKOM.
CopepxunmMoe Karncyn: npo3pavHas XMOKoCTb C
XapakTepHbIM 3anaxoM. [ponoHoBaHa peaakuis:
M'’siKi XXenaTUHOBI Kancynu HaTypanbHOro
KONMbOpY, NPO30pi, OBarbHi. 3MiHW BHECEHI Y
po3gin "Nikapcbka hopma” (OCHOBHI ¢hizmKo-
XiMiYHi BMACTMBOCTI) LLOAO 3MiHW ONUCY Kancynu
B IHCTPYKLUIiO ANs MEAUYHOrO 3acTOCYBaHHSA

nikapcbKkoro 3acoby. BBegeHHs 3MiH NpoTarom




105 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
6-TV MicsaLiB nicns 3aTBEPOKEHHS
156. | PETUHONY PO3YMH HALLKIpHWUIA AT Ykpaina AT "BITAMIHA" Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: bes UA/5428/01/01
ALETAT Ta opanbHun, "BITAMIHA" 3MiHu | TUny - 3MiHK Wwoao peuyenma
oninHnin 34,4 mr/mn 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
no 10 mn 'y dnakoHi; (iHLWi 3MiHW).
no 1 donakoHy B OHOBMEHHSsI TEKCTY MapKyBaHHSA BTOPUHHOT
nayui 3 KapToHy ynakoBKM nikapcbkoro 3acoby, a came,
BUIYY€EHO iHopMaLito, 3a3Ha4eHy POCINCLKOIO
MOBOW. TepMiH BBEAEHHS 3MiH NpOTAroM 3
MicaUiB Nicnsa 3aTBepAXeHHs
157. | PUBOKCUH TabneTku, BKPUTI MAT Ykpaina MAT "KviBmeanpenapat”, Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/4137/01/01
NniBKOBOKO "Tannudapm” Ykpaina; MNAT 3MiHn | TMny - 3miHun 3 sikocTi. A®Il. Cnuctema peuenmom
obornoHkoto, no 200 "Mannydapm”, Ykpaina KOHTeWHep/3aKkynoptoBanbHui 3acib (iHwi 3MiHN)
mr no 10 TabneTok y - BHECTM 3MiHM 8o po3ainy 3.2.S.6 Cucrtema
Gnictepi, no 5 KOHTeNHep/3akynoptoBanbHuii 3acid, a came
GnicTepiB y nayui 3 NPVBEAEHHS ONMUCY YNakoBKM BiAMOBIAHO OO
KapTOHY 3aTBepAKeHoro onuncy ynakoskun DMF
BMPOOHWKa; BUNYYEHHSI ONUC MapKyBaHHS
3aTBepaxeHo: IHoBa3unH (pnboKCUH) ynakoBaHo
y NOABIiViHI NOMieTUNEHOBI NaKeTK, siKi
NnoMiLLaloTb Y KAapTOHHI 6apabaHun. Ha eTukeTui
aHrMiNCbKOI MOBOK BKa3ytoTb KpaiHy
BMPOBHMKa, Ha3By ipMu-BUPOBHMKa, Ha3BY
cybcTaHLii, Homep napTii, AaTy BUrOTOBMEHHS,
AaTy NepekoHTponto, Bara 6pyTTo, Bara TapHOro
MicLs Ta Bara HeTTo.
B3anponoHoBaHo: |HOBa3uH (PUBOKCKH)
yMNaKoBaHO y MOABIiVHI NOMieTUINEHOBI NakeTH,
KOXEH 3 AKX TEPMO3BapPIOIOTh i MOTIM
nomiLLalTb Y KapToHHWI BapabaH. BapabaH
0ONnnIoMOOBYOTb METANEBUM KiflbLIEM 3 3aMKOM
158. | PO3NITPEK® | kancynu TBepgi no TOB «Pou YkpaiHa BMPOGHMLTBO CLUA/LLIBen, BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a He UA/19842/01/01
100 wmr, no 30 YkpaiHa» Hepo3adacoBaHOro apia 3miHu | TUNY - 3miHK 3 skocTi. FoToBUIA peuenimom | nidnszae
Kancyn TBepavx y nikapcbKoro 3acooy, nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
nnsawuj; no 90 BMNPOOYBaHHS KOHTPOIO TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
Karncyn TBepamx y AKOCTI MPW BUNYCKY Ta roTOBOrO fikapCbkoro 3acoby (3miHa B ymoBax
nnsawui; no 1 CcTabinbHOCTI: 36epiraHHsi roTOBOro fnikapcbkoro 3acoby abo
NAALWLi Y KAPTOHHIN KartaneHT MpinBinn IHk., nicnst PO34NHEHHS/BiAHOBMNEHHS) 3a3HaYeHHS
KopoOGLi CLA iHcpopMmalii Lwoao ymoB 36epiraHHs 13 B
BUNPOBYBaHHS KOHTPOIO opwvriHanbHin ynakosui 3aTBepa)XeHo: YMOBU
SIKOCTi: MikpobionoriyHa 36epiraHHs. 36epiratv npyn TemnepaTypi He
yucrtora: Bue 30 °C y WinbHO 3aKpUTIN NASALL AN
&.XodpdbmaHH-T1a Pow 3axuCTy Bif Bonoru. 36epiraT y He4OCTYMHOMY
JItp, Weenuapis ons aiten micui. 3anponoHoBaHo: YMOoBUM
BUNPOBYBaHHSI KOHTPOIO 36epiraHHs. 36epiratv npyu TemnepaTypi He
AKOCTi MPW BUMYCKY Ta Buwe 30 °C. 36epiraTv B opUriHasibHin ynakosLi
CTabinbHOCTI, KpiM Y LWiNbHO 3aKpuTi NNSWLi ANs 3aXMCTy Bif
MikpoBionorivyHoi YncToTH, Bonoru. 36epirati y HeAOCTYNHOMY Ans AiTew
nepByHHE Ta BTOPUHHE Micui. 3MiHM BHECEHO [0 iHCTPYKUiT Ans
nakyBaHHs, BUNYyCK cepii: MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
. XopdbmaHH-Is Powu [0 po3giny "YMoBwu 36epiraHHs" 3 BignoBigHUMU
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Jta, Weenuapia 3MiHaMW B TEKCTi MapKyBaHHA YNakoBOK
nikapcbkoro 3acoby. BBeaeHHs1 3MiH npoTsrom

[0 KOMMNEeTEeHTHOro oprany - 3MiHV BHECeHO A0

6-TK micauiB nicnsa 3aTBepAXeHHs. 3MiHn |l Tuny
- 3MiHu wopno 6eanekn/echeKTUBHOCTI Ta
dapmakoHarnsagy. 3miHu y KOpoTKii
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs1 Ta iHCTPYKLUii A4ns MeanM4Horo
3acTOCyBaHHS Y 3B’A3KY i3 HOBUMY AaHUMK 3
AKOCTi, AOKMIHIMHUMM, KMIHIMHUMW OaHUMK Ta
AaHvMu 3 hapmakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginis
"®apmakornoriyHi BnactusocTi”, "Cnocit
3aCTOCyBaHHA Ta 403K" BigNOBIAHO A0 KiHLEBUX
pesynbTaTiB 3aBepLUEHOro AOCNiIKEHHS
GP411174. BBegeHHs1 3MiH NpoTsirom 6-Tu
MicsiLiB micnsi 3aTBepaKeHHA. CynyTHs 3miHa -
3MiHM woao 6e3nekun/eddekTUBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo amiHa(n) oo
3000B'A3aHb Ta YMOB BMAaYi peecTpauinHoro
nocBigYeHHs, BKtoYatoun MNMnaH ynpaeniHHsS
pu3rKamm (3acTocyBaHHS 3MiH(1), siki(a)
BMMaratoTb(€) NoAanbLLIOro 06rpyHTyBaHHSA
HOBVMMM J0OATKOBUM JaHVMMU, LLO MaloTb
HagaBaTUCst KOMMETEHTHUM OpraHOM, OCKiNbKu
BMMaraeTbCsl CyTTEBA OLiHKA KOMMNETEHTHUM
opraHoMm) - 3MiHM BHECEHO [0 YacTuH: ||
«Cneuudikauis 3 6e3nekm» (mogyni Cl
«Enipemionoris nokasaHb 4O 3aCTOCyBaHHS Ta
uineosa(i) nonynsauis(i)», CIV «Monynsuii, ki He
BMBYanuUch Mig vac KniHiYHWX BunpobysaHby, CV
«[MicnapeecTpauinHnin goceig», CVII
«lpeHTudikoBaHi Ta NOTEeHUiHI puankmy, CVIII
«Pestome npobnem 6e3nekn), Il «MnaH 3
bapmakoHarnagy», V «3axoam 3 MiHimisauii
pusukiB», VI «Pestome nnaHy ynpaeniHHA
pusmkammny, VIl «Jdogatkuy, y 38’a3Ky 3
3aBEPLUEHHSAM Ta BUOANEHHSAM LOCTIIKEHHS
GP411174, BuganeHHsaM nicnsapeecTpauinHmx
pocnimxkeHb PAES 3 nepeniky HeobxigHUx
3axopfiB 3 hapmakoHarnsgy, Ha nigcrasi
nigTBepoKEHHS 3aTBEPPKEHHS 3MiH B KpaiHi
3asBHUK/BUPOBHUKA, 3BiTYy NPO KMiHi4YHe
pocnimpkeHHs. 3minm Il Tuny - 3mMiHn woao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
IHWi 3MiHW, SKi He BBIALWNW Yy LUen po3ain, sk
BKITIOYAKOTh NMOAAHHA pe3ynbTaTiB A0CHiAKeHb

IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS

nikapcbkoro 3acoby fo posginy "OcobnueocTi

3acTocyBaHHA" BiANOBIAHO 40 iIHTErPOBAHOMO
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3BiTY 3 6e3nekn ANs OUiHKM CepLEeBMX PU3UKIB,
Ha nigcTasi gocnigpkeHs PAES.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS.
159. | PO3NITPEK® | kancynu TBepgi no TOB «Pouw Ykpaina BMPOBOHMLTBO CLUA/LLBen, BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/19842/01/02
200 wr; no 30 YkpaiHa» Hepo3adacoBaHOro apis 3MminHn | TMny - 3MiHuM 3 siKocTi. [oToBMIA peuenmom | nidnszae

Karncyn TBepaux y
nnawui; no 90
Kancyn TBepanx y
nnawui; no 1
NAALWLI Y KAPTOHHIN
Kopobui

nikapcbkoro 3acoby,

BMNPOBYBaHHS KOHTPOTHO

SIKOCTi NPY BUMYCKY Ta

cTabinbHocCTi:
KaraneHT MpinBinn IHk.,
CLA
BUNPoByBaHHs1 KOHTPOIO
AKOCTi: MikpobionoriyHa
ynucroTa:

. XodbdmaHH-I5 PoLwu
JItn, Weenuapis
BUNPoByBaHHS1 KOHTPOIO
SIKOCTi NPY BUMYCKY Ta
cTabinbHOCTI, KpiM
Mikpo6ionoriyHoi YncToTy,
nepBUHHE Ta BTOPUHHE
nakyBaHHs, BUNYyCK cepii:
. XodbdmaHH-I5 PoLu
Ita, Weenuapis

nikapcbkuin 3aci6. CTabinbHiCTb. 3miHa y
TepMmiHax npugatHocTi abo ymoBax 36epiraHHs
roTOBOro fikapcbKoro 3acoby (3MiHa B yMoBax
36epiraHHsi roTOBOro fikapcbkoro 3acoby abo

nicnst PO34NMHEHHS/BIAHOBMNEHHS) 3a3HAaYEHHS

iHdbopMalii Wwono ymos 36epiraHHsa M3 B

opwuriHanbHii ynakoBui 3aTBepmkeHo: YMoBU
36epiraHHs. 36epiratv npyn TemnepaTypi He
suuie 30 °C y WinbHO 3aKpUTIN NRALWLi AN
3axucTy Big Bonoru. 36epiraT y He4OCTyNMHOMY
ans giten micui. 3anponoHoBaHO: YMOBU
36epiraHHs. 36epiraT npy TemnepaTypi He
suuie 30 °C. 36epiraTv B opuriHanbHii ynakosLi
Y WiNbHO 3aKpUTIN NAALWLI ANS 3aXUCTY Big
Bonorn. 36epirati y HegoOCTyNnHOMY Ans giTen
Micui. 3MiHM BHECeHO [0 iHCTpYKUii ans
MEeOUYHOro 3aCTOCYBaHHSI NiKapCbKoro 3acoby
0o po3giny "Ymowu 36epiraHHs" 3 BignoBigHMMmM
3MiHaMK B TEKCTi MapKyBaHHS1 YNakoBOK
nikapcbkoro 3acoby. BBeaeHHs 3MiH npoTsarom
6-Tv MicsaLiB nicnsa 3aTBepAXeHHs. 3miHu |l Tuny
- 3miHun wopao 6eanekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3miHv y KOpoTKii
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
3aCTOCYBaHHS y 3B’A3Ky i3 HOBMMMW JaHUMU 3
AKOCTI, AOKMIHIMHUMM, KMIHIYMHUMW OaHUMK Ta
AaHuMu 3 papmakoHarnsgy - 3MiHM BHECEHO 0

IHCTPYKLUIT ANS MeAWYHOro 3aCTOCYBaHHS

nikapcbkoro 3acoby Ao po3ainis

"®apmakonoriyHi BnactmsocTi", "Cnocib

3aCTOCyBaHHA Ta 403K" BigNOBIAHO A0 KiHLEBMX
pesynbTaTiB 3aBepLUEHOro AOCNiIKEHHS
GP411174. BBefeHHsi 3MiH NpoTsrom 6-tu
MicsiLiB nicnsi 3aTBepaKeHHSA. CynyTHs 3miHa -
3miHun wopao 6e3nekun/edeKTMBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo amiHa(n) oo
3000B'A3aHb Ta YMOB BUAaYi peecTpauinHoro
nocBeigyeHHs, Bkrtovatoun NnaH ynpaeniHHA
pu3nkamMm (3aCToCyBaHHS 3MiH(K), siki(a)
BMMaratoTb(€) NoAanbLIOro 06rpyHTyBaHHSA

HOBVMMM J0OATKOBUM JaHVUMWU, LLIO MaloTb

HagaBaTUCst KOMMETEHTHUM OpraHOM, OCKifbKM
BMMaraeTbCs CyTTEBA OLLiHKA KOMMNETEHTHUM
opraHoMm) - 3MiHM BHeECEHO A0 YacTuH: Il
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Ymosu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

aidnycky

yeaHHsT*

peecmpauiliHo2o

noceid4yeHHs1

«Cneumdikauis 3 6e3nekm» (mogyni Cl
«Enigemionoris nokasaHb 40 3aCTOCyBaHHSA Ta
uinbosa(i) nonynauis(i)», CIV «Monynsuii, aki He
BMBYanNUChb Nig Yac KriHivHMx BunpobyBaHby», CV

«MicnapeectpauinHuin gocsig», CVII
«laeHTndikoBaHi Ta NOTEHUiNHI puamkny», CVIII
«Pe3stome npobnem 6e3nekn), Il «MnaH 3
bapmakoHarnagy», V «3axoam 3 MiHimisauii
pusukis», VI «Pestome nnany ynpasniHHs

pusmkammny, VIl «dogatkuy, y 38’a3Ky 3

3aBEPLUEHHSAM Ta BUOANEHHSIM AOCNIMKEHHS
GP411174, BuganeHHsaM nicnsipeecTpauinHmx
pocnigpxkeHb PAES 3 nepeniky HeobxigHnx
3axopfiB 3 hapmakoHarnsgy, Ha nigcTasi
niaTBEPOKEHHS 3aTBEPKEHHS 3MiH B KpaiHi
3asBHUK/BMPOOHMKA, 3BiTY NPO KNiHi4YHE
pocnimpkeHHs. 3minm |l Tuny - 3miHn woago
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
IHLWIi 3MiHW, AKi He BBINLNW Y Lier po3ain, sKi
BKII0YAIOTb NOAAHHS pe3ynbTaTiB AOCNiAKeHb
[0 KOMMETEHTHOro opraHy - 3MiHM BHECEHO [0
IHCTPYKUIT ANS MeanYHoro 3acTocyBaHHs
nikapcbkoro 3acoby o posginy "OcobnueocTi
3acTocyBaHHA" BiANoBIAHO A0 iIHTErpoBaHoOro
3BiTYy 3 6e3MneKku ANst OLiHKM CepLIEBUX PUBUKIB,
Ha nigcTaei gocnigpkeHs PAES.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.

He

UA/6612/01/01

160.

CEJNICENT®

kancynu no 250 wmr;
no 10 kancyny
6nicTepi; no 10
Gnictepis y
KapTOHHIN navui

TOB «Polu
YkpaiHa»

YkpaiHa

BupobHuuTBO
Hepo3adacoBaHol
NPOAYKLii; NaKyBaHHS,
BMNPOOYBaHHS KOHTPOIO
skocTi: Jenbdapm
MinawHo, C.P.J1., ITanis;
MakyBaHHSs, BUNYCK cepii:
. XopdmaHH-I1a PoLu
Ita, Weenuapis; Bunyck
cepii: ®.XoddpmaHH-Ia
Pow T4, Wsenuapis

ITanis/
LLisenuapis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHu |l Tuny - 3MiHn Wwopo
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHW y KOPOTKiVi XapakTepucTuLli nikapcbKoro
3acoby, TeKCTi MapKyBaHHs1 Ta IHCTpyKLUii Ansi
MeAMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMMN
AaHUMKU Ta AaHuMK 3 hapmakoHarnsgy - 3MiHu
BHEceHo Ao po3ainiy "OcobnueocTi
3acTocyBaHHA" (LLOAO0 LIMTOCTAaTUYHOTO BMAMBY
Ha B- i T-nimcpounTn, i TOMy MOXNNBOro
36inbLUeHHs TspkkocTi nepebiry COVID-19).
BBeneHHs 3miH NnpoTArom 6-Tu MicsuiB nicnsi
3aTBepakeHHst; 3miHu Il Tuny - 3miHn Wwono
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMMN
AaHUMKU Ta AaHuMK 3 papmakoHarnsgy - 3MiHu
BHeceHo Ao po3ainiy "MobivHi peakuii" (Lwogo
roCTPOro 3anarnbHOro CUHAPOMY, acoLiioBaHOMY

3 iHribiTopamu cuHTe3y nypuHy de novo).

3a
peuerimom

nidnsicae
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKeHHst; 3minu Il Tuny - 3miHn Wwoao
6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
3MiHW y KOPOTKiA XapaKTepuUCTu1Li NikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
MELMNYHOro 3aCTOCYBaHHS y 3B'sI3KY i3 HOBUMMU
OaHMMW 3 AKOCTi, LOKMIHIYHUMU, KNiHIYHUMW
AaHVMKU Ta AaHuMu 3 dhapmakoHarnsgy - 3MiHn
BHECEHO B iHCTPYKL0 ANs Mean4Horo
3acToCyBaHHsI Nikapcbkoro 3acoby Ao po3sainy
"®apmakonorivyHi BnactusocTi" (LWoao
MeTaboniyHoro nporpaMyBaHHs fiMoLunTiB).
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBepAKeHHst; 3miHum Il Tuny - 3miHn Wwopo
6e3nekn/ecdeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHW y KOPOTKilA XapaKTepucTmLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii Ans
MELMNYHOrO 3aCTOCYBaHHS y 3B's13Ky i3 HOBUMMU
OaHMMW 3 AKOCTi, AOKMIHIYHUMU, KIiHIYHUMKW
AaHVMK Ta AaHMK 3 dhapmakoHarnsagy - 3MiHn
BHECEHO B iHCTPYKL0 ANs Mean4Horo
3aCcToCyBaHHSA Nikapcbkoro 3acoby 4o po3aainis
"®apmakornorivyHi BnactusocTi”, "Baaemogis 3
iHWMMM nikapcbkumm 3acobamu Ta iHWi BUan
B3aemogin" (Loao BnnuBy Ha dhapMakoKiHETUKY
nepopanbHUX KOHTpaLenTusis). BBeaeHHs 3MiH
NpOTArom 6-Tu MicAILiB NiCNsi 3aTBEPOXKEHHS;
3minu Il Tuny - 3miHn Wwopo
6esnekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHM y KOPOTKili XapakTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
ME[MNYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMMU
[aHUMWN 3 AKOCTi, AOKMIHIYHUMU, KNiHIYHUMKU
AaHVMU Ta AaHvMu 3 dhapmakoHarnsgy - 3MiHu
BHECEHO B iHCTPYKLiI0 ANs Mean4HOro
3acTocyBaHHS NnikapcbKoro 3acoby Ao posginis
"®apmakornorivyHi BnactusocTi”, "Baaemogis 3
iHWMMKM nikapcbkumm 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHSA",
"8acTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHs rpygat”, "Cnocib 3actocyBaHHsA Ta
posun”, "MobiyHi peakuii”. BBeaeHHs 3MiH
npoTsArom 6 MicsAuUiB Nicns 3aTBEPKEHHS

161.

CUNAEHA®I
1100
AHAHTA

TabneTkn, BKpUTI
NNiBKOBOIO
o6onoHkoto, no 100
Mr no 4 Tabnetkn y
GnicTepi, no 1
GnicTepy B nauui; no
1 TabneTuiy
GnicTepi, no 1

AHaHTa
Megaikeap J14.

Benuka
BpuTaHis

ApTypa PapmacbioTikan3
MeT. JlTA.

IHAis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | TUny - 3MiHK Wwopao
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
MeAMYHOro 3acTOCYBaHHS Ha NiacTasi
perynsipHo OHOBJOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku

3a
peuerimom

He
nidnsizae

UA/15398/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

6nictepy B nauui

3acToCyBaHHSA Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiog, abo sik peaynbTaT
OLHKM 3BIiTY 3 JOCTiAXeHb, NPOBEAEHMX
BiAMNOBIQHO A0 NnaHy negiaTpuyHuX SocnigKeHb
(PIP) (3mMiHy y3roa)XeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHom).
3MiHV BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3aCTOCYBaHHsI NikapCbKoro 3acoby y po3ain
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta
iHWi BUOWM B3aeMogaiin" BianoBiaHO 40 OHOBMNEHOI
iHcbopmalLii 3 6e3neku Aito4oi pevoBMHM.
MpepcTaBneHi 3aMiHM B iHdbopMalii 3 6e3neku
LLIOA0 BHECEHHS JOMOBHEHb 40 PO34iny NpoeKkTy
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
«B3aemogis 3 iHWKMMKM nikapcbkumm 3acobamm Ta
iHWIi BUOW B3aeMoginy, 3anponoHoBaHi 4o
BHECEHHS 3asiBHUKOM Ha MiacTaBi pekoMeHaaLin
PRAC w010 oHOBRNEHHS iHhopMmalii 3 6e3neku
MOXYTb ByTV pekoMeHOO0BaHi 40 3aTBEPOYKEHHS
Ta BHECEHHSI B iHCTPYKLtO AN MEANYHOIO
3acTocyBaHHsA Nikapcbkoro 3acoby BeeaeHHs
3MiH NpOTAroM 3-X MicsUiB Micnsa 3aTBEPAXEHHS.

162.

CUNAEHA®I
J150 AHAHTA

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 50
Mr ro 4 Tabnetku y
6nicTepi, no 1
6nicTepy B nauyui; no
1 Tabnetuiy
6nicTepi, no 1
Gnictepy B nauui

AHaHTa
Megikeap JlTa.

