NEPENIK

DopaTtok 3

bo Haka3y MiHicTtepcTBa 0XOpOoHM
3popoB’s YkpaiHu «lpo gepxaBHy
peecTpadilo (nepepeecTpalito)
nikapcbKnx 3acobiB (MegU4HNX
iMyHobGionoriyHux npenapariB) Ta
BHECEeHHS 3MiH [0 peecTpauinHuX

MaTepianis»

Big 28 TpaBHA 2022 poky Ne 895

NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJNOINYHUX NMPENAPATIB), LLIOAO AKUX BYJIU BHECEHI 3MIHU 10
PEECTPALUIMHNX MATEPIANIB, AKI BHOCATbLCA A0 AEP>XKABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Mr; no 3 TabneTku y
Gnictepi; no 1
Gnictepy B
KapTOHHIl kopobui

0.0., Monbwa

nikapcbkoro 3acoby (iHwi 3MiHK) nepeknag MKA 3 pocincbkoi
MOBW Ha yKpaiHCbKy MOBY ANsi NpUBEAEHHS Y BiAMNOBIOHICTb i3
BMMOramu YmHHoI peaakuii Hakady MO3 Ykpainn Ne 426 Big
26.08.2005 3 HE3HAYHMMU KOPEKLiIIMM ONUCY METOAIB Ta
cneumaikadii.

BBeaeHHs 3MiH NpoTarom 6-Tu MicauiB nicns 3aTBepaKeHHS.
3MminHn | TMny - 3miHK 3 skocTi. CepTudikaT BignosiaHocTI/lE-
cepTudikaT BignoBiaHOCTI EBponenchKil
capmaxkonei/moHorpadii. NMogaHHA HOBOro abo OHOBMEHOTO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BignoBigHoCTI €Bponenichkin dapmakonei: ans Adl; ans
BUXiQHOro Martepiany/peareHTy/MPOMiIXXHOrO NPOAYKTY, LLO
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €EBponeichKii
dapmakonei) - OHoBneHW cepTudikaT Bif yxe
3aTBEepAKEHOro BUPOBHYKa - NoAaHHSA OHOBIIEHOrO
cepTudikaTa BignosigHocTi €Bponelickkint hapmakonei Ne R1-
CEP 2007-119 - Rev 05 (3atBepmxeHo: R1-CEP 2007-119 -
Rev 03) ans gitoyoi pevosuHu Azithromycin Dihydrate Big Bxe
3aTBepaxeHoro BupobHuka JUBILANT GENERICS LIMITED,
IHaiA. 3miHum | Tuny - 3miHu 3 akocTi. CepTudikat
BignoBigHocTi/lE-cepTudikat BianosigHocTi €EBponenchbkin
apmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BigNoBigHOCTI €Bponelickkin chapmakonei: ans Adl; ans
BMXiAHOrO MaTepiany/peareHTy/NpoOMiKHOrO NPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®I; Anst fonomikHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €EBponeichkil
dapmackonei) - OHoBNeHW cepTudikaT Bif yxe
3aTBepKeHOro BUPOGHMKa - MOAaHHSA OHOBIEHOMO
cepTudikaTa BignosigHocTi €Bponevickkin dapmakonei Ne R1-
CEP 2007-230 - Rev 03 (3aTBepaxeHo: R1-CEP 2007-230 -
Rev 02) ans pitoyoi pevosuHu Azithromycin Dihydrate Big Bxe

Ne Haszea Popma sunycky 3asieHuK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. A3UBIOT® TabneTkn, BKPUTI KPKA, CnoBeHis KPKA, o.a., Hoso CnoseHisi/ BHECEHHS 3MiH 4O peecTpauinHux maTtepianis: 3MiHu | Tuny - 3a UA/13452/01/01
NNiBKOBOKO a.a., Hoso mecTo, CrnoBeHisi; Monbwa 3MiHM 3 AkocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro peuenmom
obonoHkoto, no 500 MEecCTO KPKA Monbuwa Cn. 3
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3aTBepakeHoro BupobHuka HEC PHARM CO., LTD, Kutan.
3Minu | TUNY - AgmiHicTpaTuBHI 3MiHK. 3MiHa Hassu AD| abo
[OMOMDKHOI PEYOBUHM - 3MiHa Ha3BW 4OMOMIKHOI peYOBUHN
Calcium hydrogen phosphate, anhydrous (kanbLito
rigpochocpat 6e3BoaHuin) Ha Calcium hydrogen phosphate
(kanbuito rigpodocdat). 3miHM BHECeHi 40 iHCTPYKLi Ans
MeJMYHOro 3aCTOCyBaHHsI NikapcbKoro 3acoby y po3ain
"Cknaa" Wwoao 3miHvM Ha3By LOMNOMIXKHOI pevyoBuHW. BBeaeHHs
3MiH NPOTSArom 6-Tu MicsiLiB Micnst 3aTBEPMKEHHS. 3MiHK | TNy
- 3MiHK Wwono 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsay.
3MiHW y KOPOTKili XapakTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT ANA MeANYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpuaHux/6ionogibHMx nikapcbknx 3acobis nicns
BHECEHHS TiEi camoi 3MiHW Ha pedpepeHTHUI npenaparT (3MiHa
He noTpebye HagaHHS XXOAHUX HOBUX OOAATKOBUX AaHMX)
3MiHV BHeCeHi o IHCTPYKLUIii 4ns MeaMYHOro 3acToCyBaHHS
nikapcbkoro 3acoby y po3ainu "®apmakonorivHi BmacTmeocTi",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaate” 3rigHo 3 iHdopmaldieto
LLI0AO MEAMNYHOrO 3aCTOCYBaHHSA pedepeHTHOro NikapCbKoro
3acoby (Zitromax®, coated tablets for oral administration 500
mg). BBeaeHHsi 3mMiH npoTarom 6-T1 MicsuiB nicns
3aTBepAKeHHs1. 3miHu Il Tuny - 3miHn Wwoao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3MiHM y KOpOTKii
XapaKkTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LOaHUMW 3 SIKOCTI, AOKMIHIMHUMU, KMiHIYHUMW JaHUMK Ta
AaHuMu 3 papmakoHarnagy -
3MiHM BHECeHi 40 IHCTPYKLUii AN MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "MokasaHHs" (yTOYHEHHS
iHcpopmawii), "Cnocib 3acTocyBaHHS Ta Jo3u" 3rigHo 3
MaTepianamm peecTpaLiiHoro aocbe. BBegeHHs 3miH
NpoTSArom 6-Tu MicsiLiB Nicns 3aTBEpPAKEHHSA

ANbIEKIA
IMYHO

Tabnetkn, no 150
TabneTok y drakoHi;
no 1 dnakoHy B
KapTOHHiI kopobuyj;
no 30 Tabnetoky
GnicTepi; no 2
Gnictepn y
KapTOHHiI kopobLyi

AnbneH
dapma
Mm6X

HimeyuuH
a

Op. MNyctas KnsanH
'mbX & Ko. KI

HimevuunHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -
AJMiHicTpaTUBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby -
3MiHa Ha3BM nikapcbkoro 3acoby: 3aTBepaeHo: IMyHOKIHA

Immunokind® 3anponoHoBaHo: AnbneKig, IMyHo
AlpeKid®Immuno; 3miHu | Tuny - AgMiHiCTpaTUBHI 3MiHW.
Buny4yeHHs1 BUpOGHMYOI AinbHULI (BKNHOYaOYUM AinbHULI Ans
AQI, npomixxHOro npoaykty abo rotoBoro nikapcbkoro 3acoby,
[inbHUL AN NPOBEAEHHS NaKyBaHHS, BUPOOHMKa,
BiANoOBiganbHOro 3a BUNYcK cepin, Micue NpoBeAeHHs!
KOHTpoOMto cepii) abo nocTtayanbHUKa BUXigHOTO Matepiany,
peareHTy abo [ONOMIXKHOT PEYOBUHY (SIKLLO 3a3Ha4YeHO y
[0CbE) - BUNYYeHHs BUpoBHWMKa nikapcbkoro 3acoby [jonye
Xomeonarti-YHioH OXY- ApuHanmittenb 'm6X & Ko. KT,
HimeyunHa. 3aTBepmxeHi BUpOOHMKY, Lo 3anvwmnuck [p.
l'yctaB KnsnH Mv6X & Ko. KI', HimeyunHa — BUKOHYHOTb Ti cami
yHKLUIi, WO BUNYYEeHWUI. 3MiHN BHECEHO B iHCTPYKLiO ANs
MeAMYHOro 3aCTOCYBaHHS Nikapcbkoro 3acoby Wwoao
BUIYYEeHHS1 BUPOGHUMKA (HaMeHYBaHHS Ta MiCLI@3HaXOAXKEHHS)

6e3
peuyenma

UA/5397/01/01




3

[TpooBxkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpauyiliHo2o
noceid4yeHHs1

3 BiANOBIAHUMWN 3MiHAMK Y TEKCTIi MapKyBaHHS YNakoBKM
nikapcbkoro 3acoby; 3miHu | Tuny - 3miHK Wwopao
6es3nekn/eceKkTUBHOCTI Ta hbapmakoHarnsgy (iHWi 3amiHn) -
BHECEHHS 3MiH A0 p. «MapkyBaHHA» MKA J13; aminm | Tuny -
3MiHu 3 sikocTi. FoToBMI nikapcbkuiA 3acib. Cuctema
KOHTeVHep/3aKynoptoBarnbHUii 3aci6. 3miHa y NepBUHHIN
ynakoBLi rOTOBOro NnikapcbKoro 3acoby (Tvn KoHTelHepa abo
[0[aBaHHS HOBOroO KOHTENHepa) - TBepai, M'siki Ta
HecTepunbHi piaki nikapcbki opmu - BBEAEHHS O4ATKOBOrO
Buay ynakosku (6nictepu (PVC/Alu)) oo Bxe 3aTBEpKEHOIO
(dbnakoHry), 3 BiANOBIAHMMYK 3MiHaMK A0 p. «YNakoBka». 3MiHM
BHECEHO B iHCTPYKLIiO ANsi MeQNYHOro 3acTocyBaHHS
nikapcbkoro 3acoby y po3ain «YnakoBka» 3 BignoBigHUMM
3MiHaMK y TEKCTi MapKyBaHHS YNaKoBKM NiKapCbKoro 3acoby

AMOKCUKNAB
® 28

NopoLLOK AN
oparnbHOI cycneHsii
(400 mr/57 mre 5
mn), no 5,70 r (35
mn)abono11,0r
(70 mn) nopotuky y
cnakoHi; no 1
¢bnakoHy pasom 3
MipHOI0 fTOXKOK abo
MipHMM LUNPULEM B
KapTOHHIl kopobui

CaHpos
dapmacb
1oTikan3
a.a.

CnoBeHis

CaHpos 'mM6X -
BupobHuya
ainbHUUSA
AHTUiHekuinHI T3
Ta XimiyHi Onepauii
Kynane (AIXO M3
KyHanb)

ABCTpis

BHECEHHS 3MiH O peecTpaLlinHUX MaTepianis: YTOYHEHHA
HanucaHHs peecTpauinHoi npoueaypy B Hakasi MO3
Ykpainn Ne 814 Big 16.05.2022 - BHeCceHHs1 3MiH A0
peecTpauinHnx MaTepianis: 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oToBMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3akynoptoBanbHui 3aci6. 3miHa po3mMipy ynakoBku
roToOBOroO Jlikapcbkoro 3acoby (3miHa Mmacu/o6'emy BMICTY
KOHTeWHepa 6araTogo30Boro nikapcbkoro 3acoby ans
HenapeHTepanbHOro 3acTocyBaHHsi (260 04HO4030BOrO,
4aCTKOBOrO BUKOPUCTaHHS)) - Maca HanoBHEHHS KOHTelHepa
(NNSILWKM) 3MIHIOETBCS Y 3B'SI3KY 3 NEepeHEeCeHHsAM BUPOOHMLTBA
M3 Ha iHWy AinbHULI0, 3aTBEPAXXEHO MiHIManbHe
HanoBHeHHs 8,75 r (35 mn); 17,5 r (70 mn) 3anponoHoBaHO
ofHopigHicTb Macu Ansa 35 MN cycnexsii cepegHs maca
HanoBHeHHS 5,4 r- 6,0 r iHgMBiayanbHi Macy HaNnOBHEHHS
MiHiMyM He MeHLe 5,1r; makcumym He Binbwe 6,3 r; ans 70
MI cycneHsii cepefHsa maca HanoBHeHHs 10,5r - 11,6 ¢
iHOMBiQyanbHi Macy HaNnOBHEHHA MiHIMyM He meHLwe 9,9 T;
MaKkCUMyM He Ginblue 12,1r y 38'A3Ky 3i 3MiHOK Macu
HaMOBHEHHS KOHTeNHepa 3MIHIOETLCS KifbKICTb BOAM, LLO
[0AAETLCS A0 hriakoHy Mpy NPUroTyBaHHi roToBoi ANS
BUKOPWCTaHHSI CycneHsii, (3aTBepakeHo: 29,5 mn Boau
HeobXxiaHO AoaaTn Ans BXUBaHHS cycneHsii (35 mn); 59 mn
BOAM HEOOXiAHO AoAaTh AN BXUBAHHA cycnensii ( 70 mn);
3anpornoHOBaHO: BapiaHT HAanoBHeHHs1 35 Mn: nicns
popasaHHs 34 mn Boam Ao 5,70 r nopoLuky 6yae oTpyMaHo
38,5 M roToBOI 4O BXMBAHHS CyCMeH3sii. BapiaHT HaNnoOBHEHHS
70 mn: nicns goaaBaHHs 66 mn Boau go 11,0 r nopoluky 6yae
OTpUMaHo 74 Mn roToBoi A0 BXMBaHHS cycneHsii). BBeaeHHs
3MiH NPOTArom 6-Tu MiCsILiB MiCNsi 3aTBEPOKEHHS
3miHu | TNy - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuii 3acib.
3MiHu y BUpo6HMUTBI. 3amiHa abo BBeOEHHs 04aTKOBOI
[inbHULI BUPOOHULITBA AN YacTMHN abo BCbOro BUPOOHMYOrO
npoLiecy roToBOro nikapcbkoro 3acoby (AinbHuUsa ans
NepBUHHOIO NakyBaHHs1) - 3amiHa AinbHULI NEPBUHHOMO
nakyBaHHsi ['J13 Jlek ®apmaLeBTUYHa KOMNaHis 4. 4.,
CnoBeHisi (BUpo6HUWUii cainT y M. MNpeBanbe) Ha CaHpgo3 MTM6X

3a
peuerimom

UA/15213/01/01
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- BupobHuua ginbHuus AHTHiHGekUinHi 113 Ta XimivHi
Onepauii KyHane (AIXO M3 KyHane), ABcTpis. BeegeHHs
3MiH NPOTArom 6-T MicsILiB Micnsi 3aTBEPOXKEHHS.
3MinHn | TMNy - 3MiHK 3 siKOCTi. [oTOBUMIA NikapcbkKiA 3acib.
3MiHu y BUpoGHMUTBI. 3amiHa abo BBeOEHHS 404aTKOBOI
AinbHWUi BUpobHULTBa AN YacTuHn abo BCbOro BUpoBHUYOro
npoLiecy roToBOro nikapcbkoro 3acofy (AinbHUUsa Ans
BTOPWHHOIO MaKyBaHHS) - 3aMiHa AiNbHULI Ans BTOPUHHOIO
nakyBaHHsi ['J13 Jlek ®apmaLeBTUYHa KOMNaHis 4. 4.,
CnogBeHist (BUpoGHWuin canT y m. MNMpeanbe) Ha CaHgo3 MMeX
- BupobHuya ginbHuus AHTUiHgekUinHi T3 ta XimivHi
Onepauii Kynans (AIXO M3 KyHane), ABcTpisi BBegeHHs 3aMiH
NPOTArom 6-TW MicAUIB NiCNA 3aTBEPAXKEHHSA.
3miHu | Trny - 3miHm 3 AkocTi. [oToBUIA Nikapcbkuii 3acio.
3MiHM y BUpOBHMUTBI. 3MiHa iMnopTepa/3amiHu, L0 CTOCYTbCS
BUMYCKY Cepil Ta KOHTPOMO SKOCTI FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo goaoaBaHHS BUpObOHMKa, LLO BignoBiaae 3a
BBe3eHHs Ta/abo BuUnyck cepii) - Bkrtouatoum
KOHTPOMb/BUNpoByBaHHSA cepii - 3amiHa AinbHULI, WO 34iNCHI0E
Bunyck cepii M3 Jlek ®apmauesTnyHa komnawis 4. 4.,
CnogeeHist (BUpoGHWuin canT y M. MpeBanbe) Ha CaHgos MM6X
- BupobHuya ginbHuus AHTHiHGekuUinHi 113 Ta XimivHi
Onepauii KyHane (AIXO M3 KyHane), AscTpis. BBegeHHs
3MiH NPOTAroM 6-TN MicSILIB NICNs 3aTBEPIPKEHHS.
3MiHu | TUNy - AgMiHicTpaTUBHI 3MiHW. BunyyeHHs BUpOGHNYOI
AinbHUUI (BKtoYatoun ginbHuui ans A®I, npomixHoro
npoaykty abo rotToBoro nikapcekoro 3acoby, AinbHuLUi Ans
NpoBeAeHHs NakyBaHHs1, BUPOOHWKa, BignoBiganbHoro 3a
BUWMYCK Cepil, MiCLie NpoBEAEHHS KOHTPOMo cepii) abo
nocTayanbHvKa BMXiQHOrO maTepiany, peareHTy abo
[OOMNOMIXKHOT pe4OBUHU (SIKLLO 3a3HaYeHO Y JOCHE) - BUMYYEHHS
AinbHWLI, Wwo 3aincHioe Bunyck cepii M3 Nek ®apmauesTuyHa
KoMnaHisi 4. 4., CnoeeHisi (BUpoGHMYI cainT y M. JTrobnsHa).
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUB NicNs 3aTBEPAXKEHHS.
3miHu | Trny - 3miHm 3 AkocTi. FoToBUIA Nikapcbkuii 3acio.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax
BUNpPoByBaHHS rOTOBOrO NiKapCbKoro 3acoby (iHLWi 3aMiHW y
mMeToAax BMNpobyBaHb (BKMOYao4mn 3amiHy abo
[ONOBHEHHS)). [loNOBHEHHSA METOZAIB KOHTPOIO rOTOBOrO
nikapcbkoro 3acoby MeTofoM iaeHTUdiKaLis Ail4nx peyYoBUH
3 BMKOPUCTaHHAM Y@ cnekTpockonii. OHOBMNEHHSI TEKCTY
MeTofiB KOHTPOI0, a came BMKNaAaHHS YKpaiHCbKOK MOBOIO;
pefakuinHi npaskn. BBegeHHs 3MiH NpoTaroM 6-tu micsauis
nicns 3aTBepaXKEHHSI.
3miHu | TMny - 3miHKM 3 AkocTi. FoToBUIA Nikapcbkuii 3acio.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y MmeToaax
BMUNPOBYBaHHS rOTOBOrO NiKapCbKOro 3acoby (iHLWwi 3aMiHu y
mMeTofax BMNpobyBaHb (BKMYao4m 3amiHy abo
[OOMNOBHEHHS)). [loNOBHEHHSI METOZIB KOHTPOIO FOTOBOIO
NiKapcbKoro 3acoby HOBUM MOKAa3HMKOM — igeHTudikauis
[il04MX PeYOBUH 3 BUKOPUCTAHHSIM TOHKOLLIAPOBOI
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1

xpomatorpadii (TLLX). BBegeHHs1 3mMiH npoTarom 6-Tu micauis
nicns 3aTBepAXEHHSI.
3MinHn | TMny - 3MiHK 3 siKoCTi. [oTOBUMIA NikapcbkKiA 3acib.
KoHTpOsb roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneuydikaui Ta/abo 4ONYCTUMMX MEX roTOBOrO NiKapcbKoro
3acoby (fonoBHEHHs cneuudikauii HOBUM NMOKa3HUKOM 3
BigMNoOBIgHMM MeTo4oM BMNPoByBaHHs). [JoNOBHEHHS
crneundikaLii HOBUM MOKa3HWMKOM 3 BiAMOBIAHUM METOOOM
BUNPOOYBaHHSA — BU3HAYEHHS NomiMepy KnaByrnaHary i iHwmx
drnyopecLeHTHUX AoMiILLOK He Binbie 5,0% ( BUKOHYeTbCS
npu gocnigkeHHs ctabinbHocTi). BBeaeHHs 3MiH npoTsirom 6-
TV MiCALIB NiCNsa 3aTBEPOKEHHS.
3MinHn | TMny - 3MiHK 3 siKocTi. [oTOBUIA NikapcbkKiA 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaui Ta/abo AONYCTUMMX MEX rOTOBOFO FiKapCbKOro
3acoby (BMNyYEHHsI HE3HAYHOTO MOKa3HKKa (Hanpuknazg
3acTapinoro nokasHuka, Takoro sik 3anax Ta cmak, abo
ineHTudikauis GapBHMKIB YM cMakoBMX [06aABOK)). BunyyeHHs
nokasHuka «OgHOPIAHICTb Macu J03, Lo BUTAraeTbCs i3
6aratofo30Bux KOHTEVHepiB». BBeAeHHst 3MiH npoTarom 6-tu
MicAaLiB Micnsa 3aTBEPAXEHHS.
3MinHn | TMny - 3MiHK 3 siKocTi. [oTOBUMIA NikapcbkKiA 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa napameTpis
cneundikaui Ta/abo AONYCTUMMX MEX rOTOBOFO FiKapCbKOro
3aco0by (iHwWi 3MiHK). 3MiHa JOMYCTUMMNX MEX FrOTOBOIO
nikapcbkoro 3acoby ans napameTpy «CynyTHi AOMILLKU» Y
3B'A13Ky i3 3aMiHOtO BUpOOHWMKa npoaykuii in bulk, BignosigHo o
BuMor pedepeHTHoro J13 Augmentin 400mg +57 mg/5 ml POS
Glaxo Smith Kline; MoHorpadii EP; 3atBepmxeHo Ha TepMiH
npuaaTtHocTi: cyma: He binblue 4,0%; okpeMi JOMILLKU: He
6inbLwe 1,0 %, nipasuHosuii etun He Ginble 1,0 %;
3anponoOHOBAHO Ha TEPMiH NPUAATHOCTI: aMOKCULUITIH
NeHILMNoNHI kncnotu He Ginble 1,0%; aMokCUMUMAIH NEHINONHI
kmcnotu He Ginble 1,0%; AnkeToninepasuH (aMOKCULMAIH) He
6inbwe 1,0%); oumepHnit amokeuumnid He Binbie 1,0%;
TPUMEPHU aMoKcuLmniH He Ginblie 0,5 %; cneumndikoBaHi
(kvcnoTu knaBynaHoBoi) 3-eTun-2,5 — Gic (2-rigpokcu-eTnn)-
nipasviH He 6inbwe 0,5%; HecneuudikoBaHi byap-gka iHwa
nowmiwka (Hanbinbla) He binbe 0,2%; cneuundikoBaHi i
HecneuudikoBaHi cyma He binbe 3,0 %; He binbLue 4,0 %;
BBefeHHs 3MiH NpoTsarom 6-Tu MicsLiB nicns 3aTBepaKeHHS.
3miHu | TMny - 3miHm 3 AkocTi. FoToBUIA Nnikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikaui Ta/abo JONyCTUMMX MEX rOTOBOTO fikapCbKoro
3aco0y (iHwwi 3miHK). 3MiHa JONYCTUMMX MEX rOTOBOrO
nikapcbkoro 3acoby ans napameTpy pH y 3B's3ky i3 3amiHoto
BMpo6HWKa npoaykuii in bulk, 3aTBepaxeHo: 3,8-5,6
3anponoHoBaHo:5,0-7,5. BBegeHHst 3mMiH npoTarom 6-tu
MiCsILIiB Micnsi 3aTBEPOXKEHHS.
3miHu | Trny - 3miHKM 3 AkocTi. FoToBUIA NikapcbKuii 3acio.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metogax
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BUNPOOYyBaHHSA rOTOBOIO NiKapcbkoro 3acoby (iHwWi 3MiHK y
mMeToAax BunNpobyBaHb (BKMOYaYM 3aMiHy abo
[OMOBHEHHS)). 3aMiHa 3aTBepAXeHOro Mmetoay iaeHTudikauii
Lil04NX peyvoBUH 3 BUKOpUCTaHHAM meTogy BEPX Ha
aHarnoriyHnin MeTop, KU BUKOPUCTOBYETLCS HOBUM
BMpobHMKoM «in bulk» (BEPX, EP2.2.29) BeeaeHHs1 3MiH
NpOTArom 6-Tn MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. MoToBWI Nikapcbkuid 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax BUnpobyBaHHS
roTOBOrO JlikapCbKoro 3acoby (iHLi 3MiHM y MeTogax
BMNPoOyBaHb (BKNtoYaoun 3amiHy abo JONOBHEHHS)). 3amiHa
MeToAy BUNPOOYBaHHSA ANSt BUSHAYEHHS CYNyTHIX AOMILLIOK 3
meToay HPLC, Lek Ha meTog HPLC, 2.2.29 a6o metog UHLC,
EP 2.2.29. BBegeHHs 3MiH NpoTsrom 6-Tu micauis nicns
3aTBEPOKEHHS.
3MinHn | TMny - 3MiHK 3 siKocTi. [oTOBUMIA NikapcbkKiA 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax
BUNPOOYyBaHHSA rOTOBOIO NiKapcbkoro 3acoby (iHLi 3MiHM y
MeTodax BunpobyBaHb (BKMoYatoum 3aMiHy abo
AOMNOBHEHHS)). 3amiHa meToay BUNPOOYBaHHS KiNlbKICHOrO
BU3HaAYeHHs aitoumnx peyvosuH 3 metogy HPLC, USP Ha meTopg
HPLC, 2.2.29 abo meTton UHLC, EP 2.2.29. BeegeHHs 3MiH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOXKEHHS.
3MinHn | TMny - 3MiHK 3 siKocTi. [oTOBUI NMikapcbkuiA 3acib.
Cuctema koHTelHep/3akynoptoBanbHui 3aci6. 3miHa y
NEepPBUHHIN yNakoBLli FOTOBOrO fikapcbKoro 3acoby (sKicHuiA Ta
KinbkicHWiA cknag) - TeepAi nikapcbki opmu. 3MiHM TEXHIYHOT
XapaKTepUCTUKW CKNSHOT NMSALLKA, iKY BUKOPUCTOBYE HOBUIA
BMPOGHMK in bulk ans neperHHOrO NakyBaHHA. BBeAeHHS 3miH
NPOTArom 6-Tu MicAILiB NiCNs 3aTBEPOXKEHHS.
3miHu | TNy - 3miHK 3 sikocTi. MeauyHi npmcTpoi. 3MiHa
NPUCTPOIB ANA BUMIpPIOBaHHSA [031 abo BBEAEHHS NikapCbKOro
3acoby (goaaBaHHsl abo 3amiHa NPUCTPOID, SIKUIA He €
HeBi'€MHOI YaCcTMHOK NEPBUHHOI ynakoBku) - MpucTpin, skuin
mae CE-mapkyBaHHSA. BHeceHo onnc [o3y4mnx NpucTpoiB, sk
MOXYTb OyTW NPUCYTHI Y BTOPUHHIN ynakosLi [T13 HoBoro
BUpOGHWKa (3aTBepmxeHo: dosing pipette 0.4-5 ml;
3anponoHoBaHo: measuring syringe 5 ml, spoon 1.25/2.5/5ml).
BBeaeHHs 3MiH NpoTarom 6-Tu MicsuiB nicns 3aTBepaKeHHS.
3miHu | TNy - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuii 3acib.
CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHsi rOTOBOrO NikapCbKoro 3acoby (3miHa B ymoBax
36epiraHHsi rOTOBOro nikapcbkoro 3acoby abo nicns
PO34YMHEHHS/BIAHOBNEHHS). 3MiHM yMOB 36epiraHHs,
3aTBepKeHO: 36epiratn npu Temnepatypi He BuLle 25°C;
3anponoHoBaHo: 36epiratv npu TemnepaTypi He BuLle 30 °C
BigNOBIOHO 4O AaHUX cTabinbHOCTI. BBeAEHHS 3MiH npoTarom
6-TW MicsILiB Micnsi 3aTBEPOXKEHHS.
3MiHu | TUny - 3MiHu 3 skocTi. APL. (iHwWi 3miHK). Y 3B'A3Ky 3
3amiHoto BMpOGHMKa npoaykuii in bulk Bigbynocs Buny4eHHs 3
posginy 3.2.S.dpm (A®I - AMokeuLinuHy Tpurigpar)
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iHdbopmaii anst BupobHuka Jlek ®apmaueBTnyHa KOMMNaHis

4.4., CnoseHisi. BBegeHHs 3MiH npoTaroM 6-Tu micauis nicns
3aTBepAKeHHs. 3MiHK | Tuny - 3miHn 3 akocTi. API. (iHLwi
3MiHK). Y 3B'A3Ky 3 3aMiHOI BUPOOGHMKa npoaykuii in bulk

Buny4eHHs 3 po3ainy 3.2.S.dpm (A®PI - Kanito knasynaHar )

iHdbopMmaii anst BupobHuka Jlek ®apmaueBTnyHa KOMNaHis

0.4., CnoeeHisi. BBegeHHs 3MiH npoTarom 6-Tu micauis nicns

3aTBepAKeHHs. 3MiHum | Tuny - 3miHm 3 akocTi. CepTudikart
BignosigHocTi/FE-cepTudikaT BignoBigHOCTI €Bponenchkin
capmakonei/moHorpadii. MNogaHHA HOBOro abo OHOBMEHOTO
cepTudikaTa BignoeigHocTi abo BUNyYeHHsi ceptudikata
BignoBigHoCTi €Bponeicokin hapmakonei: ans Adl; ans
BUXigHOro MaTtepiany/peareHTy/NPOMiXXHOTO NPOAYKTY, LU0
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponeichbKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEPAKEHOro BMPOOHMKa. BBeaeHHA OHOBMNEHOro
cepTudikaty Bifg yxke 3aTBepaeHoro BupobHuka Lek Lendava

A®I (kucnoTta knaBynaHoBa y chopmi kaniesoi coni (kanito

knaBynaHar) (3aTBepaxeHo: R1-CEP 2003-262-Rev 02;
3anponoHoBaHo: R1-CEP 2003-262-Rev 03). BeeaeHHs 3miH
NPOTArom 6-Tu MicAUIB NiCNSA 3aTBEPAXKEHHSA.
3miHu | Trny - 3miHm 3 AkocTi. FoToBUI Nikapcbkuii 3acio.
KoHTpOsb roTOBOro fikapcbkoro 3acoby. 3MiHa napameTpis
cneundikaui Ta/abo AONYCTUMMX MEX rOTOBOTO FiKapCbKOro
3acoby (3BY>XEHHS 4OMYCTUMMX MEX). 3BY>KEHHS AOMYCTUMMX
Mex T.KinbkicHe BU3HauyeHHsi KnucnoTa knaBynaHoBOi Ha
OCHOBI AaHWX AOCHifXeHb, BUMOT Ans pedepeHTHoro J13 Ta
moHorpadii BP «Co-amoxiclav Oral Suspension»
3aTBepAKEHO: Npu Bunycky 57,00mr/5mn;-5%,+15% (54,15-
65,55 mr/5mn); Ha TepMiH npugaTHocTi: 57,00mr/5mn;-
5%,+15% (51,30 - 71,25 Mr/5mn); 3anponoHOBaHO: KinbKicHe
BM3HaYEHHS (CBIXXOMPUroToBaHa roToBa [0 BXWUBaHHS
cycneHsist) : npu Bunycky (58,0-64,1 mr/5mn); Ha TepMiH
npuaaTtHocTi: (54,9-64,1 mr/5mn). BBegeHHs 3mMiH npoTsirom 6-
TV MICALIB NicNs 3aTBEPOKEHHS.
3miHu Il TUny - 3miHK 3 skocTi. FoToBMIA Nikapcbkuii 3aci6.
3MiHM y BUpobHMUTBI. 3amiHa abo BBeAeHHS A04ATKOBOI
[inbHULI BUPOOHULITBA ANS YacTMHN abo BCbOro BUPOBHMYOro
npoLiecy roToBOro nikapcbkoro 3acoby (iHwi 3amiHu). 3amiHa
BMpOGHMKa npoaykuii in bulk Jlek ®apmaueBTuyHa KomnaHis 4.
4., CnoeeHist (BUpoOHWuin canT y M. NpeBanbe) Ha CaHao3
MM6X - BupobHuua ainbHuus AHTUIHGeKUiHI T3 Ta XiMiyHi
Onepauii Kynane (AIXO M3 KyHane), ABcTpis. OHOBREHHs!
po3giny 3.2.P.1 BpaxoBy4M pi3HMIN HAS IULLOK Aito4Y0i
peyvoBuHM Kncnota knaBynaHoBa ( y doopMi knaBynaHaty) Ans
nito4oi pevoBuHU Jlek PapmaLeBTUYHA KOMMaHis 4.
A.,CnoseHist (10%) Ta HoBOro BupobHuka CaHpos MMoX —
BupobHuya ginbHuus AHTUiHdekUinHI 113 Ta Ximivni Onepadii
Kynane (AIXO M3 KyHane), Asctpis (7%), 3aTBepoeHo:

Composition of amoksiklav 457mg/5 ml powder for oral
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suspension Component amount per unit (5 ml) Amoxicillin
400.00mg Clavulanic acid 57.00mg + stability overage 5.70 mg
(10%). 3anponoHoBaHo Composition of amoxicillin + Clavulanic
acid 400 mg+57mg/5 ml powder for oral suspension
Component amount per unit (5 ml) Amoxicillin 400.001) mg
Corresponding to 459.24 mg Amoxicillin Trigydrate Clavulanic
acid 57.00 2) mg corresponding to 72.69 mg 60.99 2)3)mg
Potassium Clavulanate 1)Drug substance is used in the form
of Amoxicillin Trihydrate on the basis of assay 2)Drug
substance is used in the form of Potassium Clavulanate on the
basis of assay 3)Including a stability overage of 7% BseaeHHs
3MiH NPOTAroM 6-TN MiCSILIB NICNs 3aTBEPIPKEHHS.
3MminHun Il TMny - 3MiHmM 3 sikocTi. [oTOBMI NikapcbkuiA 3acib.
Onuc Ta cknag. 3MiHa y cknagi (4oNOMKHMX pevoBUHaX)
roTOBOroO flikapcbkoro 3acoby (iHwi 3mMiHK). 3MiHa y cknagi
OOMOMIDKHUX PEYOBMH BignoBigHO 40 BUMOT pedhepeHTHoro J13
Augmentin 400mg +57 mg/5 ml POS Glaxo Smith Kline.
3MiHM BHeCeHiI B iHCTPYKLit0 AN MeANYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y poaainu "Cknag”, "INikapcbka chopma”
(oCHOBHI @hi3nko-Ximi4Hi BMacTmMBOCTi), "YMOBU 36epiraHHs",
"YnakoBka", sik Hacnigok y po3gini "Cnocib 3actocyBaHHsA Ta
no3u, "BuMpobHuk", "MicuesHaxomkeHHs BUPOOHMKa Ta agpeca
MiCUsi NPOBaPKEHHS MO0 OisANbHOCTI" 3 BiANOBIAHUMW 3MiHAMWM
B TEKCTi MapKyBaHHS ynakoBoOK. BBeaeHHS 3MiH NpoTArom 6-tu
MicAaLiB Micnsa 3aTBEPAXEHHS.
3miHu Il TUny - 3miHK 3 gKocTi. [oToBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4ONYCTUMUX MEX roTOBOrO MikapcbKoro
3acoby (3miHa 3HaxoauTLCS M03a 3aTBEPKEHUMU
O0NyCTUMUMU MexxaMu cneuudikadin). 3MiHu 4onycTUMmX
MeX napameTpy cneumdikauii «Bmict Bogn» y 3B'A3ky 3
3amiHoto BUpOBHMKa npoaykuii «in bulky, (3aTBepakeHo: NMT
8.5 %, 3anponoHoBaHo: NMT 10.2 %), BBeaeHHS 3miH
npoTarom 6-Tu micsuis nicnsi 3aTBepaXkeHHs. 3MiHu 1l Tuny -
3MmiHu 3 akocTi. FoToBUI nikapcbkuin 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis cneuudikadin Ta/abo
[OMNYCTUMKX MEX FOTOBOrO fikapcbkoro 3acoby (3miHa
3HaAXOAMTBCA N03a 3aTBEPKEHNMMN JOMYCTUMUMU MEXaMKU
cneundikauin). 3miHn 8o n. KinbkicHe BU3HAYeHHs y 3B’A3KY 3i
3MiHOI NoKa3HuKa Ha KinbkicHe BU3HaYeHHs
(cBiXonpuroToBaHa rotToBa A0 BXUBAHHS CycneH3isd))
BHOCWTBCS 3HOCKa 4) «KinbKiCHe BU3HAYEHHS: AOMYyCTUMI
HOPMMU, LLO BiAHOCATLCH A0 TECTYBaHHS CBKONPUroToBaHoOI
roTOBOI 4O BXMBaHHS cycneHsii. MNpumiTka: TecTyBaHHS
roTOBOI 41151 BUKOPUCTAHHSA CycneHsii nicnsi 4 i 7 gHis
36epiraHHsa npy TemnepaTypi 2-8°C npoBoAsTb Tinbky Mg Yac
po3pobku. AN TecTyBaHHS roTOBOI AN BUKOPUCTaHHS
cycneHsii Yyepes 4 gHi Ta 7 gHiB 36epiraHHsA npu Temepatypi 2-
8-C 3acTocoBy0Tb Take HopMyBaHHs: AMokcuumnii NLT 360
mr/5 mn; Kucnota knasynaHosa: NLT 48,5 mr/5 mn. BeegeHHsi
3MiH NPOTSArom 6-TM MiCsILiB MicNsi 3aTBEPAKEHHS
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AMOKCUKNAB
® KBIKTAB

TabneTkn, Wo
aucnepryoTbes, 875
Mr/125 wmr; no 2
Tabnetkn y Gnictepi;
no 5 abo no 7
GnictepiB y
KapTOHHIl kopobui

CaHpos
dapmacb
loTikana
a.a.

CnoBeHis

Jlek
dapmaueBTU4Ha
KOMNaHisa
n.0.,CnoseHis
(mo3Bin Ha BMNyck
cepii; BUAPOOHULITBO
3a NMOBHMM LIMKIIOM)

CnoBeHis

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHu | Tuny -
3MiHn 3 axocTi. CepTudikat BignosiaHocTi/l E-cepTudikar
BignoBigHOCTI €Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBOro abo oHoBEeHoro cepTudikarta BignoBiAHOCTI
abo BunyyYeHHs cepTudikaTa BiANoBiAHOCTI €Bponeicebkin
dapmakonei: gna ADl; ons BuxigHoro
marepiany/peareHTy/NpOMiIKHOrO MPOAYKTY, LLO
BMKOPUCTOBYIOTBCS Y BUPOOHULTBI ADI; Ans AONOMIXKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponechKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEPKEHOrO BUPOBHMKA - MOAaHHS OHOBMEHOMO
cepTudikata BignosigHocTti € R1-CEP 2003-262-Rev 03
(3aTBepmkeHnit R1-CEP 2003-262-Rev 02) gns Ad®I Kucnota
KnaBynaHoBa y chopmi KanieBoi coni (kanito knaBynaHar) Big
BXe 3aTBepakeHoro BupobHuka Lek Pharmaceuticals D.D.,
Slovenia, sik Hacnigok: - 3MiHWM B BUPOBHMYOMY MpoLieci:
TexHoMoriYyHe obnagHaHHA HeobXxiaHe Ansa KpycTanisauii,
inbTpauii, CywiHHA Ta nakyBaHHs knasynaHaty DIPEDA,
Oyne nepeHeceHo 4o HOBOI ByaiBni; BNIpoBagpKeHO HOBe
obnagHaHHA (KpucTanisauiiia EMHICTb, iHBEpTOBaHa
LeHTpudyra Ta KoHiYHa BakyyMHa cyLuapka); - 3MiHu B
npouegypax TeCTyBaHHs: 3MiHa onucy napaMmeTpis
CMPOBMHHOTO MiLepuHy; nepernsg cneumdikauin Ha BUXigHy
CVPOBUWHY Ta MaTepianu B NpoLeci BUpoGHMLUTBA Anst
BUPOOHMLTBA KnaByraHaTy Kanito; 3miHa B cuctemi
KOHTENHep/3aKkynoproBanbHUii 3acio: BNpoBamKeHHS
anbTepHaTUBHOI TPETUHHOI YNAaKOBKW KiHLIEBOI pE4OBUHU

3a
peuernmom

UA/3011/04/01

AMOKCUN® AT

TabneTkn, Wo
AMCNepryThes, Mo
500 wr, no 10
Tabnetok y 6nictepi;
no 2 6nictepu B
nadui 3 KapToHy

NAT
"Kniemegn
penapat"

YkpaiHa

MNAT
"KniBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsagy.
3MiHU y KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MEAWYHOro 3aCTOCYBaHHS
reHepuyHMX/ribpnaHux/6ionofibHMX nikapcbkmx 3acobiB nicns
BHECEHHS Tiei camoi 3MiHW Ha pedhbepeHTHUI npenapaT (3MiHa
He noTpebye HaAaHHS KOAHUX HOBUX A0AATKOBUX AAHUX).
3MiHM BHeCeHi 40 IHCTPYKLUii AN MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "®apmakonorivHi BnactueocTi",
"MokasaHHs" (pegaryBaHHs), "MpoTunokasaHHs",
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHs y nepios
BariTHocTi abo rogyBaHHs rpyaaw”, "Oitn" (YTOUHEHHS),
"Mob6iuHi peakuii" 3rigHo 3 iHopMaLieto WoAo MeauyYHOro
3acTocyBaHHS pedepeHTHOro NnikapCbKoro 3acoby
(PNNEMOKCWH COJTIOTAB®, TabneTku, Lo AUCNEpryoTbes
no 125 wmr; no 250 mr; no 500 mr; no 1000 mr).BeBeaeHHs 3MiH
NpOTArom 6-T MiCSILIIB MicNsi 3aTBEPAXKEHHS.

3a
peuernmom

UA/12288/01/01

AHAYPAH

Kpanni ByLUHi; no 25
MA 'y chnakoHi 3
KPULLIKOHO-
KpanenbHuueto; no 1
dnakoHy B nadui

3amboH
C.NA.

ITanis

3amboH C.IM.A.

ITanis

3MiHu | Tuny - 3MiHK 3 sikocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBiaHoOCTI EBponeinchKii
capmakonei/moHorpadii. MogaHHA HOBOro abo OHOBMEHOTO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BignoBigHoCTI EBponelickkin dhapmakonei: ans AdI; ans
BUXiAHOro Martepiany/peareHTy/MPOMIKHOIO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst fonomixxHoi

3a
peuerimom

UA/11664/01/01
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peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechKin
dapmakonei) - OHoBNeHWn cepTudikat Bif yxe
3aTBepOKeHOro BUPo6HMKa - MoAaHHS OHOBIEHOMO
cepTudikaTta BignoBigHoCTi €Bponeinchkin dapmakonei Ne R1-
CEP 1999-184 - Rev 03 (3atBepmkeHo: R1-CEP 1999-184 -
Rev 02) gnsa A®| HeomiuuHy cynbdaTy Big BXe
3aTBepakeHoro BupobHuka PHARMACIA & UPJOHN
COMPANY, USA, Ta, Ik Hacnigok, yToMHeHHs1 y agpeci Ta
Haz3Bi BupobHuka (ctano: PHARMACIA & UPJOHN
COMPANY LLC, USA

APrEOVH
BOCHAJIEK®

kpem 1 % no40ry
Tybax; no 1 Ty6i B
KapTOHHIl kopobui

BocHanek
a.a.

BocHis i
epuerosu
Ha

BocHanek g.4.

BocHis i
epueroBuH
a

3MiHu | Tuny - 3MiHK 3 AKocTi. [0TOBMIA NiKapCbkuiA 3acib.
3MiHM y BUpobHMUTBI. 3amiHa abo BBeAeHHS 404aTKOBOT
AinbHWUi BUpobHULTBa AN YacTuHn abo BCbOro BUpoBHUYOro
npoLiecy roToBOro nikapcbkoro 3acoby (iHwi 3amiHun). CynyTHs
3MiHa - 3MiHu 3 sikocTi. [oToBUIA NMikapcbkmi 3aci6. 3MiHK y
BUPOBHMLTBI. 3MiHM ¥ npoueci BUPOGHULTBA rOTOBOIO
nikapcbKoro 3acoby, BKIOYaym NPOMiIXKHUA NPOAYKT, LU0
3aCTOCOBYETLCS MPY BUPOBHULITBI FOTOBOTO NiKapCbKOro
3acoby (iHwWi 3MiHK) - 3MiHM 3 sKoCTi. [0TOBMI NiKapcbKuii
3aci6. 3MiHN y BUpobHMUTBI. 3MiHa po3mipy cepii (Bkroyatoun
fianasoH po3Mipy cepii) roToBoro fikapcbkoro 3acoby
(36inbLeHHs o 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHUM
po3mipoM) - 3MiHU 3 AKOCTi. [OTOBMIA Nikapcbkuin 3aci6. 3MiHu
y BUPOGHULTBI. 3MiHM BUNpoGyBaHb abo 4ONYyCTUMMX MEX,
BCTaHOBMEHMX Yy cneumdikauisx, nig 4yac BMpobHmuTBa
roTOBOrO fikapcbKoro 3acoby (4ogaBaHHSA HOBOrO MeToay
BMNpoOYyBaHHSA Ta AOMYCTUMUX MeX) - 3MiHM 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. Cuctema KoHTenHep/3akynoproBarbHUi
3acib (iHWi 3miHWM) NnepeHeceHHs BUpobHMUTBA pigkux Ta
HaniBTBEpPAUX fNikapcbkux oopM 3 BUPOGHMYOI AinbHULi 1 Ha
BMPOGHMWYY OiNbHULIO 2, L0 po3TalloBaHa 3a TiEt X CaMoto
appecoto: 71000, CapaeBo, HOkiueBa, 53, BocHis i
epuoroBuHa. Ak Hacnigok 3MiHM MicLs BUPOGHMLTBA: -
36inbLueHHs poamipy cepii 113 3 240 kr (6 000 Ty6) Ha 480 kr
(12 000 TY6); - HE3HAYHI 3MiHM Y BUPOGHMYOMY NPOLIEC], 3MiHN
OOMNYCTUMUX MEX NapameTpiB TEXHOMOrYHOro Npouecy; -
He3HayHe 36iNnbLlUEeHHs1 pO3Mipy BTOPUHHOI YNakoBKU
(kapTOHHOT KOpo6kM) 3 147 x 37 x 30 MM Ha 147 x 37,5 x 30
MM. BBegeHHs 3MiH npoTaroM 6-Tu micauis nicns
3aTBEPKEHHS.

3a
peuerimom

UA/4768/01/01

ATEHATUB
1000 MO

NMopoLLOK Ta
PO3YMHHUK ANst
pO34KHyY Ans
iHy3in, 50 MO/mn;
1 donakoH 3
nopotukom (1000
MO) Ta 1 cpnakoH 3
po34nHHUKOM (20
MIT) B KAPTOHHIN
Kopobui 3
MapKyBaHHAM

Oxktadpap
ma
dapmavesB
TVKa
MpogykTio
Hcrec.
M.6.X.

ABcTpis

B. BpayH Mepikarn,
C.A,, IcnaHis
(BPOGHMLTBO
PO3YUHHWMKA);

Okrtadcapma AB,
LBeuis

(BMpPOOHMLTBO Bif,

nnasmu go in bulk

npoAyKTy, NepBUHHA
ynakoBska Ta
MapKyBaHHs1

Icnanis/
Lseuis/
HimeuuunHa/
ABcTpis

3MiHu |l Tuny - 3miHKn wono 6e3nekn/ePeKTUBHOCTI Ta
dapmakoHarnsigy. BHeceHHs1 abo 3miHa(u) oo 3060B's13aHb Ta
YMOB BMAaYi peecTpauinHoro noceigyeHHs, Bkitovaroum MNnaH
ynpaBniHHS py3nKamu (3acTocyBaHHS 3MiH(K), Ski(a)
BMMaratTb(€) NoAanbLIoro 06rpyHTyBaHHst HOBUMU
[00aTKOBMM AaHUMM, LLO MaloTb HaAaBaTUCA KOMNETEHTHUM
OpraHoM, OCKifnbK1 BUMaraeTbCs CyTTEBA OLliHKa
KOMMETEHTHWUM opraHom). OHOBNEHO NnaH ynpaBniHHS
pusmkamu, Bepcis 03.4. Pe3toMe nnaHy ynpasniHHS pusamkaMmu
Bepcist 03.4 nopaeTbes. 3asiBHUKOM HaiaHO OHOBIIEHMI MIaH
ynpasniHHsi puaukamu Bepcist 03.4. 3MiHM BHECEHO [0 YaCTWH:

3a
peuerimom

UA/17557/01/02
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[TpooBxkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

YKpaiHCbKOIO MOBOHO

NOPOLLKY Ans
pO34KHy Ans
iHdy3in, BUNYyCK
cepii KiHLeBoro
npoaykTy (MopoLlok
Onsi po3ynHy Ans
iH(py3in Ta
PO3YNHHUK));
Oxtachapma [deccay
M'M6X, HimeuunHa
(BMNpobyBaHHS
oo BizyanbHOro
KOHTpOFto,
nepesipKu LiniCHOCTI
Ot NOPOLLKY Ans
PO34mMHY Ans
iHdysin,
MapKyBaHHS,
BTOPUHHE
nakyBaHHs1
KiHLEBOro NpoayKTy
(nopowwok ans
pPO34rHy Ans
iH(y3in Ta
PO3YUNHHUK));
OxTadhapma
dapmaveBTUka
MpopaykTioHcrec
M.6.X., ABCTpis
(BunpobyBaHHsi
oo BizyanbHOro
KOHTpOFIo,
nepesipku LinicHOCTI
[Onsi NOPOLLKY Ans
pPO34KHy Ans
iHdpysin);
Contochapm
dapmavonTiwe
EpuorirHicce TM6X,
HimeuunHa
(BMPOBHMLTBO
PO34MHHUKA)

| «3aranbHa iHopmauisy», || «Cneundikauis 3 6eanekmy, Il
«lMnaH 3 dapmakoHarnsagy», V «3axoau 3 MiHimizauii
pusukis», VI «Pestome nnaHy ynpasniHHs pusmnkamuny, VIl
«[dogaTkny y 3B’A3Ky 3 OHOBINEHHSM CTPYKTYpu MNYPa
BignoBigHo 4o pekoMeHaauin Guideline on good
pharmacovigilance practices (GVP) Module V — Risk
management systems (Rev 2).

ATEHATMB 500
MO

MOpOLLOK Ta
PO3YMHHUK ANst
PO34KHyY Ans
iHdpysin, 50 MO/mn;
1 dprakoH 3
nopotukom (500 MO)
Ta 1 donakoH 3
po34mHHKUKoM (10
MI1) B KAPTOHHIN

Oktadbap
ma
dapmavesB
TMKa
MpopykTio
Herec.
M.6.X.

ABCTpis

B. BpayH Megikan,
C.A., Icnanisa
(BPOBHMLTBO
PO3YUHHUKA);

Oxktagapma AB,
LBeuis

(BMpPOBHMLTBO Bif

nna3mu go in bulk

NpoaykTy, NepBUHHA

IcnaHis/
LLseuis/
HimeuuunHa/
ABCTpis

3MiHu Il Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3miHa(n) oo 3060B'A3aHb Ta
YMOB BMAaYi peecTpaLinHoro noceigvyeHHs, Bkritovatoum MNnax
ynpaBniHHsSI pyU3nkamu (3acTocyBaHHS 3MiH(K), siki(a)
BMMaratTb(€) noAanbLLOro 06rpyHTyBaHHS HOBUMU
[00aTKOBMM JaHUMMU, LLO Mal0Tb HagaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKifnbk1 BUMaraeTbCs CyTTeBa OLiHKa
KOMMETEHTHUM opraHom). OHOBINEHO NiaH yrnpaBniHHs
pusnkamu, Bepcist 03.4. Pe3ioMe nnaHy ynpasniHHS pusamMkaMmu

3a
peuenmom

UA/17557/01/01
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[TpooBxkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpauyiliHo2o

noceid4yeHHs1

Kopobui 3
MapKyBaHHAM
YKpaiHCbKOIO MOBOIO

ynakoBka Ta
MapKyBaHHS1
NOPOLLKY Ans
PO34mMHY Ans
iHdpysin, Bunyck
cepii KiHLeBoro
npoaykTy (MopoLuok
ONs po3ynHy Ansi
iH(py3in Ta
PO3YUNHHUK));
Oxtadapma [eccay
MM6X, HimeuunHa
(BUNpobyBaHHs
LLi0AO Bi3yarnibHOro
KOHTpOFto,
nepeBipku LiniCHOCTI
NS NOpPOLUKY Anst
PO34mMHY Ans
iHdY3in,
MapKyBaHHS1,
BTOPUHHE
nakyBaHHs!
KiHLEBOro NpoayKTy
(nopowwok ans
PO34mMHY Ans
iHdpysin Ta
PO3YMHHUK));
OkTadapma
dapmavreBTuka
MpopaykTioHcrec
M.6.X., ABCTpist
(BunpobyBaHHs
oo BizyansHOro
KOHTpOnto,
nepesipKu LiiniCHOCTI
NS NOpPOLUKY Anst
PO34mMHy Ans
iHdpysin);
Contodhapm
dapmavonTiwe
EpuorirHicce TM6X,
HimeuunHa
(BPOGHMLTBO
PO34MHHUKA)

Bepcia 03.4 goaaeTbcs. 3asBHUKOM HagaHO OHOBIEHUIA NaH
ynpasniHHs puankamu Bepcia 03.4. 3MiHN BHECEHO A0 YaCTUH:
| «3aranbHa iHopmauiay», || «Cneundikauis 3 6eanekmy, Il
«MnaH 3 papmakoHarnagy», V «3axoau 3 MiHiMisauii
pusukie», VI «Pestome nnaHy ynpasniHHSA puankamuy, VIl
«[dogaTkny y 3B’A3Ky 3 OHOBINEHHSM CTPYKTYpu MNYPa
BignoBigHo 4o pekoMeHaaui Guideline on good
pharmacovigilance practices (GVP) Module V — Risk
management systems (Rev 2).

10.

ATOPBACTAT
WH-OAPHUUA

TabneTku, BKPUTI
obonoHkoto, no 10
mr; no 10 TabneTok
Y KOHTYPHI#
YapyHKOBIN
ynakosui; no 3
KOHTYPHI YapyHKOBI

MpAT
"Ppapmaue
BTUYHA
dipma
"OapHuus”

Ykpaina

MpAT
"PapmaLeBTUYHa
cipma "[apHuusa”

YkpaiHa

3MiHu | TUny - 3miHu 3 sikocTi. APl. KoHTponb A®I. 3miHa y
napameTpax cneuudgikadi Ta/abo gonycTMMmnx Mex,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiAHWA/NPOMiXHWI NpoAYyKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTBa AD| (BUNyYEHHSI HE3HAYHOTO
rnokasHuka sIKoCTi (Hanpuknaz BUIyYeHHs 3acTapinoro
nokasHuka)) 3miHa y napameTpax crneuudikadii, a came

3a
peuerimom

UA/15437/01/01
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[TpooBxkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

ynakoBKM y navi; no
14 TabneTok y
KOHTYPHIN
YapyHKoBIn
ynakosLi; no 2
KOHTYPHI YapyHKOBI
ynaKkoBKW y nayui

BUNYYEHHS NokasHuka «Baxki metanuy». 3miHu | Tuny - 3miHn 3
akocTi. A®l. KoHTtponb A®I. 3miHa y napameTpax
crneungikaii Ta/abo JONyCTUMUX MEX, BUSHAYEHMUX Y
crneungikauiax Ha A®l, abo BUXIGHUIA/NPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpobHMuTBa ADI (iHwi 3miHM) CynyTHS 3MiHa - 3MiHM 3 SIKOCTi.
A®I. KoHTponb AdI. 3miHa y meTogax BunpobyeaHHs AD| abo
BVXiAHOro mMaTtepiany/npoMixXHOro NpoayKTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y npoLeci BUpobHuutea AP (HesHauHi
3MiHM Y 3aTBEpOXXEHNX MeToAax BUNpobyBaHHs1) BHeceHo
He3HauyHi 3MiHM Ta YTOYHeHHs1 4o po3giny "MikpobionoriuHa
yucToTa", a caMme nocunaHHs Ha firove BuaaHHs €O, 6e3
3MiHVM HOPMYBaHHSI Ta METOAUKMN KOHTPOSHO SKOCTi. 3MiHu |
Tmny - 3MiHn 3 gxkocTi. A®Il. Kontponb A®I. 3miHa y meTogax
BunpobyBaHHsA APl abo BMXigHOro mMaTepiany/npomikHOro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLLECI
BMpobHuUTBa A®I (iHWi 3MiHM y MeToaax BUNpobyBaHHS
(BKntoyaoum 3amiHy abo gonoBHeHHs1) APl abo
BUXiZHOro/NPOMiXKHOrO NpoaykTy) BHeceHHs 3MiH, peaakuiiHnx
npaBoOK Ta yTOYHEHb A0 po3Ainy «EHaHTioMepHa yncToTa
BignoBigHO 40 BMMOr MaTepianie dipMu-BUpobHMKa,
pekomeHaauin JoY Ta €sponerickkoi hapmakonei. 3miHu |
Tuny - 3miHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BignoBigHOCTI €BpoNenchbKin
capmakonei/MmoHorpadii. MNogaHHsA HoBOro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs ceptudikaTta
BignoBigHoCTI E€Bponeiickki papmakonei: anst AdDI; ans
BUXiQHOro MaTtepiany/peareHTy/NPOMIXKHOTO NPOAYKTY, L0
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMKHOT
peyoBUHYM (cepTudikaT BignoBigHOCTI €Bponeinchkii
apmakonei) - HoBuii ceptudikaT Bi BXe 3aTBEpPOKEHOIO
BMpOGHMKa - HoBUiA cepTudikaT Bi BXe 3aTBEpPAKEHOr0
BUpoGHMKa ADI ATopBacTaTuH kanbLito Biocon Limited, India
CEP NeR1-CEP 2011-009-Rev 02, sik Hacnigok BHOCATbCSA
3MiHWM [0 BXiQHOTO KOHTPOIO Ha Ajilody PEeYOBUHY A0 pOo3Aini
«CynpoBigHi AOMILLKMY, «3anuLKoBa KiNlbKiCTb OpraHiqHmnX
PO34YMHHUKIB», BHECEHO HOBWIA NOKa3HWK «OuTOBa KUCroTa»
Ta «TepPMiH NpMAATHOCTI-3 POKU» 3MIHEHO Ha «TEPMiH
NEPEKOHTPONIO-2 POKUY.

11.

ATOPBACTAT
WH-OAPHULA

TabneTku, BKPUTI
o6ornoHkot, no 20
mr; no 10 TabneTok
Y KOHTYPHI#
YapyHKOBIN
ynakosLi; no 3
KOHTYPHI YapyHKOBI
ynakoBKM y nayui; no
14 TabneTtok y
KOHTYPHI
YapyHKOBIN
ynakosLi; no 2

MpAT
"dapmaune
BTUYHA
dpipma
"OapHuus"”

Ykpaina

MpAT
"®apmaueBTnyHa
dipma "OapHuus”

YkpaiHa

3MiHu | TUny - 3miHu 3 sikocTi. APIl. KoHTponb A®I. 3miHa y
napameTpax crneuudikadin Ta/abo JonycCTUMUX MeX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BUXiAHWA/NPOMiXHWI NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTBa AD| (BUMyYEHHS HE3HAYHOTO
nokasHuKa SIKoCTi (Hanpuknag BUNy4YeHHs 3acTapinoro
nokasHuka)) 3miHa y napameTpax crneuudikadii, a came
BUITyYEHHS nokasHuka «Baxki metanuy. 3MiHn | Tuny - 3miHu 3
skocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo BUXiIgGHNIA/NPOMIKHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLECI

3a
peuenmom

UA/15437/01/02
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[TpooBxkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

KOHTYPHI YapyHKOBI
ynakoBKu y navui

BUpobHMuTBa ADI (iHwWi 3miHM) CynyTHS 3MiHa - 3MiHM 3 SIKOCTi.
A®I. KoHTponb ADI. 3miHa y meToaax BunpobysaHHa A®| abo
BWXiQHOro MaTtepiany/nMpoMiXXHOro NpoayKTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y npoLeci BUpobHuLTBa AP| (He3HaYHI
3MiHW y 3aTBepKeHNX MeTofax BunpobysaHHs) BHeceHo
He3HayHi 3MiHM Ta yTOYHEeHHs Ao po3ainy "MikpobionoriyHa
yucTtoTa", a caMe NocunaHHs Ha firoye BuaaHHs €0, 6es
3MiHM HOPMYBaHHS Ta METOANKN KOHTPOMIO AKOCTi. 3MiHu |
Tmny - 3MiHm 3 skocTi. A®Il. KoHTponb AdL. 3miHa y meTogax
BunNpobyBaHHsA APl abo BMXigHOro maTepiany/npomikHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NPOLECI
BUpoGHMLTBa ADI (iHWi 3MiHWM Yy MeTogax BUNpobyBaHHS
(BKntoyaoum 3amiHy abo gonoBHeHHs1) APl abo
BMXiAHOro/MPOMiXKHOro NPoAyKTy) BHeceHHs 3MiH, peaakuinHmux
npaBoOK Ta yTOYHEHb A0 po3Ainy «EHaHTioMepHa ynucToTay
BignoBigHO 40 BMMOr MaTepianie dipMu-BUpobHMKa,
pekomeHaauivi Y ta €sponencbkoi dpapmakonei. 3MiHn |
TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BiaNoBiaHOCTI €BpoOnenchKin
apmaxkonei/moHorpadii. NMNogaHHA HOBOro abo OHOBNEHOTO
cepTudgikaTa BignoBigHocTi abo BUNy4eHHs cepTudikata
BignoBigHoCTi €Bponeicokin thapmakonei: ans Adl; ans
BMXiAHOro mMartepiany/peareHTy/MPOMIKHOIO NPOAyKTY, L0
BUKOPUCTOBYHOTbCS Y BUPOBHMUTBI ADI; Anst 4ONOMIDKHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponeichbKin
dapmakonei) - HoBui ceptudikaT Bif BXe 3aTBEpAXEHOro
BUPOGHKKa - HoBUiA cepTudikaT Bi Bxe 3aTBEPKEHOTO
BUpoGHMKa ADI ATopBacTaTuH kanbLito Biocon Limited, India
CEP NeR1-CEP 2011-009-Rev 02, sik Hacnigok BHOCATLCS
3MiHM 4O BXiAHOrO KOHTPOSIO Ha Aitoyy peyoBUHY A0 po3aini
«CynpoBigHi AOMILLKMY, «3anuLKoBa KiNnbKiCTb OpraHiyHmnx
PO34YMHHUKIBY, BHECEHO HOBUI NokasHuK «OuToBa KucnoTa»
Ta «TepMiH NpuaaTHOCTI-3 POKM» 3MIHEHO Ha «TEePMiH
NEPEKOHTPOI0-2 POKUY.