Benuka
BpuTtaHis

ApTypa ®apmacbioTikan3
MeT. 114,

IHAisA

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MiHu | TUny - 3MiHKM Wwoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MeAMNYHOrO 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BITY 3 JOCIAKEHb, NPOBEAESHNX
BiAMNOBIAHO A0 MnaHy nefiaTpuyHUX AochigKeHb
(PIP) (3miHy y3rog)eHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHVM OpraHom).
3MiHN BHECEHO A0 IHCTPYKUIiT AN MeanuyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ain
"B3aemogis 3 iHWKMU nikapcbkuMn 3acobamu Ta
iHWIi BMOn B3aemoain" BiANoOBiAHO 4O OHOBMEHOI
iHdpopmaLii 3 6e3neku Aio4oi peYOBUHM.
MpepncTtaeneri 3MiHK B iHdopmalii 3 6e3neku
LLIOA0 BHECEHHS OMOBHEHb 0 PO3Ainy NpoekTy
IHCTPYKUiT ANS MEANYHOro 3aCTOCYBaHHS
«B3aemopis 3 iHWMMK nikapcbkumn 3acobamu Ta
iHLWi BMAW B3aeMogivi», 3anpornoHoBaHi 4o
BHECEHHS 3asiBHUKOM Ha MiacTaBi pekoMeHaaLlin
PRAC woa0 oHoBneHHs iHpopmallii 3 6e3neku
MOXYTb BYTU peKOMEH0BaHI 4O 3aTBEPAXEHHSI
Ta BHECEHHS B iHCTPYKLitO ANst MEAUYHOTO
3acTocyBaHHs nikapcbkoro 3acoby BeeaeHHs

3a
peuerimom

He
nidnsicae

UA/15398/01/02
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
3MiH NpoTsArom 3-x MicauiB nicns 3aTBepAXKEHHS.
163. | CUMBIKOPT NOPOLLOK ANs AcTtpa3eHeka LLBeuis BUTFOTOBJIEHHS, LBeuis BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3a He UA/5433/01/01
TYPBYXANE iHransauin, ABb HaMOBHEHHS!, KOHTPOSb 3MiHu | TUny - 3MiHK Wwoao peuenmom nionsieae
P nosoBaHui, no 80 SIKOCTi, MapKyBaHHS, Ge3nekn/eekTMBHOCTI Ta hapmakoHarnsgy
MKr/4,5 MKr/gosa; no BTOPVHHE NakyBaHHA Ta (iHWi 3miHW). 3MiHM BHECEHO A0 iHCTPYKUii Ans
60 o3 abo no 120 BUNYCK cepii: MeONYHOro 3aCTOCyBaHHs NiKapCbKoro 3acoby
003 y NNacTMKoBOMY Actpa3eHeka Ab Ao po3aginis "OCHOBHI i3NKO-XiMiYHI
iHrangaTopi; no 1 BrnacTuBocTi" (yTouHeHHs iHbopmalii), "Cnocio
iHransaTopy B 3acTocyBaHHA Ta 4o3u" (pefakuiviHi npaBku Ta
KapTOHHil kopobui YTOYHEHHS iHdbopmaLii). TepMiH BBEAEHHS 3MiH
npoTsirom 6 Micsiuis
164. | CUMBIKOPT NOPOLLIOK AN AcTtpa3eHeka LLBeuis BUrOTOBMNEHHS, LLBeuis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/5433/01/02
TYPBYXAIE iHransauin, Ab HaMOBHEHHS, KOHTPOIb 3MiHn | TMny - 3MiHK Woao peuenmom nionsieae
P Ao3oBaHui, no 160 AKOCTi, MapKyBaHHS, 6e3nekn/edeKTMBHOCTI Ta hbapmakoHarnsgy
MKr/4,5 mMkr/gosa; no BTOPUHHE MaKyBaHHS Ta (iHWi 3MiHK) 3MiHK BHECEHO A0 IHCTPYKLT ons
60 gos abo no 120 BUNYCK cepii: MEeOUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby
003 Yy NNacTUKOBOMY Actpa3eHeka Ab 00 po3ginie "OCHOBHI (pi3NKO-XiMivHi
iHransTopi; no 1 BNacTMBOCTI" (YTOYHEHHsI iHdpopmaLii), "Crocio
iHranaTopy B 3acTOCyBaHHs Ta 403n" (pepakuiviHi NpaBku Ta
KapTOHHIN kopobLi YTOYHEHHS iHcpopmalii). TepmiH BBEAEHHS 3MiH -
npoTsrom 6 Micauis nicnsa 3aTBEPKEHHS.
165. | CKAUTPAH PO34MH AN iH'eKLN, Ckan ®apma O6’egHani | MaHkanHg ®apma Jlimiteq IHAis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/18929/01/01
100 mr/mn, mo 5 mn B3-TOB Apabcbki 3MiHM | TUNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuernmom
B amnynax, no 4 Emipatu HaliMeHyBaHHs Ta/abo agpecu 3asBHUKA

amnynu y énicTepi,
no 1 6nictepy B
KapTOHHI kopobui

(BnacHuka peecTpauinHOro NocBiA4YeHHS) - 3MiHa
HanMeHyBaHHS Ta/abo agpecu 3asiBHUKA
(BnacHuka peecTpaLiiHoOro NocBigYeHHs), y
BiQNOBIOHICTE 4O KOMEPUINHOI NiLeH3ii 6e3 3MiHK
camoi 1opuan4Hoi 0cobn. OHOBMEHHSI TEKCTY
MapKyBaHHs! yakoBKU MikapcbKoro 3acoby y
3B'A3KY 3i 3MIHOK MiCLIE3HaXOMKEHHS 3asiBHMKA.
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEpAKEHHS; 3MiHuM | Tuny - 3MiHM WwWoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHnX
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHUX Npo cuctemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa NS 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BignoBigansHoI 3a 30iMCHEHHS dhapmakoHarnsgy
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-thanna cuctemm
dapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
ocobu 3aaBHMKA, BianoBiganbHoi 3a
dapmakoHarnsag. [itoya pepakuis: [Joktop
xerimoH [xxoH ComaH / Dr. Jaimon John
Soman. NponoHoBaHa peaakuisi: [Joktop
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Peknam
yeaHHsT*

Homep
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noceid4yeHHs1

AncdboHce [xo6iH / Dr. Alphonse Jobin. 3miHa
KOHTaKTHWX JaHUX YNOBHOBaXeEHOT 0cobu
3asiBHMKA, BignoBiganbHoi 3a dhapMakoHarnsg

166.

CKAUTPAH

PO34MH ANs iH'EKLIN,
100 mr/mn; in bulk:
no 5 mn B amnynax,
no 4 amnynmmy
GnicTepi, no 20 abo
no 40 GnicTepis B
KapTOHHil kopobui

Ckan ®apma
B3-TOB

Ob6’eHaHi
Apabcbki
Ewmipatu

MaHkanHg ®apma Jlimiteq

IHAis

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHS Ta/abo agpecu 3asiBHUKA
(BNacHuka peecTpauinHoro NocBiAYEHHS) - 3MiHa
HaliMeHyBaHHS Ta/abo agpecy 3asiBHVKA
(BnacHuka peecTpaLiiHoro NocBigYeHHs), y
BigNOBIOHICTb 4O KOMEPUiNHOI NiLeH3ii 6e3 3MiHn
camoi opuanyHoi ocobn. OHOBMNEHHS TEKCTY
MapKyBaHHSs! yakoBKU MikapcbKoro 3acoby y
3B'A3KY 3i 3MiHOK MiCLe3HaXO4KEHHS 3asBHUKA.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepMAKeHHs1; 3MiHK | Tuny - 3MiHK Wopo
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cucteMy chapmakoHarnsgy (BBedeHHs
y3aranbHeHVX JaHUX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BiAMiHHa Big yNoBHOBaxeHOi ocobu,
BigNoBiganbHOI 3a 30iMCHEHHS hapmakoHarnsagy
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
ocobu 3asBHMKA, BiANoOBiganbHOI 3a
capmakoHarnag. Hitova pegakuis: JokTop
xerimoH [IxxoH ComaH / Dr. Jaimon John
Soman. MNponoHoBaHa peakuis: [Joktop
AndoHce Oxo6iH / Dr. Alphonse Jobin. 3miHa
KOHTaKTHWX AaHWX YNOBHOBaXeHOi 0cobn
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsag

UA/18930/01/01

167.

CNABINAKC-
300POB’A

Tabnetku no 7,5 mr
no 10 Tabnetok y
GnicTepi; no 1 abo 2
Gnictepu B kKopobui
3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
O
BIOMNOBIOAN
bHICTIO
«KOPMOPALI
|
«300POB’A»

YkpaiHa

ToBapuCTBO 3 06MEXeHOI0

BiANOBIgANbLHICTHIO
"®apmaueBTnYHa

KomnaHisi "3nopos's”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MmiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpaLinHOro NocBiAYeHHs ) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460). BBegeHHs 3MiH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPXKEHHS.
3minu | TUny - 3miHn WwWoao
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX OaHNX
npo cuctemy apmMakoHarnsgy (BBeaeHHst
y3aranbHeHUX AaHux npo cucTemy
dapmakoHarnagy, 3MiHa ynoBHOBaXeHoi ocobu,
BiOQNoOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa s 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BoHa

6e3
peuenma

UA/12465/01/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BigMiHHA Bif yNOBHOBaXXeHOI ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsgy
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-danna cuctemm
dapmakoHarnsgy).
3MiHa ynoBHOBakeHOi 0cobu 3asiBHUKA,
BignoBiganeHoi 3a chapMakoHarnsg. Hitoya
pepakuis: LesyeHko Onena IropisHa.
[MponoHoBaHa pegakuisi: MNaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOi 0CObU 3asiBHUKA,
BiAnoBiganbHOI 3a hapmakoHarnag.
3miHa Homepa macTep-aiina cuctemm
dapmakoHarnsgy.
168. | CONIgAro PO34MH NS iH'EKLiN; Bionoriwe HimeuunH Bionoriwe Xannbmittenb Himeuyunna BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3a UA/4374/01/01
KOMMO3UTY | no 2,2 mn B amnyrni; XannbmiTTenb a Xeenb 'M6X 3MiHn | TMNY - 3MiHK Woao peuenmom
MC no 5 amnyny Xeernb M'M6X 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
KOHTYPHil (iHWi 3MiHK) - OHOBNEHHS TEKCTY MapKyBaHHS
YapyHKOBIn BTOPWHHOI YNaKoBKK fikapcbkoro 3acoby, a
ynakosui; no 1 abo came: npuBeAeHHs iHopmaii y n.9 "YmMosu
2, abo no 20 30epiraHHs" y BiANOBIAHICTb 3 BUKNAAEHO0 B
KOHTYPHUX IHCTPYKUIi.
YapyHKOBUX BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
yNakoBOK y KOpoOLi 3aTBEPKEHHS.
3 KapToHY
169. | CONNAQEIH TabneTtku Wwunydyi; no XaneoH HOK Benuka damap A.B.E. AHToca peuis/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 6e3 UA/12392/01/01
AKTUB 2 TabneTtkn y TpengiHr BpuTaHis nnaHT, peuis; Ipnangis 3MiHu | TUny - 3MiHM Wwopo peuenma
HaraToiapoBomy Timiteq "makcoCmiTKnanH 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
cTpwni; no 6 cTpunis HaxrapeaH Jlimiteq, (iHLWi 3MiHW) - 3MiHN BHECEHO B TEKCT
Y KapTOHHIl kopobLi; Ipnangis MapKyBaHHS1 BTOPMHHOI YNaKOBKW fikapCbKOro
no 4 tabnetkn y 3acoby BupobHuuTtea «Pamap A.B.E. AHToca
baraTowapoBomy nnaHTy, Mpedis y n. 17. «IHWE» wono 3amiHu
cTpwvni; no 3 cTpunu noroTuny BMpobHUKA Ha NoroTun 3asiBHYKa, a
Y KapTOHHiIl kopobui TaKoX BUAaneHHs iHdpopMaL,ii CTOCOBHO Ailoumnx
PEYOBUWH B TEKCTI MapKyBaHHSA NEPBUHHOI
ynakoBKM nikapcbKkoro 3acoby y n. 2.
«KINBLKICTb AIK0YOI PEYOBWHW». BeeaeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEPOKEHHS
170. | COMATUH niodinisat ans TOB "®3 YkpaiHa TOB "®3" BIO®APMA" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHixX MaTepianis: 3a UA/17216/01/01
pPO34MHy Ang "BIO®APMA" 3minHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA peuenmom
iH ekuii no 1,3 mr (4 nikapcbkuii 3aci6. KoHTponb rotoBoro
MO) 1 donakoH 3 nikapcbkoro 3acoby. 3miHa y meTtogax
niocpinizatom y BUNPOOYBaHHSA rOTOBOrO NiKapCbKoro 3acoby
KOMMEKTi 3 (iHWi 3MiHM y MeToaax BUNpobyBaHb
PO3YNHHNKOM (Bkrtoyatoum 3amiHy abo AOMNOBHEHHS)) 3MiHN B
(po34mH MeToAMLi BUNpoOyBaHHA 3a MOKa3HMKOM
meTakpesony 0,3 %) «KinbkicHe Bu3HaueHHsi. ComaTponiH» (OPY,
no 1,0 mn B amnyni y 2.2.30, meToOOM eKCKIo3inHOT xpoMaTtorpadii),
GnicTepi B nayui a came: - 3MiHa NiaroToBKM BUNPOOGOBYBAHOMO
PO34MHY, @ CamMe BUKOPUCTaHHS MeToay
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
HaBa)ok 6e3 3MiHM pobo4y0oi KOHLEeHTpaLi; -
[04aHo ONmnc BU3HAYEHHS cepedHboi Macu
BMICTY (priakoHy; - BHECEHO 3MiHU B
pO3paxyHKoBY )OpMyIly BMICTY COMATPONiHy B
ofHOMY (priakoHi Ta NOSICHEHHS 4O KOMMOHEHTIB
pO3paxyHKoBOi hOpMyrnn. Y MOBM BUKOHAHHS
MeToAy KOHTpOro 3anuiieHo 6e3 3miH
171. | COMATUH niodinisat ansa TOB "®3 Ykpaina TOB "®3" BIO®APMA" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/17216/01/02
PO34MHY Anis "BIO®APMA" 3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA peuenmom
iH ekui no 2,6 mr (8 nikapcbkuii 3aci6. KoHTpornb rotoBoro
MO) 1 dnakoH 3 nikapcbkoro 3acoby. 3miHa y MmeTtogax
nioginizatom y BUNpoByBaHHSA roTOBOro Nikapcbkoro 3acoby
KOMMNIEKTI 3 (iHWi 3miHK y meTogax BunpobyBaHb
PO3UYNHHWNKOM (BKrtovatoum 3amiHy abo AOMOBHEHHS)) 3MiHN B
(po3umH MeToauLi BUNpobyBaHHS 3a NOKa3HUKOM
meTakpesony 0,3 %) «KinbkicHe Bu3HayeHHs1. ComatponiHy (Y,
no 2,0 mn B amnyni y 2.2.30, meToaOM eKCKNo3inHOT xpomaTtorpadii),
Gnictepi B nayui a came: - 3MiHa niaroToBKM BUNPOBoBYBAHOMO
PO34MHY, @ came BUKOPUCTaHHS MeToay
HaBaXok 6e3 3mMiHM pobo4yOoi KOHLEeHTpaLi; -
[0[aHO OMNKWC BU3HAYEHHS cepeaHbOi Macu
BMICTY (priakoHy; - BHECEHO 3MiHU B
pO3paxyHKoOBY POPMyny BMICTy COMaTpOriHy B
OfHOMY (priakoHi Ta NOSICHEHHS [0 KOMMOHEHTIB
po3paxyHKoBOI popmynn. Y MOBU BUKOHAHHS
MEeTOAY KOHTPOMK 3anuiieHo 6e3 3amiH
172. | CTOMATO- renb Ans siceH TOBAPUCTB YkpaiHa ToBapucteo 3 obmexeHor YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnxX maTepianis: 6es UA/13651/01/01
F'ENb no 20 ry Ty6i; no 1 03 BiZNoOBIganbHiCcTO 3MiHa 3asBHuka J13 (MIBI) (BnacHuka peuenma
300POB'A Ty6i y kopobui 3 OBMEXEHO "®apmaueBTnyHa peecTpaLinHOro NocBiA4YeHHS) (3rigHO Hakaly
KapTOHY o KomnaHisi "3nopos'a” MO3 Big 23.07.2015 Ne 460). BBegeHHs 3MiH
BIANOBIOAN NPOTArom 6-Tu MiCSILIIB MiCNsi 3aTBEPOXKEHHS.
bHICTHO 3MiHn | TMny - 3MiHK Woao
«KOPTOPALII 6e3nekv/edeKkTMBHOCTI Ta bapmakoHarnagy.
A BBeneHHs abo 3MiHM [0 y3aranbHeHWX OaHNUX
«3[00POB’A» npo cuctemMy chapmakoHarnagy (BBeAeHHs

y3aranbHeHNUX JaHUX Npo cuctemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
apmakoHarnsify; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
chapmakoHarnsigy B YKpaiHi, SKLWo BoHa
BiAMiHHa Big yNOBHOBaxeHOi ocobu,
BignoBiganbHOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsay).
3MiHa ynoBHOBakeHOi 0cobu 3asiBHUKA,
BignosiganeHoi 3a hapmMakoHarnsag. [itoya
pepakuisi: LleBuyeHko OneHa IropiBHa.
MponoHoBaHa pepakuisi: MNaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX JaHUX




115

[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

YNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a papmakoHarnsag. 3miHa
HOMepa macTep-dainna cuctemm
dapmakoHarnsgy.

173.

CTPENCIIC®
IHTEHCUB 3
MEOOM TA
JIMMOHOM

NboAsHUKN no 8,75
Mr; MO 8 NboAAHUKIB
y 6nictepi; no 2
6nictepun y
KapTOHHIl kopobui

PekkiTT
BeHkizep
Xenckep

IHTEepHeLwwHN

Nimiten

Benwuka
BputaHia

PexkkiTT BeHkizep Xenckep

IHTepHewHn JlimiTeq

Benwuka
BpuTtaHia

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHu | TMny - 3MiHK Wwoao
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbKkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeON4YHOro 3acToCyBaHHs Ha nigcTa.i
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BIiTY 3 JOCTiAXEHb, NPOBEAEHMX
BiAMNOBIQHO A0 NnaHy negiaTpuyHux SocnigkKeHb
(PIP) (iHWi 3MiHW) - 3MiHWM BHECEHO B iHCTPYKLItO
0N MegUYHOro 3acTocyBaHHS NikapCbKoro
3acoby go posginis "OcobnmBocTi
3acTtocyBaHHS" , "3acTocyBaHHs y nepioa
BariTHoCTi abo rogyBaHHs rpyaar” Ta "Cnoci6
3aCTOCyBaHHA Ta [03K" BignoBigHoO Ao
OHOBMeHoI iHdopmaii woao 6eanekn
3aCTOCYBaHHS Aito40I PEYOBMHM 3rigHO 3
pekomeHaauieto PRAC. BBeaeHHs 3MiH
NpOTArom 6-T MicsILIB Micnsi 3aTBEPAKEHHS

6e3
peuenma

nionsieae

UA/7696/01/01

174.

CYBAPOIO

TabneTkn, BKpUTI
NniBKOBOO
060s0HKo0MNO, Mo 5
Mr; no 7 TabneTok y
GnicTepi; no 4
Gnictepny
KapTOHHiIl kopobuyj;
no 10 Tabnetok y
6nictepi; no 3, 6 abo
10 GnicTepiB y
KapTOHHiIl kopobuyj;
no 15 rabnetok y
GnicTepi; no 2 abo
no 4 6nictepun y
KapTOHHiI kopoOLyj;
no 14 Tabnetok y
GnicTepi; no 2
Gnictepn y
KapTOHHiI kopobui

Canpos
dPapmacbioTika
n3 a.a.

CnogeeHisi

Jlex ®apmaueBTUYHa

KomnaHisa a.4., CrnoeeHisa

(BnpobHMuTBO in bulk,

TECTyBaHHs1, NaKyBaHHS,
BUNYCK Cepii; NakyBaHHS,

BUMYCK Cepii)
INek C.A., MNonbwa
(BpoBHMLTBO in bulk,

NepBUHHE Ta BTOPUHHE
naKyBaHHs, TECTYBaHHS)

CnoseHisi/
MNonbwa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TUnYy - 3miHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHUUTBI. 3amiHa
abo BBeIEHHS 10AaTKOBOI AinbHUL
BMPOGBHMLTBA AN YacTMHM abo BCbOro
BUPOBHMYOro NpoLecy roToBOro fikapCbkoro
3acoby (AinbHULSA, Ha SKin npoBoAsTbLCS Oyab-
sIKi BUpOOHWYI cTagii, 38 BUHATKOM BUMYCKY
cepiii, KOHTPOIO AKOCTi, MEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHS, ANS1 HECTEPUIBHUX
nikapcbkunx 3acobiB) - 4OAABaHHS HOBOTO
BupobHuka Jlek C.A., Monblua, Byn. Mogninie,
16, Ctpukos, 95-010/16 (BupobHuLTBO in bulk),
OHOBIIEHHS PO3Ainy ONUC BUPOBHWYOro NpoLecy;
npoTokon cTabinbHOCTI. BBeaeHHs 3miH
NPOTHArom 6-Tv MicsILiB NicNsi 3aTBEPOXKEHHS.
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpoBbHUUTBI. 3amiHa
abo BBeIeHHS 10AaTKOBOI AinbHUL
BMPOOHMLTBA ANs YaCcTUHM abo BCbOro
BMPOGHMYOro MPOLECy rOTOBOrO NiKapCbKOro
3acoby (AinbHULSA AN NEPBUHHOIO NaKyBaHHS)-
[opaBaHHsi HOBOro BUpobHUKa BiANoBiganbLHOro
3a nepByHHE NakyBaHHs - Jllek C.A., MNonbLua
Byn. Moaninie, 16, Ctpukos, 95-010/16.

3a
peuernmom

He
nidnseae

UA/12605/01/01
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BBegeHHs 3MiH NpoTArom 6-Tu MicsuiB nicnsi
3aTBepMkeHHs. CynyTHs 3MiHa - 3MiHM 3 AKOCTI.
[oToBuMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3acit. 3miHa
PO3Mipy YNakoBKM rOTOBOrO NikapcbKoro 3acoby
(3miHa KinbKkocTi oguHMUb (Hanpuknag TabneTok,
amMnyr Towo) B ynakoBL,i:) - 3MiHa y giana3oHi
3aTBEPKEHNX PO3MIPIB YNaKoBKN. 3MiHN
BHECEHI B IHCTPYKLil0 ANS MeANYHOro
3acTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"YnakoBka" 3 BignoBigHUMWN 3MiHAMWN B TEKCTI
MapKyBaHHs! yNakoBOK;
3MinHn | TMny - 3MiHmM 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHUUTBI. 3amiHa
abo BBeAEHHS 10AaTKOBOI AinbHUL
BMPOBHMLTBA ANs YacTUHM abo BCbOro
BMPOBHMYOro npoLecy rotoBoro nikapCbkoro
3acoby (AinbHMUSA ANs BTOPMHHOIO NaKyBaHHS) -
[onaBaHHs HOBOro BMpoBGHMKa BiANOBiAanbHOro
3a BTOpWHHE nakyBaHHs - Jlek C.A., MNonbLua
Byn. Moaninie, 16, Ctpukos, 95-010/16
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepAKEHHS. 3MiHuM | Tuny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. 3miHK y
BMPOGHMUTBI. 3MiHa po3Mipy cepii (BkntoYak4m
[iana3oH po3Mipy cepii) roToBOro nikapCbKoro
3acoby (36inbweHHs 6inbw Hix y 10 pasis
NOPIBHSIHO i3 3aTBEPAXXEHNM PO3MIpOM AN
TBEPAMX NiKapCbknx hopM 3 HeramnHnm
BMBINbHEHHSM A1151 NepoparnbHoro
3acTocyBaHHS):
3aTBepokeHo
Ons 5 mr
4 800 000 Tabn.***

4 800 000 Tabn.**

Onsa 10 mr
240 000Tabn.***

1920 000 Tabn.**

Onsa 20 mr
120 000 Tabn.***

960 000 Tabn. **

***33% overage of coating suspension
**25% overage of coating suspension
3anponoHoBaHoO
Ons 5 mr
4 800 000 Tabn.***

4 800 000 Tabn.**

9 600 000 Tabn.*

Ona 10 mr
240 000Tabn.***

1920 000 Tabn.**
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
7680 000 Tabn.*

Onsa 20 mr
120 000 Tabn.***
960 000 Tabn.**
3840 000 Tabn.*
***33% overage of coating suspension
**25% overage of coating suspension
*10% overage of coating suspension
BBegeHHs 3miH npoTsArom 6-Tm MicsuiB nicnsi
3aTBepMKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.
CeptudikaT BignosigHocTi/l E-ceptudikat
BignoBigHOCTI €Bponeiichbkin
capmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeobXiAHICTIO NpMBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii IdY abo €Bponencbkoi
capmakonei, abo iHWOoi HaLioHanbHOI
dapmakonei gepxasu €C (3miHa y cneumdikauii
HedbapmakonenHoro APl ans npuBegeHHs y
BignoBigHicTb 4o Bumor AdY abo €ponenchbkoi
capmakonei, abo iHWOoi HauioHanbHOI
cdapmakonei gepxasu €C) - [JlonomixkHa
peyoBMHa/BUXigHWIA MaTepian anst BUpobHuuUTBa
AQI - MNpuBeaeHHst cneumdikauii Ha JONOMiXHY
peyvoBuHy Maize starch, dried o Bumor
MoHorpdii EP. BBegeHHs 3MiH npoTsrom 6-tu
MicaUiB Micnsa 3aTBepmKeHHs. 3miHu | Tuny -
3miHu 3 aKocTi. FoToBMIA Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby (iHLwi
3MiHu) - MNpuBeaeHHst cneuudikadii rotoBoro
nikapcbkoro 3acoby Ao Bumor MoHorpadii EP
(TabneTtkn Rosuvastatin) 3i 3miHoto Mex ans n.
KinbkicHui BMicT posyBactaTuHy, Bmict
CropigHeHNX pevoBuH/ NPOAYKTiB Aerpajadii; 3
BHECEHHSIM NMOCUINaHHSA MeToAiB KOHTPOI0 A0
BuMor EP (nocvnaHHs Ha BHYTPILLHI aHaniTUYHi
npouenypu «Lek» 3miHeHO Ha GinbLu BiANOBIAHI
«in-house» B3aemo3amiHHi MmeToan). PeaakuiiiHi
3MiHW 0O aHanITUYHOT METOAUKN «3anULLIKOBUIA
PO3YMHHUK eTaHOM». BBEAEHHS 3MiH NPOTArom
6-T MicsLiB nicns 3aTBepAXEHHs. 3MiHu | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acib.
Cucrtema KOHTenHep/3aKynopoBanbHuiA 3acid.
3miHa Byab-siKoT YacTUHU MaTepiany NepBUHHOT
YMNaKOBKM, LLLO HE KOHTaKTY€E 3 rOTOBUM
nikapcbkum 3acobom (Hanpuknag Konip
KpULLIEYOK 3 KOHTPONEM MEpLUIOro BiAKPUTTS,
KOMip KOZOBWX Kifleub Ha amnynax, KoOHTerHepa
ONs ronok (pisHi BuaM nnactMmacu) (3MiHa, sika
He BMIMBAE Ha KOPOTKY XapaKTepUCTUKY
nikapcbKkoro 3acoby) - 3MiHN NePBUHHOTO

naKkyBaJibHOro MaTepiany, KU He KOHTAKTY€E 3
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
peLenTypoto fikapcbkoro 3acoby - 3amiHa
NOTOYHOI NMiBkM ANs GnicTepis nniskoto 6e3
HITPOLIENoNo3u (HiTpoLentonosa B ApyKapCbKuit
rpyTOBLi B NOEAHAHHI 3 amiHaMM B YOPHWAI
moxe yteoptoBaTy Aomiwku (NDMA/NDEA), aki
noTiM Mif Yac npouecy NakyBaHHS MOXyTb ByTu
nepeHeceHi Ha TabneTkun, ynakoBaHi B cepeamHi
6nictepa). BBeaeHHs 3MiH NpoTsrom 6-Tu
MicsUiB Micnsa 3aTBepAXEHHS.
175. | CYBAPOIO TabneTkn, BKpUTI Canpos CnoBeHis Jlex dapmaueBTMYHa CnoBeHisi/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/12605/01/02
NniBKOBOO dPapmacbioTika KomnaHis A.4., CnoseHis Monbwa 3MmiHu | TMnYy - 3miHK 3 AkocTi. FoToBUN peuenmom | niidnseae
ob6onoHkotono, no 10 n3 a.a. (BUpoGHMLTBO in bulk, nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa

Mr; no 7 TabneTok y
GnicTepi; no 4
Gnictepn y
KapTOHHi KOpooLyi;
no 10 tabnetok y
Gnictepi; no 3, 6 abo
10 GnicTepiB y
KapTOHHIN KOpoOLyi;
no 15 rabnetok y
Gnictepi; no 2 abo
no 4 énictepn y
KapTOHHi KOpoOLyi;
no 14 Tabnetok y
Gnictepi; no 2
Gnictepuy
KapTOHHiI kopobui

TeCTyBaHHs1, NaKyBaHHS,
BUNYCK Cepii; NaKyBaHHS,

BUNYyCK cepii)
INek C.A., MNonbwa
(BUpoGHMLTBO in bulk,
nepBMHHE Ta BTOPUHHE

naKyBaHHsl, TECTYBaHHS)

abo BBeEeHHS 10AaTKOBOI AinbHUL
BMPOGHMLTBA ANs YacTuHM abo BCbOro
BMPOGHMYOro NPoLECY FOTOBOrO NiKapCbKoro
3acoby (ainbHMUSA, Ha sikin npoBoasaTbCa Byab-
SKi BAPOOHWUYI cTagii, 3a BUHATKOM BUMYCKY
Cepin, KOHTPOMIO AKOCTI, NEPBUHHOIO Ta
BTOPWHHOIO MaKyBaHHS, As1 HECTEPUITbHMX
nikapcbkux 3acobis) - 4oAaBaHHA HOBOrO
BupobHuka ek C.A., MonbLua, Byn. Mogninie,
16, Ctpukos, 95-010/16 (BupobHMUTBO in bulk),
OHOBMEHHSA po3iny onuc BUpobHMYOro npoLecy;
npoTokon ctabinbHOCTi. BBeaeHHs amiH
NpOTArom 6-Tu MicAILiB MiCNsi 3aTBEPOXKEHHS.
3MmiHu | TUNYy - 3miHK 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. 3miHM y BUpoGHUUTBI. 3aMiHa
abo BBeIEHHS 10AaTKOBOI AinbHUL
BMPOBHMLTBA ANS YacTUHM abo BCbOro
BMPOGHMYOro NpOLECY FOTOBOrO NiKapCbKOro
3acoby (AinbHWULSA AN NEPBUHHOIO NaKyBaHHS)-
[opaBaHHA HOBOrO BUpOBHMKa BiAMOBIAANbLHOIO
3a nepBuHHE nakyBaHHs - Jlek C.A., MonbLa
Byn. Moganinie, 16, Ctpukos, 95-010/16.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepaKeHHsl. CynyTHsi 3MiHa - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3acio. 3MiHa
pPO3Mipy yNakoBKM rOTOBOrO NikapcbKoro 3acoby
(3MiHa KinbkocTi oAnHMLL (Hanpuknas TabneTok,
amnyn Towo) B ynakoBLi:) - 3mMiHa y Aiana3oHi
3aTBEPKEHUX PO3MIPIB YNakoBKU. 3MiHU
BHECeHI B iIHCTPYKLi0 ANst MeanyHoro
3aCTOCYBaHHSI NiKapCbKoro 3acoby y po3ain
"YnakoBka" 3 BiANOBiAHUMM 3MiHAMU B TEKCTI
MapKyBaHHs! YNaKoBOK;
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHW y BUpoBHULUTBI. 3aMiHa
abo BBeIeHHS 10AaTKOBOI AinbHUL
BMPOGHMLTBA AN YacTUHM abo BCbOro
BMPOGHMYOro NpOLECY FOTOBOrO NiKapCbKoro
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
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3acoby ynakoeka) noceid4yeHHs1
3acoby (AinbHMUSA A4Ns BTOPMHHOIO NaKyBaHHS) -

[opaBaHHsi HOBOro BUpOBHUKa BiANOBiganbHOro
3a BTOpPWHHE nakyBaHHs - Jlek C.A., MNonbLua
Byn. Moganinie, 16, Ctpukos, 95-010/16
BBegeHHs 3miH NpoTArom 6-Tv MicauiB nicnsi
3aTBepMKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.
["oToBMI nikapcbkuit 3aci6. 3miHK y
BMPOOHMUTBI. 3MiHa po3mipy cepii (Bknoyaoum
fianas3oH po3Mipy cepii) roToBOro nikapcbKoro
3acoby (36inbLueHHs1 GinbL Hix y 10 pasiB
NOPIBHAHO i3 3aTBEPAXEHNM PO3MIPOM A11A
TBEPAUX MiKapCbKMX (OOPM 3 HEranHUM
BUBINIbHEHHSAM AJ151 NepopanbHoro
3acTOCyBaHHSA):
3aTBepokeHo
Ons 5 mr
4 800 000 Tabn.***
4 800 000 Tabn.**
Ona 10 mr
240 000Tabn.***
1920 000 Tabn.**
Ona 20 mr
120 000 Tabn.**
960 000 Tabn. **
***330% overage of coating suspension
**25% overage of coating suspension
3anponoHoBaHO
Ons 5 mr
4 800 000 Tabn.***
4 800 000 Tabn.**
9 600 000 Tabn.*
Onsa 10 mr
240 000Tabn.***
1920 000 Tabn.**
7680 000 Tabn.*
Onsa 20 mr
120 000 Tabn.***
960 000 Tabn.**
3 840 000 Ttabn.*
***33% overage of coating suspension
**25% overage of coating suspension
*10% overage of coating suspension
BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBepAKEHHS. 3MiHN | TMny - 3MiHM 3 SKOCTI.
CeprudikaTt BignosigHocTi/l E-cepTudikat
BianoBigHOCTI €Bponeinchkii
capmakonei/moHorpadii. 3MiHW, NoB'A3aHi 3
HeoOXiaHICTIO NpuBeaeHHS Yy BigMnoBigHICTb OO
MoHorpadii PY abo Esponencbkoi
cbapmakonei, abo iHWOoi HaLioHanbHOT

dapmakonei gepxasu €C (3miHa y cneumndikauii
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PeecmpauyitiHa npoyedypa

Ymosu Peknam

Homep

Hasea
JliKapcbKo20
3acoby

Ne
n/n

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

HedbapmakoneHoro APl anst npuBegeHHs y

aidnycky y8aHHSsT*

peecmpauiliHo2o

noceid4yeHHs1

BiANoBigHicTb Ao BUMor AdY abo €Bponeicbkoi
capmakonei, abo iHWOoi HaLioHanbHOI
capmakonei gepxasu €C) - [lonomixkHa
peyvoBMHa/BUXIOHWI MaTepian Ans BUpOGHMUTBA
ADI - MNprBeaeHHs cneundikauii Ha ONOMDKHY
peyvoBuHy Maize starch, dried o Bumor
MoHorpdii EP. BBeaeHHs amiH npotarom 6-tu
MicsiLiB nicnsi 3aTBepKEHHS. 3MiHu | Tuny -
3MiHM 3 AkocTi. [oToBMI Nikapcbkuii 3acit.
KoHTponb rotoBoro nikapcbkoro 3acoby (iHLui
3MiHu) - MNpuBeaeHHst cneuudikadii rotToBoro
nikapcbkoro 3acoby no Bumor MoHorpadii EP
(TabneTkn Rosuvastatin) 3i 3amiHoto mex ans n.
KinbkicHWI BMICT po3dyBacTaTuHy, Bmict
cropigHeHNx pevyoBMH/ NPOAYKTIB Aerpagaldii; 3
BHECEHHSAM NOCUIIaHHA METOAIB KOHTPOIO A0
BumMor EP (nocunaHHs Ha BHYTPILWHI aHaniTU4HI
npouenypu «Lek» amiHeHO Ha GinbLu BiaNoOBIAHI
«in-house» B3aemo3amiHHi meToawn). PegakuiiHi
3MiHWM 0O aHaniTUYHOI METOOUKN «3anULLKOBUIA
PO3YMHHUK eTaHoN». BBegeHHs 3MiH NpoTsirom
6-Tn MicauiB nicnsa 3aTBepAXeHHs. 3miHu | Tuny -
3MiHM 3 skocTi. [oToBMI Nikapcbkuii 3acib.
Cunctema KoHTeNHep/3akynoproBanbHUiA 3aci6.
3miHa Byab-aKoi YaCTUHU MaTepiany NepBUHHOT
YNaKoOBKU, LLIO HE KOHTAaKTYE 3 rOTOBUM
nikapcbkuM 3acobom (Hanpuknag Konip
KPULLEYOK 3 KOHTPOJSIEM NEpLUIOro BiAKPUTTS,
Konip KOAOBWX Kiflelb Ha amnynax, KoHTenHepa
Ans ronok (pisHi BuaM nnactmacw) (3mMiHa, sika
He BMMBa€e Ha KOPOTKY XapakTepUCTUKY
nikapcbkoro 3acoby) - 3MiH1 NepBUHHOTO
nakyBarbHOro MaTepiany, K1 He KOHTaKTye 3
peLenTyporo NnikapcbKoro 3acoby - 3amiHa
NOTOYHOI NNiBKV ANns 6nictepis nniskoto 6e3
HITpOLeNtono3au (HiTpoLentonosa B ApyKapCbKui
rpyTOBLi B NOEAHAHHI 3 aMiHaMK B YOPHWI
moxe yteoptoBaTy AoMiwku (NDMA/NDEA), ki
noTiM Mig Yac npouecy NakyBaHHS MOXyTb OyTu
nepeHeceHi Ha TabreTky, ynakoBaHi B cepeauHi
6nictepa). BBegeHHs 3miH npoTsirom 6-tn
MicsILiB Micnsi 3aTBEPAXKEHHS.

3a He

UA/12605/01/03

176. | CYBAPAOIO

TabneTkn, BKpUTI
NniBKOBOO
obonoHkotono, no 20
Mr; No 7 TabneTok y
GnicTepi; no 4
Gnictepuy
KapTOHHiI kopoOuyj;

CaHpo3s
dapmacbioTika
ns3 a.g.

CnoBeHis

Jlex ®apmaueBTUYHa
KomnaHisa a.4., CrnoseHis
(BpoBHMLTBO in bulk,
TECTYBaHHS, NaKyBaHHS,

BUNYCK Cepii; NakyBaHHS,

BUMYCK cepii)
INek C.A., MNonbwa

CnoBeHis/
MNonblia

BHECEHHS 3MiH 1O peecTpauiiHnX maTtepianis:
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHW y BUpoBGHULUTBI. 3aMiHa
abo BBeAEHHS 00AaTKOBOI AinbHUL
BMPOOHMLTBA ANs YaCcTUHM abo BCbOro
BMPOOHWYOro npoLecy rotToBoro Nikapcbkoro
3acoby (AinbHMUSA, Ha sikin npoBoasTees Byab-

peuenmom | nidnsizae

(BpoBHMUTBO in bulk,

siKi BUpOBOHWYI cTagii, 38 BUHATKOM BUMYCKY

no 10 TabneTok y
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

Gnictepi; no 3, 6 abo
10 6nictepiB y
KapTOHHil KOpoOLyi;
no 15 rabnetok y
GnicTepi; no 2 abo
no 4 Gnictepn y
KapTOHHil KOpoOLyi;
no 14 Tabnetoky
Gnictepi; no 2
Gnictepn y
KapTOHHiI kopobui

nepByHHE Ta BTOPUHHE
naKyBaHHs!, TECTYBaHHs1)

Cepin, KOHTPOMIO SAKOCTI, NEPBUHHOIO Ta
BTOPVHHOIO MaKyBaHHS, Asl HECTEPUITbHUX
nikapcbkux 3acobiB) - JogaBaHHS HOBOro
BupobHuka ek C.A., MonbLua, Byn. Mogninie,
16, Ctpukos, 95-010/16 (BupobHMLTBO in bulk),
OHOBMEHHS po3iny onvuc BUPoGHMYOro npoLecy;
npoTokon cTtabinbHOCTI. BBeaeHHs 3amiH
NpOTArom 6-Tv MiCSILIB MiCNsi 3aTBEPOXKEHHS.
3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
abo BBeAEHHS A0AaTKOBOI AiNbHULI
BMPOBHMLTBA ANs YacTMHM abo BCbOro
BMPOGHMYOro NPoLECY FOTOBOrO NiKapCbKOoro
3acoby (AiNbHMLA ANS NEPBUHHOIO NaKyBaHHS)-
[onaBaHHs HOBOro BMpoBGHMKa BiANOBiAanbHOro
3a nepBMHHE NakyBaHHs - Jlek C.A., MNonbLua
Byn. Moaninie, 16, Ctpukos, 95-010/16.
BBegeHHst 3MiH NpoTsrom 6-Tn micauis nicna
3aTBepaKeHHsi. CynyTHSA 3MiHa - 3MiHM 3 SIKOCTi.
[oToBWI nikapcbkui 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHuiA 3aci6. 3MiHa
PO3Mipy yNakoBKM rOTOBOrO NikapcbKoro 3acoby
(3MiHa KinbkocTi oAMHMLE (Hanpuknag TabneTok,
amMnyn Towo) B ynakoBLi:) - 3MiHa y diana3oHi
3aTBEPKEHUX PO3MIPIB YNakoBKU. 3MiHM
BHECEHI B iHCTPYKLitO0 A1 MEeANYHOro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
"YnakoBka" 3 BiANoOBiAHUMM 3MiHAMU B TEKCTI
MapKyBaHHS1 yNakoBOK;
3miHu | TUNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHu y BUpobHUUTBI. 3aMiHa
abo BBeAEHHS 00AAaTKOBOI AinbHUL
BMPOGHMLTBA ANst YacTUHU abo BCbOro
BMPOGHMYOro NpoLECY FOTOBOrO NiKapCbKOro
3acoby (AiNbHMLA ANS BTOPUHHOIO NaKkyBaHHS) -
[opaBaHHA HOBOro BUpOBGHMKa BiAMOBIAANbLHOIO
3a BTOPUHHE nakyBaHHS - Jlek C.A., MNonbLia
Byn. Moganinie, 16, Ctpukos, 95-010/16
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEPIKEHHS. 3MiHM | TUNy - 3MiHKM 3 sIKOCTI.
[oToBMI Nikapcbkuin 3aci6. 3MiHNM Y
BMPOGHMLTBI. 3MiHa po3Mipy cepii (BKItoYaK4m
fiana3oH po3mipy cepii) roToBoro nikapcbkoro
3acoby (36inbweHHs b6inbw Hix y 10 pasis
NOPIBHSAHO i3 3aTBEPAXXEHNM PO3MIPOM A1S
TBEpPAMX NikapCbkux oopm 3 HeranHum
BVBINIbHEHHAM A1 NepopanbHOro
3acToCyBaHHS):
3aTBepakeHo
Onsa 5 mr
4 800 000 Tabn.***
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4 800 000 Tabn.**
Onsa 10 mr
240 000Tabn.***
1920 000 Tabn.**
Onsa 20 mr
120 000 Tabn.***
960 000 Tabn. **

***33% overage of coating suspension
**25% overage of coating suspension

3anponoHoBaHoO
Onsa 5 mr
4 800 000 Tabn.***
4 800 000 Tabn.**
9 600 000 Tabn.*
Ona 10 mr
240 000Tabn.***
1920 000 Tabn.**
7680 000 Tabn.*
Ona 20 mr
120 000 Tabn.**
960 000 Tabn.**
3 840 000 Tabn.*

***33% overage of coating suspension
**25% overage of coating suspension
*10% overage of coating suspension

BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepAKEHHS. 3MiHM | TUny - 3MiHKM 3 sKoCTi.
CeptudikaT BignosigHocTi/lE-cepTudikat
BigNOBIQHOCTI €BponenchbKii
dapmakonei/MoHorpadii. 3miHK, Nos'a3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii IdY abo €Bponencbkoi
dapmakonei, abo iHLWOoi HaLlioHanbHOT
dapmakonei aepxasu €C (3miHa y cneumdikauii
HedapmakonenHoro APl Ana npuBeaeHHs y
BignoBigHicTb Ao Bumor A®Y abo €Bponencbkoi
dapmakonei, abo iHLWOoi HaLlioHanbHOT
dapmakonei gepxasu €C) - [lonomixkHa
pevoBMHa/BUXigHWIA MaTepian aAnst BUpooHUUTBa
AQI - MNpuBegeHHs cneumndikauii Ha JONOMIKHY
peyoBuHy Maize starch, dried go Bumor
MoHorpdii EP. BBegeHHs amiH npotarom 6-tu
MicsaUiB nicns 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acit.
KoHTposb roToBOro nikapcbkoro 3acoy (iHwi
3MiHn) - MNpuBeaeHHs cneuudikaLii roToBoro
nikapcbkoro 3acoby no Bumor MoHorpadii EP
(TabneTkn Rosuvastatin) 3i 3miHoto Mex ans n.
KinbkicHun BMIiCT po3yBactaTuHy, BmicT
CropiaHEHNX pevyoBMH/ NPOAYKTIB Aerpaaaldii; 3
BHECEHHSAM MOCUNIAaHHSA METOAIB KOHTPOJIO A0
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BumMor EP (nocunaHHs Ha BHYTPILHI aHaniTU4HI
npouenypu «Lek» 3amiHeHO Ha GinbLu BiAMNOBIAHI
«in-house» B3aemo3amiHHi meToaun). PegakuiiHi
3MiHW 0O aHanITUYHOI METOAMKN «3anULLIKOBUI
PO34YMHHMK eTaHoM». BBeAEHHS 3MiH NpOTSrom
6-TK MicsauiB nicna 3aTBepAXKeHHs. 3MiHu | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acit.
Cuctema KoHTeliHep/3akynoptoBarnbHui 3acio.
3MiHa Oyab-sKoi YaCTUHWM MaTepiany NepBUHHOI
YNaKoOBKW, LLIO HE KOHTAKTYE 3 rOTOBUM
nikapcbkuM 3acobom (Hanpuknaa Konip
KpULLEYOK 3 KOHTPONIEM NEpLUOro BiAKPUTTS,
KONip KOAOBMX KineLb Ha aMmnynax, KoHTenHepa
Ans ronok (pisHi Buam nnactmacw) (3MiHa, ska
He BMIMBAE Ha KOPOTKY XapaKTepUCTUKY
nikapcbkoro 3acoby) - 3MiHN NepBUHHOIO
nakyBarnbHOro MaTepiany, Sk He KOHTaKTye 3
peLenTypoto fikapcbkoro 3acoby - 3amiHa
NOTOYHOI NNiBKM oNns GnicTepis nniBkoto 6e3
HITPOLENoNo3m (HiTpoLentonosa B ApyKapCbKui
rpyTOBLi B NOEAHAHHI 3 amiHaMM B YOPHWAI
mMoxe yTeoptoBaTy gomiwku (NDMA/NDEA), ki
noTiM Mif Yac npouecy nakyBaHHA MOXyTb OyTu
nepeHeceHi Ha TabneTkun, ynakoBaHi B cepeauHi
6nictepa). BeegeHHs 3MiH npoTsirom 6-Tu
MiCSILiB Micnsi 3aTBEPAXKEHHS.

177.

CYBAPOIO

TabneTkn, BKpUTI
NniBKOBOO
0600oHKowMNo, Mo 5
Mr, no 7 TabneTok y
6nicTepi; no 4
Gnictepny
KapTOHHiIl kopobuyj;
no 10 Tabnetok y
6nictepi; no 3, 6 abo
10 GnicTepiB y
KapTOHHiIl kopobuyj;
no 15 rabnetok y
GnicTepi; no 2 abo 4
Gnictepuy
KapTOHHiI kopoOLyj;
no 14 Tabnetok y
GnicTepi; no 2
Gnictepn y
KapTOHHiI kopobui

Canpos
dapmacbioTika
n3 a.a.

CnogBeHisi

Jlex ®apmaueBTUYHa

KomnaHisa a.4., CnoseHis

(BMpOGHMUTBO in bulk ,

TeCTyBaHHS, NakyBaHHS,
BUNYCK Cepii; NakyBaHHS,

BUMYCK Cepii)
INek C.A., NonbLwa
(BpoBHMLTBO in bulk,

NepBUHHE Ta BTOPUHHE
naKyBaHHs, TECTYBaHHS)

CnoseHisi/
MNonblia

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBUMIA
nikapcbkuit 3aci6. 3MiHn y BUpOGHMUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYHTLCS BUMYCKY cepii
Ta KOHTPOIIO SAKOCTi FOTOBOTO MiKapCbKOro
3acoby (3amiHa abo fgoaaBaHHSA AinbHWLI, Ha
SIKiV 30IACHIOETBCS KOHTPOMNbL/BUNPOOYBaHHS
cepii) - ogaBaHHs BUpoOHWMKa BianoBigansHoro
3a TectyBaHHs Jlek C.A., Byn. MNoaninie, 16,
Crpukos, 95-010, Monbua/Lek S.A, 16, Podlipie
Str., 95-010 Strykow, Poland. BBegeHHs 3MiH
NPOTArom 6-Tu MiCSILIiB MiCNsi 3aTBEPOKEHHS;
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeVHep/3aKynoptoBanbHuiA 3acit. 3miHa
PO3Mipy ynakoBKM rOTOBOTO fikapCbKoro 3acoby
(3MiHa KinbkocTi oAnHWLE (Hanpuknag TabneTok,
amnyn Towo) B ynakoBLi:) - 3miHa y Aiana3oHi
3aTBEpPAKEHNX PO3MIpIB YNakoBku - BBegeHHs
[04aTKOBOro po3mipy ynakoBku: no 14 tabnetok
y 6nicTepi; no 2 6nictepun y KapTOHHIN kopobLli.
3MiHM BHeceHo B po3ain "YnakoBka" B
IHCTpPYKLUil0 AN MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsarom
6-TW MicAUiB Nicns 3aTBEPAXEHHS

3a
peuerimom

He
nidnsicae

UA/12605/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
178. | CYBAPOIO TabneTkn, BKpUTI Canpos CnoBeHis Jlex dapmaueBTMYHa CnoseHisi/ BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3a He UA/12605/01/02
NniBKOBOO dPapmacbioTika KomnaHis A.4., CnoseHis Monbwa 3MiHW | Tuny - 3MiHK 3 skocTi. [FoToBMI peuenmom | niidnseae
obonoHkotono, no 10 n3 a.a. (BMpOGHMUTBO in bulk , nikapcbkuii 3aci6. 3miHn y BUpoOHMUTBI. 3MiHa
Mr; no 7 TabneTok y TeCTyBaHHs1, NaKyBaHHS, iMnopTepa/amiHu, L0 CTOCYIOTLCS BUNYCKY cepil
6nictepi; no 4 BUWMYCK Cepii; NaKyBaHHS, Ta KOHTPOIO SAKOCTi FOTOBOrO NiKapCbKOro
Gnictepn y BUNYyCK cepii) 3acoby (3amiHa abo foaaBaHHSA AinbHULI, Ha
KapTOHHil KOpoOLyi; Jlex C.A., Monbwa SKIN 34INCHIOETBCA KOHTPOSL/BUNPOBYBaHHS
no 10 Tabnetok y (BpobHuUTBO in bulk, cepii) - lonaBaHHs BUPOGHWMKa BigMNOBiAaNbHOro
6nictepi; no 3, 6 abo NepBMHHE Ta BTOPUHHE 3a TecTyBaHHs Jlek C.A., Byn. Moaninie, 16,
10 GnicTepiB y nakyBaHHsi, TECTYBaHHS) Ctpukos, 95-010, Monbwal/Lek S.A, 16, Podlipie
KapTOHHiIl kopobuyj; Str., 95-010 Strykow, Poland. BBegeHHs 3miH
no 15 rabnetok y NPOTArom 6-TW MicAUIB NiCNA 3aTBEPAXKEHHS;
6nictepi; no 2 abo 4 3MinHn | TMny - 3MiHuM 3 siKocTi. [oToBUIA
Gnictepny nikapcbkui 3aci6. Cuctema
KapTOHHi KOpoOLyi; KOHTeHep/3aKynoptoBanbHuiA 3aci6. 3MiHa
no 14 tabnetok y PO3Mipy ynakoBKM FOTOBOIO Nikapcbkoro 3acoby
GnicTepi; no 2 (3MiHa KinbkocTi oAMHMLE (Hanpuknag TabneTok,
Gnictepn y amMnyn Towo) B ynakoBLi:) - 3MiHa y diana3oHi
KapTOHHIl kopobui 3aTBepAKEHMX PO3MIpIB yNakoBku - BBeaeHHs
[0[AaTKOBOro po3mipy ynakosku: no 14 tabnetok
y 6nicTepi; no 2 6nictepun y KapToHHiI KOpobLLi.
3MiHM BHeceHo B po3ain "Ynakoska" B
IHCTPYKLUIilO0 AN MeAWNYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby. BBeaeHHs1 3MiH NpoTsrom
6-TK MicAaUiB Nicnsa 3aTBEPAXEHHS
179. | CYBAPOIO TabneTkn, BKPUTI CaHpos CnoBeHisi Jlex ®apmaueBTMYHa CnoBeHis/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a He UA/12605/01/03
NNiBKOBOK dapmacbioTika KomnaHisa a.4., CrnoseHis MNonblia 3MiHn | Tuny - 3MiHK 3 sikocTi. FoToBUMIA peuenmom nionsieae
obonoHkotono, no 20 ns3 g.Aa., (BupobHuLTBO in bulk , nikapcbkuii 3aci6. 3MiHM y BUpOGHMUTBI. 3MiHa
Mr, no 7 TabneTok y CnoBeHis TEeCTYBaHHS, NaKyBaHHS, iMnopTepa/amiHu, L0 CTOCYHOTLCSA BUNYCKY cepii
GnicTepi; no 4 BUNYCK Cepii; NakyBaHHS, Ta KOHTPOIIO AKOCTi rOTOBOrO fikapCbkoro
Gnictepuy BUWMYCK cepii) 3acoby (3aMiHa abo gofaBaHHs OinbHULi, Ha
KapTOHHI kopobuyj; Ilek C.A., MonbLa AKiV 3AIMCHIOETBCSA KOHTPOMbL/BUNPOOYBaHHS
no 10 Tabnetok y (BpoBHMLTBO in bulk, cepii) - logaBaHHs BUpoOHWMKa BianoBigansHoro
6nicTepi; no 3, 6 abo nepBMHHE Ta BTOPUHHE 3a TectyBaHHs lek C.A., Byn. Mogninie, 16,
10 6nicTepiB y naKkyBaHHSsI, TECTYBaHHS) Crpukos, 95-010, Monbwa/Lek S.A, 16, Podlipie
KapTOHHiIl kopobuyj; Str., 95-010 Strykow, Poland. BBegeHHs 3MiH
no 15 Tabnetok y NPOTHArom 6-Tu MicAILiB NicNsi 3aTBEPOXEHHS;
6nictepi; no 2 abo 4 3miHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
Gnictepu y nikapcbkuii 3aci6. Cuctema
KapTOHHiIl kopobuyj; KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
no 14 tabnetok y PO3Mipy ynakoBKM FOTOBOIO NiKapCbKoro 3acoby
GnicTepi; no 2 (3MiHa KinbkocTi oanHWLL (Hanpuknas TabneTok,
Gnictepuy amnyn Tollo) B ynakoBLi:) - 3miHa y Aiana3oHi
KapTOHHiI kopobLyi 3aTBepKeHVX po3MipiB ynakoBku - BBeaeHHs
[04aTKoBOro po3mipy ynakoBku: no 14 tabnetok
y 6nicTepi; no 2 6nictepun y kKapTOHHiI kopobLi.
3MiHM BHeceHO B po3pain "Ynakoska" B
{HCTPYKLUil0 ANst MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BBeaeHHs 3MiH NpoTsirom
6-TW MicAUiB nicna 3aTBEpAXXEHHS
180. | CYBAPOIO TabneTku, BKPUTI Canpgos CnoBseHis Jlek ®apmaueBTUYHa CnioBeHis/ BHECEHHS 3MiH 10 peecTpauiiHnx MaTtepianis: 3a He UA/12605/01/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
NniBKOBOK dapmackioTika KomnaHisa a.4., CnoseHis MNonbLa 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom nionsieae

06010HKO, M0 5 Mr;
no 7 TabneTok y
Gnictepi; no 4
6nictepun y
KapTOHHil KOpoOLyi;
no 10 Tabnetok y
GnicTepi; no 3, 6 abo
10 GnicTepiB y
KapTOHHil KOpoOLyi;
no 15 tabnetok y
6nictepi; no 2 abo 4
Gnictepn y
KapTOHHIN KOpoOLyi;
no 14 tabnetok y
Gnictepi; no 2
Gnictepny
KapTOHHIl kopobui

n3 a.a.