12.

ATOPUC®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 10
mr no 10 TabneTok y
6nicTepi, no 3 abo
no 9 GnictepiB y
KapTOHHiI kopobLyi

KPKA,
o.a., Hoeo
MecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpOrb cepii Ta
Bunyck cepii: KPKA,
A.A., Hoeo mecTo,
CroBeHisi; KOHTPOIb
cepii: KPKA, a.4.,
Hoso mecrTo,
CnoBeHis; Keminat
n0.0.0., CrnoseHisa

CrnioBeHis

3MmiHun | Tuny - 3miHn Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy. 3MiHu y KOpoTKil XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MEeAMNYHOro 3aCTOCYBaHHS reHepuYHNX/ribpnaHnx/6ionogioHnx
nikapcbkux 3acobiB nicnsi BHECEHHs Tiel camoi 3MiHU Ha
pedhepeHTHUI Npenapart (3miHa He NoTpebye HadaHHSA XO4HWX
HOBUX A0A4ATKOBMX AaHMX). 3MiHWM BHECEHi 40 IHCTPYKLUiT Ans
MeAMYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby y po3ainu
"B3aemogis 3 iHWK1MKM nikapcbkrMu 3acobamu Ta iHLi BUam
B3aemopin", "OcobnueocTi 3actocyBaHHs", "Cnocit
3acTocyBaHHA Ta Jo3u" 3rigHo 3 iHpopmalieto Wwoao
MEANYHOro 3acTOCyBaHHS peepeHTHOro nikapcbkoro 3acoby
(Ninpumap®, TabneTkun, BKpUTI MIiBKOBOKO 060M0HKOt0, Nno 10
mr, 20 mr, no 40 wmr, 80 mr). BBeaeHHs 3MiH NpoTsiroM 6-Tu
MicsauiB nicns 3aTBepAXeHHs. 3miHu | Tuny - 3miHn wono
6e3nekn/edeKTMBHOCTI Ta hbapmakoHarnsagy. 3miHa y KOpoTKil
XapakTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta

3a
peuerimom

UA/5302/01/02




15 [TpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1

IHCTPYKUIT ANs MeAMYHOro 3acTOCyBaHHS Ha nigcTasi
perynsipHO OHOBIOBAHOTO 3BiTYy 3 6e3nekun nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHuii nepiog, abo sk pesynbtat
OLLiHKM 3BITY 3 JOCNiAKEHb, NPOBEAEHMX BiAMNOBIAHO A0 NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (iHwi 3miHM). 3MiHWM BHECEH
[0 IHCTPYKLIT ANs MeQUYHOro 3acToCcyBaHHS NikapCbKOro
3acoby y posginu "®apmakonoriyHi BnactueocTi",
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMM fikapCbKuMmu
3acobamu Ta iHWi Buan s3aemoain”, "OcobnmBocTi
3acTocyBaHHS" BiANOBIAHO 4O OHOBMEHOI iHhopmalLii 3
6e3neku fgito4oi peyoBnHU. BBeaeHHst 3MiH NpoTaromM 6-tu
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy. 3miHa y KOpoTKin
XapaKkTepucTuLi NikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIi ANA Mean4yHoro 3acTocyBaHHs Ha NiacTaBi
perynspHO OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHuii nepiog, abo sik pesynbtat
OLLiHKM 3BITY 3 JOCNigKEHb, NPOBEAEHMX BIANOBIOHO 4O MnaHy
neaiatpuyHmx gocnimkeHs (PIP) (iHwi 3miHM). 3MiHM BHECeHi
[0 IHCTPYKUIT NS MeguMyHOro 3acToCcyBaHHS NikapCbKoro
3acoby y po3aginu "TobiyHi peakuii” BiaNnoBiAHO 4O OHOBMNEHOT
iHdbopMalii 3 6e3nekm gjt4oi pevyoBMHM 040 BOBYAKOBOIO
cuHapomy. BeegeHHst aMiH npoTsirom 6-Tu MicsauiB nicns
3aTBEpAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay. 3miHa y KopoTkil
XapaKkTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEAMYHOrO 3aCTOCYBaHHSA Ha NiacTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neku 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiiuii nepion, abo sk pesynbtat
OLiHKM 3BITY 3 JoCnigKeHb, NPOBEeAEHMX BIANOBIOHO A0 NNaHy
negiatpuyHux gocnigxeHb (PIP) (iHwi 3MiHW). 3MiHW BHeCeHi
[0 IHCTPYKLIT ANS MeAUYHOro 3aCTOCYBaHHSA NikapCbKOro
3acoby y po3ginu "TobiyHi peakuii” BignoBiAHO 4O OHOBMNEHOT
iHpopmalLii 3 6e3neku Ailo4oi peYoBMHM LLOA0 PO3PUBY M'SI3IB.
BBeaeHHs 3MiH NpoTarom 6-Tu MicsuiB nicns 3aTBepaKeHHS.
3MmiHun | Tuny - 3MiHn Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy. 3mMiHu y KopoTKili XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLii Ans
MeMNYHOro 3aCTOCYBaHHS reHepuYHNX/ribpnaHnx/6ionogioHmx
nikapcbkux 3acobiB nicnst BHECEHHs! Tiei camoi 3MiHU Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye HaaHHs XOAHUX
HOBUX OOA4ATKOBMX AaHMX). 3MiHWM BHECEHi 40 IHCTPYKLUIi Ans
ME[IMYHOTrO 3aCTOCYBaHHs MNikapcbKoro 3acoby y po3ginu
"OcobnuBocCTi 3acTocyBaHHA" WOAO PU3MKY PO3BUTKY
pabaomionisy 3rigHo 3 iHbopmaLi€eto LWoao MeanyHoro
3acTocyBaHHs pedhepeHTHOrO fikapcbkoro 3acoby
(Ninpumap®, TabneTkun, BKpUTI MIiBKOBOKO 060M0HKO0, Nno 10
mr, 20 mr, no 40 wmr, 80 mr). BBeAeHHs 3MiH NpOTAroM 6-Tu
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MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK Wwono
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy. 3mMiHu y KOpoTkin
XapaKkTepuCTuLi NikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUiT ANS MEeAWNYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHnx/GionoaibHNx nikapcbkux 3acobis nicns
BHECEHHS TiEl camoi 3MiHM Ha pedhepeHTHMIN Npenapar (3MiHa
He noTpebye HagaHHS )XOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHK BHECEHI 40 IHCTPYKUIii AN MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnuBocTi 3acTocyBaHHs",
"Oitn" (pegaryBanHs), "MobiyvHi peakuii" 3rigHo 3 iHopMauieto
LLIOAO MEANYHOrO 3aCTOCYBaHHS pehepeHTHOro NikapCbKoro
3acoby (Jlinpumap®, TabneTkn, BKpUTI NNiBKOBOK 0GOOHKOL,
no 10 wmr, 20 mr, no 40 mr, 80 mr). BBegeHHs 3MiH NpoTsirom 6-
TV MICALIB Nicns 3aTBEPKEHHS.

13.

ATOPUC®

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkoto, no 20
mr no 10 TabneTok y
6nictepi, no 3 abo
no 9 6nictepis y
KapTOHHIl kopobui

KPKA,
o.a., Hoeo
MecTo

CnoBeHis

BUPOBHMUTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb cepii Ta
Bunyck cepii: KPKA,
n.a., Hoso mecTo,
CrnoBeHisi; KOHTPOIb
cepii: KPKA, o.4.,
Hoso mecTo,
CnoBeHist Keminab
4.0.0., CnoseHis

CnoBeHis

3MmiHun | Tuny - 3MiHn Wwopo 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. 3MiHM y KOPOTKili XxapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLT Ans
MeOUYHOro 3aCToCyBaHHSI reHepUYHUX/ribpuaHnx/GionoaibHmx
nikapcbkux 3acobiB Nicns BHECEHHSI TiET camoi 3MiHN Ha
pedepeHTHMI NpenaparT (3MiHa He NoTpebye HaAaHHS XOAHUX
HOBMX O04aTKOBMX AaHMX). 3MiHM BHECEeHi 0o IHCTPYKLUIi Ans
MeOM4YHOro 3acToCyBaHHS Nikapcbkoro 3acoby y po3ainuv
"B3aemogisi 3 iHWnMu nikapcbkummn 3acobamu Ta iHLWi Buan
B3aemogin", "Ocobnueocti 3actocyBaHHs", "Cnocit
3aCcToCyBaHHA Ta 403" 3rigHo 3 iHhopmalieto Wwoao
MeOUYHOro 3aCTOCyBaHHsi pedPepeHTHOro NiKapcbKoro 3acoby
(Ninpumap®, TabneTku, BKpUTI NMiBKOBOKO 060M0HKO0, Nno 10
mr, 20 mr, no 40 wmr, 80 mr). BBegeHHs 3MiH npoTsiroM 6-Tu
MicsiLiB nicnsi 3aTBepaKeHHS. 3MiHu | Tuny - 3miHn wono
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay. 3miHa y KopoTkil
XapaKkTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEAMYHOrO 3aCTOCYBaHHSA Ha NiacTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neku 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpadiiiuii nepion, abo sk pesynbtat
OLiHKM 3BITY 3 JoCnigKeHb, NPOBEeAEHMX BIANOBIOHO A0 NnaHy
negiatpuyHux gocnigxeHs (PIP) (iHwi 3MiHW). 3MiHWM BHeCeHI
[0 IHCTPYKLIT ANS MeAUYHOro 3aCTOCYBaHHSA NikapCbKOro
3acoby y po3ainu "®apmakonoriyHi BnacTmeocTi",
"MpoTunokasaHHs", "B3aemogais 3 iHWK1MK nikapCbKUmm
3acobamu Ta iHwWi Buan B3aemogin", "OcobnueocTi
3acTocyBaHHs" BigNoBigHO 4O OHOBMEHOI iHpopmalii 3
6e3neku gjtoyoi pevoBuHU. BBeaeHHs 3MiH NpoTsiroM 6-Tu
MicsiLiB nicnsi 3aTBepaAKeHHS. 3MiHu | Tuny - 3miHu Wwono
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsiay. 3miHa y KopoTkil
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHSA Ha NigcTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neku 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpaviiiuii nepion, abo sk pesynbtat
OLiHKM 3BITY 3 gocnigKeHb, NPOBEeAEHMX BIANOBIAHO A0 NnaHy

3a
peuerimom

UA/5302/01/03
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negiatpuyHmx gocnimkeHs (PIP) (iHwi 3miHM). 3MiHWM BHECeHi
[0 IHCTPYKLIT ANS MeANYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby y po3aginu "MoGiyHi peakuii" BignoBigHO 4O OHOBMEHOT
iHdbopMmalii 3 6e3nekun gjtyoi pevyoBMHM 040 BOBYAKOBOIO
cvHapomy. BBegeHHs 3MiH NpoTsaArom 6-Tv MicsiLiB nicnsi
3aTBepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy. 3MiHa y KOpoTKii
XapakTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANs MeAMYHOro 3acTOCyBaHHSA Ha nigcTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbKoro
3acoby, abo gocnimxkeHb 3 6e3neky 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHuii nepiog, abo sik pesynbtat
OLHKM 3BIiTY 3 4OCNiAXeHb, NPOBEAEHMX Bi4NOBIAHO A0 NnaHy
nepiatpnyHux gocnigxeHns (PIP) (iHwi 3mMiHW). 3MiHW BHeCeHi
[0 IHCTPYKUIT NS MegUYHOro 3acToCyBaHHS NikapCbKoro
3acoby y po3aginu "MoGiyHi peakuii" BignoBiAHO 40 OHOBMEHOT
iHdpopmauii 3 6e3neku Ail4oi peYOBMHM LLOAO PO3PUBY M'S3IB.
BBeaeHHst 3MiH NPOTArom 6-TK MicAUIB NiCNA 3aTBEPAXKEHHS.
3MiHu | TUny - 3MiHn Wwopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay. 3MiHW y KOpOTKil XxapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii ans
MeOUYHOro 3aCToCyBaHHSI reHepuYHUX/ribpnaHmnx/GionogibHmx
nikapcbkunx 3acobiB nicnst BHECEHHS Tiel camoi 3MiHWN Ha
pedepeHTHUIA Npenapar (3MiHa He NoTpebye HagaHHs XKOOHMX
HOBMX O04aTKOBMX AaHMX). 3MiHW BHECEeHi 4o IHCTPYKLUii Ans
ME[NYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y posginu
"OcobnunBoCTi 3acTocyBaHHSA" WOAO PU3MKY PO3BUTKY
pabgomionisy 3rigHo 3 iHpopMmalLlieto LWoao MeaNYHOro
3acTocyBaHHs pedepeHTHOro Nikapcbkoro 3acoby
(Ninpumap®, TabneTku, BKpUTI NMiBKOBOKO 060M0HKO0, Nno 10
mr, 20 mr, no 40 wmr, 80 mr). BBegeHHs 3MiH NpoTsirom 6-Tu
MicsiLiB nicnsi 3aTBepaKeHHS. 3MiHu | Tuny - 3miHu wono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. 3MiHu y KOpoTKil
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUIT ANA MEANYHOrO 3aCTOCYBaHHSI
reHepuYHMX/ribpnaHux/6ionofibHMX nikapcbkmx 3acobiB nicns
BHECEHHS Tiei camoi 3MiHW Ha pedhbepeHTHUI npenapaT (3MiHa
He NoTpebye HalaHHs! XXOAHMX HOBUX AOOATKOBUX AaHUX).
3MiHM BHeCeHi 40 IHCTPYKUii AN MEAVYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnmeocTi 3acTocyBaHHs",
"OiTn" (peparyBanHs), "MobiyHi peakuii” 3rigHo 3 iHbopMmaLlieto
LLIOA0 MEAMNYHOrO 3aCTOCYBaHHSA peepeHTHOrO MikapCbKoro
3acoby (Mlinpumap®, TabneTku, BKpUTI NMIBKOBOK 060MOHKOI0,
no 10 wr, 20 mr, no 40 mr, 80 mr). BBegeHHs 3MiH npoTsirom 6-
TV MiCALIB Nicns 3aTBEPKEHHS.

14.

ATOPUC®

TabneTku, BKPUTI
NniBKOBOKO
ob6onoHkoto, no 30
mr, no 10 TabneTtok
y bnictepi; no 3 abo
no 6, abo no 9

KPKA,
n.o., Hoeo
MecTo

CnoBeHisi

BMPOGHMUTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTpOrb cepii Ta
Bunyck cepii: KPKA,

CnoBeHisi

3MiHu | TUny - 3miHKn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3MiHW y KOpOTKil XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMNYHOro 3aCTOCYBaHHSI reHepUYHUX/TibpuaHuX/6ionogibHMx
nikapcbkux 3acobiB Nicns BHECEHHsI TiEl camoi 3MiHW Ha
pedepeHTHUIA Npenapar (3MiHa He NoTpebye HagaHHs KOOHUX

3a
peuenmom

UA/8671/01/02
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CroBeHisi; KOHTPOIb
cepii: KPKA, a.4.,
Hoso mecTo,
CnogeHisi; Keminab
n0.0.0., CrnoseHis

MeAMYHOro 3acTOCYBaHHS NikapCbkoro 3acoby y po3ainu
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta iHwWi Buam
B3aemogin", "OcobnueocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHA Ta 4o3u" 3rigHo 3 iHpopmallieto woao
MeOUYHOro 3aCToCyBaHHsi pe)epPeHTHOro Nikapcbkoro 3acoby
(JNlinpumap®, TabneTtkn, BKpUTI NNiBKOBOIO 060M0HKO0, Mo 10
mr, 20 mr, no 40 wmr, 80 mr). BBeaeHHs 3MiH NpoTAromM 6-Tu
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHa y KoOpoTKii
XapakTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIi ANA Mean4yHoro 3acTocyBaHHs Ha NiacTaBi
perynsipHO OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3neky 3acTOCyBaHHSA MiKapCbKOro
3acoby B nicnsipeecTpauiiHuii nepiog, abo sik pesynbtat
OLiHKM 3BIiTY 3 4OCNiAXeHb, NPOBEAEHMX Bi4NOBIAHO A0 NnaHy
nepiatpnyHux gocnigxeHns (PIP) (iHwi 3mMiHW). 3MiHW BHeCeHi
[0 IHCTPYKUIT NS MeguMyHOro 3acToCcyBaHHS NiKapCbKoro
3acoby y po3aginu "®apmakonoriyHi BnacTMBocTi",
"MpoTtunokasaHHs", "B3aemopis 3 iHWMMK fikapcbkumMm
3acobamu Ta iHWi Buan s3aemoginn”, "OcobnmBocTi
3acTocyBaHHA" BignNoBiAHO 40 OHOBMEHOI iHhopmMaLii 3
6esneku fjitoyoi pevoBuHW. BBegeHHs 3MiH npoTsrom 6-tm
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy. 3MiHa y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha NiacTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxkeHb 3 6e3nekn 3aCTOCYBaHHS MikapCbKOro
3acoby B nicnsipeecTpauiiHnii nepiog, abo sk peaynbtart
OLiHKM 3BITY 3 JOCNigKeHb, NPOBEAEHMX BIANOBIOHO A0 NnaHy
nepiatpnyHux gocnigxeHs (PIP) (iHwi 3mMiHW). 3MiHWM BHeCeHi
00 IHCTPYKUIT ANs MeanYHOro 3aCTOCYBaHHS MikapCbKOro
3acoby y po3ainu "MobiyHi peakuii” BignoBiaHO 4O OHOBREHOT
iHcpopmalii 3 6e3nekn Aito4oi peYOBMHM LWOA0 BOBYAKOBOrO
cvHapomy. BBeeHHs 3MiH NpoTsArom 6-Tv MicsiLiB micnsi
3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHM WwWoao
6esneku/edekTMBHOCTI Ta hbapmakoHarnsay. 3miHa y KOpoTKin
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha NiacTasi
perynsipHoO OHOBIIOBAHOTO 3BiTYy 3 6e3neku nikapCbKkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTOCyBaHHS MikapCbKOro
3acoby B nicnsipeecTpauiiHnii nepioa, abo sik peaynbTart
OLLiHKM 3BiTYy 3 JOCHNIOKEHb, NPOBEAEHMX BiANOBIOHO 4O MnaHy
nepiatpnyHux gocnigxeHs (PIP) (iHwi 3mMiHW). 3MiHWM BHeCeHi
00 IHCTPYKUIi ANs MeAMYHOro 3aCTOCYBaHHS MikapCbKOro
3acoby y po3aginu "MMobiyHi peakuii" BiANoBiAHO 4O OHOBMNEHOT
iHdpopmaLii 3 6e3neku Ail4oi peYOBMHM LLOA0 PO3PUBY M'SI3IB.
BBegeHHs 3MiH NpoTArom 6-Tu MicsLiB Micnsi 3aTBEPOXKEHHS.
3MmiHun | TMny - 3MiHun Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarmnsay. 3MiHW y KOPOTKii XxapakTepucTuli
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nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iIHCTPYKUiT ans
MEANYHOrO 3aCTOCYBaHHS reHepuyYHUX/ribpuaHux/GionogibHnx
nikapcbkux 3acobiB Nicns BHECEHHS TiET camoi 3MiHW Ha
pedepeHTHUI Npenapar (3miHa He NoTpebye HagaHHs XOOHWX
HOBUX AOAATKOBMX AaHMX). 3MiHWM BHECEHi 40 IHCTPYKLUii Ans
MELMYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby y po3ginu
"OcobnmBoCTi 3aCTOCyBaHHA" LLIOAO PU3NKY PO3BUTKY
pabaomionisy 3rigHo 3 iHpopMalLlieto LWoa0 MeANYHOTO
3acTocyBaHHS pedepeHTHOro fikapcbkoro 3acoby
(JNlinpumap®, TabneTtkn, BKpUTI NNiBKOBOO 060M0HKO0, Mo 10
mr, 20 mr, no 40 wmr, 80 mr). BBeaeHHs 3MiH NpOTAroM 6-Tu
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3MiHM y KOpOTKii
XapaKkTepucTuLi NikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT 4NA MeaNYHOro 3acToCcyBaHHS
reHepuYHMX/ribpuaHnx/6ionogibHMX nikapcbknx 3acobiB nicns
BHECEHHS TiEi camoi 3MiHW Ha pedpepeHTHUI npenapart (3MiHa
He noTpebye HagaHHS )XOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHV BHeCeHi [0 IHCTPYKLUii Ans MegMYHOro 3acCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnmBocCTi 3acTocyBaHHS",
"Oitn" (pegaryBanHs), "MobiyvHi peakuii" 3rigHo 3 iHopMauieto
LLI0A0 MEAMYHOrO 3aCTOCYBaHHS peddepeHTHOro NikapCbKoro
3acoby (Mlinpumap®, TabneTku, BKPUTI NMIBKOBOK 0OOOHKOI,
no 10 wmr, 20 mr, no 40 mr, 80 mr). BBegeHHs 3MiH NpoTsirom 6-
TV MicAUiB NicNsa 3aTBEPOKEHHS.

15.

ATOPUC®

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkot, no 40
mr no 10 TabneTok y
6nicTepi, no 1 abo
no 3 abono 9
GnictepiB y
KapTOHHiI kopobui

KPKA,
a.a., Hoeo
MecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpOrb cepii Ta
Bunyck cepii: KPKA,
n.o., Hoeo mecTo,
CroBeHisi; KOHTPOIb
cepii: KPKA, a.4.,
Hoso mecrTo,
CnosBeHisi; Keminab
n0.0.0., CrnoseHis

CrnioBeHis

3MmiHun | Tuny - 3miHn Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy. 3mMiHW y KOpoTKil xapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MEeAMNYHOro 3aCTOCYBaHHS reHepuYHNX/ribpnaHnx/6ionogioHnx
nikapcbkux 3acobiB nicnsi BHECEHHs Tiel camoi 3MiHU Ha
pedepeHTHUI Npenapart (3miHa He NoTpebye HaaaHHSA XOAHWX
HOBUX AOA4ATKOBMX AaHMX). 3MiHU BHECEHi 00 IHCTPYKLUIi Ans
MeAMYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby y posainu
"B3aemogis 3 iHWK1MKM nikapcbkMu 3acobamu Ta iHLi BUam
B3aemopin", "OcobnueocTi 3actocyBaHHs", "Cnocit
3acTocyBaHHA Ta Jo3un" 3rigHo 3 iHpopmalieto Wwoao
MEANYHOro 3acToCyBaHHS pedhepeHTHOro nikapcbkoro 3acoby
(NMinpumap®, TabneTkun, BKpUTI MiBKOBOKO 060MOHKO0, no 10
mr, 20 mr, no 40 wmr, 80 mr). BBegeHHs 3MiH NpoTsirom 6-Tu
MicsaUiB nicns 3aTBepAXeHHs. 3miHu | Tuny - 3miHK Wwono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa y KOpoTKin
XapakTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha NiacTasi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnimkeHb 3 6e3neky 3acToCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiHnii nepioa, abo sik pedynbtaTt
OLLiHKM 3BITYy 3 JOCNIgKEHb, NPOBEAEHMX BiANOBIOHO 4O MnaHy
nepiatpuyHux gocnigxeHs (PIP) (iHwi 3MiHM). 3MiHM BHeCeHi
00 IHCTPYKUIi ANs MeAMYHOro 3aCTOCYBaHHS MikapCbKOro
3acoby y po3ginu "®apmakonoriyHi BnacTmMBocTi",
"lMpoTnnokasaHHs", "B3aemogisi 3 iHWMMUM NikapCbKUMM

3a
peuerimom

UA/8671/01/01
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3acobamu Ta iHWi Buan s3aemoginn”, "OcobnmBocTi
3acTocyBaHHS" BiANOBIAHO 4O OHOBMEHOI iHhopmaLii 3
6e3neku fito4oi pedoBnHU. BBeaeHHst 3MiH NpoTaromM 6-u
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y KopoTkin
XapaKkTepuCTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANs MeaMYHOro 3acTOCyBaHHSA Ha nigcTasi
perynsipHO OHOBIOBAHOTO 3BiTYy 3 6e3nekun nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3aCTOCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHuii nepiog, abo sk pesynbtat
OLLiHKM 3BITY 3 JOCNigKeHb, NPOBEAEHMX BIANOBIOHO A0 MnaHy
neaiatpuyHmx gocnimkeHs (PIP) (iHwi 3miHM). 3MiHWM BHECeHi
[0 IHCTPYKUIT NS MeguMYHOro 3acToCcyBaHHS NikapCbKoro
3acoby y po3ginu "TobiyHi peakuii" BianoBiaHO 4O OHOBNEHOT
iHdbopMalii 3 6e3neku gjt4oi pevyoBMHM 040 BOBYAKOBOIO
cuHapomy. BeegeHHst 3MiH npoTsirom 6-Tu Micsauis nicns
3aTBEpAKEHHS. 3MiHu | Tuny - 3MiHK Woao
Ge3nekn/ecdekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHa y KopoTkii
XapaKkTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEAMYHOrO 3aCTOCYBaHHSA Ha NiacTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiiuii nepioa, abo sik pesynbtat
OLHKM 3BIiTY 3 4OCNiAXEeHb, NPOBEAEHMX Bi4MNOBIAHO A0 NNaHy
neaiatpuyHmx gocnimkeHs (PIP) (iHwi 3miHM). 3MiHM BHECeHi
[0 IHCTPYKLIT ANS MeAUYHOro 3aCTOCYBaHHSA NikapCbKOro
3acoby y po3ainu "MobiyHi peakuii” BignoBiaHO 4O OHOBMEHOT
iHpopmalii 3 6e3neku Ailo4oi peYoBMHM LLOA0 PO3PUBY M'S3IB.
BBegeHHs 3MiH NpoTarom 6-Tu MicsuiB nicns 3aTBepaKeHHS.
3MiHu | TUny - 3miHK Wwopo 6e3nekn/edPekTUBHOCTI Ta
dapmakoHarnsgy. 3MiHW y KOpoTKil XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeANYHOro 3aCTOCYyBaHHSI reHepUYHUX/TibpuaHux/6ionoaibHMx
nikapcbkux 3acobiB nicnsi BHECEHHs! Tiel camoi 3MiHU Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye HalaHHs XOAHUX
HOBUX AOAATKOBMX OaHMX). 3MiHWM BHECEHi 40 IHCTPYKLUIi Ans
MELMYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby y po3ginu
"OcobnunBoCTI 3aCTOCyBaHHA" LLOAO PU3MKY PO3BUTKY
pabaomionisy 3rigHo 3 iHbopmaLi€eto LWoao MeanyHoro
3acTocyBaHHs pedhepeHTHOrO fikapcbkoro 3acoby
(NMinpumap®, TabneTkun, BKpUTI MiBKOBOKO 060M0HKO0, Nno 10
mr, 20 mr, no 40 wmr, 80 mr). BBeAeHHs 3MiH NpOTAromM 6-Tu
MicsaUiB nicns 3aTBepAXeHHs. 3MiHu | Tuny - 3miHK Wwono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. 3MiHV y KOpOTKil
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHux/6ionofibHMX nikapcbkmx 3acobiB nicns
BHECEHHS Tiei camoi 3MiHN Ha pedbepeHTHWI npenaparT (3MiHa
He noTpebye HafaHHs XXOAHUX HOBUX AOAATKOBUX AaHUX).
3MiHW BHeCeHi 0 IHCTPYKLIi ANs MeAUYHOr0 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ainu "OcobnuBocTi 3acTocyBaHHs",
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"Oitn" (pegarysanHs), "MobivnHi peakuii" 3rigHo 3 iHbopmaLieto
LLIOAO MEANYHOrO 3aCTOCYBaHHSA pedepeHTHOro MikapCbKoro
3acoby (Jlinpumap®, TabneTkun, BKPUTI NNiBKOBOK 0GOSTOHKOL,
no 10 wr, 20 mr, no 40 mr, 80 mr). BBegeHHs 3MiH NpoTsirom 6-
TV MiCALIB Nicns 3aTBEPOKEHHS.
16. | ATOPUC® TabneTkn, BKPUTI KPKA, CnoBeHis BUPOBHMUTBO "in CnoBeHis 3MiHu | Tuny - 3MiHun Wwopo 6e3nekn/edpeKTUBHOCTI Ta 3a UA/8671/01/03
NniBKOBOO a.Aa., Hoeo bulk", nepeuHHe Ta apmakoHarnsay. 3mMiHW y KOpOTKil XxapakTepucTuui peuernmom
obonoHkoto, 60 Mr, MecTo BTOPUHHE nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUIi Ans
no 10 Tabnetok y nakyBaHHs, MeOUYHOro 3aCTOCYBaHHsI reHepu4HuX/ribpnaHmnx/GionogibHmx

6nictepi; no 3 abo
no 6, abo no 9
Gnictepis B
KapTOHHiI kopooLyji

KOHTpOrb cepii Ta
Bunyck cepii: KPKA,
n.a., Hoso mecTo,
CnoBeHisi; KOHTPOIb
cepii: KPKA, o.4.,
Hoso mecTo,
CnogeHisi; Keminab
4.0.0., CnoseHis

nikapcbkux 3acobiB Nicns BHECEHHS TiET camoi 3MiHW Ha
pedepeHTHUIA Npenapar (3MiHa He NoTpebye HagaHHs KOOHWX
HOBMX O0A4aTKOBMX AaHMX). 3MiHM BHECEeHi 4o IHCTPYKLUIi Ans
MELMYHOro 3aCTOCyBaHHS nikapcbKoro 3acoby y po3ginu
"B3aemogisi 3 iHWu1MK nikapcbkummn 3acobamu Ta iHwWi Buam
B3aemogin", "Ocobnueocti 3actocyBaHHs", "Cnocit
3aCcToCyBaHHA Ta 403" 3rigHo 3 iHhopmalieto Wwoao
MeOUYHOro 3aCToCyBaHHsi pedPepPeHTHOro NiKapcbkoro 3acoby
(Ninpumap®, TabneTtkn, BKpUTI NNiBKOBOK 060510HKO, No 10
mr, 20 mr, no 40 wmr, 80 mr). BBeaeHHs 3MiH NpoTarom 6-Tu
MicsiLiB micnsi 3aTBepAKeHHSA. 3MiHu | Tuny - 3miHn wopao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy. 3MiHa y KopoTkii
XapaKkTepucTuLi NikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEAMYHOrO 3aCTOCYBaHHSA Ha NiacTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpadiiiuii nepion, abo sk pesynbtat
OLiHKM 3BITY 3 goCnigKeHb, NPOBEAEHMX BIANOBIOHO A0 NnaHy
negiatpuyHux gocnigxeHns (PIP) (iHwi 3MiHW). 3MiHW BHeceHi
[0 IHCTPYKLIT ANS MeAUYHOro 3aCTOCYBaHHSA NikapCbKOro
3acoby y po3ainu "®apmakonoriyHi BnacTmeocTi",
"MpoTunokasaHHs", "B3aemogais 3 iHWK1MM NikapCbKUMmn
3acobamu Ta iHwWi Buan B3aemogin", "OcobnueocTi
3acTocyBaHHs" BignoBigHO 4O OHOBrEHO! iHbopmalii 3
6e3neku gjtoyoi pe4oBuHW. BBegeHHs 3MiH NpoTsiroM 6-Tu
MicsiLiB nicnsi 3aTBepaKeHHS. 3MiHu | Tuny - 3miHu wono
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay. 3miHa y KopoTKil
XapaKkTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEAMYHOrO 3aCTOCYBaHHSA Ha NiacTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neku 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpaviiiuii nepion, abo sk pesynbtat
OLiHKM 3BITY 3 gOCNigKeHb, NPOBEAEHWX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigxkeHs (PIP) (iHwi 3MiHW). 3MiHW BHeCeHi
[0 IHCTPYKLIT ANs MeAUYHOro 3acTOCYBaHHS NiKapCbKOro
3acoby y po3ainu "MobiyHi peakuii” BignoBiaHO O OHOBREHOT
iHcpopMmawii 3 6e3nekn Aito4oi peUYoBMHM LWOA0 BOBYAKOBOIO
cuHapomy. BBefeHHs 3amiH npoTarom 6-Tm Micauis nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3MiHK Wono
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsiay. 3miHa y KopoTKil
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha NigcTasi
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perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTOCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiHuii nepiog, abo sk pesynbtat
OLHKM 3BiTY 3 4OCNiAXeHb, NPOBEAEHMX Bi4NOBIAHO A0 NnaHy
nepiatpnyHux gocnigxeHns (PIP) (iHwi 3miHW). 3MiHW BHeCeHI
[0 IHCTPYKLIT ANs MeQUYHOro 3acTocyBaHHS NikapCbKOro
3acoby y po3aginu "MoGiyHi peakuii" BignoBigHO 4O OHOBMEHOT
iHcbopmalLii 3 6e3nek Ajlo4oi PeHOBMHM OO0 PO3PUBY M'A3IB.
BBefeHHs 3MiH NpoTArom 6-Tu MicsiLiB Micnsi 3aTBEPOXKEHHS.
3MiHu | Tuny - 3MiHun Wwopo 6e3nekn/edpeKTUBHOCTI Ta
apmakoHarnsay. 3mMiHW y KOpoTKil XxapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT ans
MeOUYHOro 3aCToCyBaHHsI reHepuYHUX/ribpuaHmnx/GionogibHmx
nikapcbKkunx 3acobiB nicnst BHECEHHS Tiel camoi 3MiHU Ha
pedepeHTHUIA Npenapar (3miHa He NoTpebye HagaHHs XOOHUX
HOBMX O04aTKOBMX AaHMX). 3MiHWM BHECEeHi o IHCTPYKLUIi Ans
MEAMNYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y posginu
"OcobnmBocTi 3acTocyBaHHSA" LLIOAO PU3NKY PO3BUTKY
pabaomionisy 3rigHo 3 iHhopmaLi€eto LWoao MeanyHoro
3acTocyBaHHs pedhepeHTHOro NikapcbKoro 3acoby
(Ninpumap®, TabneTtkn, BKpUTI NNiBKOBOK 060M0HKO0, Mo 10
mr, 20 mr, no 40 wmr, 80 mr). BBeaeHHs 3MiH NpoTarom 6-Tu
MicsiLiB micnsi 3aTBepaKeHHA. 3MiHu | Tuny - 3miHn wopao
6e3nekn/ecdekTUBHOCTI Ta hapmakoHarnsgy. 3MiHM y KOpOTKil
XapaKkTepucTuLi NikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUIT ANA MEANYHOrO 3aCTOCYBaHHSI
reHepuyHuX/ribpuaHmnx/GionoaibHuMx nikapcbkux 3acobis nicns
BHECEHHS Tiei camoi 3MiHW Ha pedhbepeHTHUI npenapaT (3MiHa
He NoTpebye HalaHHs! XXOAHMX HOBUX AOOATKOBUX AaHUX).
3MiHM BHeCeHi 00 IHCTPYKLUIi 4Nt MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnmeocTi 3acTocyBaHHs",
"OitTn" (peparysanHs), "MobiyHi peakuii” 3rigHo 3 iHbopMmaLlieto
LLI0A0 MEAMYHOIO 3aCTOCYBaHHS pedepeHTHOrO NikapCbKoro
3acoby (Mlinpumap®, TabneTku, BKpUTI NMIBKOBOK 0OOIOHKOIO,
no 10 wr, 20 mr, no 40 mr, 80 mr). BBegeHHs 3MiH npoTsirom 6-
TV MiCSALIB Nicns 3aTBEPKEHHS.