(Bupo6HMLTBO in bulk ,
TeCTyBaHHs1, NaKyBaHHS,
BUNYCK Cepii; NakyBaHHS,
Bunyck cepii); Jlek C.A,,
Monbwa (BMpoBHULTBO in

bulk, nepsuHHe Ta

BTOPVHHE NaKyBaHHs,

TECTYBaHHs1)

nikapcbkuin 3aci6. Onuc Ta cknag. 3miHa y
cknapgi (4oMoMiXKHUX peYoBMHAX) rOTOBOIO
nikapcbkoro 3acoby (iHLWi 4ONOMKHI pe4oBUHN) -
Byapb-sika He3HayHa 3MiHa KinbKiCHOrO cknagy
OOMOMDKHMX PEYOBUH Y FOTOBOMY MiKapCbKOMY
3acobi - 3MiHa B KinbkicHOMY ckrnagi TabneTtku no
5 Mr, a came 3MeHLLEHHS Macu TabneTku BABIYi,
3a paxyHOK 3MEeHLLEHHS! [OMOMiXKHOI pe4YOBUHM
NakTo3n 6e3B0aHOI, a TaKOX KiNbKOCTI
6apBHUKiB. [laHi 3MiHVM NPOBOASATLCS 3 METO
rapmoHi3aLii KOHCUCTEHLT MiX ycima
no3syBaHHsMK J13, Wob maTn ogHakoBMi
BiJCOTKOBUI BMICT YCiX KOMMOHEHTIB. BBegeHHsA
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBepMKeHHs1; 3MiHK | Tuny - 3MiHM 3 SKOCTI.
[oToBMI nikapcbkmi 3acib. Onuc Ta cknag.
3MiHa chopmm abo po3mipiB nikapcbkoi hopmum
(TabneTku 3 HeraHNM BUBINIbHEHHSIM, Kancynw,
cynosuTopii Ta necapii) - 3miHa po3mipy
TabneTtkn no 5 mr, TabneTkn HoBOI hopmu
MatoTb iHLLi PO3MipK, OCKINbkK TabneTka MeHLua.
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEePYKEHHSI; 3MiHM | TUNY - 3MiHK 3 AKOCTI.
[oToBMI nikapcbkuin 3acib. Onuc Ta cknag,.
3miHa abo foaaBaHHA WTamnis, NOTOBLLEHb b0
iHLLIMX MapKyBaHb, yKroya4m 3amiHy abo
popasaHHs hapb Ans MapkyBaHHsI NiKapCbKOro
3acoby (3miHa WwTamniB, NOTOBLLEHb ab0 iHLLIMX
MapKyBaHb) - BUAaneHHs TUCHEHHs Ha TabneTui
nikapcbkoro 3acoby. MNotoyHa dopma J13
MicTUTb TekcT «RSV 5», HAHECEeHUN TUCHEHHAM
Ha ofHill CTOpoHi TabneTkn, HoBa hopma He Mae
TUCHEHHS. 3MiHW BHECEHI B iHCTpYyKLUito Ansi
MEeOUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby y
po3gin "MNikapcbka dopma" (OCHOBHI i3nKo-
XiMiYHi BMacTmBocCTi). BBeAeHHs 3MiH NpoTsirom
6-Tn MicauiB nicna 3aTBepAXeHHs; 3miHu | Tuny -
3MmiHu 3 gKocTi. [oToBMIA Nikapcbkuin 3aci6. 3MiHu
y BUPOGHMUTBI. 3MiHa po3Mipy cepii (Bkntoyar4m
[iana3oH po3Mipy cepii) roToBOro nikapCbKoro
3acoby (36inbLeHHs GinbL HiX y 10 pasis
NOPIBHSIHO i3 3aTBEPXXEHNM PO3MIpOM ANS
TBEPAMX NiKapCbknx hopM 3 HeramHnm
BUBINbHEHHAM 415 NepoparbHOro
3aCTOCYBaHHs) - 36inbLUeHHs1 po3mipy cepii J13
no 5 mr (3atBepaxeHo: 240 000 Tabn.,
3anponoHoBaHo: 480 000 Ttabn., Ta 4 800 000
Tabn.). BBeaeHHs 3MiH npoTarom 6-Tu micsuis
nicns 3aTBepaXeHHs:; 3MiHn | Tuny - 3MiHn 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
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181.

CYNEPBITA

TabneTkn, BKPUTI

TOBAPUCTB

YkpaiHa

roToBOroO fikapcbKkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHSI FOTOBOrO NiKapCbkoro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb
(BKroYatoum 3amiHy abo AOMOBHEHHST)) -
He3HauHi 3MiHW Jo npoueaypv BUNpobyBaHHS
['N13 no 5 Mr ons ineHTndikauii giokemay TUTaHy.
Hapasi 3pa3ok rotyetbca i3 BUKOPUCTaHHAM

n'sTn TabneTok, 3anpornoHOBaHO

BMKOPWCTOBYBaTU AecsATb TabneTok. BBeaeHHs
3MiH NpoTsArom 6-Tu MicsLiB nicns

3aTBEPOKEHHS

noceid4yeHHs1

182.

100

CYNEPBITA

o6onoHkoto, no 100
mr in bulk: no 1000
a6o 4000 TabneTtok
y nakeTi
nonieTuneHoBomy y
KOHTENHEpI

03
OBMEXXEHO
0o
BIAMOBIOAN
bHICTIO
«KOPMOPALLI
A
«300POB’A»

ToBapuCTBO 3 OBMEXEHOID

BigNoBiganbHIiCTIO
"®apmaueBTNYHa

KoMnaHisi "3gopos's"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpauinHOro NoCBiA4YeHHS) (3rigHO Hakasy
MOS3 Big 23.07.2015 Ne 460). BeeaeHHst 3miH
NPOTArom 6-Tu MicALIB NiCNSA 3aTBEPAXEHHS.
3MiHn | TMny - 3MiHK Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHu [0 y3aranbHeHWX OaHnX
npo cuctemMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHVX JaHuxX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIQANbHOI 32 30iNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
hbapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA

BiAMiHHa Big yNoBHOBaxeHOi ocobu,
BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemu
hapmakoHarnsgy).
3MiHa ynoBHOBakeHoi 0cobu 3asiBHUKA,
BignosiganeHoi 3a hapmakoHarnsag. [itoya
pepakuisi: LeBuyeHko OneHa IropiBHa.
MponoHoBaHa pepakuisi: MNaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX AaHUX
yMNOBHOBaXeHOoI 0cobu 3asiBHUKa,
BignoBiganbHoi 3a hapMakoHarnsag,.
3MmiHa Homepa macTep-ganna cuctemu
apmakoHarnsgy

UA/14778/01/03

100

TabneTkn, BKpUTI
o6onoHkoto, no 100
Mr no 1 Tabnetui y
6nictepi; no 1 abo 4
Gnictepu y
KapTOHHiI kopobui

TOBAPUCTB
03
OBMEXXEHO
O
BIAMOBIOAN
bHICTIO
«KOPIOPALII
A
«300POB’A»

YkpaiHa

BCi cTagii BUpobHMuTBa,
KOHTPOMb SIKOCTi, BUMYCK

cepii:

ToBapucTBO 3 OGMEXeHO

BignoBiganbHiCcTIO
"®apmaueBTnYHa

KoMnaHisi "3gopos's”,

YkpaiHa;

BCi cTagii BUpobHMUTBA,

KOHTPOIb AKOCTI:

ToBapuCcTBO 3 06MEXeHOo

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHixX MaTepianis:
3MiHa 3asBHuka J13 (MIBM) (BnacHuka
peecTpaLinHOro NocBigYeHHs ) (3rigHO Hakasy
MOS3 Big 23.07.2015 Ne 460). BBeaeHHst 3miH
NPOTHArom 6-Tu MicsILiB NicNsi 3aTBEPOXKEHHS.
3minu | TMny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHWX AaHux
npo cuctemy capmMakoHarnsgy (BBeaeHHst
y3aranbHeHVX JaHUX Npo cucTemy

hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,

3a
peuerimom

UA/6480/01/01
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183.

CYNEPBITA

TabneTkn, BKpUTI
25

TOBAPUCTB

YkpaiHa

"®APMEKC I'PYI",
YkpaiHa

BiANOBiAanbHOI 3a 30iNCHEHHS
hapmMakoHarnsgy; KOHTakTHoi ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
chapmakoHarnsgy B YkpaiHi, AKLWo BoHa
BiAMiHHa Bi yNOBHOBaXeHOi ocobu,

BignoBiganeHoI 3a 34iMCHEHHS hapmakoHarnsgy
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLieHHI MacTep-hanna cuctemm
dapmakoHarnagy).
3MiHa ynoBHOBakeHOi 0cobu 3asiBHMKaA,
BignosiganbHoi 3a hapMakoHarnsag. ditova
pegnakuisi: LLleByeHko OneHa lropiBHa.
[MponoHoBaHa pegakuisi: MNaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX JaHUX

yNOBHOBa)eHOI 0cobu 3asiBHMKA,
BiAnoBiganbHOI 3a hapmakoHarnag.
3miHa Homepa macTep-anna cuctemm
dapMakoHarnsgy

184.

obonoHkot, no 25
Mmr in bulk: no 1000
a6o 4000 TabneTtok
y nakeTi
nonieTuneHoBomy y
KOHTeWHepi

CYNEPBITA

TabneTku, BKPUTI
25

03
OBMEXXEHO
10}
BIOMOBIOAN
bHICTIO
«KOPMOPALLI

4
«3[0POB’'A»

TOBAPUCTB

YkpaiHa

ToBapuCTBO 3 OGMEXEHOID

BiANOBIgANbHICTIO
"®apmaueBTUYHa

KoMnaHisi "3gopos's"

BCi cTagii BUpobHMUTBA,

Ykpaina

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MmiHa 3aaBHuka J13 (MIBI) (BnacHuka
peecTpauinHoro noceigYeHHs) (3rigHo Haka3sy
MOS3 Big 23.07.2015 Ne 460). BeeaeHHsi 3miH
NPOTArom 6-Tu MiCSILIIB MiCNsi 3aTBEPOXKEHHS.
3MiHn | TMNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHnX
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeH/UX AaHUX Npo cuctemy
dapmakoHarnagy, 3MiHa ynoBHOBaXeHOoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS

dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHa Big yNoBHOBaxeHOi ocobu,
BigNoBiganbHOI 3a 30iMCHEHHS hapmakoHarnsagy
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemu
dapmakoHarnsgy).
3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKa,
BignosiganeHoi 3a hapmakoHarnsag. [itoya
pepakuis: LLleBuyeHko OneHa lropiBHa.
MponoHoBaHa pegakuisi: MaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOi 0COOM 3asiBHYIKA,
BignosiganbHoI 3a hapMakoHarnsag,.
3miHa Homepa macTep-ganna cuctemm
dapmakoHarnsgy

UA/14778/01/01

o6onoHkoto, no 25
Mmr no 1 tabnetui y

03
OBMEXXEHO

GnicTepi; no 1 abo 4

19)

KOHTPOI1b SAKOCTI, BUNYCK

cepil:

ToBapuCcTBO 3 06MEXeHOo

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHa 3asBHuka J13 (MIBM) (BnacHuka
peeCcTpaLinHOro NocBiAYeHHS) (3rigHO Hakaly

MO3 Big 23.07.2015 Ne 460). BBeeHHs1 3MiH

3a
peuerimom

UA/6480/01/03




128 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Gnictepn y BIANOBIAAN BigNOBiganbHICTHO NPOTArom 6-Tu MicSILIB Micnsi 3aTBEPXKEHHS.
KapTOHHiI kopobui bHICTIO "®apmaueBTniHa 3minu | Tuny - 3miHn woao
«KOPMOPALJ KoMnaHis "3gopos's”, 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
A YkpaiHa; BBepneHHs abo 3MiHM 00 y3aranbHEeHUX AaHux
«3[00POB’A» BCi cTagii BUpobHMLTBA, npo cuctemy chapmakoHarnagy (BBeAeHHs
KOHTPOMb SIKOCTI: y3aranbHeHVX AaHUX Npo cuctemy
ToBapucteo 3 obmexeHor dapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIgANbHICTIO BiANOBIgANbHOI 3a 34iNCHEHHS
"®APMEKC I'Pynmn", chapmakoHarnsgy; KOHTakTHoOI ocobu 3
YkpaiHa (bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
dapmakoHarnsay B YKpaiHi, KO BOHA
BigMiHHa Big yNOBHOBaXXeHOI ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHS hapMakoHarnagy
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-thanna cuctemm
hapmakoHarnsgy).
3MiHa ynoBHOBakeHoi 0cobu 3asiBHUKA,
BignosiganbHoOI 3a hapmakoHarnsag. Litoya
pegnakuisi: LLleByeHko OneHa lropiBHa.
[MponoHoBaHa pepakuisi: MNaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX AaHUX
YyNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag.
3MmiHa Homepa macTep-anina cuctemm
dapmakoHarnsgy
185. | CYNEPBITA TabneTkn, BKpUTI TOBAPUCTB YkpaiHa ToBapucteo 3 obmexeHoto YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: - UA/14778/01/02
50 o6onoHkot, no 50 03 BiAMNOBIAANbHICTHO 3MmiHa 3asBHuka J13 (MIBM) (BnacHuka
Mmr in bulk: no 1000 OBMEXXEHO "®apmMaueBTnYHa peecTpaLinHOro NocBigYeHHs) (3rigHO Hakasy
abo 4000 TabneTok O KomnaHis "3gopos's” MO3 Big 23.07.2015 Ne 460). BeegeHHs 3MiH
y nakeri BIANOBIOAN NPOTArom 6-Tu MicAILiB NiCNs 3aTBEPOXKEHHS.
nonieTuneHoBomy y bHICTIO 3minu | Tvny - 3miln WwWoao
KOHTEeWHepi «KOPTTOPALII 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
A BBeneHHs abo 3MiHM [0 y3aranbHeHWX OaHWUX
«3[0POB’'A»

npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHEHUX AaHUX Npo cuctemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa ANs 34iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BignoBiganbHOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-thanna cuctemm
hapmakoHarnsay).
3miHa ynoBHOBaxeHOi 0cobu 3asiBHUKa,
BignoBiganeHoi 3a hapMakoHarnsg. [itoya
pepakuisi: LleBuyeHko OneHa IropiBHa.
MponoHoBaHa pepakuisi: MaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX JaHUX

YMNOBHOBaXeEHOI 0cobu 3asiBHUKA,
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
BignoBiganeHoi 3a hapMakoHarnag,.
3miHa Homepa macTep-anna cuctemm
dapmakoHarnsgy
186. | CYNEPBITA TabneTku, BKPUTI TOBAPUCTB Ykpaina BCi cTagii BUpobHMLTBA, Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/6480/01/02
50 obonoHkoto, no 50 03 KOHTPOMb SKOCTi, BUMYCK 3MmiHa 3asBHuka J13 (MIBI) (BnacHuka peuernmom
Mmr no 1 tabnetui y OBMEXXEHO cepii: peecTpaLinHOro NoceigYeHHs) (3rigHO Haka3sy
GnicTepi; no 1 abo 4 0] ToBapucteo 3 obmexeHor MOS Big 23.07.2015 Ne 460). BBeaeHHsi 3miH
Gnictepuy BIAMNOBIOAN BiANOBIgANbHICTIO NpOTArom 6-Tv MiCSILIB MiCNsi 3aTBEPOXKEHHS.
KapTOHHIl kopobui bHICTHO "®apmaueBTUYHa 3MiHn | TMNy - 3MiHK Wopo
«KOPMOPALJ KoMnaHis "3gopos's”, 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
A YkpaiHa; BBeaeHHs1 abo 3MiHM [0 y3aranbHEHWX OaHUX
«3[00POB’A» BCi cTagii BUpobH1uTBa, npo cucteMy chapmakoHarnsgy (BBeAeHHs
KOHTPOMb AKOCTi: y3aranbHeHUX AaHuX npo cuctemy
ToBapucTBO 3 OOMEXEHOI dapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobu,
BigNoBiganbHIiCTIO BiQNOBiQanbHOI 3a 3AiNCHEHHS
"®APMEKC I'Pynmn", capmakoHarnsgy; KOHTakTHoi ocobu 3
YkpaiHa apmakoHarnsay 3asiBHVKa ANs 30iNCHEHHS
cbapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BigNoBiganbHOI 3a 34iMCHEHHS hapmakoHarnsagy
(BKINOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-thanna cuctemm
dapmakoHarnsgy).
3MiHa ynoBHOBakeHoi 0cobu 3asiBHMKA,
BignosiganeHoi 3a hapmakoHarnsag. [itoya
pepakuis: LesyeHko OneHa IropiBHa.
MponoHoBaHa pepakuisi: MaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YMOBHOBaXeHOoI 0cobu 3asiBHMKa,
BignosiganbHoi 3a hapMakoHarnsag.
3miHa Homepa macTep-anna cuctemm
dapmakoHarnsgy
187. | TABINEK Kancynm dapmaueyTil ABCTpis BMPOGHMLUTBO Himeuumnna/ BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 6es UA/5604/01/01
KULLKOBOPO3YUHHI e chabpik Hepo3sdacoBaHol ABCTpis 3minu | Trny - 3miHu 3 sikocTi. ADI. peuenma
M'aki no 150 mr; no MoHTaBiT npoaykKuii (KancynoBaHHs, BupobHuuTeo. 3miHa BUpOGHMKa
10 kancyny m6X KOHTPOIb AKOCTI BVXiHHOro/npoMiXKHOrO NPOAYKTY/peareHTy, Lo
GnicTepi; no 3 OOMOMDKHUX PEYOBUH, BMKOPVCTOBYOTBCS Y BUPOBHMYOMY NpoLieci
Gnictepu B KOHTPOMb B NpoLieci A®I, abo 3miHa BUpobHuKa (BKroyatoun, ae
KapTOHHiIl kopobui BUPOGHMLTBA: HeobXxiaHO, MicLie NPOBEAEHHST KOHTPOIO SKOCTI)
KataneHT xepmaHi A®I (3a BiacyTHOCTI cepTudpikaTta BianoBigHOCTi
E6epbax, HimeuunHa; €Bponelicbkini hapmakonei y 3aTBepaXeHoMy
HaHEeCEeHHs [OCbE)(iHLLi 3MiHK) -
KULLKOBOPO3YMHHOIO HopnasaHHs "second supplier of crude spike
MOKPUTTS Ha Kancyny, lavender oil". litoua pepakuis: Supplier of crude
nepBvHHE Ta BTOPUHHE spike lavender oil: Bontoux SA
nakyBaHHS1, KOHTPOIb MponoHoBaHa pepakuis: Supplier of crude spike
AKOCTi Ta BUMYCK cepil: lavender oil: Bontoux SA second supplier of
dapmaveyTiwe dabpik crude spike lavender oil: Alcarria Flora S.P.A.
MoHTaBiT T'M6X, ABCTpis
188. | TAQATIC TabneTkn, BKpUTI Akkopp, Monbwa BifNoOBiganbHMIA 3a BUMYCK Benuka BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a He UA/19557/01/01
NNiBKOBOKO Xenckea cepii: BpuTtanis/ 3MiHu | Tuny - 3MiHK 3 sikocTi. [oToBUMI peuenmom | nidnsizae
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
obonoHkoto, no 20 Moncka Cn. AKKOP[I XENCKEA YropwwmHa/ nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3MiHa
Mr, No 2 TabneTku y 3.0.0. NIMITEQ, Benuka ITanis/ iMnopTepa/amiHu, L0 CTOCYIOTLCS BUNYCKY cepil
Gnictepi, no 1 BpuTtaHis; IHgis/ Ta KOHTPOIO SKOCTi FOTOBOrO JiKapCbKOro
Gnictepy y nayui; no BTOPUHHE MaKyBaHHS: ManbTta/ 3acoby (3amiHa abo goaaBaHHS BUPOBHMKa, LLO
4 Tabnetkn y AKKOP[ XEJICKEA Monbwa BiAnoBsigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Gnictepi, no 1 abo 2 JIIMITEQ, Benuka He BKkntovaroum KOHTPOSL/BMNPOBYBaHHSA cepii.
Gnictepu B nayui BpuTtaHis; [opasaHHA QinbHMUI, WO BigNOBiAae 3a BUNYCK
KOHTPOMb SKOCTI: cepii. 3MiHN BHECEHO B iHCTPYKLO Ans
ACTPOH PECbOPY MeONYHOro 3aCTOCyBaHHs Nikapcbkoro 3acoby y
JIIMITEL], Benuka po3ainu "BupobHuk", "Micue3HaxomKeHHs
BputaHis; BMPOOHWKa Ta agpeca Micusi NPOBaAXeHHs! Koro
KOHTPOMb AKOCTi: nianbHOCTI" 3 BiANOBIAHUMYM 3MiHAMUW B TEKCTI
Beccninr XaHrepi K., MapKyBaHHS ynakoBoK. BBeaeHHs 3MiH
YropwuHa; npoTArom 6-Tu MicsLiB Nicns 3aTBepaKeHHS.
BTOPWHHE NaKyBaHHS: 3MiHu | TMNy - 3MiHK Woao
JiEivEns CENNAY YEVH Ge3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(Itanis) CMA, Itanis; (iHWi 3MiHWN) OHOBMEHHS TEKCTY MapKyBaHHS
BMPOGHMLUTBO NikapCbKoro yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM
3acoby, nepBuHHe Ta iHdbopMaUii Wwoao norotuny BUpoGHMKa Ta
BTOPUHHE MaKyBaHHS, BHYTPILLHI NO3Ha4kn BUpoOHMKa. BBeaeHHs 3miH
KOHTPOJb SKOCTI cepii, NPOTArom 6-Tu MicsUiB NicnNsa 3aTBepAXeHHSA
€KCMopT Ha AinNbHULO
BUNYCKY cepil:
IHTac ®apmacbloTikanc
Nimitea, IHAis;
KOHTPOMb SKOCTI:
SAPMABANIA N1A4.
MikpobGionoriuHa
nabopaTopisi, YropLiuHa;
KOHTPOMb SIKOCTI:
dapmagokc Xenckea IlT4.,
ManbTa;
BignosigansHui 3a Bunyck
cepil:
Akkopp, Xenckea [Noncka
Cn. 3 0.0. Cknag
IMnopTepa, MNonbLya
189. | TAHTYM posuunH ang potoBoi | AsieHge Kimike ITanisa AsieHge Kimike PiyHiTe ITanisa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: bes nidnszae UA/3920/01/01
BEPOE® NOPOXHUHY, 1,5 PiyHiTe ArxeniHi dpaHyecko 3MmiHu | TUNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenma
mr/mn; no 120 mn'y AHXeniHi AKP.A®.CnA. HalMeHyBaHHs1 Ta/abo agpecu Micus
dnakoHi 3 MipHUM PpaHuecko NpoBaXXeHHS AiAnbHOCTI BUPOGHMKa/imnopTepa
cTakaH4mKoMm; no 1 AKP.AO®. roTOBOrO fikapcbKoro 3acoby, BkIovaoum
drakoHy y C.n.A. AinbHWL BUNYycKy cepii abo micue npoBeaeHHs
KapTOHHIl kopoOLi KOHTPOIIO AKOCTI. (QisnbHICTb, 3a AKy Bignosinae
BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIlt)
3miHa agpecu MicLs NpoBadXeHHs! AisnbHOCTI
BUpobHmMka M13. 3MiHM BHECEHO B iIHCTPYKLiHO
Ansi MEQUYHOTO 3aCTOCYBaHHS MikapCbKoro
3acoby y po3ainu «BupobHuk» Ta
«MicuesHaxompkeHHs BUpOOHMKa Ta agpeca
MicLsi NpoBagXKEHHS NOro AisinbHOCTi» 3
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BiANOBIOHNMW 3MiHAMW Y TEKCTI MapKyBaHHS
yNaKoBKM fikapcbkoro 3acoby. BBeaeHHs 3MiH
NPOTArom 6-Tu MicSILB Micnsi 3aTBEPAXKEHHS.
3MiHu | TMNy - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
(iHWi 3MiHK) 3MiHM BHECEHO B TEKCT MapKyBaHHS
NepPBUHHOI YNakoBKW fikapcbkoro 3acoby B n. 11.
«HAMMEHYBAHHSA | MICLIE3HAXOPIKEHHSA
BWPOBHUKA TA/ABO 3AABHUKA» wopo
BuAaneHHs agpecy BUpobHuka. BBegeHHs 3MiH
NpoTArom 6-Tn MicsLIB Nicns 3aTBepAKEHHS

190.

TAHTYM
PO3A®

PO34MH BariHanbHU
0,1%; no 140 mn y
dnakoHi
OCHalleHoMy
KaHtoneto 3
KPULLIEYKOI Anis
3aKkpuTTS; No 5
cbnakoHiB y
KapTOHHIN kopobLi

Asienge Kimike
PiyHiTe
AHRXeniHi
dpaHyecko
A.KP.A®.
C.n.A.

ITania

Asienge Kimike PiyHiTe
AnxeniHi PpaHyecko

AKP.A®. CnA.

ITanis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | TUNy - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NPOoBaXeHHs OisNbHOCTI BUpobHMKa/imnopTepa
roTOBOro MikapcbKoro 3acoby, BkIo4aym
[inbHUU BUNYCKy cepii abo micLie npoBeaeHHs
KOHTPOIMIO SIKOCTI. (QisinbHICTb, 3a Ky Bignosigae
BUPOGHMK/iMNOPTEP, BKIOYAOYM BMMYCK CEPIlt) -
3MiHa agpecu micus NPoBaKEHHS BiSNbHOCTI
BUpobHuMka N13. 3MiHM BHECEHO B iHCTPYKLiO
Ansi MEOUYHOTO 3aCTOCYBaHHS fikapCbKOro
3acoby y po3ainu «BupobHuk» Ta
«MicuesHaxomkeHHs1 BUpobHUKa Ta agpeca
MicLsi MpoBafKEeHHS NOro AisinbHOCTI» 3
BiAMOBIAHMMM 3MiHAMW Y TEKCTi MapKyBaHHS
ynaKoBKM fikapcbKkoro 3acoby. BBeaeHHs 3MiH
NpOTArom 6-Tu MicAILiB NiCNs 3aTBEPOXKEHHS;
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHK) - 3MiHN BHECEHO B TEKCT
MapKyBaHHsi MEPBUHHOI YNaKOBKU IiKapCbKoro
3acoby B n. 5. <HAVMEHYBAHHSA |
MICUE3HAXOPIXEHHA BUPOBHUKA
TA/ABO 3AABHUKA» wono BuganeHHs agpecu
BMpOGHMKa. BBeaeHHst 3MiH npoTsarom 6-Tu
MicsiLiB nicns 3aTBepAKEHHS

6e3
peuenma

nidnsicae

UA/4012/02/01

191.

TAHTYM
PO3A®

rpaHynu ans
BariHanbHoOro
po3ynHy no 500 wr;
no 10 cawe B
KapTOHHiI kopobui

Asienge Kimvike
PiyHiTe
AHXeniHi
dpaHyecko
AKP.AO®.
C.n.A.

ITanis

AsieHpe Kimike PiyHiTe
AnxeniHi PpaHyecko

AKP.A®. C.nA

ITanis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHu | TUny - 3MiHK Wwopao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHK) - OHOBMNEHHSA TEKCTY MapKyBaHHs
NepBUHHOI YNaKoBKM NiKapCbKoro 3acoby;
BUMYYeHHS iHdopMaLlii, 3a3Ha4eHol POCINCbKOO
MOBOIO, 3 TEKCTY MapKyBaHHS NepBUHHOI Ta
BTOPUHHOI YNAKOBKW, @ TAKOX BHECEHHS 3MiH Y
BTOPUWHHY ynakoBky B n. 16. « I HPOPMALIIA,
AKA HAHOCUTBCSA WPUDTOM BEPAVNS».
BBegeHHs 3MiH NnpoTArom 6-Tu Micsuis nicns
3aTBEpAKEHHS; 3MiHM | Tuny - AgMiHicTpaTUBHI
3MiHn. 3MiHa HanmeHyBaHHs Ta/abo agpecu
MicUsi NpOBaMKEHHS AisiNbHOCTI

6e3
peuenma

nidnseae

UA/4012/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BMPOGHMKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKnovaum AinbHULI BUNYycKy cepii abo
MicLie NpoBeAeHHS KOHTPOIHO SIKOCTI.
(DisinbHiCTb, 3a sKy Bignosinae
BMPOOHWMK/iIMNOpTep, BKMOYaOYM BUMYCK CEPIl) -
3MiHa agpecu Micua NpoBaKEHHs OisNbHOCTI
BUpobHuka M13. 3MiHM BHECEHO B iHCTPYKLiO
AN MeQuyYHOro 3acToCyBaHHS NiKapCbKoro
3acoby y po3gin «Micue3HaxomKeHHs
BMpOGHMWKa Ta agpeca Micus NpoBagXXeHHS Moro
OiSiNbHOCTI» 3 BiANOBIAHUMU 3MiHAMW Y TEKCTi
MapKyBaHHs1 yNakoBKM MikapCbKoro 3acoby.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepAKEHHS; 3MiHN | Tuny - 3MiHK Woao
Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) - 3MiHM BHECEHO B iIHCTPYKLIt0 ons
MEeOUYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby y
po3gin «BupobHuk», a came: BuaaneHHs Hassu
KpaiHu 3 HaliMeHyBaHHs BUPOOHMKa. BBegeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEpPOKEHHS

192.

TET 36.6® 3
APOMATOM
JIMMOHY

NOPOLLIOK A5s
OoparnbHOro PoO34unHy,
no 13,1 ry cawe-
nakeTi; no 5 a6o 10
calue-nakeTiB y
navui

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapki"

YkpaiHa

[MpuBaTHe akuioHepHe
TOBapucTBO "Jlekxim-
Xapkis"

Ykpaina

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3miHu | Tvny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/FE-cepTudikaT BiANoBIigHOCTI
€Bponelicbkint hapmakonei/MoHorpadii.
MopaHHsa HoBOro abo OHOBMEHOro cepTudikara
BignoBigHOCTI abo BUny4eHHs1 cepTudikata
BigMNOBIAHOCTI €Bponeickkin hapmakonei: aons
A®I; ansa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
[OMOMDKHOT peyoBuHM (cepTudikat
BigNoBigHOCTI E€Bponerchkin hapmakonei) -
OHoBneHun cepTudikar Bif yXe 3aTBepaXEHOro
BUPOOHMKA - MOAAHHSA OHOBINEHOTO cepTudikaTa
BignoBigHocTi EBponelickkin hapmakonei R1-
CEP 2015-030-Rev 00 (3aTBepaxeHo: RO-CEP
2015-030-Rev 00) ons gitoyoi pevoBuHU
Pheniramine maleate Big BXe 3aTBepAXeHoOro
Bupo6Huka, SUPRIYA LIFESCIENCE LTD

6e3
peuenma

UA/17816/01/01

193.

TET 36.6®
MAKCI 3
APOMATOM
JIMMOHY

NMOPOLLOK ANd
oparnbHOro PO3yuHY,
no 23 ry cawe-
nakerti, mo 5 a6o 10
calle-nakeTiB y
navui

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

YkpaiHa

MpuBaTHe akuioHepHe
TOBapucTBO "Nekxim-
Xapki"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHixX MaTepianis:
3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat
BignoBigHocTi/E-cepTudikat BianoBigHOCTI
€Bponelicbkinn hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
BignoBigHoCTi abo BUny4eHHs1 cepTudikata
BiZNOBIgHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; anst
[OMOMiXHOT pevoBUHU (cepTudikat

be3
peuenma

UA/17386/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHnn cepTudikar Bifg yxe 3aTBepaXeHoro
BMPOGHKKa - NogaHHs OHOBIIEHOro cepTudikata

BignoBigHOCTI €Bponeichkin dapmakonei R1-
CEP 2015-030-Rev 00 (3atBepmxeHo: RO-CEP
2015-030-Rev 00) ons gitoyoi pe4oBuHU
Pheniramine maleate Big Bxe 3aTBepa)KeHoOro
Bnpo6GHuka, SUPRIYA LIFESCIENCE LTD

194.

TET 36.6®
MAKCI 3
APOMATOM
MAJIUHA

NOpOLLOK ANs
0parnbHOro Po34uHYy,
no 23 r y cawe-
nakeTi; no 5 a6o 10
calle-nakeTiB y
nayui

MpuBaTHe
akuioHepHe
TOBapucCTBO

"Nekxim-
Xapkis"

YkpaiHa

[MpuBaTHe akuioHepHe
TOBapUCTBO "J1ekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHn | TMny - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BiANoBIigHOCTI abo BUny4eHHs ceptudikara
BinoBigHOCTI €Bponeichkin dapmakonei: ons
A®l; ona BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHWI cepTudikaT Bif yXKe 3aTBEPAKXEHOro
BMPOGHKKa - NogaHHsi OHOBIIEHOro cepTudikata
BiAMNoBigHOCTI €Bponeincekin dapmakonei R1-
CEP 2015-030-Rev 00 (3aTBepgxeHo: RO-CEP
2015-030-Rev 00) ans gitoyoi pevoBUHM
Pheniramine maleate Big BXxe 3aTBEpAXeHOro
Bupo6Huka, SUPRIYA LIFESCIENCE LTD

6e3
peuenma

UA/17861/01/01

195.

TET 36.6®
PAMNIA 3
APOMATOM
NUMOHY

NOPOLLIOK ANA
0parnbHOro PO34uHYy,
no 23 ry cawe-
nakeTi, no 5 a6o 10
calue-nakeTiB y
nayui

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapki"

YkpaiHa

lMpuBaTHe akuioHepHe
TOBapuCTBO "Jekxim-
Xapkis"

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3miHu | Tuny - 3minm 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHsa HoBOro abo OHOBMEHOro cepTudikara
BignNoBigHOCTI abo BUny4eHHs1 cepTudikata
BigMNOBigHOCTI €Bponenchkin hapmakonei: aons
A®I; ansa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
[OMOMDKHOT peyvoBuHN (cepTudikaT
BigNoOBigHOCTI EBponeichkin hapmakonei) -
OHoBneHui cepTudikar Bif yke 3aTBepaAKEHOrO
BMPOBHKKa - MOAaHHS OHOBIIEHOro cepTudikara
BignoBigHoCTI EBponelickkin hapmakonei R1-
CEP 2015-030-Rev 00 (3aTBepmxeHo: RO-CEP
2015-030-Rev 00) ans gitoyoi pevyoBuHM
Pheniramine maleate Big BXe 3aTBepAxeHoOro
Bupo6Huka, SUPRIYA LIFESCIENCE LTD

6e3
peuyenma

UA/17420/01/01

196.

TIAMPITAH®

Tabnetkun no 100 wr;
no 20 TabneTtok y
Gnictepi; no 1 abo 3
Bnictepn y kopobui 3
KapTOHY

TOB «BAYLL
XENC»

YkpaiHa

[.1. dapma 'M6X

ABcTpis

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3MiHu | TUny - 3MiHK 3 sikocTi. AL,
BupobHuuTBo. 3miHa BUpoGHMKa
BVIXi[iHOro/npoMi>KHOTO MPOAYKTy/peareHTy, Lo
BMKOPUCTOBYIOTECS Y BUPOBHMYOMY npoueci

3a
peuerimom

UA/10161/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

A®I, abo 3amiHa BUpOBHMKa (BKItoYatouu, ge
HeobXigHO, MicLie NPOBEAEHHS KOHTPOMIO SIKOCTi)
A®I (3a BigcyTHOCTI cepTudpikata BignoBigHOCTI

€BponeWcbkin dhapmakonei y 3aTBepaKeHoOMy
AOCbE)(iHLLI 3MiHM) - BBEAEHHS HOBOTO

BUPOBGHMKA NpoMixkHOi npoaykuii «CIMES» -

Yash Rasayan & Chemicals, Plot No.417/3,
G.1.D.C. Estate Phase-Il, Panoli, Dist. Bharuch,

Ankleshwar — 394116 Guijarat, IHgisi; 3miHu |
TMny - 3MiHK 3 akocTi. ADL. KoHTponb A®I. 3miHa
y napameTpax cneuudikauin Ta/abo gonycTummx
MeX, BU3Ha4YeHux y cneumdikauisx Ha AdDI, abo

BUXiOHWUIA/MPOMDKHUIA NpoayKT/peareHT, Wwo
BVKOPVCTOBYIOTBECS Y Npoleci BupobHuutea AdI
(BUMYYEHHS HE3HAYHOTO NOKa3HMKa SKOCTI
(Hanpuknag BUIyYeHHs! 3acTapinoro nokasHuka))
- BUNYyYeHHs 3i cneyndikadii Ta meToais
BunpobyeaHHa AD| Tianpuay rigpoxnopug,
KOHTpOrs 3a NokasHuMKoM "Baxki metanu"; 3miHu
| TMny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
npoBaXXeHHs AisinbHOCTi BUPOGHMKa
(Bkrtoyatoun, 3a HeobxigHOCTI, Micue

NpoBeEeHHS KOHTPOJO SIKOCTi), abo BNnacHuka

MacTep-canna Ha A®l, abo nocTayanbHuKa
AdI/BuxigHoro matepiany/peareHTy/npoMixKHOro

NPOAYKTY, L0 3aCTOCOBYHOTHCS Y BUPOOHMLTBI

ADI (KO 3a3HAYEHO Yy AOCbE Ha NiKapCbKuii
3acib) 3a BiacyTHOCTI cepTudikaTa BiANOBIAHOCTI

€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy

pocbe, abo BUpoOHMKa HOBOT AOMOMIKHOT

PEYOBUHM (SIKLLIO 3a3HAYEHO Y OCbE) - 3MiHa

HaliMeHyBaHHS BUpoGHuka AP Tianpuay
rigpoxnopugy 3 ICROM S.p.a Ha ICROM S.R.L.

197.

TOBPAOEKC
®

Kpanni o4Hi; no 5 mn
y brakoHi-
KpanenbHuui; no 1
dnakoHy-
KpanenbHuLi B
KOpOoOGLi 3 KapTOHY

Hosapric
dapma Al

LLiseniLapi
A

AnkoH-KyBpbop

Benbris

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3minu | Tvny - 3miln WwWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHW)

Y 3B's13ky 3 Gi3HEC piLeHHsIMU, Lo 3yMOBMEHI
BMXOLOM KOMNaHii AnkoH i3 cknagy Hosapric,
3anpornoHOBaHO BUITY4UTW TOPriBENbHY MapKy
dnakoHy-kanenbHuui "Opon-TenHep®" 3
po3giny «Ynakoska» MKA N3, ockinbku us
TOpriBenbHa Mapka HanexmuTb KOMMaHii AJNKOH.
BatBepakeHo: MKA 113 YINAKOBKA Mo 5 mn
npenapata nomeLuatoT BO rakoHbl-
KanenbHWUpl «[pon-TeHep®» 13 nonuaTuneHa
HM3KOWM NNOTHOCTM C KpbILLEYKOMA 13
nonunponuneHa. ®nakoH BMecTe C UHCTPYKLMeNn
Nno MEAMLIMHCKOMY NMPUMEHEHMIO MOMELLaoT B
KOpOOKY 13 KapTOHa YNaKoBOYHOTO.

3a
peuenmom

He
nidnsicae

UA/2448/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

B3anponoHoBaHo: MKA 13 YMAKOBKA Mo 5 mn
npenapary y dnakoHi-kpanenbHuLi 3
nonieTuneHy HU3bKOI LLiNbHOCTI 3 KPULLIKOHO 3
noninponineHy. ®nakoH-KpanenbsHNL0 pasoMm 3
iHCTpYKLUi€l0 Ans MeANYHOro 3acTOCyBaHHSA
KnagyTb y KOPOBKy 3 KapTOHY NakyBarbHOrO.
3MiHV BHECEHO B iHCTPYKLiO A1 MEAUYHOMO
3aCTOCYBaHHsI NikapCbKoro 3acoby y po3ain
«YnakoBka» 3 BignoBigHUMMN 3MiHAMW Y TEKCTi
MapKyBaHHs1 yNakoBKM MikapcbKoro 3acoby
(BnaaneHHs Ha3sw TOprosoi Mapku «[pon-
TenHep®» 3 onMcy NEPBUHHOTO NaKyBaHHS).
Takox BHECEHO pefaKLUiiHi NpaBKku No TEKCTY
MapKyBaHHSI MEPBUHHOI Ta BTOPMHHOI YNaKOBKM
nikapcbkoro 3acoby. BeBegeHHs1 3MiH NpoTsrom
6-TV MicsLiB nicnsi 3aTBEPOKEHHS.

198.

TOBPAMILN
H-®APMEKC

Kpanni o4Hi, 3 Mr/mn
no 5 mn y dnakoHi;
no 1 conakoHy
pa3soM i3 KpPULLIKOO-
KpanenbHuLe B
navui

TOBAPUCTB
03
OBMEXXEHO
o
BIOMNOBIOAN
bHICTIO
«KOPTIOPALII
A
«3[0POB’'A»

YkpaiHa

TOB "®APMEKC I'PYTT"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpaLinHOro noceigYeHHs) (3rigHo Hakasy
MOS3 Big 23.07.2015 Ne 460). BBeaeHHst 3miH
NPOTArom 6-Tu MicAUIB NiCNSA 3aTBEPAXKEHHSA.
3MiHn | TMNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
BBepneHHs abo 3MiHM 00 y3aranbHEeHUX AaHux
npo cuctemMy chapmakoHarnsgy (BBeAeHHs
y3aranbHEHUX AaHUX Npo cuctemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0coou,
BiQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
chapmakoHarnsgy B YKpaiHi, Ko BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsgy
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
hapmakoHarnsgy).
3miHa ynoBHOBaxeHOi 0cobu 3asiBHUKa,
BignoBiganbHoi 3a hapMakoHarnsag. Hditova
pepakuisi: LleByeHko OneHa IropiBHa.
MponoHoBaHa pepakuisi: MaHoBa OneHa
MwukonaiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiANoBiganbHoi 3a hapmakoHarnag. 3MiHa
HOMepa macTtep-danna cuctemu
dapmakoHarnsigy.

3a
peuerimom

UA/18190/01/01

199.

TPUHOMIA®

Kancynv TBepAi no
100 mr/20 mr/5 wr;
no 7 kancyny
GnicTepi; no 4
6nictepu B
KapTOHHI kopobui

deppep
IHTepHaujoHan
b, C.A.

Icnanis

®deppep IHTEepHauUioHanb,
C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | Trny - 3miHm 3 AkocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BianoBigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHsa HoBOro abo OHOBIEHOro cepTudikata
BigNoBigHOCTI abo BUNy4eHHs1 cepTudikata

3a
peuenmom

UA/15409/01/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

BiNOBIgHOCTI €Bponenchkin dapmMakonei: ons
A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiIKHOrO NMPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4voBUHN (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
HoBsun cepTudpikat Big BXXEe 3aTBEPOXKEHONO
BMPOGHMKa - MogaHHs HoBoro ceptudikaTa
BignosigHocTi €Bponeickkin hapmakonei Ne RO-
CEP 2021-102 - Rev 00 gns gito4oi pe4yoBuHM
ATtopBacTaTuHy KanbLito Tpurigpat Process I
Bif BXXe 3aTBepAXeHoro BMpobHuka Ind-Swift
Laboratories Limited, IHgisi; 3miHn | Tuny - 3miHn
3 gkocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpONENChbKi
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
NpoAyKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®l; ona gonomixkHOT pe4oBuHU (cepTudikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
HoBun cepTudpikat Big BXXE 3aTBEPOXKEHONO
BUpo6HMKa - MNogaHHs HoBoro cepTudikata
BignoBigHOCTi €Bponencekini papmakonei Ne RO-
CEP 2018-059 - Rev 02 gns gito4oi pevyoBuHU
ATopBacTaTuHy KanblLjito Tpurigpar Big BXxe
3aTBepakeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD; 3MmiHu |
Tuny - 3MiHn 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANoBIigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikata
BignoBigHOCTi abo BunyyeHHs ceptugikara
BiNOBIgHOCTI €Bponenchkin dapmakonei: ons
A®Il; ansa BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBi A®I; ans
[OMOMDXHOT pevoBUHU (cepTudikat
BiNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREHWI cepTuikaT Bif y>Ke 3aTBEPAKEHOrO
BMPOGHMKa - MoaaHHsA OHOBREHOro cepTudikaTta
BignoBigHocCTi €Bponeincekini hapmakonei Ne R1-
CEP 2012-035 - Rev 01 (3aTBepaxeHo: R1-CEP
2012-035 - Rev 00) ans gjtoyoi pe4oBuHW
ATopBacTaTuHy KanbLilo TpUrigpar Bif BXe
3aTBepakeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD. Ak
Hacnigok, amiHu B MKA 113 B p. «Cknag»
(3aTBepakeHo: TEVA APIINDIA LTD, India;




137 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

3anponoHoBaHo: TEVA PHARMACEUTICAL
INDUSTRIES LTD.); 3miHu | Tuny - 3miHun 3
sikocTi. CepTudikat BignosigHocTi/l E-
cepTudikat BignoBigHOCTI €BpONENCHKi
apmakonei/moHorpadii. [MogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignosigHoCTi abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponewicbkin dapmakonei: ana A®l; ans
BUXIiQHOro matepiany/peareHTy/npoMixKHOro
NpoayKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
ADI; ona 4ONOMIXKHOI pe4yoBMHM (cepTudikaTt
BiNoOBIigHOCTI €Bponeichkin thapmakonei) -
OHoBReHuI cepTudikaT Bif yXKe 3aTBEpPAXEHOro
BUpobHMKa - [NoaaHHst oHoBMNeHoro ceptudpikara
BignosigHocTi €Bponeickkin hapmakonei Ne RO-
CEP 2021-102 - Rev 01 ans gito4oi pevoBmHM
ATopBacTaTuHy KarnbLiito TpUrigpar Bif BXxe
3aTBepakeHoro BupobHuka Ind-Swift
Laboratories Limited, IHgis;; 3miHu | Tuny - 3miHn
3 gkocTi. CepTudikat BignosigHocTi/TE-
cepTudikat BignoBigHOCTI €BpONENChKi
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNYYEHHSA cepTudpikaTta BignoBIigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
NpoayKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
ADIl; ona 4ONOMiXKHOI pe4oBUHM (cepTudikaTt
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHun cepTudikar Bif yxXe 3aTBEpOKEHOIO
BMPOGHUWKa - MoaaHHsA oHoBReHoro cepTudikaTta
BignoBigHOCTi €Bponencekini hapmakonei Ne R1-
CEP 2001-297 - Rev 07 (3aTBepaxeHo: R1-CEP
2001-297 - Rev 06) ans gjto4oi pe4oBuHW
Paminpuvn Big BXxe 3aTBepXeHoro BUpobHwKa,
AKkui 3miHMB HasBy 3 SANOFI-AVENTIS
DEUTSCHLAND GMBH Ha EUROAPI
GERMANY GmbH; 3miHu | Tuny - 3miHn 3
skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudpikaT BignoBiaHOCTI EBponenchbKil
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTudikarta BiAnoBigHOCTI
€Bponevickkin hapmakonei: gna A®l; ans
BMXiAHOro Matepiany/peareHTy/NpOMiXKHOro
nNpoayKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
AQI; ona 4ONOMIXKHOI pe4yoBMHM (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHui cepTudikar Bif yXe 3aTBEPAKEHOIO
BMPOGHWKa - MNoaaHHA oHoBReHoro cepTudikaTta
BignoBigHoCTi €Bponencekini papmakonei Ne R1-
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[IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

CEP 2012-035 - Rev 02 gns gito4oi pe4yoBuHM
ATopBacTaTVHy KarnbLilo TpUrigpar Bif Bxe
3aTBEepAKeHoro BMpobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD., India;
3miHu | Trny - 3minn 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBOro abo oHoBrneHoro ceptudikaTta
Bi4NOBIgHOCTI abo BUNy4YeHHs cepTudikara
BiNOBIgHOCTI €Bponenchkin dapmMakonei: ons
A®Il; ona BuxigHoro
marepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT peyvoBUHM (cepTudikat
BiNoBIigHOCTI €Bponeinchkin thapmakonei) -
OHoBReHWI cepTudikaT Bif yXKe 3aTBEpAXEeHOro
BUpobHMKa - [NoaaHHst oHoBMNeHoro ceptudpikara
BignosigHocTi €Bponeickkin hapmakonei Ne RO-
CEP 2018-059 - Rev 03 ans gito4oi pevoBmHU
ATopBacTaTuHy KarnbLilo TpUrigpar Bif BXxe
3aTBepAkeHoro BMpobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD., India;
3miHu | Tvny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANOBIAHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBOro abo OHOBMEHOro cepTudikara
BigNoBigHOCTI abo BUny4eHHs1 cepTudikata
BigMNOBigHOCTI €Bponenchkin hapmakonei: aons
AdI; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, L0
BMKOPUCTOBYOTbCS Y BUpoOHUMUTBI ADIl; ans
[OMOMDKHOT peyoBuHM (cepTudikat
BigNOBigHOCTI E€Bponerchkin hapmakonei) -
OHoBneHun cepTudikar Bif yXe 3aTBepaXEHOro
BUpobHMKa - MNoaaHHs oHoBNEHOro ceptudpikara
BignoBigHOCTi €Bponencekini hapmakonei Ne R1-
CEP 2018-059 - Rev 00 gns gito4oi pevyoBuHU
ATopBacTaTuHy KarnbLilo TpUrigpar Bif BXxe
3aTBepakeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD., India;
3miHu | Trny - 3miHm 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHsa HoBOro abo oHoBMEHoro cepTudikata
BiNOBIgHOCTI abo BUNy4eHHs ceptudikara
BiQNOBIAHOCTI €Bponeichkin chapmakonei: ans
A®I; ansa suxiaHoro
marepiany/peareHTy/NpOMIKHOrO MPOAYKTY, O
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ansi
[OOMOMDKHOT peyoBuHM (cepTudikat

BiNOBIgHOCTI €Bponenchkin dapmakonei) -
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

OHoBREeHWI cepTudikaT Bif y>Ke 3aTBEPAKEHOro
BMPOGHWKa - MoaaHHs OHOBREHOro cepTudikaTta
BignosigHocTi €Bponeickkin hapmakonei Ne RO-
CEP 2021-102 - Rev 02 gns gito4oi pe4yoBuHM
ATopBacTaTuHy KarnbLilo TpUrigpar Bif Bxe
3aTBepakeHoro BupobHuka Ind-Swift
Laboratories Limited, IHgis;; 3miHn | Tuny - 3miHn
3 gkocTi. CepTudikat BignosigHocTi/TE-
cepTuddikat BignoBigHOCTI €BpONENChKi
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIIEHOTO cepTudikaTa BigNoBiaHoOCTi abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
NpoAyKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®l; ons gonomixkHOT pe4oBuHU (cepTudikat
BiNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif yXKe 3aTBEpPAKEHOro
BUpo6HMKa - MNoaaHHs oHoBreHoro ceptudikara
BignoBigHOCTI €Bponerickkin hapmakonei CEP
R2-CEP 1993-007-Rev 06 (3aTtBepgxeHo: R2-
CEP 1993-007-Rev 05) ons gitoyoi pe4oBuHM
KMCNOTW aueTuncaniynnoBoi Bifg BXe
3aTBepakeHoro BupobHuka Novacyl, France.
CEP nonoBHEHWI OLIHKOI pU3KKiB LWoao
eneMeHTHUX AOMILLOK BianoBigHo Ao Bumor ICH
Q3D Guideline for elemental impurity

200.