17.

ATOPUC®

TabneTku, BKpUTI
NniBKOBOO
obonoHkoto, 80 wmr,
no 10 Tabnetok y
6nictepi; no 3 abo
no 6, abo no 9
GnicTepis B
KapTOHHiI kopobLyi

KPKA,
n.o., Hoeo
MecTo

CnoBeHis

BMPOGHMUTBO "in
bulk", nepeuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTpOnb cepii Ta
Bunyck cepii: KPKA,
n.a., Hoso mecTo,
CroBeHisi; KOHTPOIb
cepii: KPKA, a.4.,
Hoso mecTo,
CnogeHisi; Keminab
n0.0.0., CrnoseHisa

CnoBeHisi

3MiHu | TUny - 3miHK Wwopo 6e3nekn/edPekTUBHOCTI Ta
dapmakoHarnsaay. 3MiHW y KOpOTKil XapakTepucTuli
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMNYHOro 3aCTOCYBaHHSI reHepUYHUX/TibpuaHux/6ionogibHMx
nikapcbkux 3acobiB Nicns BHECEHHsI TiE camoi 3MiHWN Ha
pedepeHTHUIA Npenapar (3MiHa He NoTpebye HagaHHs XOoOHUX
HOBUX 4OAATKOBMX AaHWX). 3MiHN BHECEHI [0 iHCTPYKLiT Ans
ME[MYHOro 3aCTOCYBaHHS nikapcbKoro 3acoby y posginu
"B3aemogis 3 iHWK1MKM nikapcbkMu 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnmeocTi 3acTtocyBaHHs", "Cnoci6
3aCcToCyBaHHA Ta Jo3un" 3rigHo 3 iHhopmallieto Wwoao
MeJNYHOro 3acTOoCyBaHHsI pedhepeHTHOro nikapcbkoro 3acoby
(Ninpumap®, TabneTku, BKpUTI NMiBKOBOK 060MOHKO0, Nno 10
mr, 20 mr, no 40 wmr, 80 mr). BBeAeHHs 3MiH NpOTAroM 6-Tu
MicsiLiB nicns 3aTBepXXeHHs. 3MiHu | Tuny - 3miHK wono

3a
peuernmom

UA/8671/01/04




23 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1

6e3nekn/ecekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHa y KOpoTKii
XapakTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANs MeaMYHOro 3acTOCyBaHHSA Ha nigcTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTOCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiHuii nepiog, abo sk pesynbtat
OLHKM 3BiTY 3 4OCNiAXeHb, NPOBEAEHMX Bi4NOBIAHO A0 NnaHy
nepiatpnyHux gocnigxeHns (PIP) (iHwi 3MiHW). 3MiHWM BHeCeHi
[0 IHCTPYKLIT ANs MeQUYHOro 3acTocyBaHHS NikapCbKoro
3acoby y po3ginu "®apmakonoriyHi BnactTmMBocTi",
"MpoTtunokasaHHs", "B3aemopis 3 iHWMMK fikapcbkumm
3acobamu Ta iHWi Buau s3aemoginn”, "OcobnmeocTi
3acTocyBaHHA" BignNoBiAHO 40 OHOBMEHOI iHhopmMaLii 3
6esneku fjtoyoi pe4oBuHW. BBegeHHs 3MiH NpoTsarom 6-tm
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3MiHa y KopoTkii
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIi ANA Mean4yHoro 3acToCcyBaHHs Ha niacTaBsi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3aCTOCYBaHHS MikapCbKOro
3acoby B nicnsipeecTpauiiHuii nepiog, abo sk pesynbtat
OLiHKM 3BIiTY 3 4OCNiAXeHb, NPOBEAEHMX Bi4NOBIAHO A0 NnaHy
nepiatpnyHux gocnigxeHos (PIP) (iHwi 3miHW). 3MiHWM BHeCeHI
[0 IHCTPYKUIT 4Ns MeguMyHOro 3acToCcyBaHHS NikapCbKoro
3acoby y po3aginu "MoGiyHi peakuii" BignoBiAHO 40 OHOBMEHOT
iHcpopmalii 3 6e3nekn AitoYoi peYOBMHM LWOA0 BOBYAKOBOrO
cvHapomy. BBefeHHs 3MiH NpoTsarom 6-Tu MicsiLiB nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHK WwWoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay. 3miHa y KOpoTKil
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha NiacTasi
perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHnii nepioa, abo sk peaynbtart
OLLiHKM 3BITY 3 JOCNiOKEHb, NPOBEAEHMX BIANOBIOHO 4O MnaHy
nepiatpnyHux gocnigxeHs (PIP) (iHwi 3mMiHW). 3MiHWM BHeCeHi
00 IHCTPYKUIT ANs MeAMYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby y po3ginu "TobiyHi peakuii” BignoBiAHO 4O OHOBMNEHOT
iHpopmalLii 3 6e3neku Ail4oi peYOBMHM LLOAO PO3PUBY M'S3IB.
BBegeHHs 3MiH NpoTArom 6-Tu MicsiLiB Micnsi 3aTBEPOXKEHHS.
3MmiHun | Tuny - 3MiHun Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsaay. 3MiHW y KOpOTKil XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeMNYHOro 3aCTOCYBaHHS reHepuYHNX/ribpnaHnx/6ionogioHmx
nikapcbkux 3acobiB Nicns BHECEHHSI TiEl camoi 3MiHW Ha
pedepeHTHUIA Npenapar (3MiHa He NoTpebye HagaHHs XOOHUX
HOBUX OA4ATKOBMX AaHMX). 3MiHWM BHECEHI 40 IHCTPYKLUIi Ans
MELNYHOro 3aCTOCYBaHHS NMikapcbKoro 3acoby y po3ginu
"OcobnunBoCTI 3acToCyBaHHS" LWOAO PU3MKY PO3BUTKY
pabaomionisy 3rigHo 3 iHbopmaLieto LWoao MeanyHOro
3acTocyBaHHsA ped)epeHTHOro NiKapcbKoro 3acoby
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(JNlinpumap®, TabneTtkun, BKpUTI NNiBKOBOK 060M0HKO, No 10
mr, 20 mr, no 40 wmr, 80 mr). BBeaeHHs 3MiH NpOTAroM 6-Tu
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHu Wwoao

6e3nekn/ecekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHM y KOpOTKii

XapakTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta

IHCTPYKUiT ANS MEeAWNYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHnx/6ionogibHMX nikapcbkmx 3acobiB nicns

BHECEHHS TiEi camoi 3MiHW Ha pedpepeHTHMI npenaparT (3MiHa
He noTpebye HagaHHS )XOAHUX HOBUX AOAATKOBUX AaHUX).

3MiHV BHeCeHi o IHCTPYKLUii Ans MegMYHOro 3acToCyBaHHS

nikapcbkoro 3acoby y po3ainu "OcobnmBocTi 3acTocyBaHHs",
"Oitn" (pegarysBanHs), "MobivnHi peakuii" 3rigHo 3 iHopMauieto
LLI0A0 MEAMYHOIO 3aCTOCYBaHHS peddepeHTHOro NikapCbKoro
3acoby ([linpumap®, TabneTkn, BKPUTI NMIBKOBOK 0BOOHKOI,
no 10 wmr, 20 mr, no 40 mr, 80 mr). BBegeHHs 3MiH NpoTsirom 6-
TV MicAUiB Nicnsa 3aTBEPOKEHHS.

18.

ALEPBIH

ma3b no 30 r abo
100 r masi B Ty6i; no
1 Ty6i B KAPTOHHIN
yrnakoBLi

dapmauey
Tilwe
habpik
MoHTaBiT
m6X

ABcTpis

dapmaveyTiwe
abpik MoHTaBiT
M6X

ABcTpis

3MiHn | Tuny - 3miHn Wwopao 6e3nekn/edekTnBHOCTI Ta
dapmakoHarnsgy. BeegeHHst abo 3miHM Jo y3aranbHeHUX
OaHunx npo cuctemy papmakoHarnsgy (BBegeHHs
y3aranbHEeHUX AaHux Npo cuctemy papmakoHarnsagy, 3mMiHa
YNOBHOBa)eHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
dapmakoHarnagy; KoHTakTHoi ocobu 3 hapmakoHarnsgy
3asBHUKa A4S 34iNCHEHHs bapmakoHarnsaay B YKpaiHi, AKLWo
BOHa BiAMiHHa Bif ynoBHOBa)KeHoi ocobu, BignosiaanbHoOI 3a
3AaiicHeHHs dhapmakoHarnsgy (BKIYaryM KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-darina cuctemu
hapmakoHarnsigy). 3miHa ynoBHOBaXeHOi 0cO6U 3asiBHYMKA,
BignosiganeHoi 3a hapmakoHarnsag. ditoya pegakuis: Dr. Eva
Maizner. lMponoHoBaHa pepakuis: Dr. Barbara Posch. 3miHa
KOHTaKTHUX JaHMX YNOBHOBaXEHOI 0COOU 3asiBHYKA,
BignosiganbHoi 3a dpapMakoHarnsg.

6e3
peuenma

UA/15260/01/01

19.

BEAPATOH®

TabneTkun no 5 wmr;
no 14 Tabnetok y
6nicTepi, no 2 abo 6
GnictepiB y
KapTOHHIN ynakoBLj

TOB
"MMEOPA
PMNTO"

YkpaiHa

TOB «KYCYM
DOAPM»,

YkpaiHa

3MiHn | Tuny - 3MiHK 3 aKkocTi. [oToBMI Nikapcbkuin 3acib.
3MiHM y BUpoBHMLUTBI. 3MiHa po3Mipy cepii (Bknovakoum
Aiana3oH po3mipy cepii) roToBoro nikapcbkoro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAXEHUM

po3mipoM) - BBEAEHHS foAaTKOBUX po3mipis cepii MM13.

3atBepaxeHo: [losyBaHHsi 5 mr: 100 000 TabneTok
3anponoHoBaHo: flosyBaHHs 5 mr: 100 000 Tabnetok 300 000
TabneTok

3a
peuerimom

UA/18781/01/01

20.

BEAPATOH®

Tabnetkun no 10 wr;
no 14 tabnetok y
GnicTepi, no 2 abo 6
GnictepiB y
KapTOHHIN yrnakoBLii

TOB
"MMEOPA
PM NTO"

YkpaiHa

TOB «KYCYM
OAPM»

YkpaiHa

3MiHn | Tuny - 3miHK 3 skocTi. [oToBMI Nikapcbkui 3acib.
3MiHM y BUpOOHMLUTBI. 3MiHa po3mipy cepii (Bknoyaoum
Aiana3oH po3mipy cepii) roToBoro nikapcbkoro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHSHO i3 3aTBEPAXEHUM
po3MmipoM) - BBEAEHHSA [0AaTKOBUX po3mipis cepii MM13.

3atBepaxeHo: [osyBaHHst 10 mr: 100 000 TabneTok
3anponoHoBaHo: [JodyBaHHsA 10 mr: 100 000 TabneTok 150
000 Tabnetok

3a
peuenmom

UA/18781/01/02

21.

BIOCENT 70

pO34unH Ans
30BHILUHLOIO
3acTtocyBaHHsA 70 %
no 100 mny

TOB
"YkpaiHcbk
a

dapmaueB

YkpaiHa

MpAT "Bionik"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 akocTi. [oToBMI Nikapcbkui 3acib. Cucrema
KOHTeWHep/3aKynoptoBarnbHUiA 3aci6. 3mMiHa y NepBUHHIN
ynakoBLi rOTOBOro nikapcbkoro 3acoby (Tvn KoHTelHepa abo

3a
peuenmom

UA/13166/01/02
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cnakoHax abo TUYHA [o[aBaHHS HOBOro KOHTeNHepa) - TBepai, M'siki Ta
GaHKax CKNsHUX; No KoMnaHist" HecTepunbHi pigki nikapcbki opmn. BBEAEHHSI 4OAATKOBOro
1 ny KaHicTpax TUMY YNakoBKN — KaHICTPW MOMiMEPHOI.
noniMepHux 3MinHn | TMNy - 3MiHK 3 siKOCTi. [oTOBUMIA NikapcbkKiA 3acib.
Cuctema KoHTelHep/3akynoptoBanbHuii 3acib. 3miHa po3mipy
yMaKoBKW FOTOBOIO Nikapcbkoro 3acoby (3miHa macu/o6'emy
BMICTY KOHTelHepa 6arato030B0ro nikapcbkoro 3acoby Ans
HenapeHTepasbHOro 3acTocyBaHHsi (abo 04HOA030BOrO,
YaCTKOBOrO BUKOPUCTAHHS)) BBEAEHHS [OAATKOBOrO Po3Mipy
ynakoBku 1 11 06ymMoOBneHO BUMOrow crnioxusadis. [itova
peaakuis: no 100 mn y hnakoHax abo 6aHkax; MNponoHoBaHa
peaakuisi: no 100 mn y conakoHax abo 6aHkax cknsiHuX; no 1 n
Y KaHicTpax nonimepHux
22. | BOPHA MA3b mMasb 5 %; no25ry TOB YkpaiHa TOB "TepHodapm" YkpaiHa 3Minn |l Tuny - 3minn 3 axocTi. A®I. BupobHuuteo. 3miHa bes UA/8718/01/01
5% Tybax; no 25ry "TepHoda BUPOBHMKA BUXIOHOrO/NpOMiXKHOrO NpoAyKTYy/peareHTy, Lo peuyenma
Ty6i; no 1 1y6i B pm" BUKOPUCTOBYIOTLCS Y BUPOBHMYoMY npoueci APl, abo 3miHa
nayui 3 KapToHy BMPOGHMKa (BKIKO4alouW, Ae HeobXigHO, Micue NpoBeAeHHS
KoHTponto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BignoBigHOCTI €Bponeiickkin hapmakonei y 3aTBepaKeHoMy
[OCbe)(BBEAEHHSA HOBOrO BMpobHuka APl 3 HagaHHAM mMacTep-
daiina Ha APl) BHeceHHs foaaTKoBOro BUPOGHMKA aKTUBHOT
cybcTaHuii kucnotn 6opHoi « SUJATA CHEMICALS», IHgis
(3aTBepokeHo: 3AT «I'KX bop», Pocinceka ®enepadis;
3anponoHoBaHo: 3AT «'KX Bop», Pocilicbka Penepadis;
«SUJATA CHEMICALS», Ingisi)
23. | BOPOMEHTON | ma3b no 25 ry Ty6i TOB YkpaiHa TOB "TepHodapm" YkpaiHa 3Minun |l Tuny - 3miHn 3 akocTi. A®I. BupobHuuteo. 3miHa bes UA/8619/01/01
antoMiHiesin; no 1 "TepHoda BUPOGHMKa BUXiQHOMO/MPOMIXXHOIO NPOAYKTY/peareHTy, Lo peuenma
Ty6i B nayui 3 pm" BMKOPVCTOBYIOTbCS Y BUpOBHUYoMy npoueci ADI, abo 3miHa
KapToOHy; No 251y BUpoGHMKa (BKMOYatoum, ae HeobxigHo, Micue NpoBeAEeHHSs!
Ty6ax anomiHieBmx KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
BiAMoBIAHOCTI €Bponencoki hapmakonei y 3aTBepaKeHOMy
[OCbe)(BBeAEHHS HOBOro BMpobHuka APl 3 HagaHHAM mMacTep-
darina Ha A®l) BHeceHHs1 4ogaTKOBOro BUPOOHUKA akTUBHOT
cybcTaHuii kucnotu 6opHoi «SUJATA CHEMICALS», IHais 3
HafaHHaM macTep-danna Ha AdI, (3aTBepaxeHo:3AT « XK
Bop», Pocilicbka dpenepauis 3anponoHoBaHo: 3AT « MXK
Bop», Pocilicbka dpepepauis; «SUJATA CHEMICALS», IHgis)
24. | BOTOKC® NOPOLLIOK ANA AnnepraH IpnaHgis AnnepraH Ipnangis 3MiHn | TUnYy - 3miHK Wwopo 6esnekn/edekTMBHOCTI Ta 3a UA/16656/01/01
KOMMINEKC po34nHy Ans iH'ekuin | Papmack dapmacbioTikan3a dapmakoHarnsay. BHeceHHs1 abo 3miHa(u) oo 30608B's13aHb Ta peuenmom
BOTYNIHIYHOI | no 100 ognHuLb- loTikan3a Ipnangis YMOB BMAayi peecTpaLiiHOro NoceBigYeHHs, Bkrtovaroum MNnax
O TOKCUHY AnnepraH a6o no IpnaHais ynpaBniHHS pu3nkamu (iHwWi 3mMiHKM) 3as9BHMKOM HajaHo
TUNYy A (BIg 200 ogmHMLb- oHoBneHui MnaH ynpaeniHHs pusnkamu (MYP) Bepcis 9.2.
CLOSTRIDIUM AnnepraH; 1 3MmiHM BHeceHo Ao yacTuH: || «Cneuudikauia 3 6esnekuy, VI
BOTULINUM) rakoH 3 NOPOLLKOM «dopaTtkm»
B KapTOHHII kopobuy
25. | BPAUQAH® PO34MH AN iH'eKLin, Mepk LLisenuapi BMPOBHMLTBO CLIA/ 3Minum |l Tuny - 3MiHn wopo 6esnekn/edekTUBHOCTI Ta 3a UA/10458/01/01
100 mr/mn, no 2 mn Wapni A Hepo3dacoBaHoi Higepnanan | dapmakoHarnsgy. BHeceHHs abo 3miHa(M) 4o 3060B'A3aHb Ta peuenmom
y dnakoHi; no 10 Ooym npoaykuii, nepBnHHe YMOB BMAaYi peecTpauinHoro nocsigvyeHHs, Bkitoyvatoum NnaH
dnakoHiB y IOEA nakyBaHHs, ynpaBniHHS pu3nKamu (3acTocyBaHHS 3MiH(K), ki(a)
KapTOHHIN yrnakoBLii Mm6X KOHTpOrb cepii B BMMararTb(€) noaanbLIoro 06rpyHTyBaHHS HOBUMU

nepBUHHOMY

A04aTKOBMM JaHUMU, WO MakTb HagaBaTuCA KOMMNETEHTHUM
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nakyBaHHi Ta nig yac OopraHoM, OCKifnbK1 BUMaraeTbCs CyTTEBA OLliHKa
BUNpobyBaHb KOMMETEHTHNM opraHoM) 3asiBHUKOM HafaHO OHOBMEHWI
cTabinbHoCTi: MnaH ynpaeniHHsA puankamu Bepcis 8.0. 3MiHN BHeCeHi o ycix
MateoH yacTuH lNnaHy ynpaBniHHS pu3nkamu y 3B’a3Ky 3
MaHydekuypiHr 3aBepLUEHHAM KriHiYHMX gocnimpkeHb PNO89, PN146, PN145
Cepsices En. En. Ta imnnemeHTauii MYP go cTpykTypu BignosigHo go GVP
Ci., CLUA; Module V Rev 2.
BnpobHuuTBO 3a
NMOBHUM LIKITOM,
BKITO4AHOUM [03BIN
Ha BUMYCK Cepii:
H.B. OpraHoH,
Higepnanaw;
TECTyBaHHs
ctabinbHocTi*
(*TecTyBaHHs
LiNiCHOCTi 3aKpuUTTA
KOHTENHepa anga
BUPOBHMYOT
ninbHuui Patheon
Manufacturing
Services LLC, USA):
Bect Ananitikan
Cepsices, CLIA
26. | BEPOLUMIPOH kancynu no 50 mr no BAT YropwuHa BAT "T'epeoH YropuuHa 3miHu | Tvny - 3minm 3 AkocTi. CepTudikat BignosiaHocTi/lE- 3a UA/2775/01/01
10 kancyn y "l'epeoH PixTep" cepTudikaT BignoBiaHoOCTI EBponenchKil peuenmom
6nicTepi; no 3 PixTep" dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
Gnictepu B cepTugikaTa BignoBigHocTi abo Buny4eHHs ceptudikara

KapTOHHIN ynakoBLj

BignoBigHocTI €Bponenichkin dhapmakonei: ans Adl; ans
BMXiAHOrO MaTepiany/peareHTy/NPOMiKHOrO NPOAYKTY, LU0
BVKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AoNOMiKHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBNeHW cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOBHUKA -

MopaHHs oHoBneHoro CepTtudikaTty BignosigHocTi: R1-CEP
2000-005-Rev 05 (nonepegHs Bepcis R1-CEP 2000-005-Rev
04) Ha A®I cnipoHONaKTOH MIKPOHiI30BaHWI Bif BXe
3aTBepakeHoro BupobHuka Gedeon Richter Plc. 3minm | Tuny -
3MiHu 3 skocTi. CepTudikaT BignosiaHocTi/l'E-cepTudikaT
BiANoBIAHOCTI €Bponencekini hapmakonei/moHorpadii.
MonaHHs HoBoro abo OHOBMEHOrO cepTudikaTa BiANoBIAHOCTI
abo BMny4YeHHsi cepTudikaTa BignoBigHOCTI €EBponeichkii
dapmakonei: gna ADI; onsa BUxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpPONENChKin
dapmakonei) - OHoBMeHW cepTudikaT Bif yxe
3aTBepAKeHoro BUpobHuka - MNoaaHHs OHOBMEHOro
Ceptudikaty BignosigHocTi R1-CEP 2003-175-Rev 05
(nonepeaHsi Bepcist R1-CEP 2003-175-Rev 04) Ha AdI
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CMipOHOMAaKTOH Bif BXXe 3aTBepaKeHoro BupobHuka Zhejiang
Shenzhou Pharmaceutical Co. Ltd Ak Hacnigok, B pamkax
naHoi amiH EDQM 6yno cxBaneHo 3miHu B Cneumdikauii

[iloyoi pevoBuHU, a came: napameTp «Xpom» Byno
BUKMOYeHO i3 Cneuudikauii. 3MiHn | TURY - 3MiHK 3 KOCTI.
Ceptudpikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponeicbkin dapmakonei/moHorpadii. NMogaHHsA HoBoro abo
OHOBIEHOro cepTudikaTta BigNoBiAHOCTI abo BUMYYEHHS
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei: ons
AQDI; onsa BuxigHoro matepiany/peareHTy/npomMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTECS Y BUPOBHULTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBiAHOCTI
€Bponeiickkin thapmakonei) - HoBui cepTudikar Big HOBOro
BMPOGHMKa (3amiHa abo gonoBHeHHs) MogaHHA HoBOro
cepTudikaty BignosigHocTi €Bponerickkin hapmakonei Ne R1-
CEP 2004-203-Rev 01 Big HoBOro BMpoGHuka Zhejiang
Langhua Pharmaceutical Co., LTD. akTvBHOi pe4oBuHM
cnipoHonakToHy. 3MiHu | Tuny - 3MiHm 3 sikocTi. CepTudikaT
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI €Bponenchkin
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3 HeobXiAHICTIO
nNpvBeAEHHSs Yy BiANOBIAHICTL 40 MOoHorpadii AdY abo
€Bponeiickkoi hapmakonei, abo iHLWOoi HauioHanbHoT
dapmakonei gepxasu €C (3miHa y cneuudikauisx, nos'asaHa
3i amiHamu B [1®Y, abo €Bponelicbkii hapmakonei, abo iHLWin
HauioHanbHin bapmakonei aepxaeun €C) BHECEHHS 3MiH 40

cneumdikauii, a came- 4o nokasHuka «BTpatu Npu CyLiHHi», y

3B’513Ky 3 NpuBEAEHHSM A0 EBponeiicbkoi hapmakonei.
BHacnigok BuLlesragaHux 3miH NocunaHHs Ha BUPOOHMKa
Zhejiang Shenzhou 6yno BuaaneHo 3 BUHOCKM cneuudikaii
aKTUBHOI pe4OBUHU B JIOKYMEHTaLii BUpOGHUKa roToBoi
npogaykuii Gedeon Richter Plc. MocunaHHs Ha meToa
ineHTndikauii aHaniTuuHol npouenypw IR Ans akTMBHOI
PEYOBUHM B OKYMEHTaLii BUPOOHMKA roTOBOI NPOAYKLi

Gedeon Richter Plc. 6yno 3amiHeHo 3 Ne C5-00-02 Ha No C5-

00-01. €guHa BiAMIHHICTb MiXXK METOAaMM NONsSirae B TOMY, LLO

nocunaHHsa Ha HegivicHy Bepcito Pocincekoi hapmakonei 6yno

BuaaneHo. Ak Hacnigok, 3MiHu B cneuudikadii gitoyol
pEYOoBUHY, @ came-3MiHa NOCUMaHHS Ha MeTof BUPOBHYMKa
(komyBaHHSA) Ta BignosiaHO HoMep cneundikauii. Kputepii

NPUAHATHOCTI 3aNULLIMNNCA HE3MIHHUMW. 3aTBEPAXEHO

MokasHuk «BTparta B Mmaci npu cywwiHHi» MNocunaHHsa Ha meTof
BMpOGHWKa (kopgyBaHHS) 1-00273-E3-06-01 MNoka3Huk «IR

spectrum» MocunaHHst Ha MeTof BUPobHUKa (koayBaHHs) C5-

00-02 Homep cneuudpikauii No. 1-00273-Q6-01-04
B3anponoHoBaHo [Noka3Huk «BTpaTa B Maci npu CyLUiHHI»

MocunaHHs Ha meToa BMPOGHUWKa (kodyBaHHs) 1-00273-E3-06-

02 Moka3Huk «IR spectrum» NocunaHHa Ha meTon BUPOOHWMKa

(kopgyBaHHs) C5-00-01 Homep cneumndikauii No. 1-00273-Q1-

06-01. 3miHm | Trny - 3miHu 3 sikocTi. ADI. KoHTponb AdI.
3miHa y napameTpax cneuudikadii Ta/abo JonyCcTUMNX MEX,
BM3HaYeHUX y cneumdikauisx Ha APl, abo
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BUXIOHWI/MPOMIDKHUIA NPOAYKT/peareHT, WO BUKOPUCTOBYOTHCSA
y npoueci BupobHuuTBa AD| (qonoBHEHHs cneundikauii
HOBWM MOKa3HUKOM SIKOCTi Ta BiANOBIiAHUM METOA0M
BunpobyBaHHs) (b.1.6.1. (B) IA)
3MiHM Yy napameTpax crneumdikaLii akTMBHOI Pe4OBUHM
BUpobHuka Zhejiang Shenzhou Pharmaceutical Co. Ltd, a
camMe: JOMOBHEHHS creumdikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BiANOBIgHMM MeTo4OM BUNPOBYBaHHS - OAABAHHS
napametpa «MikpobionoriyHa YnctoTa». Ak Hacnigok, aMiHa *
HOMepy cneumdikauii akTMBHOI pe4oBUHU BUPOOHMKa Zhejiang
Shenzhou Pharmaceutical Co. Ltd, * 3 gokymeHTauii
BUpoBHMKa akTUBHOI pevoBuHM Zhejiang Shenzhou BuaaneHi
BCi po3ainu, siki MicTATb Tinbku nocunaHHsa Ha CEP i He
MICTATb HisiKOi JoaaTKoBoi iHopmadii. Po3ginn 3.2.S.2.1i
3.2.S.7.1 TakoX BUIy4Y€eHi, TOMY LLO BUPOBHUYI MangaHumku,
nepion NOBTOPHMX BUNPOGYBaHb | yMOBU 36epiraHHs BKIOYEHI
B CEP. BignoBigHe kepiBHMUTBO - Lie KepiBHULTBO No
3BEEHHIO BUMOT 0 aKTUBHUX PEYOBUH B YaCTUHI SIKOCTi AOCHE
CHMP/QWP/297/97 Rev 1 Corr, EMEA/CVMP/1069/02. 3miHun
| Tuny - 3miHn 3 akocTi. A®I. KoHtponb ADI. 3miHa y
napameTpax crneuudikauin Ta/abo JonycCTUMUX MeX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BVXiAHVIN/MPOMDKHUI NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTtea ADI (iHwi 3miHKM) 3miHa YacToTn
TEeCTyBaHHA nNapameTpa crneyudikauii, a came 3MmiHa 4yacToTu
TeCTyBaHHs nokasHuka «MikpobionoriyHa yictoTta». Ak
Hacnigok, 3MiHa Homepy cneumadikauii akTUBHOI pe4OBUHU
BMPOGHMKa Takox, 3 JOKyMeHTaLii BUPOOGHMKa aKkTUBHOI
peyoBuHM Gedeon Richter BuganeHo Bci po3ainu, ski MiCTATb
nuwe nocunaxHs Ha CEP Ta He MicTATb )0AHOI 0AaTKOBOT
iHcpopmaii. Po3ginu 3.2.5.2.1 1a 3.2.S.7.1 Takox
BUAAnNSAOTLCS, OCKINbKM BUPOOHUYI ManaaHumkuy, nepiog,
NMOBTOPHOIO TECTYBaHHSA Ta YMOBW 36epiraHHs BKINOYEHI 40
CEP. BignoBigHum kepiBHuLTBOM € HacTaHoBa wwono
KOPOTKOro BMKMNaZy BUMOT 4O aKTUBHUX PEYOBUH Y YaCTUHI
akocTi gocke CHMP/QWP/297/97 Rev 1 Corr,
EMEA/CVMP/1069/02. 3atBepaxeHo MikpobionoriyHa
ynctota??? ? ? ?04Ha cepis Ha KOXHY BUPOBHMYY KamnaHito,
ane npuHanMHi ogHa cepisi Ha pik, NPOTeCTOBaHa Ha MOMEHT
Bunycky 3ateepmkeHa cneuudikauis No. 1-00273-Q6-01-04
3anponoHoBaHo
Mikpo6ionoriyHa ynctota??? ? TecTyeTbCs NPUMHANMHI ogHa
cepis Ha pik NponoHoBaHa cneuudikauis No. 1-00273-Q1-06-
01
3MiHn | TUny - 3miHm 3 akocTi. APl. KonTponb A®I. 3miHa y
MeTofax BunpobysaHHs A®I abo BuUxigHoOro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y npoueci BUpobHuuTBa AD| (He3HauHi
3MiHW Y 3aTBEPOXKEHUX METOAAX BUNPOOYBaHHS)
BHeceHHs1 He3HauYHKX 3MiH y 3aTBepAXKeHI MeToamn

BMNpoOyBaHHs, a came-TecT «CynyTHi AoMillkuy. AK Hacnigok,
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B crneundikauii 4ito4oi pe4oBUHM 3MiHa NOCKUMaHHA Ha MeTon,
BMpObHYKa (kogyBaHHS) Ta BiANOBIAHO HOMep cneuwmdikawii.
KpuTepii NpUAHATHOCTI 3anuwnnmucst HeamiHHUMK. Y
[OOKyMeHTaLito BUpoGHMKa roTOBOro NpoaykTy 6yno BHeceHo
aesiki HeBenuki 3aMiHm ansa «CynyTHIX AOMILLOK» Anst aKTUBHOI
peyoBuHM: - [logaHa MOXNMBICTb BUKOPUCTAHHS PEYOBUHM
ONs ineHTugikaLii gomilwok Ans ineHtTudikauii npyugaTHoCTi
cuctemu. - [logaHo geTtarnbHUii NpoLec NPUroTyBaHHS PO3YUHY
oo NpuaaTHOCTI cucTemu. - [lonyckaeTbCst BUKOPUCTaHHSA
anbTepHaTUBHMX KOJNOHOK - PO34YnH Ans BU3Ha4YeHHS
YyTNMBOCTi OYB BKIOYEHWIN Pa3oM 3 Oro KpUTepiem
NPUIHSTHOCTI Ta cTabinbHICTIO po3yumnHy. - MeTog GyB
[OOMNOBHEHWI ABOMA [OAATKOBUMM KPUTEPISIMU NMPUAATHOCTI
cMCcTeMM, LLIO BiAMNOBIAAI0Tb 3MiHi YNHHOIO perfameHTy. -
[opaHa 3anponoHoBaHa NocnigoBHICTb BUNPOOYBaHb.
KpuTepii NpunHATTS Ta cam MeToq He 3MIHUAnCA.

27.

BEPOLUMIPOH

kancynu no 100 mr
no 10 kancyny
Gnictepi; no 3
Gnictepu B
KapTOHHIN ynakoBLj

BAT
"epeoH
PixTep"

YropwumHa

BAT "T'eneoH
Pixtep"

YropwuHa

3minu | Tvny - 3minm 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTudikat BignoBigHOCTI €BpoNenchbKin

capmakonei/MmoHorpadii. MNogaHHsA HoBOro abo OHOBNEHOTO
cepTtudikaTa BignoeigHocTi abo Buny4YeHHs ceptudikaTta
BignoBigHoCTi €Bponeichkin hapmakonei: ons Adl; ans
BMXiAHOrO MaTepiany/peareHTy/NpOMIKHOrO NPOAYKTY, LLO
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT

peyoBuUHM (cepTudikat BignoBigHOCTI €BponeichbKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEPKEHOr0 BUPOBHUKA -

MopaHHs oHoBneHoro CepTudikaTty BignosigHocTi: R1-CEP
2000-005-Rev 05 (nonepeaHs Bepcis R1-CEP 2000-005-Rev
04) Ha A®I cnipoHONaKTOH MIKPOHiI30BaHWI Bif BXe
3aTBepakeHoro BupobHuka Gedeon Richter Plc. 3minm | Tuny -
3MiHu 3 akocTi. CepTudikaT BignosigHocTi/lE-cepTudikaT
BiANoOBIAHOCTI €Bponenchkini hapmakonei/moHorpadii.
MonaHHs HoBoro abo oHOBEHOro cepTudikaTa BiANOBIAHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI €Bponeinchkii
dapmakonei: gna ADI; onsa BUXigHoro
maTepiany/peareHTy/NnpoOMiKHOro NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBuHM (cepTudikat BigNoBiAHOCTI €BpONEChKin
dapmakonei) - OHoBNeHW cepTudikaT Bif yxe
3aTBepAKeHoro BUpobHuka - MoaaHHs OHOBMEHOro
Ceptudikaty BignosigHocTi R1-CEP 2003-175-Rev 05
(nonepepaHs Bepcist R1-CEP 2003-175-Rev 04) Ha ADI
CMipOHOMAaKTOH Bif BXe 3aTBEpAKEHOro BUpobHuka Zhejiang
Shenzhou Pharmaceutical Co. Ltd Ak Hacnigok, B pamkax
AaHoi 3miHn EDQM 6yno cxsaneHo 3miHv B Cneuundikadii
[itoyoi pevoBUHU, a came: napameTp «Xpom» Byno
BUKMOYeHO i3 Cneuudikadii. 3MiHn | TUNy - 3MiHKM 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikaT BignoBigHOCTi
€Bponelickkili hapmakonei/MoHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikaTta BiANOBIAHOCTIi a00 BUyYEHHSs
cepTudpikaTa BignosigHocTi €Bponeiichkii hapmakonei: ans

3a
peuerimom

UA/2775/01/02
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AQDI; onsa BuxigHoro matepiany/peareHTy/npomMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ans
[OMOMIDKHOI peyoBUHM (CepTudikaT BigNOBIAHOCTI
€Bponeickkin hapmakonei) - HoBuin cepTudikar Big HOBOro
BMpPOOHWKa (3amiHa abo AonoBHeHHs1) MNoaaHHA HOBOro
cepTudikaty BignoeigHocTi €Bponerickki hapmakonei Ne R1-
CEP 2004-203-Rev 01 Big HoBoro Bupo6Huka Zhejiang
Langhua Pharmaceutical Co., LTD. akTvBHOi pe4oBuHM
cnipoHonakToHy. 3MiHu | Tuny - 3MiHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI €BponenchKin
apmakonei/MoHorpadii. 3miHu, NoB'A3aHi 3 HeobxiaHicTo
NpyBEeAEHHS Yy BiANOBIAHICTL 40 MOHorpagii AdY abo
€Bponeiickkoi hapmakonei, abo iHWOoi HauioHanbHoT
dapmakonei gepxasu €C (3miHa y cneuudikauisx, nos'asaHa
3i amiHamu B [10Y, abo €Bponelicbkii hapmakonei, abo iHLwin
HauioHanbHin hapmakonei aepxaeun €C) BHECEHHS 3MiH 40
cneumdikaii, a came- 4o nokasHuka «BTpati Npu CyLwiHHI», y
3B’A3KY 3 NpMBEAEHHAM 00 €Bponenchbkoi hapmakonei.
BHacnigok BuLlesragaHnx 3miH NocunaHHsa Ha BUpOOHMKa
Zhejiang Shenzhou 6yno BuaaneHo 3 BUHOCKM cneuudikauii
aKTUBHOI Ppe4YOBMHM B OKYMEHTaLii BUpoOHMKa roToBoi
npoaykuii Gedeon Richter Plc. MNocunaHHa Ha meToz
ineHTndikauii aHaniTM4Hoi npouenypw IR Ans akTMBHOI
PEYOBMHM B AOKYMeEHTaLii BUpOGHMKa roToBOI NpoayKuii
Gedeon Richter Plc. 6yno 3amiHeHo 3 Ne C5-00-02 Ha No C5-
00-01. €auHa BiAMIHHICTb MiXXK METOAaMM NONsirae B TOMy, LLO
nocunaHHs Ha HefiicHy Bepcito Pocilicbkoi hapmakonei 6yno
BuaaneHo. Ak Hacnigok, 3MiHu B cneuudikadii gitoyol
pEeYoBUHY, @ came-3MiHa NOCUMaHHS Ha MeTof BUPOBHYMKa
(komyBaHHS) Ta BignosiaHo HoMep cneuwndikadii. Kputepii
NPUAHSATHOCTI 3anNULWIMNNCA HE3MIHHUMW. 3aTBEpPAXXEHO
MokasHuk «BTparta B Mmaci npu cyLwiHHi» MNocunaHHsa Ha meTof
BUPOGHYKa (kogyBaHHs) 1-00273-E3-06-01 MNMokasHuk «IR
spectrum» lNMocunaHHst Ha MeTof BUpobHUKa (kogyBaHHs) C5-
00-02 Homep cneuudpikauii No. 1-00273-Q6-01-04
B3anponoHoBaHo [Noka3Huk «BTpaTa B Maci npu CyLiHHi»
MocunaHHs Ha meToa BMPOGHMKa (kodyBaHHs) 1-00273-E3-06-
02 MokasHuk «IR spectrum» MNocunaHHa Ha meTon BUPOOHMKa
(kopgyBaHHs) C5-00-01 Homep cneumdpikauii No. 1-00273-Q1-
06-01. 3miHm | Trny - 3miHu 3 sikocTi. ADI. KoHTponb AdI.
3miHa y napameTpax cneuudikadivi Ta/abo JonycTUMmnx Mex,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiAHWA/NPOMiXHWI NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BupobHuutea A®I (qonoBHeHHs crnieumdikaLii
HOBWM MOKa3HWMKOM $IKOCTi Ta BigMoBiAHUM MeTOA0M
BunpobysaHHs) (b.1.6.1. (B) IA)
3MiHM Yy napameTpax creumdikaLii akTMBHOI pe4OBUHM
BMpob6HuKa Zhejiang Shenzhou Pharmaceutical Co. Ltd, a
camMe: JOMOBHEHHS creundikaLii HOBUM NOKa3HWKOM SIKOCTi Ta
BigNOBIOHMM METOAOM BMNPOOYBaHHS - AO4ABaHHS
napametpa «MikpobionoriyHa yncroray. Ak Hacnigok, 3miHa *
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HOMepy cneumdikaLii akTMBHOI pe4oBUHU BUPOOHMKa Zhejiang

Shenzhou Pharmaceutical Co. Ltd, « 3 gokymeHTauii
BMpoBOHMKa akTUBHOI peyoBuHM Zhejiang Shenzhou BuaaneHi
BCi po3ainu, ki MicTATb Tinbku nocunaHHsa Ha CEP i He
MICTATb HisiKOi 4oAaTKoBOI iHdopmadii. Po3ginn 3.2.5.2.1i
3.2.S.7.1 TakoX BUIy4Y€EHi, TOMY LLO BUPOBHUYI MangaHumku,
nepion NOBTOPHMX BUNPOGYBaHb | yMOBK 36epiraHHs BKIOYEHI
B CEP. BignosigHe kepiBHMUTBO - Lie KepiBHMLTBO No
3BEEHHIO BUMOT 40 aKTUBHWUX PEYOBUH B YacTWHi SIKOCTi JOCHE
CHMP/QWP/297/97 Rev 1 Corr, EMEA/CVMP/1069/02. 3miHun
| Tuny - 3miHn 3 akocTi. A®I. KoHTponb ADI. 3miHa y
napameTpax crneuudikauin Ta/abo JonycCTUMUX MeX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BVXiAHVIN/MPOMDKHUI NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTLCS
y npoueci BupobHuutea AP (iHwi 3miHM) 3miHa YacToTn
TEeCTyBaHHA nNapameTpa crneyudikauii, a came 3miHa 4yacToTu
TeCcTyBaHHs nokasHuka «MikpobionoriyHa ymctoTtar». Ak
Hacnigok, 3aMiHa HoMepy cneuudikaLii akTMBHOI pe4oBUHU
BUpo6HMKa TakoX, 3 AOKyMeHTaLii BUpOOHMKa aKTUBHOT
peyoBuHM Gedeon Richter BuganeHo Bci po3ainu, ski MiCTATb
nuwe nocunaxHs Ha CEP Ta He MiCTATb )04HOI 0AaTKOBOT
iHdbopmawii. Posginu 3.2.S.2.1 ta 3.2.S.7.1 Takox
BUAAnNSAOTLCS, OCKINbKM BUPOOHUYI ManaaHumky, nepiog,
NOBTOPHOIO TECTYBaHHSA Ta YMOBW 36epiraHHs BKIOYEHi 0
CEP. BignosigHum kepiBHUUTBOM € HacTaHoBa LWogo
KOPOTKOro BMKNaZy BUMOT 4O aKTUBHUX PEYOBUH Y YaCTUHI
skocTi gocbe CHMP/QWP/297/97 Rev 1 Corr,
EMEA/CVMP/1069/02. 3atBepaxeHo MikpobionoriyHa
ynctota??? ? ? ?04Ha cepis Ha KOXHY BUPOBHMYY KamnaHito,
ane NpUHanMHi ogHa cepis Ha pik, NpoTecToBaHa Ha MOMEHT
Bunycky 3ateepmkeHa cneuudikauis No. 1-00273-Q6-01-04
3anponoHoBaHo
Mikpo6ionoriyHa ynctoTa TecTyeTbCs NPUHaNMHI oaHa cepisi

Ha pik lMponoHoBaHa crneundikauis No. 1-00273-Q1-06-01
3MiHn | TUny - 3miHm 3 gkocTi. APl. KonTtponb A®I. 3miHa y
meTogax BunpobysaHHs AP abo BuxigHoro
mMaTepiany/npoMixXHOro NpoayKkTy/peareHTy, Lo
BVKOPVCTOBYETbLCS y npoueci BUpobHuuTea AD| (He3HauHi
3MiHW Y 3aTBEPAXKEHNX METOAaX BUNPOOyBaHHS)
BHeceHHs1 He3Ha4YHWX 3MiH Yy 3aTBepAXeHi MeToaun
BUNpoOyBaHHS, a came-TecT «CynyTHi AoMiLLKu». FAK Hacnigok,
B crneuudikaLii 4ilo4oi pe4oBUHM 3MiHa NOCUMaHHA Ha MeTon,
BUPOGHKKa (KogyBaHHS) Ta BignoBigHO HomMep crneumdikadii.
KpwuTepii NpURHATHOCTI 3anuwmnmncs HeaMiHHUMK. Y
[OKyMeHTaLito BUpOOHUKA rOTOBOrO NpoayKTy 6yno BHECEHO
Aesiki HeBenwki 3aMiHn ans « CynyTHIX 4OMILLOK» ANS akTUBHOI
peyoBUHU: -+ [logaHa MOXIMBICTb BUKOPUCTaAHHS PEYOBUHU
ONs ineHTugikauii Jomilok Ans igeHTudikauii npyuaaTHocTi
cuctemu. - [logaHo geTanbHUii NpoLec NPUroTyBaHHS PO3YnHY
LLIOA0 NpuAaaTHOCTI cuctemu. - [lonyckaeTbCsl BUKOPUCTAHHS

anbTepPHATUBHUX KOJIOHOK * P0o34uH ons BU3Ha4YeHHs
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YyTNMBOCTI BYB BKIOYEHMWI Pa3OM 3 MOro KpUTepiemM
NPUAHATHOCTI Ta cTabinbHicTio po3ymnHy. - MeTog 6yB
[OOMOBHEHWI ABOMa AOAATKOBUMU KPUTEPIMU NMPUAATHOCTI
cucTemu, LLO BIAMNOBIAAKTb 3MiHi YAHHOTO perfameHTy. -
[opnaHa 3anponoHoBaHa NocnifgoBHICTL BUNPOOyBaHb.
KpuTtepii npuiHATTA Ta cam MeTod He 3MiHUnucs.

28.

BUOAHOJI®

TabneTku, BKPUTI
o6onoHkot, no 500
mr no 10 TabneTok y
6nictepi; no 3 abo
no 6 6nictepis y
KapTOHHIN ynakoBLj

TOB
"TMEOPA
PMNTO"

YkpaiHa

KYCYM XENTXKEP
NBT NTAO

IHAis

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHa 3asBHVKa
(BnacHuka peecTpauinHoro nocsigveHHs) (3rigHo Hakazy MO3
Big 23.07.2015 Ne 460): 3atBepmkeHo: KYCYM XEJTTXKEP
MBT NTLA, IHais. 3anponaHosaHo: TOB «MEOPAPM NTO»
YkpaiHa. TepMiH BBeAEHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
Ge3nekn/ecdekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3aranbHEeHUX AaHnxX Npo cuctemy hapmakoHarnsgy
(BBEOEHHS y3ararnbHEeHUX AaHKX NPO CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapmakoHarnsay 3asiBHUKa 4Ns 34iINCHEeHHSs
tbapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-chaina cuctemn chapmakoHarnsgy).
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHUKA, BiAMNOBIAANLHOI 3a
30iNCHEHHs hapmakoHarnsaay.

[itoya pepakuin: Dr. Sanjay Kumar Mishra. NMponoHoBaHa
pepakuis: Mpusnmumpcbka Tamapa BonogumupisHa. 3miHa
KOHTaKTHUX JaHMX YNOBHOBaXEHOI 0COOU 3asiBHWMKA,
BiAMNOBiganbHOI 3a 3ailicHeHHs1 hapmakoHarnsgy. 3miHa micus
3[iNCHEHHS OCHOBHOI AiSNbHOCTI 3 dphapmakoHarnagy. 3MiHa
MicLie3HaxoMmKeHHs MacTep-anna cuctemun hapMmakoHarnsgy
Ta noro Homepa.

3a
peuernmom

UA/14215/01/01

29.

BOJIIONAAT

PO3YUH ANS iHDY3iN;
no 250 a6o 500 mny
Miwky freeflex;

no 250 a6o 500 mny
Miwky freeflex; no 20
abo 30 milkis
freeflex B rpynosin
KopobLi i3 kapToHy

dpeseHiyc
Kabi

LonunaHg
M6X

HimeyuuH
a

DdpeseHiyc Kabi
Donunaxp Mv6X

Himeyuunna

BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3miHu | Tuny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHWUiA 3aci6 (iHWi 3MiHW) BHECEHHSI
YTOYHEHHS (POPMYMHOBaHHSI KOMMMEKTHOCTI BXe
3aTBEpKEHMX YNaKoBOK B peecTpauiliHnx maTtepianax (MKA
N3; PMN) 3atBepmxeHo: P. Ynakoska. Miwok freeflex no 250
abo 500 mn. Mo 20, 30 miwkis freeflex pa3om 3 iHCTpyKUiED
Onst MEAUYHOrO 3aCTOCYBaHHS! B rpynoBill KopobLyi i3 kKapToHy.
3anponoHoaHo: Miwok freeflex no 250 abo 500 mn pasom 3
HEOOXiAHO KiNMbKICTHO IHCTPYKLUIE AN MEAUYHOrO
3actocyBaHHs. Miwok freeflex no 250 a6o 500 mn. Mo 20, 30
miwkiB freeflex pazom 3 HeOOXigHO KINbKICTHO IHCTPYKLUiEtO
ONst MEAUYHOrO 3aCTOCYBaHHS B rPymnoBill KOpoOLli i3 KapToHy.
3MiHM BHECEHO B iHCTPYKLIitO ANA MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain «YnakoBkay. BBeaeHHs1 3MmiH
NpoTArom 6-T MiCsILIB Micnsi 3aTBEPAKEHHS

3a
peuerimom

UA/14192/01/01

30.

FENIbMIHTOKC

cycneHsist opanbHa,
125 mr/2,5 mn no 15
My donakoHi no 1
¢nakoHy 3 MipHO

Jlabopato
pis
IHHOTEK
IHTepHach

DdpaHuis

Bupo6Huk,
BianoBiganbHWi 3a
KOHTPOMb Ta BUMYCK

cepii: IHHOTepa

DdpaHUuis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y
BUPOOHMLTBI. 3amMiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BMPOBOHMLUTBA Ans YacTUHK abo BCbOro BUPOBHMYOro npouecy

6e3
peuyenma

UA/10172/01/01
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JIOXKOI B KapTOHHIN NoHanb LLysi, ®paHuis; roTOBOro NiKapcbkoro 3acoby (iHLwi 3MiHM) 3a3HayYeHHs
KopobLi BnpobHuk, BMPOOHWKIB Ta iX BianoBiganbHoOCTi y BUpoGHWYOMY npoLieci B
BiAnosigansHMn 3a peecTpauiinHomy nocsigveHHi Ta MKA (Ha TUTynbHOMY nuCTi).
BUPOGHMLTBO in bulk
Ta NakyBaHHS:
TeneHbe Papma &
KocmerTike, PpaHuis
31. | TEMAKCAM PO34MH ANS iH'eKLN, TOB YkpaiHa KoHTponb, Bunyck Ykpaina/ 3miHu | Tuny - 3miHn wopo 6e3nekn/edekTMBHOCTI Ta 3a UA/13418/01/01
50 mr/Mnno 5 mn B «DAPMA cepii: TOB HimeyunHa tapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHeHUx peuenmom
amnyni, no 10 abo CEJl» «OAPMACEI/», [aHuX Npo cucTeMy chapMakoHarnsay (BBe4EHHs!
50 amnyn y nayui 3 YkpaiHa; BropnHHa y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3amiHa
KapToHy, no 10 mn B ynakoBKa, KOHTPOSb: YNOBHOBa)eHOT 0cobWu, BignoBigansHoi 3a 34iNCHEHHS
amnyni, no 5 a6o 10 XOJTOMNAK dapmMakoHarnagy; KoHTakTHoi ocobu 3 hapmakoHarnsgy
amnyn y nadui 3 PepnakyHrcTexHik 3asBHUKa A4S 34iNCHEHHs bapmakoHarnsaay B YKpaiHi, AKLWo
KapTOHY m6X, Himevuuna; BOHa BiAMiHHa Bi ynoBHOBaXeHoi ocobu, BignosiaansHoI 3a
Bupo6HuLTBO 3aiicHeHHs cdhapmakoHarnsay (BKIYaryM KOHTaKTHI gaHi)
Hepo3dacoBaHoi Ta/abo 3MiHM y po3MilLeHHi MacTep-carina cuctemu
npoaykuii, nepBuHHa capmakoHarnsgy) - 3miHa ynoBHoBaXeHoi 0cobu 3asiBHMKA,
Ta BTOPUHHA BignoBiganbHOI 3a hapmakoHarnag. [itoyva pegakuis:
yrnakoBKa, KOHTPOIb: MpoueHko ManvHa AxaToniiBHa.
XOJTOMNAK MponoHoBaHa peaakuis: CynpyH Eayapa Bonogumunposuu.
depnakyHrcTexHik 3MiHa KOHTaKTHMX JaHMX YNIOBHOBaXeHOi ocobu,
'M6X, HimewunHa BiANoBiganbHOI 3a hapmakoHarnag. 3MiHa Homepa macTep-
c¢hanna cuctemu dhapmakoHarnsgy
32. | TENAUE® NOPOLLIOK ANA MAT YkpaiHa MAT YkpaiHa 3MiHn | Tuny - 3miHn Wwopo 6e3nekn/edekTnBHOCTI Ta 3a UA/10752/01/01
KOMBI po3uunHy Ang iH'ekuin | "Knismean "KviBmegnpenapat” dapmakoHarnsaay. 3MiHW y KOpOTKil XxapakTepucTuli peuernmom
no1,0/1,0r;no2,0r penapart nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
y dnakoHi; no 1 MEeAMNYHOro 3aCTOCYBaHHS reHepuYHNX/ribpnaHnx/6ionogioHnx
dnakoHy B naui; no nikapcbkux 3acobiB Nicns BHECEHHSI TiE camoi 3MiHWN Ha
2,0 r y donakoHi; no pedepeHTHUIA Npenapar (3MiHa He NoTpebye HagaHHs KOOHWX
10 cpnakoHiB y HOBUX AOL4ATKOBMX AaHMX) - 3MiHWM BHECEHI A0 iIHCTPYKLii Ans
KOHTYPHIl MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y posainu:
YapyHKOBIN "®apmakornorivyHi BnactusocTi”, "lNMpoTunokasaHHs",
ynakosui; no 1 "OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii” 3rigHo 3
KOHTYPHIl iHdbopMmaLieto LWoao MeauyHOro 3acTocyBaHHsi pedepeHTHOro
YapyHKOBI ynakoBLi nikapcbkoro 3acoby (CYJIbMNEPA3OH®, nopotuok ans
B nayui po3uunHy ans iv’exuint no 1000 mr/1000 mr). BBegeHHs 3MiH
NpOTArom 6-T MicsILIB Micnsi 3aTBEPAKEHHS
33. | FIAPOXNOPTIA | TtabneTku no 25 wmr, My6niyHe YkpaiHa BMPOGHMLTBO 32 YkpaiHa 3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib. 3a UA/6721/01/01
3na no 10 Tabnetok y aKuioHepH NOBHWUM LIMKIOM: 3MiHn y BUpo6HMUTBI. 3MiHM BUNpobyBaHb abo AonycTuMmx peuernmom
Gnictepi; no 2 e My6niyHe MeX, BCTAHOBIEHMX Y cneumdikauisx, nig 4ac BMpobHmuTea
6nictepu B nayui; No | ToBapuCTB aKujioHepHe roTOBOrO MikapCbKoro 3acoby (BUNy4YeHHs HECYTTEBOTO
20 TabneTok y o TOBapUCTBO BUNPOOYBaHHSA B NpoLeci BUPOOHNLTBA) - BUITYy4YEHHS 3i
6nicTepi "HaykoBo- "HaykoBo- cneumdikauii NPOMiXKHOrO NPoAyKTY Ha cTagii "Maca ans
BMPOGHUY BMPOGHWYMIA LEHTP TabneTyBaHHs" nokasHuka "AKiCTb NPOCitoBaHHs Ta
WA LEHTP "BopLuariBcbkuii 3miwyBaHHA". BignosigHo p. 3.2.P.3.3. Onuc BupobHnyoro
"Bopuuaris XiMiKO- npotiecy Ta KoHTponto Ha ctagii "AP 2. MNigrotoBa cnpoBnHN"
CbKUI hapmMaLeBTUYHWUIA NpoBOAATL PO3TAPIOBaHHSA Ta NPOCiloBaHHS, WO BXOANUTL A0
Ximiko- 3aBog", YkpaiHa; cknapy npenapaty. Ha uin ctagii npoBoasaTh BizyanbHWn
hapmaues BMPOGHMLTBO, KOHTPOIb SIKOCTi NPOCitOBaHHSA (OAHOPIAHICTb, BIACYTHICTb
TUYHUA nakyBaHHs1, BUNYCK rpyaoyok). Ha cragii "TIM 3.4. Cyxe rpaHyntoBaHHs"
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3aBoa”

cepin: ToBapucTBo 3
obmexeHo
BigNOBiganbHICTHO
"Arpocpapm",
YKpaiHa; KOHTpOrb
cepin: ToBapucTBoO 3
obmexeHo
BiANOBIgANbHICTIO
"Hatyp+", YkpaiHa

NpoBOAATb CyXy rpaHynsiuito (kanibpyBaHHs Macu Yyepes cuto
3 BiANOBIAHUM PO3MipOM OTBOPIB), @ Ha onepauii "TI1
3.5.0nyaptoBaHHA" Nywwe JoAaloTb ONyapooYi pe4YoBUHN,
nonepegHbo NpocisHi Ha [P 2 Ta NpoBOAATE 3MilLyBaHHS;
3MiHu | Tuny - 3MiHK 3 siKocTi. [0TOBMIA NikapCbkuiA 3aci6.
3MiHM y BUPOOHMLTBI. 3MiHM BMNpobyBaHb abo gonycTuMmX
MeX, BCTAHOBIEHMX Y cneumdikauisx, nig 4ac BMpobHmuTea
roTOBOrO MikapCbKoro 3acoby (iHLUi 3MiHW) - BHECEHHS 3MiH A0
cneumgikaLii npomixxHoro NpoAykTy Ha ctagii "Maca gns
TabnetyBaHHs", 30KpeMa: 3a nokasHukom "Onuc"

34.

FIKAMTUH™

Kancynu Teepgi no
0,25 mr; no 10
kancyn y énicrepi;
no 1 6nictepy B
KapTOHHIl kopobui

Hosaprtic
dapma Al

LLseruapi
a

nakcoCmiTKnanH
MaHydakTypuHr
C.n.A.

ITanis

3Minu | TUNY - 3miHu Wwono 6e3nekun/edeKTUBHOCTI Ta
cdapmakoHarnsgy. BHeceHHs abo 3amiHa(n) oo 3060B'A3aHb Ta
YMOB BuAaui peecTpauinHoro noceigveHHs, Bknovatoum MNnax
ynpaBniHHS pu3nkamu (iHwWi 3mMiH1) 3as9BHMKOM HagaHo
OHoBreHur NMnaH ynpaeniHHs pusnkamm Bepcis 6.0. 3MiHn
BHeceHi [0 YacTuH | «3aranbHa iHcopMmauis», |l
«Cneumdikauis 3 6e3nekny» (Mogyni Sl, SlI, Slil, SIV, SV, SVI,
SVII, SVII), lll «MnaH 3 dhapmakoHarnsgy», 1V MNMnaH woao
nicnapeecTpauinHmx gocnimpkeHb edekTmBHOCTI, V «3axoam 3
MiHimi3auii pusukiBy, VI «Pe3tome nnaHy ynpasniHHS
pusmkammny, VIl «dogatku» y 38’s3Ky 3 pekomeHgauismm PRAC
Ha nigcTasi iHopMauii HagaHoi y NepioanYHO OHOBMNOBAHOMY
3BiTi 3 6e3nekn (PSUR).