TPUTTIKO

TabneTtku
NPOOHroBaHoI Al
no 75 wmr, no 10
Tabnetok y 6nictepi;
no 3 6nictepn B
KapTOHHIN nayui; no
15 TabneTok y
6nictepi; no 2
Gnictepu B
KapTOHHIN navui

Asienge Kimike
PiyHiTe
AHXeniHi
dpaHyecko
A.KP.A.O®.
C.n.A

ITania

AsieHpe Kimike PiyHiTe

ArxeniHi ®paHyecko
AKP.A®. C.nA.

ITanis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHWK)

OHOBMEHHS1 TEKCTY MapKyBaHHS YMaKOBKM
nikapcbkoro 3acoby, 30kpemMa BUny4YeHHs
iHdbopMaLii, 3a3Ha4eHoi POCiNCHKOID MOBOIO, Ta
BHECEHHS HE3HAYHMX pefakLUiiHUX NpaBoK No
TekcTy. BBegeHHs 3MiH NpoTArom 6-tu mMicsuis
nicns 3aTBepaXKeHHs. 3MiHu | Tuny -
AaMiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI
BMPOGHMWKa/imnopTepa roToBoro nikapcbKoro
3aco0by, BKMYaumM ginbHULi BUNYycKy cepii abo
MicLie NpoBEAEHHS! KOHTPOIMH SIKOCTI.
(misnbHicTb, 3a AKy Bignoeigae
BMPOGHWK/IMNOPTEp, BKIOYAKUM BUMYCK CEPIlt)
3MiHM BHECEHO B iHCTPYKLUIiO ANst MEOUYHOTO
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
«BunpobHuk» Ta «Micue3HaxomKeHHs BUpOOHMKa
Ta agpeca MicLs NpoBaaXXeHHs Moro
isiNbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YMaKoOBKW MikapCbKoro 3acoby.
BBegeHHs 3MiH NpoTArom 6-Tv MicauiB nicns

3a
peuenmom

He
nidnseae

UA/9939/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

3aTBepAKeHHs. 3MiHK | Tuny - 3MiHK Wopo
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
(iHWi 3MiHKX) 3MiHK BHECEHO B iHCTPYKLitOo Ans
MeONYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby
Ta y TEKCT MapKyBaHHs YNaKOBKM NiKapCbKoro
3acoby 040 BUMYYEHHS po3diniB «3asiBHUK» Ta
«MicuesHaxoopKeHHs 3asiBHUKa».
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicns
3aTBEPOKEHHS.

201.

TPUTTIKO

TabneTtku
NPOOHroBaHoI Al
no 150 mr; no 10
Tabnetok y 6nictepi;
no 2 6nictepn B
KapTOHHIN nayui

Asienge Kimike
PiyHiTe
AHXeniHi
dpaHyecko
AKP.A.O®.
C.n.A

ITania

Asienge Kimike PiyHiTe
ArxeniHi dpaHyecko

AKP.A®. C.nA

ITanis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHn | TMny - 3MiHK Woao
Ge3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW)

OHOBMEHHSs1 TEKCTY MapKyBaHHS! YMaKOBKM
nikapcbkoro 3acoby, 30KpeMa BUITyYEeHHSsI
iHdbopmalLii, 3a3Ha4YeHOI POCINCBHKOK MOBOI, Ta
BHECEHHS HE3HaYHMX pedakuUiiHUX NpaBoK No
TeKkcTy. BBegeHHs 3MiH NpoTsrom 6-tn micauis
nicnsa 3aTBepaKeHHs. 3MiHu | Tuny -
AamiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecu micua NpoBapKEHHS OisNbHOCTI
BMpoBHMKa/iMnopTepa roToBoro fikapcbKoro
3aco0y, BKMoYa4m AinbHu1Li BUNycKy cepii abo
MicLie NpoBefeHHs1 KOHTPOJIO SKOCTI.
(misnbHicTb, 3a sKy Bignosigae
BMPOBHMK/IMNOPTEp, BKIOYAO4M BUMYCK CEPilt)
3MiHM BHECEHO B iHCTPYKLUIilO ANst MEOUYHOTO
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
«BunpobHuk» Ta «MicuesHaxomkeHHs BUPOOHMKa
Ta agpeca MicLs NPoBaaXXeHHs Noro
OisANbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YMaKOBKM MikapCcbkoro 3acoby.
BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHK WwWoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) 3MiHU BHECEHO B IHCTPYKLUito Anst
MEAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
Ta y TEKCT MapKyBaHHS YNaKOBKU NiKapCbKOro
3acoly LWoA0 BUINYYEHHS po3AiniB «3asBHUKY Ta
«Micue3HaxoQKeHHs 3asiBHUKa».
BBeneHHs 3miH NnpoTArom 6-Tu MicsuiB nicnsi
3aTBEPKEHHS.

3a
peuenmom

He
nionsieae

UA/9939/01/02

202.

YPOMITEKCA
H® 400 MI"

PO34MH ANs iH'eKLIN,
100 mr/mn; no 4 mn
(400 mr) B amnyni;
no 5 amnyny
KOHTYPHiW
YapyHKOBIN
ynakoBui; no 3
KOHTYPHi YapyHKOBI
YNaKoBKM Yy

BakcTep
OHkonopxi
m6X

HimeuvunH
a

Bakctep OHkonogxi MM6X

HimevuunHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHwWi 3MiHKM) OHOBNEHHSI TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPMHHOI YNaKOBOK JlikapCbKoro
3acoby, a came: JONOBHEHI po3Ainu
iHdbopMaUieto NPo HaHECEHHS NepeMiHHUX
[aHHKX (cepis, TepMiH NpuaaTHOCTI, AaTa
BWUIOTOBIIEHHS!, pEECTPALiiHE NOCBIAYEHHS).

3a
peuenmom

UA/1405/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTOHHIl kopobui TepMiH BBEAEHHS 3MiH NpoTAroM 6 micsauiB nicns
3aTBEPOKEHHS
203. | PABPA3UM® | nopoLuok ans CaHodpi b.B. HioepnaH BUPOBHMUTBO KiHLEBOrO Ipnangis BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a He UA/10306/01/01
NPUroTyBaHHS an npoaykTy (fill/finish), 3MiHn |l Tuny - 3miHn Wwopao peuenmom | niidnseae
KOHUeHTpaTy (5 KOHTpOIb 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
MrI/MIT) ANS PO3YMHY cepii/BunpobyBaHHs, 3MiHW y KOPOTKilA XapaKTepuUCTu1Li NikapcbKoro
Ans iHdysivi no 5 mr nepBvHHa Ta BTOPUHHA 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
abo no 35 mry ynakoBka, 4O03BiN Ha MEANYHOro 3aCTOCYBaHHS y 3B’AA3KY i3 HOBUMMU
cdnakoHi; no 1 BUNYCK cepii: OaHUMK 3 SKOCTi, AOKNIHIYHUMU, KNiHIYHUMN
¢bnakoHy B [xeHsanm lpnaHg Nimiteq OaHUMK Ta JaHUMK 3 hapMakoHarnsay - 3MiHu
KapTOHHiII kopobLi BHECEHO B iHCTPYKLtO ANt MeANYHOro
3aCcToCyBaHHSA Nikapcbkoro 3acoby 4o po3aainis
"®apmakornorivHi BnactusocTi", "OcobnmneocTi
3actocyBaHHs", "Cnocib 3actocyBaHHS Ta Josn".
BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3aTBepAKeHHst; 3MiHu Il Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
IHLWIi 3MiHW, AKi He BBINLNW Y Lier po3ain, sKi
BKI0YAIOTb NOAAHHS pe3yrbTaTiB AoCNigXeHb
[0 KOMMETEHTHOro opraHy - 3MiHW BHECEHO B
iHCTPYKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posgainy "®apmakonorivHi
BnactmBocTi". BBegeHHS 3MiH NpoTaroM 6-tu
MicsiLiB nicnsi 3aTBepaKeHHs; 3MiHm Il Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy. [Hwi 3amiHu, Ski He BBIALIIN Y
uew po3ain, siki BKovaroTb NogaHHS
pesynbTaTiB 4OCHiAKEHb 4O KOMMNETEHTHOrO
opraHy - [loaaHHs 3BiTy Npo AOCNIAKEHHS Y
nicnapeecTpauiHvMin nepiod Woao AaHuX Npo
BariTHICTb XiIHOK, 3aHECEHMX Y PeeCTp NaLjieHTiB
i3 xBopoboto Pabpi
204. | ®PABPA3UM® | nopouiok gns CaHodi b.B. HinepnaH BMPOGHMLTBO KiHLEBOIO IpnaHpis BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a He UA/10306/01/01
NPpUroTyBaHHs! an npoaykTy (fill/finish), 3MiHn |l Tuny - 3MiHn Wwopo peuenmom | nidnsizae
KOHUEeHTpaTy (5 KOHTPOIb 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
Mr/MI) AN PO34UHY cepii/BunpobyBaHHs, 3MiHW y KOPOTKili XapakTepucTuLli nikapcbkoro
ans iHgysin, no 5 mr nepBMHHa Ta BTOPUHHA 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
abo no 35 mry ynakoBka, AO03BiN Ha ME[MNYHOro 3aCTOCYBaHHS y 3B'AA3KY i3 HOBUMMU
cnakoHi; no 1 BUNYCK cepii: [aHUMWN 3 AKOCTi, AOKMIHIYHUMU, KNiHIYHUMK
dnakoHy B [xeHsanim IpnaHg Jlimiteq OaHUMK Ta aHUMK 3 papmakoHarnsaay - 3MiHu
KapTOHHIl kopoOLi BHECEHO B iHCTPYKLiO A MEOUYHOIO
3acTocyBaHHs nikapcbkoro 3acoby 4o po3ainis
"®apmakonoriyHi BnactueocTi" Ta "Cnocib
3acToCyBaHHA Ta Jo3un". BBeaeHHs 3MiH
npoTsArom 6 MicsAuUiB Nicns 3aTBEPKEHHS
205. | PABPA3NM® | nopoluok ans CaHodi b.B. HinepnaH BMPOGHMLITBO KiHLLEBOTO IpnaHpis BHECEHHS 3MiH 10 peecTpauiiHixX maTepianis: 3a UA/10306/01/01
NPUroTyBaHHS an npoaykTy (fill/finish), 3MiHM | Tuny - AQMiHICTPaTVBHI 3MiHW. peuernmom

KOHUeHTpaTy (5
Mr/Mn) ANS pO34UHY
ans iHdys3in; no 5 mr
abo no 35 mry

KOHTPOI1b
cepii/BunpobyBaHHs,
nepBYHHa Ta BTOPUHHA
ynakoBka, [03Bin Ha

BunyyeHHs BUpOGHMYOI AinbHULI (BKMHOYao4m
ainbHUUi ana A®l, npomixkHoro npogykty abo
roTOBOro MikapcbKoro 3acoby, AinbHWL ANs
npoBedeHHs NaKkyBaHHs, BUPOOHUKA,




[IpooBxkeHHs JoaaTka 3

KapTOHHIl kopobui

abo JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
[ocCbe) -
3anponoHoBaHO BAaneHHs Taknux BUPOOHNYMX
OinsHOK, AKi 6inblue He 3adisHi y TecTyBaHHi
3rigHo HoBOro BMpPoBHMYoro npouecy FZ-ICH:
- Genzyme Corporation, Framingham, USA
6ygisni 51 Ta 76 NYA, sk ginsiHKK, Wo
BianoBsigae 3a BMpobHUYi onepaLii, a Takox 3a
36epiraHHs KNiTUHHOroO GaHKy.

- Genzyme Corpocation, Allston, USA, sik
[insiHKW, BignoBiganbHoi 3a BUNpobyBaHHSA
UMHKY NS akTuBHOI cybcTaHuiil arancugasm

bera.

- Genzyme Flanders bvba, Belgium i Genzyme
Corporation, Waltham, USA, sik ginsHok,
BignoBigansHMX 3a BUNpobyBaHHA Ha BE3NBIpyC
VV2117 aktuBHOI cybcTaHuii arancngasn beta.
- BioReliance, Life Sciences Center, Rockuville,
USA sk ainsHkn, BianosiganbHOI 3a
BMNpobyBaHHs Ha MikoMnasmy akTMBHOI
cybeTaHuii arancugasu beta ta
ronoBHOro/po6oYoro KNiTMHHOTO BaHkKy.

- Charles River Laboratories, 251 Ballardvale
Road, Wilmington, MA 01887, USA, sik AinsiHkw,
BigNoBiganbHoI 3a BUNpobyBaHHS in vivo Ha
3aHeceHi BipycH, L0 NPOBOAMTLCS Ha 3pasky
KNiTWH i3 GiopeakTopa, B3ATOMY B OCTaHHil AeHb
06pobku 360py.

- Charles River Laboratories, 358 Technology
Drive, Malvern, PA, USA, sk OinsiHku,

BigNoBiganbHoi 3a BUNpobyBaHHs in vitro Ha

3aHeceHi BipycH, L0 NPOBOAMTLCS Ha 3pasky
KNiTWH i3 BiopeakTopa, B3ATOMY B OCTaHHIi AeHb
06pobku 360py.

BBeneHHs 3miH NpoTArom 6-Tu MicsuiB nicnsi

3aTBEPAKEHHS;

3MiHu | TUny - 3MiHK 3 sikocTi. AL,

BupobHuuTBo. 3MiHa BUpOGHMKa
BVIXi[iHOro/npoMi>KHOTO MPOAYKTy/peareHTy, Lo
BMKOPWCTOBYOTBCS Y BUPOBHMYOMY NpoLieci
A®I, abo 3miHa BUpobHuKa (BKrtoyatoun, ae
HeobXiaHO, MicLe NPOBEAEHHST KOHTPOSHO SIKOCTI)
AdI (3a BiacyTHoCTi cepTudpikaTta BiaNoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXeHoMy

[0CbE)(3anponoHOBaHUM BUPOBHMK HANexumTb

o Tiel camoi BUPOGHMYOT rpynu NignpuemMcTs,

LLIO ¥ 3aTBEppKEHNI) - 3anponoHOBaHo

AopasaHHs Hosoro kopnycy 8 NYA sk ginsHku
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
cdnakoHi; no 1 BUNYCK cepii: BiANoBiganbHOro 3a BUNyCK cepin, Micue
dnakoHy B [xensavim IpnaHg Jlimiteq npoBefeHHs1 KOHTPOro cepii) abo
nocravarnbHuKa BMXigHOro MaTtepiany, peareHty
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

BXe 3aTBepakeHoro BupobHuka Genzyme
Corporation, Framingham, USA BignoBiganbHoi
3a BMPOOHULTBO aKTUBHOI cybcTaHLii
arancugasv 6eta. BBegeHHs amiH npoTtsrom 6-
TV MicAUiB nicnsa 3aTBepAKeHHst; 3miHu | Tuny -
3MiHu 3 akocTi. A®l. BupobHuuteo. 3miHa
BUPOGHMKa BUXIOHOTO/MPOMIXKHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BUpobHM4omy npoueci AdI, abo amiHa
BUPOGHMKa (BKItoYatouun, ae HeobxigHo, micue
npoBeaAeHHs KOHTponto sikocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoOMy
[0CbE)(3MiHM [0 3axoAiB, MOB'A3aHNX 3
koHTponem A®l, abo gogaBaHHsA AinbHULI, Ae
NPOBOAMTLCA KOHTPOSL/BUMNPODBYBaHHSA cepii) -
3anponoHoBaHO AoAaBaHHSA AiNbHULI
BioReliance Corporation, Life Sciences Center,
14920 Broschart Road, Rockville, MD 20850,
USA sk 0ogaTKoBOI AiNsiHKK, WO BignosiganbHa
3a NpoBeAEHHS KOHTPOMIO AKOCTI aKTUBHOT
cybeTaHuii arancugasu 6eta, B Tomy Yucni
TeCTyBaHHS WoA0 ApiGHOro Bipycy muLlen
(MMV), sike NpoBOANTLCS HA PiavHI akTUBHOT
cybcTaHuii octatovHoro 3abopy. BeegeHHs amiH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOKEHHS;
3miHu | TUNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo OoNyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (40NoBHEHHsT crnieumdikaLii
HOBMM MOKA3HMKOM 3 BiAMNOBiAHUM METOA0M
BUNpobyBaHHs1) - 3anponoHOBaHO JOMOBHEHHS
cneuudikauii Ha 113 BUNpobyBaHHAM Ha
MiKonnasmy, Lo MPOBOANTLCS Ha 3pasKy KNiTWH
3 biopeakTopa, B3ATOMY B OCTaHHI AeHb
06pobku 360py Ta BUNPOGyBaHOMY Ha LibOMY
eTani, Ans y3rogkeHHs 3 cepTudikaTom SKoCTi
Ha [T13. BBeaeHHs1 3miH npoTarom 6-Tn micsiuis
nicnsi 3aTBepAXKeHHS!; 3MiHN | TUny - 3MiHN 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4ONyCTUMUX MEX rOTOBOIO
nikapcbKoro 3acoby (AONOBHEHHs cneuudikauii
HOBMM MOKa3HUKOM 3 BifMOBigH/M METOOOM
BUNpobyBaHHs1) - 3anpornoHOBaHO AOMOBHEHHS
cneundikauii M3 nogaTtkoBMM BUNpobyBaHHAM
Ha ApibHu Bipyc muwen (Murine Minute Virus -
MMV), Lo NpoBOAUTLCS HA 3pas3Ky KMiTUH 3
biopeakTopa, B3ITOMY B OCTaHHi feHb 06pobkum
300py Ta BUNpobyBaHOMY Ha LibOMY eTani, Ans
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

y3rogkKeHHs 3 cepTudikatom sikocti Ha MN3.
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBepMKEHHs; 3MiHN | Tuny - 3MiHM 3 SKOCTI.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb
(Bkntoyatoum 3amiHy abo JONOBHEHHS)) -
3anpornoHoBaHo 3aMiHy npoleaypu
BUNPoOyBaHHSA Ha BMICT KUCHIO B ra3oBiii dasi
chnakoHy 3 metony hapbyBaHHs/3aHypEeHHs Ha
MeTOop, 3 aHanizaTopoM KUCHIO B rasosin dasi
08 NepeBipKn LiNICHOCTI cuctemmn
KOHTelHep/KpuLka B cneuundikaLisx rortoBoro
nikapcbkoro 3acoby. Ockinbku B Hapasi
3aTBepakeHnx MKA gaHa 3amiHa meTtofy Bxe
BMpoOBaXeHa, B JaHUA METOA BHOCATLCA
npaBku i3 JONOBHEHHAM Y Bi4NOBIAHICTb 40
po3aginy 3.2.P.5.2.AHaniTn4yHi metoauku. Kpim
TOro, 3asIBHVK KOPUCTYETLCSI MOXIMBICTIO
BHECTM KiNbka peJakTOpCbKUX NPaBoK.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepAKEHHS; 3MiHuM | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb AdI. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONyCTUMUX MEX,
BM3HaYeHux y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, Wo
BUKOPWCTOBYOTBCS Y npoLeci BUpobHuutea AdI
(BonoBHeHHS cneumdikavii HOBUM NOKA3HMKOM
SIKOCTi Ta BigNOBIAHMM METOAOM BUNPOBYBaHHS)
- 3anponoHoBaHoO AoAaBaHHS PeLENTOPHOIO
3B’s3yBaHHs (Receptor Binding, method Surface
Plasmon Reonance) go cneuudikauinn akTuBHOT
cybcTaHuii arancugasm 6eTa, wo
BVIKOPVCTOBYIOTbCH B NpoLieci BUpobHuLTBa
aKTMBHOI cybcTaHuii arancuaasm 6eta. daHa
3MiHa BHOCUTBCS Ha OCHOBI KPUTUYHUX
nokasHukie skocti (CQA), AOKNagHO ONUCaHNX y
po3gini 3.2.S.2.6. Po3pobka BMpobHuyoro
npouecy. BBegeHHs 3MiH npoTaroM 6-tu micsauis
nicns 3ateepakeHHs:; 3MiHn |l Tuny - 3MiHn 3
skocTi. A®l. BupobHMLTBO. 3MiHM B NpoLECi
BUpOGHMLUTBa ADI (3MiHa CTOCYETLCS aKTUBHOT
peyoBMHM GiONOriYHOro/iMyHONOrYHOro
NoxoAkeHHs abo BUKOPUCTaHHSA XiMiyHux APl y
BMPOGHMLTBI Nikapcbkoro 3acoby
6ionoriYHOro/iMyHONOrYHOro NOXOAXKEHHS, fka
MOX€E MaTu 3Ha4YHWI BNIIMB Ha SKICTb, 6e3neky
Ta edpeKTUBHICTb Nikapcbkoro 3acoby, i He
CTOCYETLCS MPOTOKOIY) - 3anponoHOBaHo
BHECEHHS 3MiH Y npouec BUpPOOHULTBA




®Popma sunycky

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

145

Kpaina
eUpPOb6HUKa

[IpooBxkeHHs JoaaTka 3
Ymosu Peknam Homep
aidnycky yeaHHs1* | peecmpayiliHo20
noceid4yeHHs1

PeecmpauyitiHa npoyedypa

GionoriyHoi akTMBHOI cybCTaHuji arancugasm
6eTa, Wob nepeTBOpUTM OO Ha XiMi4HO-
BU3Ha4yeHui npouec (XB, abo CD)
iHTerpoBaHoro npotecy 6ioBnpobHuuTea (ICB)
6€e3 KOMMOHEHTIB TBAPMHHOIO MOXOLXKEHHS

(KTI, abo ADC-free), TOBTO KniTUHHA NiHisA
SIEYHMKIB KMTancbkoro xomsika (CHO), oTpumaHa

Ne
n/n

Hasea
JliKapcbKo20
3acoby

(nikapcbka ¢gpopma,
ynakoeka)

3 opuritany, 6yna obpaHa Ansi BUPOLLYyBaHHS B
XB cepenoBuLi 6€3 KOMMNOHEHTIB TBAPUHHOIO
noxomxeHHsi (KTI). Kpim Toro, 6yB noBHicTIO
nepernsHyTMn noganbLlunii npouec. 3MiHN B

npoueci BupobHMUTBa 6i0NoriYyHo akTMBHOI
cybcTaHuii arancuaasn 6eta nonsratoTb y TOMy,
o6 NnepeTBOPUTH MOrO Y XiMIYHO BU3HAYEHWI
NpoLeC iHTErpoBaHOITO KOMMIEKCY
GioBMpobHMUTBa 6€3 KOMMOHEHTIB TBAPUHHOIO
NOXOAXXEHHS (KNiITUHHA MiHIA SEYHMKIB
KUTancbKoro xom’sika 6yae BupoLLyBaTucs B
cepepnoByLLi 6€3 KOMNOHEHTIB TBAPUHHOIO
noxoxeHHsi. HagaHi 3asiBHMKOM MaTepianu
0BrpyHTOBYIOTb 3anNpoNoOHOBaHi 3MiHM Ta
nigTBEepAKYThb piBEHb 6Ge3nekun nikapcbkoro
3acoby. BBeaeHHs1 3mMiH npoTarom 6-Tn micsiuiB
nicnsa 3aTeepakeHHs; 3MiHu Il Tuny - 3miHn 3
sikocTi. A®I. KoHTtponb A®I. 3miHa y napameTpax
cneundikaiv Ta/abo JonyCTUMNX MEX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWI NpoayKT/pearexT, LWo
BMKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(BUnNyYeHHs napameTpa cneuudikadii, akui
MOXe MaTu CyTTEBUI BNMB Ha sikicTb AP| Ta/abo
roTOBOrO fikapcbKoro 3acoby) - 3anponoHoBaHO
BUAArNeHHs CYTTEBUX NapaMeTpiB BKIOYaUn
iaeHTuiKaLilo MmeTogom TBepaodasHoro |PA,
rnikaHis metogom BEPX ansi BMiCTy MaHHO31-6-
docaTy Ta cianoBoi KUCNoTH, NPodiNoBaHHS
onirocaxapuvais METOA0M BUCOKOE(EKTUBHOT
aHioHOOBMIHHOT XpomMaTtorpadii 3 NynbCY4UM
amnepomeTpuyHumM fetektopom (HPAEC-PAD),
BiNbHOrO Tiony metogom Y®-
cnekTpogoTomMeTpii, Yunctotn metogom [JHC-
MArl-enekTpodopesy, npoginto IEF meTtogom
MAATr-enekTpodopesy, piBHS okcuaauii
meTogom BEPX i3 obepHeHoto casoro Ta BCix
NoBsi3aHMX i3 NPOLLECOM AOMILLOK (30Kpema
3annLIKoBKX BIiNKiB KNiTUH-HOCITB, 3anNMULLKOBY
anba-ranakro3ungasy Hocis/xomsika,

3anuwkoBy [HK, 3anuwiKoBux po3YnHHUKIB
3aru1LLIKOBOrO LMHKY) 3i cneumdikaLii akTMBHOI

cybcTaHuii arancugasu beta, aki

BVKOPVICTOBYIOTbCS B npoLieci BupobHuutea AdI
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[IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

Migxia oo BunpobyBaHHA Ha cTabinbHICTL OyB
nepernaHyTMn Ans BUAANeHHs 3ansux Ta
OHOBJIEHHS KPUTUYHWUX aHanisiB BeegeHHsA 3MiH
NPOTArom 6-Tu MicsILB Micnsi 3aTBEPOKEHHS;
3minn [l Tuny - 3minm 3 axkocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax BunpobysaHHs APl abo
BUXIQHOro matepiany/npoMikHOro
NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea APl (cyTTeBa 3miHa y
GionoriyHomy/imyHoMOriYHOMY/iIMyHOXIMIYHHOMY
meToAi BunpobyBaHHa abo meTogi, y sikomy
BUKOPUCTOBYETLCS BiONOriYHMI peareHT Ans
GionoriyHoro A®l, abo 1oro 3amiHa) -
3anponoHoBaHO 3aMiHy aHani3dy KOHUeHTpauii
GionoriyHoro Ginka metonom BEPX i3
o6epHeHoto ha3oto Ha aHani3 KoHUeHTpaLji
6inka 3a A280, igeHTudikauilo 3a NnenTUaHOK
kapToto (BEPX i3 o6epHeHoto dhasoto 3
BigaineHHam Lys-C) Ha igeHTudikauiio 3a
nenTuaHoto kapTtoto (YEPX 3i 3BOpoTHBOIO
asoto, TPUNCKH), YucToT metogom BEPX i3
o6epHeHoto hasoto Ha uncToTy Metogom YEPX
3i 3BOPOTHBOIO (ha3oto, NPodintoBaHHA
onirocaxapuais METOAOM BUCOKOE(EKTMBHOI
aHioHOOBMiIHHOT XpoMaTorpadii 3 NynbCy4UM
aMnepoMeTPUYHNM JETEKTOPOM Ha aHani3 AA-
rnikaHiB (METOAOM piAMHHOI XpomaTorpadii
rigpodpinbHUx B3aemogini (by HILIC-UPLC), Ta
3MiHM Yy MeTOofi arperauii 3a JONOMOrow
npouenyp ekckntosiiHoi BEPX gns 6ionoriyHo
aKTUBHOT peyvoBUHU. OCKINbKU METOAM KOHTPOIO
Ons KoHUeHTpadii 6inka 3a A280, unctoTa 3a
YEPX Ta arperauis 3a ekckniosiiHoto BEPX €
oaHakoBuMu sk ans J1IC Tak i ang N3, amiHn
cneumdikauii aktuBHoi cybcTaHuii Ta M3
06’eaHaHi B ogHiv 3miHi Tuny Il. BBegeHHs 3MiH
NpOTArom 6-Tu MicAILiB NiCNs 3aTBEPOXKEHHS;
3minm Il Tvny - 3miHm 3 gxocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauin Ta/abo 4ONYCTUMUX MEX FOTOBOro
nikapcbkoro 3acoby (BUnyYeHHs MoKa3HWKa,
SIKMUN MOXEe MaTW iCTOTHUI BMNMB Ha SKICTb
roTOBOrO flikapcbKoro 3acoby) - 3anponoHoBaHO
BUJTyYEHHS 3HAYHOTO MOKa3HMKa iaeHTudiKaLii
MEeTOAOM aHani3y aKkTMBHOCTI (TBepgodasHuii
I®A), unctotn metogom AHC-TAAT-
enekTpodopesy 1 aHanizy AONOMiKHUX PeYOBUH
(maHiTony, HaTpito Ta dpocdary) 3i cneumdikawii
[113. BBeAeHHst 3MiH NpoTArom 6-Tm MicsuiB

nicns 3aTBEepOXEeHHA
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
206. | PABPA3UM® | nopoLuok ans CaHodpi b.B. HioepnaH BUPOBHMUTBO KiHLEBOrO Ipnangis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/10306/01/01
NPUroTyBaHHS an npoaykTy (fill/finish), 3MiHM, Lo NoTpebytoTb HOBOI peecTpaii - 3MiHK peuenmom | niidnseae
KoHueHTpaTty (5 KOHTPOSb y AP, siki He npn3BoAATbL A0 HOBOI [JP: He3HauHi
MrI/MIT) ANS PO3YMHY cepii/BunpobyBaHHs, 3MiHuM GionoriyHoi peyoBuHM abo
Ans iHdysin, no 5 mr nepBvHHa Ta BTOPUHHA 6i0TEXHOMOrYHOro NPOAYKTY
abo no 35 mry ynakoBka, A03Bin Ha
cnakoHi; no 1 BUNYCK cepii: [NepiognyHiCTb NogaHHA perynsapHo
¢nakoHy B [xeHsanm IpnaHg OHOBMOBAHOIO 3BiTYy 3 6e3neku, BiANoBigHO A0
KapTOHHIl kopobui TimiTeq, lpnangis Mopsaaky 3nifcHeHHsA dhapmakoHarnagy,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Bia 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainm 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpoHU
300poB'a YkpaiHu Big 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3ri4HO 3i CTPOKaMW,
3a3HaYeHNMM y NepioaNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
207. | PEMIHATI® TabneTkn, BKpUTI TOB YkpaiHa ITaGopaTtopioc JleoH IcnaHis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/16341/01/01
NniBKOBOIO «BOPBAPTC dapma, C. A. 3miHu | TUNY - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa peuenmom | niidnseae
o6onoHkoto, 0,03 DAPMA» HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
Mmr/3 mr; no 28 (BnacHuka peecTpaLiiHoro noceigvyeHHs) 3miHa
(21+7) TabneTok y agpecw 3asiBHYKA (BracHMKa peecTpaLiiHoro
Gnictepi; no 1 NnocBiaYeHHs1) 3MiHN BHECEHO B IHCTPYKLUito 4ns
6nictepy pasom 3 MeAMYHOrO 3aCTOCyBaHHsI NikapCbKoro 3acoby y
KaneHaapHo po3ainu «3asaBHMK» Ta «MicLe3HaxoaKeHHst
LIKasnow Ta 3asBHUKa». 3MiHu | Tuny - AaMiHicTpaTMBHI
TpyMayem Ans 3MiHn. 3MiHa HalMeHyBaHHs1 Ta/abo agpecu
Gnictepy y MiCList NPOBAMKEHHS AisiNbHOCTI
KapTOHHiI kopobui BMPOGHMKa/imnopTepa roToBoro nikapcbkoro
3aco0y, BKMoYa4m dinbHuLi BUNycky cepii abo
MicLle NpOBeAEHHS KOHTPOHO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIlt)
3miHa agpecu BiANOBIAHO 4O OHOBMEHOI NiLEeH3ii
BMPOGHMKa.
Litoywa pepakuis: Byn. lla Bannina 6/H, MNoniroHo
IHgycTpianb HaBatexepa, Binbsikinambpe, J1eoH,
24008, IcnaHis.
MponoHoBaHa pepakuis: Byn. Jla BanniHa 6/H,
MoniroHo IHaycTpianb HaBaTtexepa,
Binbsikinambpe, 24193, IcnaHis.
3MiHM BHECEHO B iHCTPYKLUiO ANsi MEOUYHOTO
3aCTOCYBaHHSI NiKapCbKoro 3acoby y po3ain
«MicuesHaxomkeHHs1 BUpobHUKa Ta agpeca
MicLsi MpoBagXeHHS NOro AisinbHOCTI» 3
BiAMOBIAHVMMM 3MiHAMW Y TEKCTi MapKyBaHHS
YNaKoOBKU fikapcbKoro 3acoby.
208. | PNEBOAOIA TabneTku, BKPUTI JlabopaTopist PpaHUuis IHHOTepa LUyai DdpaHUuis BHECEHHS 3MiH [0 peecTpauinHuX MaTepianis: 6e3 UA/8590/01/01
600 NniBKOBOO IHHOTEK 3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA peuenma
obonoHkot, no 600 IHTepHacbIoH nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHK y




[IpooBxkeHHs JoaaTka 3

y 6ricTepi; no 1 abo
no 2 Gnictepny
KapTOHHil kopobui

3acoby, BKMYaYM NPOMiKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHMLTBA) HE3HAYHa 3MiHa Y NPoLEeCi
BMpobHuuTBa 13, a came: nig Yac cyxoro
rpaHynoBaHHS napameTp NpoLecy «TOBLUMHA
LUIMaTouYKIB Gnn3bko 6 MM» BMOANSETLCS, a Ha
HaMpUKiHLi eTany LWMaTo4kn NoapibHIoTb
yepes cuto 1,25 Mm 3amictb cuTa 1 MM, nig Yac
NpUroTyBaHHS PO34MHY Os NOKPUTTS
NNiBKOYTBOPIOBAY ANCMEPTYIOTb B OYMLLEHIN BOAI
npwn 35°C 3amicts 40 °C.
3MmiHu | TMNY - 3miHK 3 AkocTi. FoToBUI
nikapcbkuii 3aci6. 3miHn y BUpOOGHMUTBI. 3MiHM
BMNpoOyBaHb abo AONYCTUMMX MEX,
BCTaHOBIEHUX Y cneumdikauisx, nig yac
BMPOGHMLTBA roTOBOrO fikapcbkoro 3acoby
(mogaBaHHsa HOBOro MeToAy BUNPobyBaHHS Ta
[OMyCTUMUX MeX) AofAaBaHHs HOBOTO MeToay
BUNpobyBaHHsA Ta AONYCTUMUX MEX Nifg Yac
BupobHuuTBa 13, a came: HanpukiHLi npoLecy
CYXOro rpaHynoBaHHs ANsi rpaHyn BUKOHYETbCA
BUNpoByBaHHS LWOAO PO3MNOoAiny YacTUHOK 3a
PO3MipOM.
3miHu | TUnYy - 3miHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMUTBI. 3MiHM
BUNpobyBaHb abo AoMYCTUMUX MEX,
BCTaHOBIEHUX Y cneumdikauisx, nig yac
BMPOGHMLTBA rOTOBOTO fikapcbkoro 3acoby
(BUNYYEHHS HECYTTEBOrO BUNPODBYBaHHS B
npoteci BUPOGHMLTBA) BUNYYEHHS HECYTTEBOTO
BUNpoOyBaHHs y npoLieci BUPOOHMLITBA rOTOBOIO
nikapcbkoro 3acoby, a came: BuaaneHHs
BMNPOOYBaHHS -TOBLUMHa TabneTkn 6e3
nokpuTTA. 3MiHM | Tuny - 3MiHK 3 SKOCTiI.
[oToBWI Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM Y NpoLieci BUpobHuLTBa
roTOBOrO MiKapCbKOro 3acoby, BKI4aoum
NPOMIXKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MpU
BUPOBHMUTBI rOTOBOrO MikapCbKoro 3acoby
(He3HayHa 3MiHa y npoueci BUPOOHMLITBA)
BHECEHHS1 3MiH Y TEXHOMNOrYHMIA nNpoLuec
BupobHuuTBa 13, a came: 3aMiHa PO3YMHHMKA,
AKUIA BUKOPUCTOBYETHLCS AJ151 PO3BEAEHHS
nonipysansHoro areHTy (Opaglos ®) 3
[eHaTypoBaHoOro cnupTy Ha eTaHon (96%).
3miHu | TUNY - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI. 3MiHK Y
npoueci BUpoOHULTBA rOTOBOTO JliKapCbKoro

3aco0y, BKIKYaK4M NPOMIKHUIA NPOAYKT, L0
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
mr; no 15 TabneTtok anb npoueci BUpoGHMLTBA rOTOBOTO fikapCbKoro
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoLieci
BUPOBHMLTBA) HE3HAYHI 3MiHW Y BUPOOHUYOMY
npoueci 113, a came HaanNMLWOoK 3acTOCOBaHUI
Ans cycneHsii NNiBKOPOro NoKpuTTs
3meHLwyeTbes 3 67,33 % o 25%. Le
3MEHLLEHHS HaaWLLKy CycneHsii Ans noKpuTTs
He BMNMUBAE Ha SKICTb TabneTok, BKPUTUX
NniBKOBOI 0BOMOHKOI, OCKINBKM KiNbKIiCTb
HaHEeCEHOro MNOKPUTTS € HE3MIHHUM (6nn3bko 25
mr/Tabnetky). 3miHu | Tuny - 3MiHK 3 AKOCTi.
[oToBMI nikapcbkuii 3aci6. 3miHK y
BUPOBHMUTBI. 3MiHM y npoueci BUpobHMLTBa
roTOBOro MikapcbKoro 3acoby, BKIOYaoym
NPOMIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MpU
BMPOGHMLTBI FOTOBOrO NiKapCbKoro 3acody
(He3HayHa 3MiHa y npoueci BUpobHuLTBa)
He3HayHi 3MiHM y BUpobHuyomy npoueci 13, a
came: NopsiAoK NPoBeAEeHHS AOMOMIKHUX
PEYOBUH Ans MiBKOBOro MOKPUTTS BiAMNOBIAHO
[0 pekomeHAaLi nocTavarnbHuKa, Lo JO3BOSSE
He HarpiBaTu Bogy. 3aBAsKM 3MiHi MOCMig4OBHOCTI
BBEJEHHS AOMOMDKHUX PEYOBUH Y BOAY, SKa
BUKOPWCTOBYETLCS AJ151 NPUrOTYBaHHSA CyCneHsii
NNiBKOBOro NOKpUTTS, Ti He NOTPIGHO HarpiBaTh,
a npouec avcnepcii BiabyBaeTbes 3a
TemnepaTypu HaBKOMNWLLIHBOIO CEPEAOBULLA.
Takox gopgaeTbes iHpopmalis, WO CycneHsito
HeobXiQHO MOCTIHO NepemillyBaTh 3 METOO
Kpawoi aucnepcii. Takox gogatkoso bynum
BHECeHi AesKi NpaBku Ta BUNPaBeHi TEXHIYHI
noMusku, a came: Ha etani 6 ana CtupaHocTi
BunpasneHo Nimit 3 1% Ha 1,0%; Ha etani 7
[ofaeTbesi nepeBsipka Anst IPOMiXKHOTO
KOHTpOTHO.
3MmiHu | TUNYy - 3miHK 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. KoHTponb JONOMiXHMX
peyoBuH. 3MiHa NnapameTpiB cneumdikauin
Ta/abo [onyCTMMUX MeX Ans AOMOMKHOT
peYoBUHM (BUNyYeHHS 3i cneumdikauii
HE3HaYyHOro NokasHuka (Hanpvknag 3actapinoro
NnokasHuKa))

He3HauHi 3MiHu y BUpoGHMYoMy npoueci 13, a
came: BuaaneHHs 3i cneuudikadii LONOMiXKHOT
peyoBuHM Sepifilm TecTiB LWOA0 BU3HAYEHHS
BaXKMX MeTarniB Ta MULL’sIKy. 3MiHu | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb AONOMDKHUX peyoBuH. 3MiHa Y
MeTofax BUNpoByBaHHS AOMOMIXKHOI peYOBUHM
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToAax
BMNpPoOyBaHb) HE3HAYHI 3MiHN Y BUPOBHUYOMY
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
npoueci 13, a came He3HayHi 3MiHK y
npoueaypi TeCTyBaHHSA AOMOMKHOI PEYOBUHM
Sepifilm: TecT igeHTUdIiKauii Ansa rinpominosu 3a
[OMOMOrOK HiHMAPWHY AeLo CnpoLeHo, nig vyac
nNpoBeAEeHHS aHanidy 3pa3ok HarpiBaeTbCcs nNpu
Temnepatypi 110 °C 3amictb 140 °C. JonaTkoBo
BHECEeHi He3HayHi BUNpaBneHHs 40 MeTOAiB
KOHTPOIIO SIKOCTi AOMOMIDKHOT PEHOBUHM
Sepifilm.
209. | LE®YPOKCH | nopoLuok ans My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/0565/01/01
M-BX®3 PO34MHY ANS iH'EKLiN akKujioHepHe ToBapucTeo "HaykoBo- 3MiHM | TMny - 3MiHK Wwopao peuenmom | niidnseae
no 250 mr; 1 donakoH TOBapUCTBO BUPOBHMYMIA LEHTP 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3 MOPOLLKOM Y navui "HaykoBo- "BopLuariBCbKMIM Ximiko- 3MiHa y KOpOTKil XapaKTepuCTULi Nikapcbkoro
3 KapToHy; 5 BVMPOGHWYMIA dapmaueBTU4HNIA 3aBog" 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
cbnakoHiB 3 LEeHTPp MEAMYHOro 3acTocyBaHHS Ha niacrasi
NOPOLLKOM Yy KaceTi; "BopLuariscbk perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
no 1 kaceti y neHani WA XimiKo- nikapcbkoro 3acoby, abo gocnimkeHs 3 6e3neku
3 KapToHY hapmaueBTuy 3acTocyBaHHS NikapcbKoro 3acoby B
HWi 3aBog" nicnsipeecTpauiHuin nepiod, abo sik pesynbTaT
OLLiHKM 3BiTYy 3 JOCNIOKEHb, NPOBEAEHNX
Bi4AMNOBIQHO A0 NnaHy negiaTpuyHuX SocnigkKeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YMOBHOBAXXEHVM OpraHom).
3MiHW BHeceHo B [HCTpyKLito Ans MeanyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"OcobnuBocTi 3acTocyBaHHSA" BiANOBIAHO 00
OHOBIeHoI iHopMaLii woao 6eaneku
3acToCyBaHHS Aito4ol pevyoBMHY 3rigHo 3
pekomeHpauieto PRAC. BeegeHHs 3miH
NpoTSArom 6-Tn MicsiLiB Nicns 3aTBepAKEHHS
210. | LE®YPOKCWU | nopouuok ans My6niyHe YkpaiHa My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a He UA/0565/01/02
M-BX®3 PO34MHY ANS iH'EKLN aKujioHepHe ToBapucTBo "HaykoBo- 3MiHn | TUny - 3MiHM Wwopao peuenmom | nidnszae
no 750 mr, 1 donakoH TOBapuCTBO BUPOGHWYMNIA LEHTP 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3 NOPOLLKOM Y nayuli "HaykoBo- "BopLuariBCbKkui XiMiko- 3MiHa y KOpOTKili XapakTepucTuL nikapcbkoro
3 KapToHY; 5 BVPOGHWYMIA dapmaueBTU4HNIA 3aBog" 3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
cdrakoHiB 3 LeHTp MeON4YHOro 3acToCyBaHHs Ha nigcTasi
NOPOLLIKOM Y KaceTi; "BopLuariscbk perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
no 1 kaceti y neHani WA XimiKo- nikapcbkoro 3acoby, abo gocnimkeHs 3 6e3neku
3 KapToHy; 1 pnakoH | dhapmaueBTuy 3acTocyBaHHS Nikapcbkoro 3acoby B
3 NOPOLLIKOM Y HW 3aBog” nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
KOMMIEKTi 3 OLLiHKM 3BITY 3 JOCHIOKEHb, NPOBEAEHUX
PO34MHHMKOM (BOAA BigMNOBIQHO 40 MnaHy nefiaTpuyHuX AocnigXeHb
ans iH'ekuin) no 5 (PIP) (3miHy y3roa»eHo 3 KOMNETEHTHUM
M abo no 10 mn B YNOBHOBaXXEHNM OPraHoM).
amMnyni B nayui 3 3MiHM BHeceHO B |HCTpPyKLit0 Ans MEAUYHOTO
KapTOHHO 3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
neperopoakoro "OcobnueocTi 3acTocyBaHHA" BiANOBIAHO A0
OHOBIeHol iHopMaLii Wwoao 6eaneku
3acTOCyBaHHS Aito40l pevyoBUHY 3rigHO 3
pekomeHpauieto PRAC. BeegeHHs 3miH
NpoTSArom 6-Tn MicsiLiB Nicns 3aTBepAXKEHHS
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Ne

Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
211. | LE®YPOKCH | nopowuok ans My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/0565/01/03
M-BX®3 PO34MHY ANS iH'EKLN akKujioHepHe ToBapucTeo "HaykoBo- 3MiHM | TMRY - 3MiHK Wwopao peuenmom | niidnseae
no 1,5r, 1 donakoH 3 TOBapUCTBO BUPOGHMYMIA LEHTP 6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
NOPOLLKOM Yy navui 3 "HaykoBo- "BopLuariBCbKMIn Ximiko- 3MiHa y KOpPOTKil XapaKTepuCTuLi Nikapcbkoro
KapToHy; 5 cpnakoHis BUPOGHWYMIA dapmaueBTUYHMI 3aBoa" 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
3 MOPOLLKOM Y LEHTp MeJMYHOro 3aCTOCyBaHHs Ha MiAcTaBi
KaceTi; no 1 kaceTi y "BopLuariBcbk perynsipHo OHOBJOBAHOTO 3BiTYy 3 6e3neku
neHani 3 kKapToHy i Ximiko- nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
hapmaueBTuY 3acTocyBaHHS nikapcbKoro 3acoby B
HWi 3aBog" nicnspeecTpauiiHuin nepiogd, abo sik pesynbtaT
OLLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAEHNX
BiANOBIQHO A0 NnaHy negiaTpuyHuX SocnigkKeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YMOBHOBAXXEHVM OpraHom).
3MiHW BHeceHo B |HCTpyKLito Ans MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao posainy
"OcobnuBocTi 3acTocyBaHHS" BiANOBIAHO 40
OHOBJEHOI iHhopmalii Wwoao 6esneku
3aCTOCYBaHHS Aito4OT PEYOBMHM 3rigHO 3
pekomeHaauieto PRAC. BeegeHHs 3miH
NpOTArom 6-TM MicsLUiB Nicnsa 3aTBepAXeHHs
212. | UUNPODAP Kpanni BYLUHI, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/15541/01/01
M® OEKC cycneHsis no 7,5 mn 3MmiHn | Trny - 3miHn 3 akocTi. CepTndikat peuenmom

y donakoHi; no 1
dnakoHy y nayui 3
KapTOHY

BignosigHocTi/FE-cepTudikaT BiANOBIAHOCTI
€Bponelicbkint hapmakonei/MoHorpadii.
MopaHHsa HoBOro abo OHOBMEHOro cepTudikara
BignoBigHOCTI abo BUny4eHHs1 cepTudikata
BigMNOBIAHOCTI €Bponeickkin hapmakonei: aons
AdI; onsa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYOTbCS Y BUpoOHMUTBI ADIl; ans
[OMOMDKHOT peyoBuHM (cepTudikat
BigNoBigHOCTI E€Bponerchkin hapmakonei) -
HoBwuin cepTudikat Bifg BXe 3aTBEpAXEHOro
BUpOBHMKa - NoAaHHS HOBOro cepTudpikata
BignosigHocTi €Bponeicbkint papmakonei Ne R1-
CEP 2015-205 - Rev 00 gns gito4oi pevyoBuHM
Dexamethasone Big Bxe 3aTBepoKEHOr0
Bupo6GHuka TIANJIN TIANYAO
PHARMACEUTICALS CO., LTD., China (3amiHa
DMF (Version: Oct, 2015). Ak Hacnigok,
BHECeHHs 3MiH o crneundikauii Ta meTogis
KOHTPOSIO ito40i pe4OoBMHN 3a MOKa3HUKaMm
«lpeHTudikadisi», NMutome onTnyHe obepTaHHs»,
«KinbkicHe BU3Ha4YeHHA», «3anuLKoBi
PO3YMHHUKMY . 3MiHM | TUNY - 3MiHK 3 sIKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHa APl abo BuxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCS y NMpoueci BUpobHuuTea AdD|
(iHwWi 3MiHWM y MeTogax BUNPoByBaHHS
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

(BKntoyaoum 3amiHy abo gonoBHeHHs1) APl abo
BMWXiAHOro/NnpoOMiXKHOrO MPOAYKTY) BHECEHHS 3MiH
B METOAM KOHTPOIO AN 4040l pe4oBUHU
Dexamethasone Bupo6HuTea TIANJIN
TIANYAO PHARMACEUTICALS CO., LTD.,
China 3a nokasHukoM «CynpoBigHi SOMiLLKM».
3MminHun | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb
A®I. 3miHa y napameTpax cneumdikauin Ta/abo
[OMNyCTUMUX MEX, BUSHAYEHMX Y cneuundikauisx
Ha A®I, abo BMXiOHWMIN/MPOMIDKHUI
nNpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP| (BUNyYEHHs
HEe3Ha4yHOro NokasHuka sIKoCTi (Hanpuknag
BUITYYEHHS 3acTapinoro nokasHuka)) BHECEHHS
3MiH o cneumdikauii Ta MeToaiB KOHTPOSO ANs
niroyoi pevoBmHn Dexamethasone BupobHuUTBa
TIANJIN TIANYAO PHARMACEUTICALS CO.,
LTD., China, a came BuUny4eHHs nokasHuka
«PO34YMHHICTbY, TaK 9K JaHWUA NOKa3HUK Mae
peKoMeHAAUINHWIN XapakTep, Ta He €
0060B’sI3KOBUM

213.