3a
peuerimom

UA/9121/02/01

35.

FIKAMTUH™

Kkancynu Teepai no 1
mr; no 10 kancyn y
Gnictepi; no 1
6nictepy B
KapTOHHIN kopobLyi

HoeapTic
Papma Al

LLsenuapi
a

"nakcoCmiTKnanH
MaHydakTypuHr
C.n.A.

ITanis

3MmiHun | Tuny - 3MiHun Wwopo 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3miHa(n) oo 3060B'A3aHb Ta
YMOB BMAAYi peecTpaLinHOro NoceBigYeHHs, Bktovaroum MNnax
ynpaBniHHs pu3nkamu (iHwWi 3mMiHK1) 3asBHUKOM HaaHo
OHoBReHun [MnaH ynpasniHHa pusukamu Bepcis 6.0. 3MiHn
BHEeCeHi A0 YacTuH | «3aranbHa iHdopmauisy, Il
«Cneuudikauis 3 6e3nekm» (Mogyni Sl, Sli, SllI, SIV, SV, SVI,
SVII, SVII), lll «MnaH 3 dpapmakoHarnsgy», 1V MNnax woao
nicnapeecTpauinHnx gocnigxeHs edektnsHocri, V «3axoam 3
MiHiMi3aLii pusukisy», VI «Pestome nnaHy ynpasniHHA
pusukammny, VII «dogaTtkm» y 38’A3Ky 3 pekomeHgauismm PRAC
Ha niacTasi iHbopMmaLii HagaHoi y NepioanyHO OHOBIOBAHOMY
3BiTi 3 6e3nekn (PSUR).

3a
peuernmom

UA/9121/02/02

36.

FMIATOH®

Kancynu m’ski no
400 mr, no 10
Kancyn y énictepi;
no 3 abo 6 bricTtepis
y nayui 3 KapTOHYy

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

3MiHn | Tuny - 3MiHK 3 aKocTi. [oToBMI Nikapcbkuin 3acib.
3MiHn y BUpo6HMUTBI. 3MiHM BUNpobyBaHb abo AonycTUMmx
MeX, BCTaHOBIEHMX y crneumndikauisx, nig yac BMpobHMUTBa
roTOBOro NikapcbKkoro 3acoby (fonoBHeHHs abo 3amiHa
BMNpoOyBaHHSA B MpoLeci BUPOOHMLTBA 3a pe3ynbratamu
pocnimxeHb 3 6e3nekn abo sIKOCTi) - BHECEHHS 3MiH A0
KOHTPONIO Mif, Yac BUPOBHMLTBA roTOBOIO flikapCbKoro 3acofy,
30KpeMa: 3a3Ha4yeHHs NPOBEeAEHHS KOHTPOIIO NOKasHuKa
"FAkicTb WBa 060MOHKK" Kancyn 3 kancynbHOI MalUMHW Ans
BanigauiiHix cepin npenapary.

3a
peuernmom

UA/14536/01/01

37.

OAPINIA

TabneTkn, BKpUTI
NniBKOBOKO
obonoHko, 3
mr/0,02 mr, no 28
(24+4) Tabnetok y

BAT
"r'epeoH
PixTep"

YropwumHa

BAT "lepgeoH
PixTep"

YropwuHa

3MiHn | Tuny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l E-
cepTudikaT BignoBiaHoOCTI EBponenchbKil
capmakonei/moHorpadii. MogaHHA HOBOro abo OHOBMEHOTO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BigNoBigHOCTI E€Bponelchkin dapmakonei: ans ADI; ans

3a
peuerimom

UA/11801/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Gnictepi; no 1 BUXiQHOro Matepiany/peareHTy/npoMiXKHOro NPOAYKTY, LU0
(1x24+4) abo no 3 BMKOPWUCTOBYIOTBCS Y BUPOOHMLTBI ADI; Ans 4ONOMiIXKHOT
(3x24+4) Gnictepu peyoBMHM (cepTudikat BignoBigHOCTI €BponechbKi
pa3oM 3 nrackum capmakonei) - OHoBneHun cepTudikar Big yxe
KapTOHHUM 3aTBEpAKEHOro BUPOBHYMKa - NOAaHHS OHOBIIEHOIO
dyTnsapom ans cepTudikaTta BignoBigHoCTi €Bponenchkin dapmakonei (R1-
36epiraHHsi CEP 2001-400-Rev 02) Big yxxe 3aTBepaKeHOro BUpobHMKa
6nictepa, TWXXHEBUM BAT «I"'egeoH Pixtep», YroplmHa (Gedeon Richter Plc.,
KaneHgapem- Hungary) Ha A®| — eTuHinecTpagion (3aTBepaxennii CEP: R1-
CTikepoMm y CEP 2001-400-Rev 01); amiHu | Tuny - 3miHm 3 sikocTi. ADI.
KapTOHHIN ynakoBLii CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepiogy 36epiraHHs abo ymos 36epiraHHs AP|
(3a BigcyTHOCTI y 3aTBEPOKEHOMY [0ChE cepTudikaTa
BiAMOBIAHOCTI €Bponencokin dhapmakonei, Wo BKIYae nepios
NMOBTOPHOIo BMMNPobyBaHHS) (Nepiog NOBTOPHOro
BUNpoOyBaHHs/nepion 36epiraHHs) - 3MEHLLEHHS - 3MEHLLEHHS
nepiogy noBTopHux BunpobysaHb AP Ethinylestradiol
micronized (3aTBepmMKeHO: 2 POKM; 3anpornoHoBaHo: 1 pik);
3MiHu | TUny - 3MiHK 3 akocTi. A®Il. CtabinbHicTb. 3miHa
nepiogy NOBTOPHWX BMNpobyBaHb/nepiody 36epiraHHs abo
ymoB 36epiraHHst Al (3a BigCyTHOCTI y 3aTBEPKEHOMY LOCHE
cepTudikaTa BignoBigHOCTI €Bponeiickkii hapMakonei, Lo
BKJIHOYa€E Nepiof, MOBTOPHOrO BUNPOOyBaHHS) (nepiog
NoBTOPHOro BUNpobyBaHHs/nepion 36epiraHHs) - binbLu
YKOPCTKi YyMOBU 36epiraHHsi - 3MmiHa ymoB 36epiraHHss AD|
Ethinylestradiol micronized
38. | OUFOKCUH- Tabnetku no 0,25 mr | ToBapucT YkpaiHa ToBapucTso 3 YkpaiHa 3MiHn | Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- 3a UA/4231/01/01
300POB'A no 10 Tabnetok y BO 3 obmexeHo cepTudikaT BignoBiaHOCTI EBponenchbKil peuenmom
Gnictepi; no 5 obmexeHo BifNoBiganbHicTO capmaxkonei/moHorpadii. NMogaHHA HOBOro abo OHOBMEHOTO
GnicTepiB y 10 "®PapmaLeBTUYHa cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
KapTOHHiI kopobuyj; Bignosiga KomnaHisi "3popos'a” BignoBigHocTi €Bponenceki papmakonei: ans AdDI; ans
no 50 Tabnetok y NbHICTIO BMXiAHOro Martepiany/peareHTy/MPOMIKHOIO NPOAyKTY, LLO
6nicTepi; no 1 "®papmaue BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
Gnictepy B BTUYHA peyoBUHY (cepTuddikaT BigNoBigHOCTI €Bponeinchkii
KapTOHHI KopooLyi, KOMMaHisi capmakonei) - OHoBneHun cepTudikar Big yxe
no 50 Tabnetok y "3gopos's" 3aTBEPKEHOr0 BMPOBHUKa. [ogaHHs OHOBMNEHOTO

Gnictepax

cepTudikaTa BignosigHocTi €Bponerickkin dapmakonei Ne R1-
CEP 2010-298-Rev 01 (3atBepmxeHo: R1-CEP 2010-298-Rev
00) ana A®Il QurokcuHy Bin DECCAN NUTRACEUTICALS
PVT LTD (PART OF ALKALOIDS CORPORATION), IHgis,
yHacnigoK yTOYHEHHS Ail040i METOAMKN BU3HAYEHHS
nokasHuKa “3anuLUKoBi KinbKOCTi OpraHidHUX PO34YMHHUKIB”;
AoAaBaHHA anbTepHaTMBHOI METOAMKN BU3HAYEHHS NOKa3HUKa
“3anuLUKoBI KiNbKOCTi OpraHiyHUX PO34MHHUKIB”; BHECEHHS
nokasHuka “Poamip yactnHok” o CEP; yTouHeHHst nepiogy
npoBeeHHs NEPEKOHTPON0 cybeTaHuii (cTano: Ans
MiIKpOHi3oBaHoI cybcTaHLii 2 poku; [1ns HemiKpoHi3oBaHoi
cybcTaHuii 3 poku). 3miHu | Tuny - 3miHuM 3 sikocTi. CepTudikat
BignoBigHocTi/lE-cepTudikat BianosigHoCTi €Bponenchbkin
capmakonei/moHorpadii. MogaHHA HOBOro abo OHOBMEHOTO
cepTtudikaTa BignosigHocTi abo BUINyYeHHs cepTudikaTta
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BiNoBigHOCTI €Bponeichkin thapmakonei: ansa Adl; ans
BUXigHOro mMatepiany/peareHTy/NPOMIKHOIO NPOAyKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; anst ONOMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponechbKii
dapmakonei) - OHoBneHWn cepTudikaT Bif yxe
3aTBEpKEeHOro BMpobHuKa. [NogaHHs OHOBMNEHOro
cepTudikaTta BignoBigHoCTIi €Bponeinchkin dapmakonei Ne R1-
CEP 2010-042-Rev 04 (3atBepmxeHo: R1-CEP 2010-042-Rev
00) gnsa A®| [urokcuHy Big 3aTBEP)KEHOrO BUPOBHMKA
NOBILUS ENT, Poland, yHacnigok yTouHeHHs1 agpecu
BMPOOHMKa Ta YTOUHEHHSs y iHdbopMalLlii LLoao BTOPMHHOTO
nakyBaHHsi. 3MiHu | Tuny - 3miHn 3 skocTi. APl KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo JonycTUMUX MeX,
BM3HaYeHux y cneumdikauisx Ha Adl, abo
BUXIOHWMI/MPOMIDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTHCS
y npoueci BupobHuuTea AD| (ZonoBHeHHs cnewuundikadii
HOBMM MOKa3HWKOM SIKOCTi Ta BignoBigHUM METOA0M
BUNpobyBaHHS) - 4OMOBHEHHSN cneundikalii Ta metoais
BXigHoro koHTposto A®| [InrokcmHy nokasHukom «Po3mip
YacCTOK» 3riAHO AOKYMeHTauii BupobHuka AdI. MNpouec
BMPOGHMLUTBaA Ta cxema cuHTedy AP 3anuwarTbes
HE3MiHHUMW.

39.

LIOKOP 160

TabneTkn, BKpUTI
NniBKOBOKO
o6ornoHkoto, no 160
Mr/12,5 mrno 10
Tabnetok B GnicTepi;
no 1, no 3, no 4 abo
no 9 GnictepiB y
nayui

TOB
"ACIHO
YKPATHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

3minu | Tvny - 3minm 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTudikat BignoBigHOCTI €BpoNEnchbKin

capmakonei/MmoHorpadii. MNogaHHsA HoBOro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BUNyyYeHHs ceptudikaTta
BignoBigHoCTI EBponeickkin dapmakonei: ans Adl; ans
BMXiAHOro MaTepiany/peareHTy/NpoOMKHOrO NPOAYKTY, LLO
BVKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AoNoMiKHOT

peyoBUHYM (cepTudikaT BigNoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBMNeHWI cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOBHUKA -

BHECEHHS 3MiH 10 MaTepianiB peecTpaLiiHoro gocbe Ha J13
OIOKOP 80, OIOKOP 160, y 38'A3Ky 3 OTPMMaHHSM
OHOBIEHOro cepTudikaTy BiANOBIQHOCTI €BPONENChKin
hapmakonei Big gitoyoro BupobHuka AP rigpoxnopoTiasna
CHANGZHOU PHARMACEUTICAL FACTORY,China (Ne R1-
CEP 2006-011-Rev 02) 3amicTb 3apeecTpoBaHOro paHitue
CEP Ne R1-CEP 2006-011-Rev 01. Cneumdikauis Ta metoau
koHTponto APl sanuwunmce 6e3 3MmiH

3a
peuerimom

UA/8318/01/01

40.

LIOKOP 80

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 80
mMr/12,5 mr no 10
TabneTtok B GnicTepi;
no 1, no 3, no 4 abo
no 9 Gnictepis y
navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

3miHu | TMny - 3miHm 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudpikaT BignoBiaHOCTI €EBponenchbKil

apmakonei/moHorpadii. MogaHHs HoBoro abo OHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNyyYeHHs ceptudikaTta
BignoBigHoCTI €Bponelickkin dhapmakonei: ans AdDl; ans
BMXiAHOrO MaTepiany/peareHTy/NpoMiKHOrO NPOAYKTY, LLO
BMKOPUCTOBYIOTbCH Y BUpobHUUTBI ADI; Ans AonomikHOT

peyoBUHYM (cepTudikaT BigNoBigHOCTI EBpoNeNChKiii
dapmakonei) - OHoBMNeHW cepTudikaT Bif yxe
3aTBEPKEHOr0 BMPOBHUKA -
BHECEHHS 3MiH 10 MaTepianiB peecTpauiiHoro gocbe Ha J13

3a
peuerimom

UA/8318/01/02
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
[IOKOP 80, AIOKOP 160, y 3B'A3Ky 3 OTPMMaHHAM
OHOBIEHOro cepTudikaTy BiANOBIAHOCTI €BPONENChKiN
dapmakonei Big gitovoro BupobHuka A®PI rigpoxnoportiasmg,
CHANGZHOU PHARMACEUTICAL FACTORY,China (Ne R1-
CEP 2006-011-Rev 02) 3amicTb 3apeecTpoBaHOro paHitue
CEP Ne R1-CEP 2006-011-Rev 01. Cneuudikauis Ta metogn
KoHTponto API sanuwmnuce 6e3 3miH
41. | BONAPEH® renb no 20 r abo no Habpoc IHAisA Habpoc ®apwma lMBT. IHAisa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: TEXHIYHa bes UA/18576/01/01
50 r y Ty6i; no 1 TyGi dapma Jita. nomurka (3rigHo Hakasy MOS Big 23.07.2015 Ne 460) peuenma
Y KapTOHHIN MeT. Nl74. BUMPaBIEHHS TexHIYHOI nomunkn y MKA, sika 6yna gonyuwieHa
ynakoBLi npu peectpadii M3 (Haka3 Ne 399 Big 05.03.2021 p.), npu
nepeHeceHHi iHdbopmalii 3 peectpauiiHoro gocke (p.3.2.P.5.1)
B po3gaini «6. CepeaHsi maca BMicTy Ty6u» cneundikauii MKA
J13 3a3Ha4eHO HEeKOpPEeKTHWI nepeknag AonyCTUMUX MEX, a
came: 3aMiCTb «HEe MeHLLe» NOMWUIKOBO BKa3aHo «Bianosifae
HOMiHanbHI». 3a3HavyeHe BUNPaBMeHHs BignoBiaae
marepianamM peecTpaLiiHoro JOchbe.
42. | OYAKNIP® NOpOLLOK ANng BEPIIH- HimeyuuH IHaacTpiac Icnanis BHECEHHS 3MiH 0O peecTpaLlinHuX maTepianis: 3MmiHu | Tuny - 3a UA/17698/01/01
IKEHYENP® iHransyin, 340 XEMI Al a dapmaceyTikac 3MmiHun 3 akocTi. [oToBMI Nnikapcbkui 3acib. Cucrema peuenmom
MKr/12 mkr; no 60 Anwmipan C.A. KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa napameTpis

03 NOPOLLKY Anst
iHransauin B
iHransitopi; no 1 abo
no 3 iHranatopu B
anioMiHieBomy
namMiHoBaHoOMy
nakeTi KOXeH, pasom
i3 nakeTvkom 3
ocyllyBayeMm Ta
iHCTpyKUieto Ans
Meau4Horo
3aCTOCYBaHHSA B
KOpOoO6Li 3 KapTOHY

cneumdikaui Ta/abo 4oNyCTUMMX MEX NEePBUHHOT YNaKOBKU
roTOBOro MiKApCbKOro 3acoby (iHLWi 3MiHW) - BUAANEHHS! KifbKOX
He3Ha4yHUX napameTpiB cneundikauii Ana nonepegHLo
3ibpaHoro KapTpumKa Ta Po3LWMPEHHS A0MYCTUMMX MEX
cneumdikaLin BHYTPILLHLOrO AiameTpa Kopnycy KapTpuamka;
3MiHn | Tuny - 3MiHK 3 aKkocTi. [oToBMI Nikapcbkuin 3acib.
CucTemMa koHTelnHep/3akynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMmUX MeX NePBUHHOT
YMaKoBKM rOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHu) -
BUAAnNeHHs KinbKoX He3Ha4YHUX napameTpiB cneumdikaLii ans
KPULLKN KapTpuapka Ta po3LUMPEHHS AiameTpa KpULLKK
KapTpumka B Mexax crneundikadii matepianis yLlinbHIOBaYiB
konogok; amiHu | Tuny - 3miHu 3 sKocTi. FOTOBUIA NiKapCbKMiA
3acib. Cuctema KoHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo JonycTUMmMX MeX NepBUHHOT
yNaKoBKM FOTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHu) -
BUAAnNeHHs KinbKoX He3Ha4YyHWUX napamTepis cneumdikaii ons
3acyBHOI KpuLLKY; 3MiHK | TUny - 3MiHK 3 gKocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema KoHTenHep/3akynoproBarbHUi
3aci6. 3miHa y MeToax BUNPOoOyBaHHS NEPBUHHOT YNaKOBKM
roTOBOrO NiKapCbKoro 3acoby (He3HayHi 3MiHW y 3aTBEPYKEHMX
MeToAax BUNPOoOYBaHb) - HE3HAYHI 3MiHW, ¥ TOMY YnCHi
pefakuinHi, 6ynu BHeCeHi 0 HACcTYMHUX MeTogiB
BUNPOOYBaHHSA NEPBMHHOI YNaKOBK/ rOTOBOTO I1iKkapCbKOro
3acoby — npoueaypa nepesipku 30BHILLHBOO BUIMAAY
3a3fanerigb 3ibpaHoro KapTpuaka, KpULLKW KapTpuaka Ta
3acyBHOI KpuLLKY; 3MiHu | Tuny - 3MiHK 3 gKocTi. FoToBuiA
nikapcbkuii 3aci6. Cuctema KoHTenHep/3akynoproBarbHUi
3aci6. 3miHa y MmeToax BUNPOOyBaHHS NEPBUHHOT YNaKOBKM
roTOBOrO NiKapCbKoro 3acoby (He3HayHi 3MiHW Y 3aTBEPYKEHMX
MeToax BUNPOoOyBaHb) - HE3HAYHI 3MiHW, ¥ TOMY Yucnhi
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penakuinHi, 6ynv BHeCeHi 40 HACTYNHUX MeTOAIB

cepTudikata BignosigHocti €® R1-CEP 2008-042 Rev 01 onsa

BUNPOBYBaHHSI NEPBUHHOT YNaKOBKW rOTOBOIO NiKapCbKoro
3acoby — |geHTUYHICTb NNacTuKy 3aganerigp 3ibpaHoro
KapTpuaxa Ta Kpuweyku kaptpumxka metoqom FT-IR; aminm |
TUny - 3MiHK 3 siKocTi. FoTOBWI Nikapcbkuii 3aci6. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3acio. 3miHa y metogax
BMNPOOYBaHHSA NEPBMHHOI YNaKOBKW rOTOBOTO JikapCbKOro
3acoby (He3HauHi 3MiHW y 3aTBEPIKEHNX MeTodax
BUNPOOYBaHb) - HE3HAYHI 3MiHM, Y TOMY YMCHi peaakLiiHi,
6ynu BHECEHi 40 HaCTYMHUX METOAIB BUNPOOyBaHHSA
NepBMHHOI YNakoBKM rOTOBOTO NikapCbKoro 3acoby —
Mpoueaypa nepesipkv po3MipiB 3asganerigb 3ibpaHoro
KapTpumxa Ta KpULLEYKU kapTpuaxa (a came, npoueaypa
nepeBipkv BHYTPILLHBOTO AiaMeTpa Kopnycy kapTpuaxa L Ta
npoueaypa nepesipku po3MipiB KpuLLEYKkn kapTpuaxa L);
3MiHu | TRy - 3MiHK 3 sikocTi. FoToBMIA Nikapcbkmit 3aci6.
CucTtema koHTenHep/3akynoptoBanbHui 3acib. 3miHa y
MeToAax BUNpobyBaHHS NEPBUHHOI YNAaKOBKM FOTOBOIO
nikapcbkoro 3acoby (He3HauHi 3MiHM y 3aTBepOKeHNX MeTofax
BUNPOOYBaHb) - HE3HAYHI 3MiHM, Y TOMY YMCHi peaaKuinHi,
6ynu BHECEHI 40 HAaCTYNHWUX METOAIB BUNPOOyBaHHS
NepBUHHOI YNakoBKM rOTOBOrO NikapCcbKoro 3acoby -
Mpoueaypa nepesipkn OyHKLUIOHaNbHOCTI KiNbLEBOro
niyvMnbHWKa 3asganeriab 3ibpaHoro kapTpuaxa; amiHu | Tuny -
3MiHuM 3 skocTi. [oToBMI Nikapcbkuit 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa y meTogax
BUNPoOYBaHHS NEPBUHHOI YNaKOBK/ FOTOBOTO fikapCbKOro
3acoby (He3HayHi 3MiHW y 3aTBEpPOKEHUX MeToAaX
BUNPOOYBaHb) - HE3HAYHI 3MiHM, Y TOMY YMCHi peaaKLilHi,
6ynu BHECEHI 40 HACTYMHUX METOAIB BUNPOGyBaHHS
NepBUHHOI YNaKoBKM rOTOBOrO NikapCcbKoro 3acoby -
Mpoueanypa MBY nepesipku 3a3ganerigpe 3ibpaHoro
KapTpumxa Ta KpULLEYKU kapTpuaxa; 3miHu | Tuny - 3miHu 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoproBarnbHUii 3aci6. 3miHa y NepBUHHIN
YMaKoBLli FOTOBOIO NiKapCbKoro 3acoby (iHwWi 3miHW) - 3mMiHa
SKICHOro Cknagy y NepBUHHIN yNakoBLi roTOBOro nikapcbkoro
3acoby 3 nonictupony (PS) Ha KpunoHiTpunbyTagieHcTMpon
(ABS), sk anbTepHaTMBHUI MaTtepiar; 3MiHu | Tuny - 3MiHu 3
sikocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BiANoBigHOCTI €Bponencekini hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBrEHOro cepTudikaTa BiANOBIAHOCTI
abo BMny4YeHHsi cepTudikaTta BignoBigHOCTI €EBponeichkii
dapmakonei: gna ADI; onsa BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoONeChKin
dapmakonei) - OHoBNeHWI cepTudikaT Bif yxe
3aTBEpOKEHOro BUPOBHUMKA - MOAaHHS OHOBMEHOMO

Formoterol fumarate dihydrate Big Bupo6Huka Sicor S.r.l.
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(nonepegaHs Bepcisa R1-CEP 2008-042 Rev 00); 3amiHu | Tuny -
ApnmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo agpecun
MicLiA NPOBaMKEHHS AiAnbHOCTI BUpobHUMKa (BKMoYarouu, 3a
HeoOXiAHOCTI, MicLie NPOBEAEHHSI KOHTPOIHO SIKOCTi), abo
BracHuka mactep-gavina Ha A®l, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, L0
3acTOCOBYOTbCA Y BUpobHUUTBI ADI (sKLLLO 3a3HayveHo y AOCbE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikarta
BignoBigHOCTI €Bponeiichbki hapmakonei y 3aTBepayKeEHOMY
nocke, abo BUpoOHMKA HOBOI LOMOMIKHOI PEYOBUHY (SIKLLO
3a3HavYeHo y JOChE) - 3anpOnNoHOBaHO 3MiHY agpecu Micus
NpoBaKeHHs OisrnbHOCTI BUpOoBHUKa akniguHito Gpomigy
RANKE QUIMICA, S.A., a came. BupobHuya ginbHuus
3annWaeTbCa HE3MIHHOIO; 3MiHM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaMeHyBaHHsI Ta/abo agpecu Micust
NpoBaXeHHs OisnbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKMoYa4m AinbH1Li BUNYCKy cepii abo
MicLie NpoBefeHHs1 KOHTPOJIO SKOCTI. (QisANbHICTb, 3a AKY
Bignosigae BUPOGHMK/IMNopTep, BKIOYAUM BUMYCK CEpilt) -
3MiHa agpecy MicLA NPOBaMKEHHS QiAnbHOCTI BUPOOHMKa 13,
BignoBigansHOro 3a NoBHMIM LMKN BUpObHULTBaA IHaacTpiac
dapmaceytikac Anmipan C.A., IcnaHisi. BupobHuya ginbHuus
3aNnLWAaETbCA HE3MIHHOIO; 3MiHWM BHECEHO [0 iHCTPYKLT ANns
MeAMYHOro 3aCTOCYBaHHs! Nikapcbkoro 3acoby Ao po3aainy
"MicuesHaxomkeHHs BUPOOHMKa Ta Moro agpeca Micusi
NPOBaXXEHHS OiSNbHOCTI" Ta BIANOBIAHI 3MiHW 0 TEKCTY
MapKyBaHHs1 yakoBKM Nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-T1 MicsAUIB NiCNsA 3aTBEPMKEHHS; 3MiHM | Tuny -
3MmiHu 3 akocTi. FoToBwUIA Nnikapcbkuii 3acid. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHS
roTOBOroO MikapcbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEPKEHNX MeToAax BUNPOOYBaHHS) - HE3HAYHI 3MiHU Y
3aTBEPKEHUX MeToaax BUNpobyBaHHst 403n
ApibHoaucnepcHunx Yactok ans M3, nogaHHs iHdopmaLii npo
cepefHe 3Ha4YeHHs AN YCix TPbOX NepiofiB BUKOPUCTAHHS
iHransTopa (noyatok/cepeanHa/kiHeLb) AN akniguHito
6pomigy. BBegeHHst 3amMiH npoTsArom 6-T MicaUiB nicns
3aTBEPAKEHHS; 3MiHu || Tuny - 3miHu woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay. 3MiHW y KOpOTKil
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OAHUMW 3 SKOCTI, AOKNIHIYHUMUN, KNIHIYHUMKW JaHUMK Ta
OaHumu 3 hapmMakoHarnagy - 3MiHM BHECEHO A0 iHCTPYKLi
ONst MEQUYHOrO 3acTOCyBaHHS fikapcbkoro 3acoby oo posginis
"B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta iHWi Buam
B3aemogin", "OcobnmBocTi 3acTtocyBaHHs", "Cnoci6
3actocyBaHHs Ta gosun", "MobivHi peakuii”. BBeaeHHs 3MiH
npoTArom 6-Tu MicsuiB nicns 3aTBepakeHHs; 3miHu |l Tuny -
3MiHu 3 skocTi. MeguuHi npucTpoi. 3miHa npuctpois Ans
BUMIpIOBaHHSA 003K abo BBEAEHHS NikapCbKoro 3acoby
(oogaBaHHsi 260 3aMiHa NPUCTPOID, SIKMIA HE € HEBIA'€MHOK
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YaCTMHO NEPBUMHHOI yNnakoBkmM) - Cneincep Anst 4O30BaHNX
iHransTopie abo iHWi NPUCTPOI, SKi MOXYTb MaTU 3HAYHWIA
BMnMB Ha gocTtaeky AdI y nikapcbkint hopmi (Hanpuknag
Hebynansep) - 3MiHa hopmu Ta PoO3MIpIB LIMKITOHHOIO
enemeHTa Ta MyHAwWTyka. Ha gogatok, 3anponoHoBaHO
3MiHMTK chopmat posginy 3.2.P.7. Cuctema
yrnakoBka/ykynopka cneumdikaLito Ha rpaHynu, aHaniTuyHi
mMeToAMKM Ta aHanis naptin. Po3ain 3.2.P.5.1.Cneuundikauia(-1)
6yB NpuBeaeHW y BiANOBIAHICTb 4O CXBaNEHOro cTaHaapTy
BHYTPILUHBLOrO TEXHIYHOr0 4OChE, (POPMYNIOBAHHA «BIIACHUAY
6yno BuaaneHo 3 iHpopmadlii LWoJo METOAIB TECTYBaHHS.
BBegeHHst 3MiH NPOTArom 6-Tu MicAUIB NiCNA 3aTBEPAXKEHHS;
3MiHu Il Tuny - 3MiHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa napameTpis
cneundikaui Ta/abo AONYCTUMMX MEX rOTOBOFO FiKapCbKOro
3acoby (3miHa 3HaxoAMTbCH No3a 3aTBEePKEHNMMN
A0ONyCTUMMMM MexaMu crieuyundikauin) - 3miHa AonyCTUMMX
mex 13 ans aepoamMHamivyHol OLiHKK ApiGHMX YacToK - 403n
apibHoaucnepcHux Yactok (?5 mkm) (FPD). BBeaeHHst 3amiH
NpOTArom 6-T MicsILLB Micnsi 3aTBEPAKEHHS

43.

EBEPOJIIMYC-
BICTA

Tabnetku no 2,5 wmr,
no 5 Tabnetoky
6nictepi; no 6
GnictepiB y
KapTOHHIl kopobui

Mictpan
Kenitan
MeHemxm
EeHT
Nimiten

AHnia

nepBuUHHE, BTOPUHHE
nakyBaHHs,

KOHTPOMb SIKOCTI,

Bunyck cepii: CiHTOH
Xicnanisi, C. J1.,

Icnanis;
BMPOGHMLTBO,

nepBUHHE, BTOPUHHE

nakyBaHHsi: CiHTOH
Yuni lrpa., Yuni

Icnanis/Muni

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHu | Tuny -
3MiHuM Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy.
3MiHN y KOPOTKil XapakTepucTuLi NikapCbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta IHCTPYKUiT ANa MeANYHOro 3acTOCyBaHHSA
reHepuYHMX/ribpuaHnx/6ionogibHMX nikapcbknx 3acobiB nicns
BHECEHHS Ti€i camoi 3MiHW Ha pedpepeHTHUI npenaparT (3MiHa
He noTpebye HafaHHS )XOAHUX HOBMX A0OATKOBMX AaHWX) -
3MiHN BHeCeHi 0o IHCTPYKLUIi 4Nt MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y posainu: "®dapmakonoriyHi BnactueocTi",
"MokasaHHs" (pegaryBaHHs) , "MNpoTunokasaHHs", "Baaemogisi
3 iHWKMK nikapcbknMKM 3acobamu Ta iHLWi BUan B3aemogin",
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHs y nepiog
BariTHocTi abo rogyBaHHs rpyaato”, "3gaTHicTb BINuBaTu Ha
LWIBMAKICTb peakLii Npy KepyBaHHi aBTOTpaHcnopToM abo
iHWKMK MexaHismamu”, "Cnocib 3actocyBaHHsa Ta gosun”, "Oitn"
(peparyBaHHs1), "lMNepenosysanHs", "MNobivHi peakuii” 3rigHo 3
iHdbopMmaLiieto Woa0 MeanyHOro 3aCTocyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (APIHITOP, Tabnetku no 2,5 wmr, 5 mr, 10
mr). BBegeHHst 3aMiH npoTsarom 6-Tv micauis nicns
3aTBEPOKEHHS

3a
peuerimom

UA/17149/01/01

44,

EBEPOJIMYC-
BICTA

Tabnetku no 10 wr,
no 5 tabnetok y
GnicTepi; no 6
GnictepiB y
KapTOHHiIl kopobui

MicTtpan
Kenitan
MeHemxkm
EeHT
Nimiten

AHrnia

nepByYHHE, BTOPUHHE
nakyBaHHs1,

KOHTPOMb SIKOCTI,

Bunyck cepii: CiHTOH
Xicnanis, C. I1,,

IcnaHis;
BUPOBHMLTBO,

nepBUHHE, BTOPUHHE

nakyBaHHsi: CiHTOH
Yuni Nrpa., Yvni

Icnanis/Muni

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsiay.
3MiHU y KOPOTKili XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii AnA MeAWYHOro 3acToCyBaHHS
reHepu4HUX/ribpuaHmnx/GionoaibHMx nikapcbkux 3acobis nicns
BHECEHHS Tiei camoi 3MiHW Ha pedhepeHTHUI npenapaT (3MiHa
He noTpebye HafaHHSA )XOAHNX HOBMX AOAATKOBUX AaHWX) -
3MiHM BHeCeHI 00 IHCTPYKLUIii ANst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu: "®dapmakonoriyHi BnactueocTi",
"MokasaHHs" (pegaryBaHHs) , "lMpoTunokasanHsa", "Baaemogis
3 iHWK1MK Nikapcbk1MK 3acobamu Ta iHLWi BUan B3aemogin",

3a
peuerimom

UA/17149/01/03
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"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHS Y nepiog,
BariTHocTi abo rogyBaHHs rpyaar”, "3a4aTHICTb BNMBaTU Ha
LWIBWAKICTb peakLii Npy KepyBaHHi aBTOTpaHcnopToM abo
iHWKMK mexaHismamu”, "Cnocib 3acTocyBaHHsa Ta gosun”, "Oitn"
(peparyBaHHs), "Mepepo3yBaHHs", "MobiuHi peakuii” 3rigHo 3
iHdbopmauieto Woao MegnMyHOro 3acTocyBaHHA pedepeHTHOro
nikapcbkoro 3acoby (APIHITOP, Tabnetku no 2,5 mr, 5 mr, 10
mr). BBegeHHst 3MiH MpoTArom 6-Tv micauiB nicns
3aTBEpPOKEHHS

45.

EBEPOJIMYC-
BICTA

Tabnetku no 5 wmr,
no 5 tabnetok y
Gnictepi; no 6
GnictepiB y
KapTOHHIN kopobLi

Mictpan
Kenitan
MeHemxm
EeHT
JlimiTen

AHnia

nepBUHHE, BTOPUHHE
nakyBaHHS,

KOHTPOJb SIKOCTI,

Bunyck cepii: CiHTOH
Xicnatis, C. I1.,

Icnanis;
BUPOBHMUTBO,

nepBrHHE, BTOPUHHE

nakyBaHHsi: CiHTOH
Yuni lrga., Yuni

Icnanis/Mwuni

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHu | Tuny -
3MiHun wopao 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnaay.
3MiHM Y KOPOTKi XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUiT ANA Mean4HoOro 3acToCyBaHHSA
reHepuYHMX/ribpnaHux/6ionogibHMX nikapcbkmx 3acobiB nicns
BHECEHHS Tiel camoi 3aMiHM Ha pedbepeHTHMIN Npenapat (3MiHa
He noTpebye HafaHHS )XOAHUX HOBMX A0OATKOBMX AaHWX) -
3MiHM BHECEHi 40 IHCTPYKUii AN MEAUYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ainu: "dapmakonoriyHi BnactmeocTi",
"MokasaHHs" (pegaryBaHHs) , "lMpoTunokasaHHs", "Baaemogis
3 iHWKMMM Nikapcbkumm 3acobamu Ta iHWi Buam B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHS Y nepiop,
BariTHOCTi abo rogyBaHHS rpyaate”, "3aaTHicTe BNNnBaTh Ha
LUBWAKICTb peakLii Mpy KepyBaHHi aBTOTpaHcnopToM abo
iHWKMK mexaHismamu”, "Cnocib 3acTocyBaHHs Ta gosun”, "Oitn"
(peparyBaHHs), "lMNepeno3yBaHHs", "MobivHi peakuii” 3rigHo 3
iHdbopMmaLieto LWoao MeguyHOro 3acTocyBaHHsi pedepeHTHOro
nikapcbkoro 3acoby (A®IHITOP, Tabnetku no 2,5 mr, 5 mr, 10
mr). BBegeHHst 3MiH npoTsarom 6-Tv micauiB nicns
3aTBEPOKEHHS

3a
peuernmom

UA/17149/01/02

46.

ENAEN®

Kpem ans
30BHILUHLOIO
3actocyBaHHsA 1 %;
no15r,30r,60r
abo 100 r y Ty6i; no
1 1y6i B KOpOOLi 3
KapTOHY

MELA
dapma
'm6X enp
Ko. KI

HimeyvuuH
a

MEOA
MeHbrodekyepuHr

DpaHuis

3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax
BUNPOOYBaHHA roOTOBOTO MikapcbKkoro 3acoby (He3HayHa 3miHa
y 3aTBeppKeHVX MeTofax BUNpobyBaHHs) - 3MiHa cToCyeTbCs
Oeskux He3HayHWX 3MiH go metody BEPX ans ineHTudikauii
niMekponimMycy, MOro KinbKiCHOro BU3HaYEHHS Ta BU3HAYEHHSA
npoaykTiB po3naay B nikapcbkomy 3acobi Enigen 10 mr/r,
- Cknapg pyxomoi dasun Ta TemnepaTypa KOrnoHku bynu aeLuo
apanToBaHi.

- Ans nokpalyeHHst 06pobkm 3paskis Byno aeLo aMiHEHO
npoueaypy ekctpakuii. B cneuudikaito rotoBoro npogykTty He
Oyro BHeCEHO X0OAHUX 3MiH, To6To moaynbe 3.2.P.5.1 He
3MiHeHuiA. Ockinbky opuriHanbHuii po3gin 3.2.P.5.2 6ys
OHOBIIEHWIA, BiAMOBIAHO OHOBMIOTLCA METOAUN KOHTPOMIO
SIKOCTi, 3aTBeppKeHi B YKpaiHi

3a
peuernmom

UA/7137/01/01

47.

EHTEPOXEPMI
HA®

cycneHsisi oparnbHa;
Ne 10; Ne 20 (10x2):
no 5 mn y cpnakoHi;
no 10 cpnakoHis,
3'eQHaHNX Mix
coboto
nonieTMNeHoBoOK

TOB
"Onenna
Xernckea
YkpaiHa"

Ykpaina

JNIABOPATOPIT
IOHITEP, ®paHuis;
CaHodi C.p.n.,
ITania

PpaHuisi/lta
nis

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu | Tuny -
AgmiHicTpaTvBHI 3mMiHW. 3MiHa HalimeHyBaHHS Ta/abo agpecu
MiCLsi NpOBaPKEHHS AiNbHOCTI BUPOOHMKa/imnopTepa
roTOBOrO fikapCbKoro 3acoby, BKMo4aoum AinbHULL BUMYCKY
cepii abo MicLie NpoBeAEeHHSA KOHTPOM AKOCTI. (HiANbHICTb, 3a
AIKy Bignosigae BUPOGHMK/iIMNopTep, BKIOYaUM BUMYCK Cepilt)
3MiHa Ha3Bu AinbHuui 113 Ta yToYHEHHst agpecu

6e3
peuyenma

UA/4234/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

nepemMuyKolo, y
kaceri; no 1 abo 2
KaceTun B KApTOHHIN
KopobLi

BUPOGHMLTBA, 6€3 3MiHM MicLa BUpOOHUUTBA: BBEAeHHSs 3MiH
NpOTArom 6-Tv MiCSILIB MiCNsi 3aTBEPOXKEHHS.
3MiHn | TMNy - AgMiHicTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsa NPoBamKeHHs AiSnbHOCTI BUPOGHMKa
(Bkntoyaroun, 3a HeobxigHOCTI, MicLe NPOBeAEHHSI KOHTPOIO
sIKoCTi), abo BrnacHuka mactep-ganna Ha Adl, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, O
3acTOCOBYOTbCA Y BUpobHUUTBI ADI (SKLLLO 3a3HayveHo y AOChE
Ha nikapcbkuiA 3acib) 3a BigcyTHOCTI cepTudikaTa
BiANoOBIAHOCTI €Bponencokiv hapmakonei y 3aTBepaKeHoMy
nocbke, abo BUpoOHMKa HOBOI AOMOMIKHOT pEYOBUHM (SIKLLO
3a3Hay4yeHo y 4oCbe) 3MiHa Ha3Bm BUpPobHUKa API (cymiw crnop
nonipeancteHTHoro wramy Bacillus clausii - 2 x 109) 3 Sanofi
S.p.A., ltaly Ha Sanofi S.r.l., Italy, 6e3 amiHn micus
BUPOGHMLTBA. BBEAEHHS 3MiH NpPOTAromM 6-Tu MicsLiB nicns
3aTBEPAKEHHS.
3MiHn | TMNy - AgMiHicTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLs NpoBamKeHHs! AiSnNbHOCTI BUPOGHMKa
(BKMNOYa4UKM, 3a HEODOXIAHOCTI, MicLe NPOBEAEHHS KOHTPOIO
sIKoCTi), abo BrnacHuka mactep-ganna Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, L0
3acTOCOBYOTbCH Y BUpoOHUUTBI ADI (sIKLLLO 3a3HaY4eHo y AOChE
Ha nikapcbkuiA 3acib) 3a BigcyTHOCTI cepTudikaTa
BiAMoBIAHOCTI €Bponenceki hapmakonei y 3aTBepaKeHOMyY
pocbe, abo BUpobOHMKa HOBOI JOMOMIXKHOT PEHOBUHU (SIKLLO
3a3HayeHo y A0CbE) 3MiHa Ha3BM BUPOOHMKa ADI (cymil cnop
nonipesucteHTHoro wramy Bacillus clausii - 2 x 109), 6e3
3MiHW Micus BUpoGHMUTBA: 3aTBepapkeHo: Sanofi-Aventis
S.p.A., ltaly 3anponoHoBaHo: Sanofi S.p.A., Italy BBeaeHHs
3MiH NPOTArom 6-T MicsILLB MicNsi 3aTBEPAXKEHHS.

48.

ECMNA-KAPB®

TabneTkun no 5 mr;
no 25 Tabnetok y
6nictepi, no 2 abo
no 4 6nictepn y
KapTOHHiI kopobui

Ecnapma
B6X

HimeyvuuH
a

ecnapma ®apma
Cepsices 'M6X,
HimeuunHa
(BTOPUHHE
nakyBaHHs);
Jlingodapm M'vbX,
Hime4yunHa
(BpobHMLTBO bulk,
nepBuHHE
nakyBaHHs1,
BTOPWHHE
nakyBaHHs,
KOHTPOMb SKOCTI,
BUMYCK cepii)

HimevuunHa

3miHu | TNy - 3miHKM 3 sikocTi. FoToBUIA Nikapcbkuii 3acib.
CucTemMa koHTelnHep/3akynoptoBanbHuiA 3aci6. 3miHa
nocTayarnbHvKa nakyBarnbHUX maTtepianis abo KOMMNMIEKTy4MX
(sKLLLO 3a3HaYveHo B AoCbE) (3amiHa abo AoAaBaHHS
nocTtavanbHuka) BHeCEHHs1 3MiH Ao p. 3.2.P.7. Cuctema
KOHTeWHep/ 3aKynoptoBarnbHui 3acib, a came 3miHa
iHpopmaLii npo nocTavanbHUKa antoMiHieBOT onbru (B 4OCLE
BHOCMUTbCS iHGhopMaLlisi, Lo MOXe BUKOPUCTOBYBATUCh (horbra
Bif, 6yab-aKOro nocrayanbsHuKa, SIKLLO BOHA BiAnoBigae
BMMoram cneuudikauii). 3miHu | Tuny - 3miHM 3 skocTi.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTeVHep/3aKynoptoBanbHui 3aci6. 3MiHa noctayanbHuka
nakyBasnbHUX MaTepianiB abo KOMNNEKTyUMX (SKLLO
3a3Ha4yeHo B AOCbe) (3aMiHa abo fofaBaHHS nocTavarnbHmKa)
BHECEHHS 3MiH A0 p. 3.2.P.7. Cuctema KoHTevHep/
3aKynoproBarnbHuiA 3acib, a came 3miHa iHdopmaLii npo
noctayansHuka PVC/PVdC nniBku (B 4OCbE BHOCUTLCS
iHbopmalUis, Wo MoXe BUKOPUCTOBYBaTWUCh TEPMONIIIBKY Bif
6yab-sIKOro nocTavanbHKKa, SKLWO BOHA BignoBigae BUMoram

3a
peuerimom

UA/12191/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
cneundikauii)
49. | ECMNA-KAPB® Tabnetku no 10 wmr; Ecnapma HimeyumH ecnapma ®apma Himeuunna 3MinHu | TUny - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuin 3aci6. 3a UA/12191/01/02
no 25 tabnetok y m6X a Cepsices 'M6X, Cuctema koHTelHep/3akynoptoBanbHuii 3aci6. 3miHa peuenmom
6nictepi, no 2 abo HimeyunHa nocrayanbHuka nakyBanbHUX MaTepianis abo KOMNNEKTYHUMX
no 4 6nictepu y (BTOpUHHE (sIKLLO 3a3HaYeHO B A0CbE) (3amiHa abo foAaBaHHs
KapTOHHil kopobui nakyBaHHsi); nocravanbHuKa) BHECEHHs 3MiH 4o p. 3.2.P.7. Cuctema
Ninpodapm Mv6X, KOHTeNHep/ 3akynoptoBanbHuii 3acib, a came 3miHa
HimeyunHa iHpopmaLii Npo nocTavanbHUKa antoMiHieBOI onbrn (B 4OCLE
(BUpoGHMLTBO bulk, BHOCUTbLCS iHhOpMaLid, Lo MOXe BUKOPUCTOBYBATUCH horbra
nepBUHHE Big OyAb-5SIKOro nocravanbHvKa, SKLOo BOHa Bignosigae
nakyBaHHs, BMMoram cneuudikauii). 3miHu | Tuny - 3MiHM 3 AKoCTi.
BTOPUHHE [oToBwMI nikapcbkuii 3acib. Cuctema
nakyBaHH4, KOHTeNHep/3akynoptoBanbHuUii 3acio. 3miHa noctavanbHuka
KOHTPOMb SKOCTI, nakyBanbHUX MaTepianis abo KOMNIEKTyUMX (AKLLO
BUWMNYCK cepii) 3a3HayeHo B Aocke) (3aMiHa abo JoaaBaHHS nocTavanbHuKa)
BHeCeHHs1 3MiH o p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBanbHui 3acib, a came 3miHa iHdopmaLii npo
noctavanbHuka PVC/PVdC nnieku (B AOCbE BHOCUTLCS
iHbopmaUuis, WO MOXe BUKOPUCTOBYBATUCH TEPMONNIBKM Bif
Byab-AKoro noctavasnbHuUKa, SKLLIO BOHA BiAMOBIiAa€e BUMOram
cneundikauii)
50. | ETUNOBUN pianHa (cybcTaHuis) AT YkpaiHa AT "®apmak” YkpaiHa 3Minn | TUny - 3miHm 3 gkocTi. A®l. Kontponb A®I. 3miHa y - UA/14901/01/01
E®IP A- y dnakoHax "®apmak” meTogax BunpobysaHHs APl abo BuxigHoro
BPOMI3OBAJE | cknsHux ans MaTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
PIAHOBOI dapmaLeBTU4HOro BMKOPWCTOBYETbLCS y npoueci BupobHuutea AP (iHwi 3MiHn y
KUCNOTU 3aCToCyBaHHSA MeToAax BUNpobyBaHHs (BKIOYaoumn 3amiHy abo
ponoBHeHHs1) A®| abo BUXiAHOro/NpPOMiXXHOTO NPOAYKTY)
BHECeHHSs 3MiH y Cneuudikauito/MeToais BunpobysaHHs AdI
ETunosui edip ? -BpomizoBanepiaHoBoi kucnoTu, 3okpema:
3a NoKasHWKoM "lNyCTUHA" BUMYYEHHHS 3a3HAaYEHHS NOCUMaHHsA
Ha meToz 1. Bpaxouytoum Te, Lo rycTUHy npenaparty
BU3Ha4alTb MeToaoM 1 abo Ha cepTudikoBaHOMy
aBTOMaTUYHOMY LicOPOBOMY IyCTUHOMIPI (3 TOYHICTTIO
BuMiptoBaHHs 0,0001 r/cM3), ToMy B faHOMY TecTi
3anuLIAeTbCa NOCUNAHHSA Tinbku Ha OdY*, 2.2.5.
51. | 30KCOH® 2 Tabnetku no 2 mr: TOB YkpaiHa TOB "3eHTiBa" Yecbka 3miHu | TUny - 3minm 3 sikocTi. CepTudikat BignosigHocTi/TE- 3a UA/6300/01/02
Ne 10: no 10 "CaHodi- Pecny6bnika cepTudikat BiaNOBIAHOCTI EBpONENCHKIn peuenmom
TabneTtok y bnictepi; ABeHTiC capmaxkonei/moHorpadii. NMogaHHA HOBOro abo OHOBMEHOTO
no 1 6nictepy B YkpaiHa" cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta

KapTOHHI kopoOLyj;
Ne 30 (15x2): no 15
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHiI kopobLyi

BifNoBigHOCTI €Bponenchkin dapmakonei: ana A®l; ans
BUXiAHOro Martepiany/peareHTy/MPOMiXXHOrO NPOAYKTY, LU0
BMKOPUCTOBYOTLCS Y BUpobHULTBI ADI; Ans fonomixxHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechKin
dapmakonei) - OHoBNeHWI cepTudikaT Bif yxe
3aTBEpPAKEHOro BUPOOHMKa -

MopaHHsa oHoBneHoro cepTudikaTty BignosigHocTi EP Ne R1-
CEP 2011-097-Rev 02 (3atBepmkeHo Ne R1-CEP 2011-097-
Rev 01) Big y»xe 3aTBepakeHoro BupobHuka APl Saneca
Pharmaceuticals, a.s., CrnoBaupka Pecny6bnika, i3
NOAOBXEHHAM TEPMIHY LLIOAO NOBTOPHOro TecTyBaHHA AdD| 3
36 no 60 micauis.
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n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
52. | 30KCOH® 4 TabneTtku no 4 wmr; TOB YkpaiHa TOB "3eHTiBa" Yecbka 3MminHn | TMny - 3miHn 3 skocTi. CepTudikaT BignosiaHocTI/lE- 3a UA/6300/01/03
Ne 30 (15x2): no 15 "CaHodi- Pecnybnika cepTudikaT BiANOBIAHOCTI EBpPONENCHKIN peuenmom
Tabnetok y 6nictepi; ABeHTiC capmakonei/moHorpadii. MNogaHHA HoBOro abo OHOBNEHOTO
no 2 6nictepu B YkpaiHa" cepTudgikaTa BignoBigHoCTi abo BUny4YeHHs cepTtudikara
KapTOHHiIl kopobuyi BignoBigHoCTi €Bponeincokin dapmakonei: ona A®l; ans
BMXiAHOro MaTtepiany/peareHTy/NpPOMiIXKHOTO NPOAYKTY, L0
BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; anst ONOMiKHOT
peyoBuHM (cepTudikat BigNoBIAHOCTI EBpONENCHKIn
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEPKEHOr0 BUPOBHUKa -
[MoaaHHa oHoBneHoro cepTudikaTty BignosigHocti EP Ne R1-
CEP 2011-097-Rev 02 (3atBepgxeHo Ne R1-CEP 2011-097-
Rev 01) Big yxe 3atBepaeHoro BupobHuka A®l Saneca
Pharmaceuticals, a.s., CrnoBaupka Pecny6bnika, i3
NOAOBXEHHAM TEPMIHY LLLOAO NOBTOPHOro TecTyBaHHA AdI 3
36 go 60 micauis.
53. | 30MIKINOH NOpPOLLIOK BES3 XopsarTis LleHTayp IHAis 3minu | Trny - 3mim 3 AkocTi. A®l. CtabinbHicTb. 3miHa - UA/7721/01/01
(cybeTaHuin) y dapmaxe dapmaceyTikans nepiogy NoBTOpHUX BUNpobyBaHb/nepiogy 36epiraHHa abo
noaginHNX M 4.0.0. Mpisat NimiTeq ymoB 36epiraHHst Al (3a BigCyTHOCTI y 3aTBEPKEHOMY LOCHE
nonieTuneHoBmx cepTudikaTa BignoBigHOCTIi €Bponeichbki dhapMakonei, Lo
nakeTax aons BKIOYA€E nepiof NOBTOPHOro BUNpobyBaHHs1) (nepiog,
BUpPOGHMUTBA NOBTOPHOro BMNpobyBaHHs/nepiog 36epiraHHst) - 3MiHa ymoB
HEeCTepUnbHNX 36epiraHHs AP - 3miHa ymoB 36epiraHHa A®I 3oniknony.
nikapcbkux hopm 3aTtBepakeHo: 36epiratv cyGCTaHLil0 B LiNbHO 3aKpUTUX
6apabaHax npu TemnepaTypi Hwk4e 25?C, B 3axueHoMy Big
cBiTna micui. 3anponoHoBaHo: 36epiraTv cybcTaHuio B
LWinbHO 3akpuTUX 6apabaHax npu Temnepatypi He Bulle 307C,
B 3aXULLEeHOMY Bif CBiTNa MicLi.
54. | IBPAHC Kancynu no 75 wmr; Mdbanszep CLUA Mdpanszep Himeuunna 3MiHn | TUny - 3miHK Wwopo 6esneku/edekTMBHOCTI Ta 3a UA/15747/01/01
no 7 kancyny Eny.Ci.Ni. MeHtodekyypuHr apmakoHarnsigy (iHwi amiHn) 3miHWM BHeceHo Ao po3ainy peuenmom
6nicTepi; no 3 Kopnopen Honuneng Mm6X "OcobnmnBOCTI 3aCTOCYBaHHSA" IHCTPYKLT ANS MeANYHOro
Gnictepn y LUH 3aCTOCYyBaHHS Ta KOPOTKOI XapaKTepUCTKU NiKapCbKoro 3acoby
KapTOHHiI kopobui LLIOAO OHOBMEHOI iHbOopMaLlii CTOCOBHO AOMOMDKHUX PEYOBUH.
BBegeHHs 3MiH NpoTSArom 6-Tu MicAUiB Nicns 3aTBEPAXKEHHS.
55. | IBPAHC kancynu no 100 wmr; Mdbanszep CLUA Mdpanszep Himeuunna 3Minn | TUny - 3miHK Wwopo 6esnekv/edekTMBHOCTI Ta 3a UA/15747/01/02
no 7 kancyny Eny.Ci.Ni. MeHtodekyypuHr papmakoHarnsigy (iHwi amiHn) 3miHWM BHeceHo Ao po3ainy peuenmom
6nicTepi; no 3 Kopnopen Honuneng Mm6X "OcobnmnBOCTI 3aCTOCYBaHHSA" IHCTPYKLI ANS MeanyYHOro
Gnictepn y LUH 3aCTOCYBaHHS Ta KOPOTKOi XapaKTepUCTKU NiKapCbKoro 3acoby
KapTOHHiI kopobui LLIOAO OHOBMEHOT iHdbopMaLlii CTOCOBHO AOMOMDKHUX PEYOBUH.
BBefeHHs 3MiH NpoTarom 6-Tu MicALiB Nicns 3aTBEPAXXEHHS.
56. | IBPAHC kancynu no 125 wr; Mdbanzep CLUA Mdbanzep HimeuunHa 3MiHn | TUNYy - 3miHK Wwopo 6esneku/edekTMBHOCTI Ta 3a UA/15747/01/03
no 7 kancyny Eny.Ci.Ni. MeHiodekyypuHr hapmakoHarnsigy (iHwi 3amiHn) 3miHWM BHeceHo Ao po3ainy peuenmom
6nicTepi; no 3 Kopnopen Honuneng MM6X "OcobnuBOCTI 3aCTOCYBaHHSA" IHCTPYKLi ANS MeQnyYHOro
Gnictepn y LUH 3aCTOCYyBaHHS Ta KOPOTKOI XapaKTepPUCTKU NiKapCbKoro 3acoby
KapTOHHiIl kopobui LLLOAO OHOBMEHOI iHbopMaLlii CTOCOBHO AOMOMDKHUX PEYOBUH.
BBegeHHs 3MiH NpoTarom 6-Tu MicAUiB Nicns 3aTBEPAXXEHHS.
57. | INAPIC NopoLLOK Anst HoBaprTic LLsenuapi BMPOGHMLTBO, LLisenuapis/ 3MiHu | Tuny - 3miHK Wwopao 6e3neku/edekTUBHOCTI Ta 3a UA/14525/01/01
pPO34nHy Ans dapma Al a KOHTPOMb SIKOCTI, DdpaHUuis hapmakoHarnsigy (iHwi 3amiHn) - 3MiHU BHECEHO B iHCTPYKLitO peuenmom

iH ekuin no 150 wmr; 1
PNAKOH 3 MOPOLLKOM

nepBuHHE Ta
BTOPUHHE

01 MeQUYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby [o po3giny
"OcobnuBoCTi 3acTocyBaHHs" 3rigHO 3 pekoMeHaaLisMu
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
y kopobui; 1 donakoH nakyBaHHS, BUMNYCK PRAC. BeefeHHs 3MiH npoTsrom 6-Tu MicsiliB nicns
3 NMOPOLLIKOM Y cepii: Hosapric 3aTBEpPKEHHS
Kopobui; no 4 dapwma LLUTenH Al
KOpOOKM B navui LLisenuapis;
KOHTPOMb SKOCTI:
Dendapm XtoHiHr
CAC, ®paHuis;
GioaHanis:
HoeapTic ®apma Arl’,
LLisenuapis
58. | IM®IH3I KOHLieHTpart Ans ACTPA3E Benuka Actpa3eHeka AB, Lseuis/ 3MiHn | TUny - 3miHm 3 akocTi. APl. KonTtponb A®I. 3miHa y 3a UA/18578/01/01
PO34MHY 4nis HEKA HOK BpuTaHis LLIseuisi (BTOpUHHE CLUA/ mMeTogax BunpobysaHHs APl abo BuxigHoro peuenmom
iHdy3in, 50 mr/mn; 1 JimiTen nakyBaHHsi); HimeuuunHa/ MaTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
dnakoH (120 mr/2,4 Actpa3eHeka AB, Benuka BMIKOPMCTOBYETbLCS y npoueci BUpobHuuTea AD| (He3HauHi
MI) 3 Npo6koto Ta LLiBeuis (koHTposb Bputanis 3MiHW Y 3aTBEPAXKEHNX METOAAX BUNPOOYBaHHS)
koBnaykom «flip-off» SIKOCTi (32 BUHATKOM HesHauHi 3miHv go aHanityHoi metoamkn APl metogom
Y KapTOHHI kopobui CTepunbHOCTI), rasoBoi xpomarorpadii sika BUKOPUCTOBYETLCA ANSA
abo 1 conakoH (500 BUMYCK cepii BM3Ha4eHHs nonicop6aty 80 y aypeanymabi. 3miHa
mr/10 mn) 3 nikapcbkoro cTocyeTbCsi pobo4mx napameTpiB TepMocTaTy, BCTAHOBNEHUX
npo6koto Ta 3acoby); AN KPOKIB NiABULLEHHS TemnepaTypy AN O4YULLEHHS
koBnaykom «flip-off» AcTpa3eHeka KONoHkW. PepakuinHi npaBku B aHaniTM4Hin metoamui. Hemae
Y KapTOHHIln kopobui dapmacbioTukanc 3MiH B oGnagHaHHi, peareHTax, 6ydepax.
M, CWA (koHTporb
SIKOCTi (32 BUHATKOM
CTEPUNbHOCTI i
€HIOTOKCUHY));
Bettep ®apma-
®epTuryH N'mbX ta
Ko. KI', HimeuunHa
(BMPOGHMLTBO
nikapcbkoro 3acoby,
KOHTPOMb SKOCTI
(Tinbkn
CTEPUnbHICTb i
€HOO0TOKCUHN));
KaTtaneHT IHgjiaHa,
JNinc, CWA
(BpPOBHMLTBO
nikapcbkoro 3acoby,
BTOPUHHE
nakyBaHHs);
MeglmyH FOK
Nimiten, Benuka
BputaHis (koHTponb
AKOCTI)
59. | ITIPEC 3AN Mas3b, no 35 r y Ty6i; MEKAHA HimeuuumH MEKAHA HimeuunHa 3MiHu | TUnYy - 3miHKn Wwopo 6e3nekn/edPekTUBHOCTI Ta 6es UA/16275/01/01
CNAr. NeKA no 1 Ty6i B HATYPXA a HATYPXANNBMITT dapmakoHarnsagy (iHwi 3miHm) OHOBNEHHS! TEKCTY MapKyBaHHS peuenma
KapTOHHIN ynakoBLj MNbMITT ENlb Mm6X yNaKoBKM MikapCbKoro 3acoby 3 BHECEHHSIM iHdbopMallii Lwoao
ENb M'moX 3a3HaYeHHs OOVHULL BUMIPIOBaHHS Y cucTeMi Sl. BHECEHHS!