LIMPAM3A

KOHLeHTpaT Ans
PO34MHY And
iHy3in, 10 mr/mn;
no10 mnta 50 mny
dnakoHax, no 1
dnakoHy B
KapTOHHIN ynakoBLj

Eni Ilinni
Henepneng
B.B.

HigepnaH
an

BUPOGHMLTBO MikapCbKoro
3acoby, nepBuHHa
ynakoBKa, KOHTPOJ1b Ta
TecTyBaHHs cTabinbHOCTI
nikapcbKoro 3acoby:
Eni Ninni eng Komnai,
CLA
BTOPUHHA YNaKOBKa,
MapKyBaHHs1, KOHTPOIb,
BUMYCK Cepii NikapCbKoro
3acoby:

Ninni C.A., IcnaHis
KOHTPOMb SIKOCTi Ta
TEeCTyBaHHS CTabiNbHOCTI
nikapcbkoro 3acoby:
IMKnoH Cuctems NJ1C,
CLWA
KOHTpPOIb SKOCTI
nikapcbkoro 3acoby:
Eni Ninni KiHcenn Nimitepn,
Ipnangis
KOHTpPOIb SKOCTI
nikapcbKkoro 3acoby:
Yapnb3a Pisep
JlabopaTtopi3 AlipneHa
TimiTen, lpnaHgis
KOHTPOIb SIKOCTI
nikapcbkoro 3acoby:
Eni INinni Itanis C.MN.A.,
ITanis

CLUA/
Icnanis/
ITanis/
®paHuis/
Ipnangis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MmiHu | TUNY - AGMIHICTPaTUBHI 3MiHW.
BunyuyeHHs BUpOGHMYOI AinbHMLI (BKIOYaoum
AinbHUUi anst A®I, npomixxHoro npoaykty abo
roToBOro nMikapcbKoro 3acoby, AinbHUL ANs
npoBeAeHHs NakyBaHHS, BUPOOHUKa,
BignoBiganbHOro 3a BMMNycK cepin, Micue
NPOBELEHHSA KOHTPOItO cepii) abo
nocravanbHWKa BUXIQHOMO MaTtepiany, peareHty
abo [OMOMIXKHOI PEUYOBMHY (SIKLLO 3a3HAYEHO Y
[0Cbe) BUny4veHHs ainbHuui KosaHc
JlabopaTopis Jlimitea, BenukobputaHis, sk
OinbHUU, WO BiANOBIAAE 3a KOHTPOMb AKOCTI
(BionoriYHnit KOHTPOINb) rOTOBOIO MiKAPCLKOro
3acoby. 3minu | Tuny - 3miHu 3 skocTi. MoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3acio. 3MiHa
noctavanbHWKa nakyBanbHUX maTepianis abo
KOMMIEKTYUMX (SIKLLO 3a3Ha4YeHo B JOCLE)
(BUNYyYeHHs nocTavanbHuka) 3miHa Ha3Bu
nocravanbHWKa 3aKynopoBanbHUX enemMeHTiB
ansi cknsiHoi Tapy 3 Schott North America, Inc.
Schott AG Ha Schott. 3miHu Il TUny - 3miHm 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHKM y
BMPOGHMLTBI. 3MiHa po3Mipy cepii (BknoYakym
[iana3oH po3Mipy cepii) roToBOro nikapCbKoro
3acoby (3MiHa CTOCYETbCS BCiX iHLUMX NiKapCbKUX
OpM CYKymnHOro (KOMMIEeKCHOro) BUPOGHMYOro
npotecy) 36inbLIeHHs diana3oHy po3mipy cepii
roTOBOrO fikapCbKoro 3acoby, Lo BUpOBNSETbCS

3a
peuenmom

UA/16889/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BVIpO6HVILl,TBO 3a NOBHUM

LIMKIOM:

Tinni ®paHc, PpaHuis

Ha BUPOBHWIN ginbHuui Jlinni ®paxc, PpaHuis 3
300-615 n (o BignoBigae TEOPETUYHIN KiNbKCTi
donakoHiB: 27 996 -55 992 chnakoHiB no 10 mn
Ta 57 66-11532 conakoHis no 50 mn) go 300-
1000 n. (wo BignoBigae TEOPETUYHIN KiNbKCTi
cnakoHiB: 27 996 — 93 321 chnakoHis no 10 mn
Ta 5 7 66-19220 conakoHis no 50 mn)

214.

LIMCATPAKY
PIN
KANLIEKC

PO34MH Ans iH'eKuin
Ta iHdysin, 2 mr/mm;
no 2,5 mn, 5 mn abo
10 mn B amnyni; no
5 amnyn B KOHTYpHin
YapyHKOBIn
ynakosui; no 1
KOHTYPHIN
YapyHKOBI ynakoBLi
B nayui 3 KAPTOHY

AT "Kanuekc"

JarBia

BCi cTagii BUpobHWU4Ooro
npouecy, Kpim BUNYyCKy

cepii:
XBM ®apma c.p.o.,

CnoBayyvHa; BUPOOHMK,

AKWIA BignoBsigae 3a
KOHTPOIb

cepii/BunpobyBaHHs:
AT "Tpingekc”, NaTsig;

BMPOGHWK, SKVI

BiANOBIga€e 3a BMNYCK

cepil:

AT "Kanuekc", JlaTsis

CrnosavuynHa
/
JlatBia

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MiHu | TMny - 3MiHK Wwoao
6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa yacToTn Ta/abo TepMiHiB NoAaHHs
perynsipHO OHOBIOBaHUX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB. 3MiHa YacToT Ta TEPMiHY
NoJAaHHs1 perynsipHoO OHOBMOBAHOIO 3BiTy 3
Gesneku nikapcbkoro 3acoby: [itova pegakuis:
YacrtoTa nopaHHsa PO3B — 6 micauis; KiHuesa
naTta ans BkNoYeHHs aaHmx go PO3b —
12.01.2023 p.; JaTta nogaHHa — 13.04.2023 p.
[MponoHoBaHa pepakuis: YactoTa nogaHHs
PO3b - 5 pokiB; KiHueBa agata aAns BKMNOYEHHSA
naHux go PO36 — 31.07.2025 p.; ata nogaHHs
—29.10.2025 p. PekomeHaoBaHo ao
3aTBEPAKEHHS BiAMOBIAHO A0 NEPIOANYHOCTI
NoAaHHsi perynsipHO OHOBIOBaHMX 3BITiB 3
6e3nekun nikapcbkux 3acobis y €BponencbKkoMy
Cotosi

3a
peuerimom

UA/18698/01/01

215.

LUMCNNATUH
-TEBA

KOHLEHTpaT Ans
PO34MHY Ans
iHdpysin, 0,5 mr/mn
no 20 mn a6o no 50
mn, abo no 100 mny
cdnakoHi; no 1
dnakoHy y navui

TOB «TeBa
YkpaiHa»

YkpaiHa

BMPOGHMLTBO 32 NOBHUM
uukriom: ®apmaxemi b.B.,
HigepnaHau; KoHTponb
cepii: MIIBA XpBaTcka

[.0.0., XopBarisa

HigepnaHnaun
/

Xopsgarisi

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuL nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii aAns
MEeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHoO OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCbKoro 3acody B
nicnsipeecTpauinHuii nepiof, abo sk pesynbtat
OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAEHNX
BiQMNOBIQHO 4O MnaHy nefiaTpuyHuX AoCnigKeHb
(PIP) (iHwwi 3MiHW). 3MiHM BHECEHI A0 iIHCTpYKLiT
AN MeAUYHOTO 3acTOCYBaHHS NikapCbKoro
3acoby y po3ginu "OcobnuneocTi 3acTocyBaHHA",
"8acTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHs rpyaat” BiAnoBigHO 40 OHOBMEHOI
iHdpopmaLii 3 6e3neku Aio4oi peYOBUHM.
BBegeHHs 3MiH npoTArom 6-Tu Micsuis nicns
3aTBEPAKEHHS!

3a
peuernmom

He
nidnseae

UA/7552/01/01

216.

UUACMNATUH
-TEBA

KOHLIeHTpaT Ans
PO34KHyY Ans
iHdpysin, no 1 mr/mn
no 100 mny
dnakoHi; no 1

TOB «TeBa
YkpaiHa»

YkpaiHa

BUPOBHMLTBO 32 NOBHUM
uuknom: ®apmaxemi b.B.,
HioepnaHau; KOHTponb
cepii: MJTIBA XpBaTtcka

[.0.0., XopBartis

Hioepnanamn
/

Xopsgarisi

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3MiHu | TUny - 3MiHK Wwopao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro
3acoly, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi

3a
peuerimom

He
nidnsizae

UA/7552/01/02
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
dnakoHy y navui MeAMYHOro 3acTocyBaHHS Ha niacrasi
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS NnikapcbKoro 3acody B
nicnapeecTpauinHuii nepiog, abo sik pesaynbTaT
OLHKM 3BIiTY 3 JOCTiAXeHb, NPOBEAEHMX
BiAMNOBIQHO A0 NnaHy negiaTpuyHuX SocnigkKeHb
(PIP) (iHwi 3MiHK). 3MiHK BHECEHI A0 iIHCTPYKLl
ANsi MEQUYHOTO 3aCTOCYBaHHS IikapCbKOro
3acoby y po3aginu "OcobnuneocTi 3acTocyBaHHA",
"3acTocyBaHHs1 y nepiof BariTHocTi abo
rogyBaHHs rpyaar” BignoBigHO 4O OHOBEHO!
iHdbopMaLii 3 6e3nekun 4jto4oi pe4oBUHN.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPOKEHHS
217. | UUTPAMOH TabneTtku NAT YkpaiHa MAT «MoHdapm» YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 nidnsicae UA/7359/01/01
B no 6 abo 10 «MoHdapm» 3MiHn | Tuny - 3miHn 3 skocTi. [oToBMI peuenma
TabneTtok y ctpunax; nikapcbkuii 3aci6. Cuctema
no 6 aéo 10 KOHTelHep/3aKynoptoBanbHuiA 3aci6. 3MiHa
Tabnetoky pPO3Mipy ynakoBKM FOTOBOrO NiKapCbKoro 3acoby
Gnictepax; (3miHa KinbkocTi oguHMUb (Hanpuknag TabneTok,
no 6 TabneToky amny”n TOLo) B ynakoBui:) - 3miHa nosa
cTpwni; no 2 a6o 10 AianasoHOM 3aTBEPKEHUX PO3MIpIB YNaKOBKY.
CcTpuniB y nayui 3 CynyTHs 3MiHa- 3MiHuM Woao
KapTOHY; 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
no 10 Tabnetok y (iHwWi 3miHn) - [logaTkoBe BTOPVHHE NaKyBaHHS
cTpwni; no 2 a6o 10 Ne30 (6x5) (no 6 Tabnetok y 6nictepi; no 5
CTpuniB y nayui 3 GnicTepu y nayui 3 KapToHy 3 MapKyBaHHSAM
KapTOHY; YKpaiHCbKOK MOBOIO) MPOBOANUTLCA ANA
no 6 Tabnetok y MOXIUBOCTi €KCKIM3MBHOIO Npoaaxy
6nicTtepi; no 2, no 5 nikapcbkoro 3acoby B JaHOMy BuUAi NakyBaHHsI
abo no 10 Gnictepis auctpub’totopy KYBI "MnacTik". Ha kopobku
y nadui 3 KapToOHy; HaKINeTb ETUKETKM i3 nanepy eTUKeTKOBOro
no 10 Tabnetok y abo nucanbHoro.
6nicTepi; no 2 abo 3MiHu BHeceHi B po3ain "YnakoBka" B iHCTPYKLItO
10 6nicTepiB y nayui AN MeguyYHOro 3acToCcyBaHHS NikapCbKoro
3 KapTOHY 3acoby y 3B'sI3Ky 3 BBEAEHHSIM J0AaTKOBOI
BTOPWHHOI YNakoBKV Ta AK Hacnigok -
3aTBEPKEHHS TEKCTY MapKyBaHHS 104aTKOBOI
yNaKoBKM fikapcbkoro 3acoby. BBeaeHHs 3MiH
NPOTSArom 6-T MiCSILIIB MiCNsi 3aTBEPAXKEHHS.

218. | AHYMET TabneTku, BKPUTI Mepk LWapn i Lsenuapi [MepBWHHa Ta BTOpPWMHHA Higepnanaun BHECEHHS 3MiH [0 peecTpauinHMX maTepianis: 3a UA/11003/01/02
NNiBKOBOIO Ooym IOEA A ynakoBKka, aHaniTu4He / 3MmiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. peuenmom
o6ornoHkot, no 50 MM6X TECTYBaHHS! MPW BUMYCKY, Benuka BunyyeHHs BUpOGHMYOI AinbHULI (BKITHOYaO4M
Mmr/850 mr; no 14 [003BiN Ha BMNYCK cepil: BpuTanis/ ainbHuUi anst A®I, npomixkHoro npoaykty abo
Tabnetok y 6nictepi; Mepk Wapn i Joym B.B., CLIA/ roTOBOro NikapcbKoro 3acoby, AinbHWLi Ans
no 4 6nictepu B Hinepnangn CiHranyp/ npoBefeHHS NaKyBaHHS, BUPOOHWKa,

KapTOHHI kopobui BupobHuuTBO ITanis BignosiganbHOro 3a BMNycK cepin, Micue
Hepo3adacoBaHol NpoBEeAEHHS KOHTPOIto cepii) abo
npoaykuii, aHaniTmyHe nocravanbH1Ka BUXiZHOrO MaTepiany, peareHTy
TECTYBaHHS MPY BUMYCKY: abo [ONOMiXKHOI peYOBMHM (SIKLLLO 3a3HAYEHO Y




155

[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep

n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o

3acoby ynakoeka) noceid4yeHHs1
Ecika KeiH6opo JlimiTes, nocbke) BunyyeHHst BupobHuka Posi ®apma
Benwvka bputaHis Inpactpian Cepsicec, C.A., IcnaHis,
MateoH lMyepTo Piko, IHK., BiANOBigaNbHOro 3a NepBMHHE Ta BTOPUHHE
MyepTo Piko, CLLA nakyBaHHsi rOTOBOrO flikapcbkoro 3acoby. 3miHu
MCA InTepHewwHn MmM6X | Tuny - 3MiHK 3 AkocTi. FOTOBMI Mikapcbkuin
(cbinis Cinranyp), CiHranyp 3aci6. KoHTporsb roToBOro fikapcbkoro 3acofy.
AHaniTu4He TeCTyBaHHSA 3miHa napameTpiB cneundikadi Ta/abo
npu BUNYCKY: [OONYyCTMMKX MEX roTOBOro nikapcbkoro 3acoby
EypodiHc Biona6 CPJ1, (oonoBHeEHHS abo 3amiHa NokasHuka
ITania cneumndikaLii 3a pesynbTatamu gocnigkeHb 3
TecTyBaHHs cTabinbHOCTI: 6e3nekv abo SKOCTi (3a BUHATKOM NiKapCbKUX
Mepk Wapn i Joym JIIC, 3acobiB 6ionoriyHoro/iMyHonoriYHoro
CLUA NOXOM)KEHHS)) AONOBHEHHS cneuundikadii HoBUM
nokasHukom " XpomatorpadiyHa uictota NDMA
(N-HiTpO30gUMeTMNamiH)" 3 BianoBigHUM
MeTodoM BUNpobyBaHHs. BBeaeHHst 3MiH
NpoOTArom 3-b0X MiCAILLIB MiCNsi 3aTBEPOXKEHHS.
3MinHn | TMny - 3MiHm 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. 3miHn y BUpo6HMUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCSA BUNYCKY cepil
Ta KOHTPOIO SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHSA AinbHULI, Ha
AKIW 3OIVCHIOETBCSA KOHTPOMbL/BUNPOOYBaHHS
cepii)
HopaBaHHs BupobHuka EypodiHc Bionab CPJ,
Bia B, byossi, 2, 20055, BimogpoHe (MinaH),
ITanisi/Eurofins Biolab SRL, Via B, Buozzi, 2,
20055 Vimodrone (M), ltaly BignosigansHoro 3a
aHaniTMYHe TeCTyBaHHS Npu BUMYCKY. 3MiHu |
Tuny - 3MiHK 3 sikocTi. [OTOBMI Nikapcbkui
3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCSA BUNYCKY cepil
Ta KOHTPOIO SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa abo gofaBaHHs OinbHULi, Ha
SKiIV 3AIMCHIOETBCSA KOHTPOMNbL/BUNPOOYBaHHS
cepii) [logaBaHHsa dyHKUii aHaniTu4He
TECTYBaHHS NpY BUMYCKY ANs 3aTBEPAXKEHOIO
BMpo6Huka Mepk LLapn i Joym B.B.,
Hinepnanaw/ Merck Sharp & Dohme B.V., the
Netherlands.

219. | AHYMET TabneTkn, BKpUTI Mepk Wapn i LLisenuapi MepBrHHa Ta BTOpPUHHA HinepnaHnau BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/11003/01/03
NniBKOBOIO Ooym IOEA A ynakoBka, aHaniTu4He / 3MmiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. peuenmom
o6onoHkoto, no 50 MM6X TECTYBaHHS Npu BUMYCKY, Benwka BunyyeHHs1 BUpOGHMYOI AinbHULI (BKMHOYa4um
mr/1000 mr no 14 [03BiN Ha BMNYCK cepil: BputaHis/ AinbHUUi gna A®Il, npomixkHoro npogykty abo
Tabnetok y 6nictepi; Mepk Wapn i Joym B.B., CLIA/ roTOBOro nikapcbKoro 3acoby, AinbHWLi Ans
no 4 6nictepu B HinepnaHnau Cinranyp/ nNpoBeAeHHs NakyBaHHs1, BUPOBHNKa,
KapTOHHIl kopoOLi BupobHuLTBO ITanisa BignoBigansHOro 3a BMMNyck cepin, Mmicue

Hepo3dacoBaHol NpoBEeAEHHS KOHTPOIto cepii) abo
npoaykuii, aHaniTu4yHe nocrayanbHWKa BUXiAHOrO MaTepiany, peareHty
TECTYyBaHHSA Mpu BUNYCKY: abo JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
Ecika KsiH6opo JlimiTes, nocbe) BunyyeHHsi BupobHuka Posi ®apma
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1
Benuka BputaHia IHpacTpian Cepgicec, C.A., IcnaHis,
MaTeoH MyepTo Piko, IHk., BignoBiganbHOro 3a NepBMHHE Ta BTOPUHHE
MyepTo Piko, CLLA nakyBaHHsi rOTOBOrO flikapcbkoro 3acoby. 3miHu
MCL IHTepHewwHn MM6X | TMny - 3MiHK 3 skoCTi. FOTOBMIA NiKapCbKuii
(dpinis Cinranyp), CiHranyp 3aci6. KoHTpornb roToBoro nikapcebkoro 3acoby.
AHaniTu4yHe TecTyBaHHSA 3miHa napameTpiB cneundikadi Ta/abo
npu BUNYCKY: OONyCTUMMUX MEX roTOBOTO flikapcbKoro 3acoby
EypodiHc Bionab CPN, (nonoBHeHHs abo 3amiHa nokasHuka
ITania cneumndikaLii 3a pesynbTatamu gocnigkeHb 3
TecTyBaHHs cTabinNbHOCTI: 6e3nekn abo AKOCTi (3a BUHATKOM MikapCbKnx
Mepk Wapn i Qoym JJIC, 3acobiB 6ionoriyHoro/iMyHonoriyHoro
CLLA NOXOM)KEHHS)) AONOBHEHHS cnevudikawii HoBUM
nokasHukom " XpomatorpadidyHa ymctotra NDMA
(N-HiTpO30AUMETMNAMIH)" 3 BIONOBIAHUM
MeTodoM BUNpobyBaHHs. BBeaeHHst 3aMiH
npoTsarom 3-boX MIiCALIB MiCNA 3aTBEPAXKEHHS.
3MmiHu | TUnY - 3miHm 3 AkocTi. FoToBUI
nikapcbkuii 3aci6. 3miHn y BUpo6HMUTBI. 3MiHa
iMnopTepa/amiHn, Lo CTOCYHOTLCS BUMYCKY cepii
Ta KOHTPOJSTO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHSA AinbHULI, Ha
SKi 34INCHIOETHCA KOHTPOSL/BUNPOOYBaHHS
cepii)
[opaBaHHs BupobHuka EypodiHc Bionab CPJ1,
Bia B, byossi, 2, 20055, BimogpoHe (MinaH),
ITanis/Eurofins Biolab SRL, Via B, Buozzi, 2,
20055 Vimodrone (M), ltaly BignosigansHoro 3a
aHaniTMYHe TeCTyBaHHS Npu BUMYCKY. 3MiHu |
Tuny - 3MiHM 3 SKOCTi. [OTOBMI NiKapCbKun
3aci6. 3MiHu y BUpoGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCSA BUNYCKY cepii
Ta KOHTPOJSTO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3aMiHa abo gofaBaHHs OinbHULi, Ha
SIKiV 30IACHIOETBCS KOHTPOMNbL/BUNPOOYBaHHS
cepii) [logaBaHHsA dyHKUii aHaniTu4He
TECTYBaHHS MNPV BUMYCKY AN 3aTBEPAXKEHOrO
BMpo6HuKka Mepk LLapn i Joym B.B.,
Hinepnangu/ Merck Sharp & Dohme B.V., the
Netherlands.

220. | AHYMET TabneTku, BKPUTI Mepk LWapn i LLsewuapi [MepBWHHa Ta BTOPUHHA Higepnanaun BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a UA/11003/01/01
NniBKOBOKO Ooym IJEA ] ynakoBKa, aHaniTu4He / 3MiHn | TMNy - AOMiHICTPaTUBHI 3MiHW. peuenmom
o6onoHkoto, no 50 MM6X TECTYBaHHS Npu BUMYCKY, Benwka BunyyeHHs1 BUpOGHMYOI AinbHULI (BKMHOYa4um
Mmr/500 mr; no 14 [003BiN Ha BMNYCK cepil: BpuTanis/ ainbHuUi anst A®I, npomixkHoro npoaykty abo
Tabnetok y 6nictepi; Mepk Wapn i Joym B.B., CLUA/ roTOBOrO NiKapCcbKoro 3acoby, AinbHULI Ansi
no 4 6nictepu B HinepnaHngu Cinranyp/ npoBeAeHHSs NakyBaHHsI, BUPOBHNKa,
KapTOHHiI kopobui BupobHuuTBO ITanis BignosiganbHOro 3a BMNycK cepin, Micue

Hepo3dacoBaHoi NPOBELEHHSA KOHTPOItO cepii) abo
npoaykuii, aHaniTu4yHe nocravanbHWKa BUXiAHOrO MaTepiany, peareHty
TECTYBaHHS! MPU BUMYCKY: abo [OMOMIXKHOI PEUYOBMHY (SIKLLO 3a3HAYEHO Y
Ecika KiH6opo JlimiTes, nocbke) BunyyeHHst BupobHuka Posi ®apma
Benvka bputaHis IHgactpian Cepsicec, C.A., IcnaHis,
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n Nikapcbkoz2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo2o
3acoby ynakoeka) noceid4yeHHs1

MateoH lMyepTo Piko, IHK.,
MyepTo Piko, CLUA
MCL IHTepHewwHn M6X
(cbinis Cinranyp), CiHranyp
AHaniT4He TecTyBaHHSA
npu BUNYCKY:
EypodiHc Biona6 CPJ1,
ITanis
TecTyBaHHs cTabinNbHOCTI:
Mepk Wapn i Joym JIIC,
CLWA

BiANOBiganbHOro 3a NepBMHHE Ta BTOPUHHE
nakyBaHHs1 FOTOBOTO NikapCbKoro 3acoby. 3miHu
| TMny - 3MiHK 3 skoCTi. FOTOBMIA NiKapCbKuii
3aci6. KoHTporsb roToBOro fikapcbkoro 3acofy.
3MiHa napameTpiB cneumdikauin Ta/abo
OONyCTUMMUX MEX roTOBOTO flikapcbKoro 3acoby
(nonoBHeHHs1 abo 3amiHa nokasHuka
cneuudikauii 3a pesynbTatamv AOCHIMKEHb 3
6e3nekn abo AKOCTi (3a BUHATKOM JliKapCbhKnx
3acobiB 6ionoriyHoro/iMyHonoriYHoro
NOXOAXEHHS)) AONOBHEHHS creumdikaLii HoBUM
nokasHukom " XpomatorpadidyHa usctotra NDMA
(N-HiTpo30guMeTMNamin)" 3 BignosigHUM
MeToaoM BUNpobyBaHHS. BBeaeHHs 3MiH
npoTsarom 3-boX MiCALIB MiCNA 3aTBEPAXKEHHS.
3MminHn | TMny - 3MiHmM 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. 3MiHn y BUpOBGHMUTBI. 3MiHa
iMnopTepa/amiHn, Lo CTOCYHTLCS BUMYCKY cepii
Ta KOHTPOJIO SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHSA AinbHWLI, Ha
SKi 34INCHIOETECSA KOHTPOL/BUNPOBYBaHHSA
cepii)

HopasaHHs BupobHuka EypodiHc Bionab CPJ1,
Bia B, byoassi, 2, 20055, BimogpoHe (MinaH),
ITanisi/Eurofins Biolab SRL, Via B, Buozzi, 2,
20055 Vimodrone (M), ltaly BignosigansHoro 3a
aHaniTMYHe TeCTyBaHHS Npu BUMYCKY. 3MiHu |
Tuny - 3MiHM 3 siKoCTi. [OTOBMI NikapCbkui
3aci6. 3MiHn y BUpoGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepil
Ta KOHTPOIO SKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo fgoaaBaHHSA AinbHWLI, Ha
SIKi 3AIACHIOETBCS KOHTPOMNbL/BUNPOOYBaHHS
cepii) JogaBaHHs yHKUii aHaniTU4He
TECTYBaHHS MNPV BUMYCKY AN 3aTBEPAXKEHOrO
BMpo6Huka Mepk LLapn i Joym B.B.,
Hinepnangu/ Merck Sharp & Dohme B.V., the
Netherlands.

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

B.o. HayaJabHUKA

dapManeBTUYHOIO YIIPABJIIHHA

Oaexkcanap I'PIHEHKO