3MiHn fo po3ainy «MapkyBaHHa» B MKA N13: 3atBepaxeHo:
MAPKWNPOBKA. MNMpunaraetcs. 3anponoHoBaHo:
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MAPKYBAHHA. BignosigHo Ao 3aTBEpO)KEHOrO TEKCTY
MapKyBaHHs. BBegeHHs 3MiH npoTarom 6-Tu micauis nicns
3aTBEPAKEHHS.
60. | KAHOUBIOTUK | kpanni ByLwHi, o 5 "nmenmapk IHgis nmenmapk IHais 3MiHu | TUny - 3miHKn Wwopo 6e3nekn/edPekTMBHOCTI Ta 3a UA/8208/01/01
My donakoHi; no 1 dapmacb dapmacbioTukana apmakoHarnsagy. 3miHa y KopoTKii xapakrepuctuui peuernmom
¢bnakoHy pasom 3 l0TUKan3 Jita. nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT ans
NiNeTKOK-KOBMAYKOM JitA. MeAMYHOro 3aCTOCyBaHHS Ha MiACTaBi perynspHo
BKIageHomy y OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
nonieTuneHoBun nocnimxkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
NaKeTUK y KapTOHHIN nicnspeecTpauiiHuin nepiod, abo sik pesynbTaT OLiHK/ 3BITY 3
KopoOLi JocnigpkeHb, NPOBEAEHNX BiANOBIgHO 40 NNaHy negiatpuyHux
pocnigpkeHb (PIP) (3MiHy y3rogykeHo 3 KOMNEeTEHTHUM
yNOBHOBa)eHMM opraHom) 3MiHVM BHECEHO [0 IHCTPYKLUIi 4ns
ME[NYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs" Ta "Mo6ivHI peakuii” BignoBigHO
[0 OHoBneHol iHdhopMmalLlii 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby. BeeaeHHst 3MiH MpoTArom 6-T micsAuiB
nicns 3aTBEpAXKEHHS.
61. | KAPBAMA3EII | nopoLuok BES3 Xopsartia | Awmoni Oprarikc BT. IHAis 3minu | Tvny - 3minm 3 akocTi. CepTudikat BignosigHocTi/lTE- - UA/15413/01/01
H (cybeTaHuis) y Papmaxe INro. cepTudikaT BigNOBIAHOCTI EBpPONENCHKIN
noaginHNX M 4.0.0. capmakonei/moHorpadii. MNogaHHsA HoBOro abo OHOBNEHOTO
nonieTuneHoBmx cepTudikaTa BignoBigHocTi abo Buny4eHHs ceptudikara
nakeTax gns Bi4NoBigHOCTI €Bponencokin dapmakonei: ons AdI; ans
dapmaLeBTUHHOIO BUXigHOro MaTtepiany/peareHTy/NPOMIXXHOTO NPOAYKTY, L0
3acToCyBaHHsA BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
peyoBuHM (cepTudikat BigNoBiAHOCTI €BpONECHKin
apmakonei) - HoBuii cepTudikaT Big BXe 3aTBEpPOKEHOIO
BMPOBHMKa -
noAaHHs HOBOTO cepTudikaTa BignoBigHOCTI €BponenchKin
dapmakonei Ne RO-CEP 2021-129 - Rev 00. Ak Hacnigok
BUITyYEHHS NnokasHuka «Baxxki meTanuy.
62. | KACOOEKC TabneTkn, BKpUTI Actpa3eH Benuka Brpo6HuK, Himeuunna/ 3MiHn | Tuny - 3miHn 3 skocTi. A®I. KoHTtponb A®I. 3miHa y 3a UA/0185/01/01
NNiBKOBOK eka HOK BpuTaHis BiANoBiganbHUI 3a Benuka MeTofax BunpobyBaHHs ADI abo BuxigHoro peuenmom
obornoHkoto, no 50 Timiteq BMPOGHMLTBO "in Bputanis marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo

Mr; no 14 TabneTtok
y 6nicTepi; no 2
Gnictepn y
KapTOHHiI kopobLyi

bulk", koHTpONb
sKocTi: KopaeH
®apma 'mbX,
HimeyuunHa;
Bupo6HuK,
BianoBigansbHWi 3a
nepBUHHE Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii: Actpa3eHeka
IOK Nimiten, Benuka
Bputanis

BMKOPUCTOBYETbLCS y npoueci BUpobHuuTea AP (iHwi 3MiHn y
MeToAax BUNpobyBaHHs (BKNoYaoum 3amiHy abo
nonoBHeHHs) A®| abo BUXigHOro/MPOMiXKHOro NPoaykTy) -
3MiHa y meTofax BunpobysaHHst ADI, a came — BUKOPUCTaHHS
aBTomaTusoBaHoro metoay (HEL) ans BusHavyeHHs nuTomoi
noBepxHi Gikanytamigy; 3MiHu | TUMy - AOMIHICTPaTUBHI 3MiHW.
3MiHa HaiMeHyBaHHs Ta/abo agpecu MicLa NPoBagKEHHS
fisinbHOCTI BUPOGHMKa (BKIOYakoum, 3a HeoOXigHOCTI, Micue
NPOBEAEHHST KOHTPOIIO AKOCTI), abo BnacHuka mactep-daiina
Ha A®I, abo noctavyanbHuka Adl/BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO 3a3HAYEHO Yy A0ChE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
BignoBigHOCTi EBponenchkii hapmakonei y 3aTBepaKEHOMY
Aocbe, abo BUpOOHMKa HOBOI AOMOMIKHOT PEYOBUHM (SIKLLIO
3a3HayeHo y A0CbE) - 3MiHa HaliMeHyBaHHS BUpoOHKKa ADI 3
Excella GmbH Ha Excella GmbH & Co. KG, 6e3 3amiHu micus
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BUPOOHMUTBA; 3MiHK | TNy - 3MiHM 3 sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT BignoBigHOCTI €EBponenchbkin
capmakonei/moHorpadii. MogaHHA HOBOro abo OHOBMEHOTO
cepTudgikaTa BignoBigHoCTi abo BUny4YeHHs cepTtudikara
BignoBigHocTi €Bponencokin dapmakonei: ana Adl; ans
BMXiAHOro MaTtepiany/peareHTy/NpPOMiIXKHOTO NPOAYKTY, L0
BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; anst ONOMiKHOT
peyoBuHM (cepTudikat BigNoBIAHOCTI EBpONENCHKin
dapmakonei) - HoBuin cepTudpikat Big Bxe 3aTBepaKeHoro
BUPOGHMKa - MNogaHHs HoBoro ceptudpikata BignoBigHOCTI
€sponeiicbkin bapmarkonei Ne R1-CEP 2012-270-Rev 00 ans
AdI Big BXE 3aTBEepAXeHoro BupobHuka Excella GmbH & Co.
KG, HimeuunHa, 3 goaaeaHHsAM BupobHuka (Menadiona SL)
AN NPOMIKHOIO NPOAYKTY Ta 3a3HaYeHHs BXXe 3aTBEepAKEHOro
anbTepHaTMBHOIO CanTy Ansa MikpoHisadii Valdepharm,
France; aminn | Tuny - 3miHun 3 akocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BignoBigHOCTI €Bponenchkin
capmakonei/MmoHorpadii. MNogaHHsA HoBOro abo OHOBNEHOTO
cepTugikaTa BignoBigHocTi abo BUNy4eHHs cepTudikarta
BiANoBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BUXigHOro MaTtepiany/peareHTy/NPOMIXXHOTO NPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMiKHOT
peyoBuHM (cepTudikat BigNoBIAHOCTI EBpONENCHKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBepOKeHoro BUpo6HUKa - MogaHHsA OHOBMEHOTO
cepTudikaTy BignoBigHOCTI €Bponencekoi dapmakonei Ans
A®I bikanytamigy CEP No. R1-CEP 2012-270-Rev 02
(nonepepnHs Bepcis CEP No. R1-CEP 2012-270-Rev 00) Big,
BXe 3aTBepakeHoro BmpobHuka Excella GmbH & Co. KG,
HimeyunHa

63.

KACOLOEKC

TabneTkn, BKpUTI
NniBKOBOO
obonoHkot, no 150
Mr; no 14 TabneTok
y 6nicTepi; no 2
Gnictepn y
KapTOHHiI kopobui

Actpa3eH
eka tOK
Nimiten

Benuka
BpuTtaHis

Bupo6GHuK,
BignoBigansbHWi 3a
BMPOGHMUTBO "in
bulk", kOHTpOsb
sikocTi: KopaeH
dapma 'mbX,
HimeuumHa;
Brpo6HuK,
BiANoBiganbHUI 3a
nepBuUHHE Ta
BTOPWHHE
nakyBaHHs, BUNYCK
cepii: Actpa3eHeka
IOK Nimitea, Benuka
BpuTaHis

HimevuunHa/
Benuka
BpuTaHis

3MiHu | Tuny - 3MiHn 3 sikocTi. A®I. KoHTponb A®L. 3miHa y
meTogax BunpobysaHHs ADI abo BuxigHoro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y npoueci BUpobHuuTea ADI (iHWwi 3mMiHn y
mMeToAax BUNpobyBaHHS (BKNoyaoum 3aMiHy abo
nonoBHeHHs1) A®l abo BUXigHOro/MpoMiXXHOro NpoayKTy) -
3MiHa y MeTofax BunpobysaHHst ADI, a came — BUKOPUCTaHHS
aBTomaTusoBaHoro metoady (HEL) ansa BusHavyeHHs nuTomoi
noBepxHi Gikanytamigy; 3amMiHu | TUnNy - AOMiHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHsi Ta/abo agpecu MicLsi NPOBaKEHHS
isANbHOCTI BUPOGHKMKa (BKITHOHAKOYM, 3a HEOOXiAHOCTI, MicLe
npoBeAeHHs KOHTPOIO AKOCTi), abo BNacHMka mactep-arina
Ha A®I, abo noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
3acTOCOBYOTbCH Y BUPOOHUUTBI ADI (sIKLLO 3a3HaYeHo y AOChE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BiANoOBIAHOCTI €Bponencekini hapmakonei y 3aTBepaXeHoMy
pocbe, abo BUpoBHMKa HOBOI JOMOMIXXHOT PEHOBUHM (SIKLLIO
3a3HayeHo y Aocbe) - 3MiHa HaliMeHyBaHHS BUpobHuka ADI 3
Excella GmbH Ha Excella GmbH & Co. KG, 6e3 3miHu micus
BMPOGHMUTBA; 3MiHu | TUny - 3miHK 3 sikocTi. CepTudikat

3a
peuernmom

UA/0185/01/02
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BignosigHocTi/ME-cepTudikaT BignoBigHOCTI €Bponenchkin
apmakonei/MoHorpadii. MogaHHs HoBOro abo OHOBNEHOro
cepTudgikaTa BignoBigHoCcTi abo BUny4eHHs cepTtudikara
BigNoBigHOCTI €Bponeichkin thapmakonei: ana A®l; ans
BMXiAHOro matepiany/peareHTy/NPOMIKHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCSA Y BUPOOHMLTBI ADI; anst 4ONOMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechKin
dapmakonei) - HoBui ceptudikat Big BXe 3aTBepAXEHOro
BUpPOGHMKa - MNogaHHs HoBoro ceptudpikata BignoBigHOCTI
€Bponecbkin dapmakonei Ne R1-CEP 2012-270-Rev 00 ans
A®I Big BXe 3aTBepaxeHoro BupobHuka Excella GmbH & Co.
KG, Hime4yunHa, 3 goaaeaHHsAM BupobHuka (Menadiona SL)
[Onsi TPOMiXKHOTO NPOAYKTY Ta 3a3HaYeHHs BXe 3aTBEPAXEHOro
anbTepHaTMBHOIO CanTy Ans MikpoHisauii Valdepharm,
France; aminu | Tuny - 3miHun 3 sakocTi. CepTudikaT
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI €Bponenchkin
capmaxkonei/moHorpadii. NMNogaHHA HOBOro abo OHOBNEHOTO
cepTudgikaTa BignoBigHocTi abo BUNy4eHHs cepTudikarta
BignoBigHoCTi €Bponeichkin hapmakonei: ans Adl; ans
BVXiAHOro mMartepiany/peareHTy/MPOMiIKHOrO NPoaykKTy, LU0
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans onoMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponeiichbKin
dapmakonei) - OHoBRNeHWn cepTudikaT Bif yxe
3aTBepOKeHoro BUpo6HUKa - MogaHHsA OHOBMEHOTO
cepTugikaTy BignoBigHOCTI €Bponerncbkoi hapMakonei ons
A®I| 6ikanytamigy CEP No. R1-CEP 2012-270-Rev 02
(nonepepnHs Bepcis CEP No. R1-CEP 2012-270-Rev 00) Big
BXe 3aTBepakeHoro BupobHuka Excella GmbH & Co. KG,
HimeyunHa

64.

KATEOQKENDb 3
JIIAOKAIHOM

renb no 12,5 r no
12,5ry
rocopoBaHoOMy
wnpuui-Ty6i; no 1
rocpoBaHoOMy
wnpuuy-Ty6i y
6nicTepi; no 1, abo
no 5, abo no 25
GnictepiB y
KapTOHHiI kopobui

dapmauey
Tilwe
Pabpik
MoHTasiT
m6X

ABCTpis

dapmaveyTiwe
¢abpik MoHTaBiT
mMB6X

ABCTpis

3MiHu | TUNy - 3miHKn Wwopo 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHu [o y3aranbHeHUX
AaHunx nNpo cucteMy dpapmakoHarnsgy (BBedeHHs
y3aranbHeHVX AaHnX Npo cucteMy hapmakoHarnsay, 3amiHa
yMNoBHOBaXeHOi 0cobu, BianoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsaay; KOHTakTHOi ocobu 3 dhapmakoHarnsay
3asiBHWKa ANs 34iNCHEeHHs hbapmakoHarnsgy B YkpaiHi, aKkwo
BOHa BiAMiHHA BiZ YNOBHOBaXeHOi 0cobu, BiANoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKMYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHi MacTep-darina cuctemu
dapmakoHarnsgy) 3MiHa ynoBHOBaxXeHOi 0cobu 3asiBHUKA,
BignoBiganebHoi 3a hapMakoHarnsag,.
Litova pepakuis: Dr. Eva Maizner. lNponoHoBaHa pegakuis: Dr.
Barbara Posch. 3miHa KOHTaKTHUX faHUX YNOBHOBaXEHO!
ocobu 3asBHUKA, BiANOBIAaNbHOI 3a hapMakoHarnsag

3a
peuerimom

UA/4660/01/01

65.

KOMBIFAH®

Kpanni o4Hi; no 5 mn
y donakoHi-
KpanenbHuui; no 1
abo 3 pnakoHu-
KpanenbHuLi B
KapTOHHIN yrnakoBLii

AnnepraH
dapmach
toTikan3
Ipnangis

Ipnangis

AnnepraH
dapmacbioTikans
IpnaHais

Ipnangia

3MiHu | TUny - 3miHKn Wwopo 6e3nekn/edPekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOrOo 3acTOCyBaHHS Ha niacTasi perynspHo
OHOBIIOBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
nocnimkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiof, abo sik pe3ynbTaT OLiHKM 3BIiTY 3

3a
peuerimom

UA/11289/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
[ocnigpkeHb, NpoBeaeHNX BIANOBIAHO 40 NnaHy neaiatpuyHmnx
pocnigpkeHs (PIP) (iHwi 3MiHK1) 3MiHK BHECEHO B IHCTPYKLUIitO
ANs MeQUYHOro 3acTocyBaHHS nikapcbkoro 3acoby oo posginy
"OcobnmBocTi 3acTocyBaHHA" BiANOBIAHO 4O OHOBMEHOT
iHcpopMalii Lwoao Gesnekn 3acTocyBaHHS JOMOMIKHUX
peyoBuMH. BBeaeHHs 3MiH npoTarom 6-Tn micsauiB nicns
3aTBEPAKEHHS.
66. | KOPBAINTAB Tabnetku; no 10 TOB YkpaiHa TOB "®apma Crapt" YkpaiHa 3Minu | TUNY - 3miHu Wwono 6esnekn/eceKTUBHOCTI Ta bes UA/1028/01/01
Tabnetok y "ACIHO capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTui peuenma —
6nictepax; no 10 YKPATHA" nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans Ne 10 ma Ne
TabneTok y bnictepi; MeAMYHOro 3aCTOCyBaHHS Ha MiACTaBi perynspHo 10x2; 3a
no 2 aéo 10 OHOBJHOBAHOrO 3BiTY 3 Ge3neku nikapcbkoro 3acoby, abo peuyenmom —
GnicTepiB y nayui 3 JocnimxeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B Ne 10x10
KapTOHY nicnspeecTpauinHui nepiof, abo sk pedynbTaTt OUiHK/ 3BTy 3
[ocnigpkeHb, NpoBeaeHNX BIANOBIAHO 40 NnaHy neaiatpuyHmnx
pocnigpkerb (PIP) (iHwi 3MiHM) 3MiHM BHeCEHO [0 iHCTPYKLUii
AN MeQUYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby 4o po3ainis
"MpoTmnokasaHHs", "B3aemogisa 3 iHWMMM NikapCbKuMmu
3acobamu Ta iHWi Buan s3aemoginn”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BaritHocTi abo
rogyBaHHs rpygato”, "3gaTHiCTb BNNMBaTU Ha LWBMAKICTD
peakuii Nnpu kepyBaHHi aBTOTpaHCNoOpPTOM abo iHWKMMK
MexaHiamamu", "lMepeno3syBaHHs", "MobiyHi peakuii” woao
6e3nekn 3aCTOCyBaHHS Ailo4nX Ta AOMOMIKHUX PEYOBUH
nikapcbkoro 3acoby. BBegeHHs1 3MiH npoTsirom 6-Tu micsauiB
nicns 3aTBepAXKEeHHs
67. | KOCONT BK Kpanni O4Hi, po34uH; CaHTeH PiHnsHais CaHteH AT, ®iHnsHais/IT 3miHu | TNy - 3miHKM 3 sikocTi. FoToBUIA Nikapcbkuii 3acib. 3a UA/18106/01/01
no 10 mn y donakoHi AT QiHnaHaia anis 3MiHM y BUpobHMUTBI. 3amiHa abo BBeLeHHS A0AaTKOBOI peuenmom
3 [103aTopoM Ta (BUPOBHWK, AiNbHWLI BUpobHULTBa ANS YacTuHN abo BCbOro BUpOBHUYOro
KpULLIKOIO; No 1 BignosiganeHMn 3a npoLiecy roToBOro nikapcbkoro 3acoby (iHLi 3mMiHW) oaaBaHHs
dnakoHy 3 BUMYCK cepii); [0AaTKOBOI BUPOOHUYOT AinNbHULI ANs cTepunidadii nycTnx
fosaTopom Ta Ty6intokc Papma dnakoHiB 3 BiANOBIAHMMU 3miHamu B p. 3.2.P.7. Cuctema
KPULLIKOKO 3 C.M.A,, Itanis KOHTeHep/3akynoptoBanbHUiA 3acio
KOHTpOMeM NepLUoro (BUPOBHUK,
PO3KPUTTA B BianoBigansbHWi 3a
KapTOHHiI kopobui BUPOGHMLTBO in-
bulk, nepBuHHY Ta
BTOPWHHY YNaKoBKY,
BUNpobyBaHHs
LLI0A0 SIKOCTi)
68. | KPAMMNANIKA TabneTkn, BKpUTI Mictpan AHrnig anbTepHaTuBHa Ipeuis 3MiHM | Tuny - 3MiHK 3 sKkocTi. [oToBMIN Nikapcbknin 3acib. 3a UA/18941/01/01
NnNiBKOBOIO Kenitan nepBrHHA ynakoBka, KoHTponb roToBoro nikapcbkoro 3acofy (iHLi 3miHK) - peuenmom
obornoHkKot, no 250 MeHenxm BTOPWHHA ynaKkoBKa: YTOYHEHHS B METOAAX KOHTPOIHO SIKOCTI, LLOA0 NMOMUMKOBO
mr; no 10 TabneTok eHT PAPMATEH NponyLLEeHOro nocunaHHsa Ha po3ain «MapkyBaHHA» Ta
y 6nicTepi; no 3 Nimiten IHTEPHELLUHN CA, BUKMNaAeHHs B peaakuii (3rigHO 3aTBEPAXKEHOrO TEKCTY
6nictepu B peuis; MapKyBaHHs1) Ta YTOYHEHHS! LWOAO0 Ha3BW po3diny «YMoBu
KapTOHHIN nayui BMPOBHMLTBO 36epiraHHa»

roTOBOI NiKapCbKoi

dopmu, NnepBrHHa
Ta BTOpPWHHA

ynakoBKa, KOHTPOIb
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
cepii, BUNycK cepit:
dapmateH CA,
[peuis
69. | KPAMMAIKA TabneTku, BKPUTI Mictpan AHrnis anbTepHaTUBHa Ipeuis 3MiHu | Tuny - 3MiHK 3 siKocTi. [OTOBMIA NikapCbkuiA 3aci6. 3a UA/18941/01/02
NNiBKOBOIO Kenitan nepBMHHA ynakoBka, KoHTpornb roToBoro nikapcbkoro 3acofy (iHLwi 3miHW) - peuenmom
o6ornoHkoto, no 500 MeHenxm BTOPWHHA ynaKkoBKa: YTOYHEHHS B MeToax KOHTPOIO SIKOCTI, LLOA0 NOMUITKOBO
mr; no 10 TabneTok eHT PAPMATEH nponyLLEeHOro NocunaHHsa Ha po3ain «MapkyBaHHsA» Ta
y 6nicTepi; no 3 TNimiTen IHTEPHELUHN CA, BUKNadeHHs B peaakuii (3rigHo 3aTBEpAXEHOro TEKCTY
6nictepu B peuis; MapKyBaHHs1) Ta YTOYHEHHS! LLOAO0 Ha3BW po3diny «YMoBu
KapTOHHIN nayui BUPOBHMLTBO 30epiraHHsA»
roTOBOI NiKapCbKoi
¢dopmu, NnepBuHHA
Ta BTOpPWHHA
yMNaKoBKa, KOHTPOIb
cepii, BUNyckK cepii:
dapmateH CA,
peuis
70. | KYNPEHIN® TabneTkn, BKPUTI TOB YkpaiHa TOB TeBa Monbwa 3MiHun | Tuny - 3minm 3 sikocTi. A®I. KoHTponb ADL. 3miHa y 3a UA/8546/01/01
NniBKOBOKO "TeBa OnepenLHs napameTpax cneuudikauin Ta/abo JonycTMMuX Mex, peuenmom
obonoHkoto, no 250 YkpaiHa" MonaHa, Monbwa BM3HA4YeHMX y cneuudikauisx Ha Adl, abo

mr; no 100 TabneTtok
y nnswyi; no 1
NAALWLUi B KAPTOHHIN
KopobLUi

(BMPOGHULTBO 3a
MOBHUM LIMKITOM)

BUXIOHWI/MPOMIDKHUIA NpOAYKT/peareHT, Lo BUKOPUCTOBYOTHCS
y npoueci BupobHuUTBa AD| (3BY>KEHHS AOMYCTUMUX MEX,
BMU3HAYEHMX y cneuundikadii) 3By)XeHHS MeX A AOMIlKM A
(neHiumnamiHy gucynbdit) y cneumdikauii A®I 3 «HebinbLe
1%» po «He Ginblue 1,0%», BiANOBIAHO 4O 3MiH B OHOBIEHOMY
IOM® Big BupobHuka A®I. 3miHu | Tvny - 3miHM 3 AKoCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponencokin dhapmakonei/MoHorpadii. 3mMiHK, NoB'aA3aHi 3
HeobXiAHICTIO NpMBeAEHHS Y BiAMOBIAHICTbL A0 MOHorpadii
OdY abo €sponelicbkoi hapmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y cneuudikauisx, nos'a3aHa
3i amiHamu B [1®Y, abo EBponevickkin dapmakonei, abo iHLwin
HauioHanbHin apmakonei gepxxasu - NpUBEAEHHSA BUMOr
cneuudikauii APl y BignosigHicTb 40 BUMOr €BpONENCHKOI
capmakonei, a came BUNyYeHHs NokasHuka «Badkki meTanun»
3i cneundikauii A®Il. 3miHn | Tuny - 3miHn 3 akocTi. ADI.
KoHTponb A®Il. 3MiHa y napameTpax cneumdikauini Ta/abo
OONYCTUMUKX MEX, BU3Ha4YeHuX y cneumndikauisx Ha A®l, abo
BUXiAHWIA/NPOMiXXHWI NPOJYKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTBa AD| (qonoBHEHHSs cneundikauii
HOBWM MOKa3HUKOM SIKOCTi Ta BiANOBIOHUM METOA0M
BUNPOBYBaHHs) -

JonoBHeHHs cneundikauii APl HoBUM NokasHWKOM «BmicT
CBUHLIIO» 3 MeXaMu «HebinbLie 1,4 ppm» 3 BignoBigHUM
MeToAaM BUNPoOyBaHHS Ha NiAcTaBi 3BiTY 3 OLiHKY pU3uKiB
CTOCOBHO €NeMEeHTHUX AOMILLOK BianoBiaHo Ao HacTaHosw ICH
Q3D.
3MiHu | TUny - 3miHu 3 sikocTi. APl. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHs AD| abo BuUxigHoro
marepiany/npoMiXXHOro NpoayKkTy/peareHTy, Lo
BMKOPUCTOBYETbLCS Y Npoueci BupobHuutea AP (iHwi 3MiHu y
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MeTofax BUNpobyBaHHs (BKMOYaoumn 3amiHy abo
nonoBHeHHs1) A®| abo BMXiAHOrO/MPOMIKHOrO NPOAYKTY) -
3MiHa MeToay BUNpobyBaHHsA ANs BU3Ha4eHHS BMiCTY JOMILLIOK
auncynbaigy nexiuunaminy (€sp. . Jomiwka A), Wwo €
metoaom BEPX 3rigHo €Bp. ®apm. Ha HoBuii metoq
BuNpobyBaHHsA BEPX, sakui 6yae BukopucToByBaTUCH AN
BM3HAYEHHS BMICTY JOMILLKM AMCynbdigy neHiyunaminy (€sp.
&. Jomiwika A) Ta HEBIAOMMX JOMILLIOK.
71. | NEBOKCUMEL, | po3uunH ans iHdysin, TOB YkpaiHa Medap Inay CaH. TypeuunHa BHECEHHS 3MiH O peecTpaLinHMX maTepianis:aMiHa 3asiBHUKa 3a UA/14634/01/01
500 mr/100 mn no "YOPN A.LL. (BnacHuka peecTpaLiiHoro noceig4eHHs) (3rigHo Hakazy MO3 peuenmom
100 mn y donakoHi 3 MEOWNLA Big 23.07.2015 Ne 460): 3atBepaxeHo: YOPJIO MEOVNLUNH
MapKyBaHHSIM H" INAY CAH. BE TIK. A.LU., TypeuyunHa. 3anponoHosaHo: TOB
YKpaiHCbKOK MOBOIO; «YOPNO MEOUWUMHY», YkpaiHa. TepMiH BBEAEHHS 3MiH
no 1 dnakoHy y npoTarom 6 micauiB nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn
KapTOHHIl kopobui 3 oo 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHs
MapKyBaHHSIM abo 3miHM [0 y3aranbHeHUX faHuX Npo cUcTemy
yKpaiHCbKOIO Ta dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
POCINCbKOD MOBaMu cuctemy chapmakoHarnsgy, 3miHa ynoBHoBa)eHoi ocobu,
BiANoBiganbHOI 3a 34iNCHEHHA hapMakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSsI
tbapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa Big
YNOBHOBa)eHOT 0cobW, BignoBigansHoi 3a 34iNCHEHHS
dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-chaina cuctemn chapmakoHarnsgy).
3MiHa ynoBHoOBaeHoi ocobu 3asiBHUKA, BiANOBiAanbLHOI 3a
capmakoHarnag. Litova pegakuis: Mescim Inbkbaxap LOiH4enb
/ Mrs. Mevsim llkbahar Dincel. MNponoHoBaHa pegakuis: Myano
[aHHa CtaHicnasiBHa. 3MiHa KOHTaKTHUX JaHUX
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAANbHOI 3a
hapmakoHarnsg. 3miHa micusi 34iINCHEHHS! OCHOBHOI
AisnbHoCTi 3 dpapmakoHarnsgy. 3MiHa MicLe3HaxoaKeHHs
macTtep-darna cuctemu dpapmakoHarnagy.
72. | NEPKAHIAWMI TabneTkn, BKpUTI TOB YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: YTOYHEeHHs 3a UA/16977/01/02
H-TEBA NniBKOBOKO «TeBa OynHuua AT BUPOOHMKA Ta peecTpauinHoro Homepa B Hakasi MO3 peuenmom
obornoHkoto, no 10 Ykpaina» Ykpainun Ne 753 Big 05.05.2022 B npoLieci BHECEHHS 3MiH

Mr no 14 TabneTok y
6nicTepi; no 2 abo
no 4 6nictepu B
KopoobLi

(8miHu | TMNY - AgMiHicTpaTMBHI 3MiHW. 3MiHa HalMEeHYBaHHS!
Ta/abo agpecun MicLsi NPOBaMKEHHS AisNbHOCTI BUPOOHMKa
(BKNOYaO4KM, 3a HEOOXIAHOCTI, MicLe MPOBEAEHHS KOHTPOIO
sIKoCTi), abo BNacHuka mactep-danna Ha AdI, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
3acTOCOBYOTbCH Y BUPOOHUUTBI ADI (sIKLLO 3a3HaYeHo y AOChE
Ha nikapcbkuii 3acib) 3a BigcyTHoOCTI cepTudikata
BigNoBIgHOCTI €Bponerichkin hapmakonei y 3aTBepaKeHOMY
pocbe, abo BUpoBHMKa HOBOI OMOMIXKHOT PEYOBUHU (SIKLLIO
3a3HayYeHo y 0CbE) 3MiHa Ha3Bu BUPOOHMKa ADI
JlepkaniguniHy rigpoxnopugy 3 Glenmark Pharmaceuticals
Limited (India) Ha Glenmark Life Sciences Limited (India).
BBegeHHs 3MiH NpoTArom 6-Tu MicsLiB Micnsi 3aTBEPOXKEHHS.
3miHu | TMny - 3miHm 3 gkocTi. API. BupobHuuteo. 3MiHa
po3mipy cepii (Bkntoyaroum gianasoHn) APl abo npomixHoro
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n/

JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpauyiliHo2o

73.

JIEPKAHIOQUII

TabneTtkn, BKPUTI

TOB

YkpaiHa

NPOAYKTY, SIKMI 3aCTOCOBYETLCS Y Npoueci BUpobHuutea Ad|
(36inbLeHHs fo 10 pasiB NOPIBHSAHO i3 3aTBEPKEHNM
po3mipoM) BBeAeHHs po3mipy cepii API JlepkaHiguniny
rigpoxnopug - 105,00 kr. BBegeHHs 3MiH NnpoTsirom 6-tu

MicauiB nicnsa 3atBepaAXeHHS. 3MiHun | Tuny - 3MiHK 3 AKOCTi.

ADI. KoHTponb A®I. 3miHa y napameTpax cneuudikadin
Ta/abo [onMyCTUMUX MEX, BU3HAYEHNX Y cneumdikauisax Ha
AdI, abo BMXigHWUIN/NPOMiXHWIA NpoayKT/peareHT, LWo
BMKOPWCTOBYIOTbCS Y npoLeci BupobHuuytea APl (BunyyeHHs
HEe3HaYyHOro NokasHvKa SKOCTi (Hanpuknag BUyYeHHs

3acTapinoro NoKasHMKa)) BUNyYEHHS KOHTPOSO 3@ MOKa3HUKOM

"Baxkki meTanun" 3i cneumdikauii A®I JlepkaHigmniHy
rigpoxnopug Big BupobHuka Glenmark Life Sciences Limited

(India) Ta 3i cneumdikauii BupobHuka 3.

BBepgeHHs1 3MiH NpoTSArom 6-Tv MicaUiB Nicns 3aTBEPAXKEHHS).
Pepakuis B Hakasi: BUpobHuK - TeBa PapmaleBTikan IHaacTpi3

JIta., I3painb; Homep peecTpauinHOro NocBiAYEHHS -
UA/16781/01/01. BipHa pegakuisi: BupobHuk - bankaHdapma-
Oynuuus AT, Bonrapisi; Homep peecTpauiiHOro NOCBIAYEHHS -

UA/16977/01/02.

noceid4yeHHs1

H-TEBA

NniBKOBOKO
obonoHkoto, no 20
Mr no 14 TabneTok y
Gnictepi; no 2 abo
no 4 6nictepu B
KopoobLi

«TeBa
Ykpaina»

BankaHdapma-
OynHuusa AT

Bonrapia

BHECEHHS 3MiH O peeCTpaLliMHUX MaTepianis: YTOYHEHHA
BUPOOHMKA Ta peecTpauinHoro Homepa B Hakasi MO3
Ykpainun Ne 753 Bip 05.05.2022 B npoLeci BHECEHHS 3MiH
(3MiHn | TNY - AgMiHicTpaTMBHI 3MiHW. 3MiHa HaMeHyBaHHSs
Ta/abo agpecun MicLsi NPOBaMKEHHS AiSNbHOCTI BUPOBHMKA
(BKNOYa4YK, 3a HEOOXIAHOCTI, MicLe MPOBEAEHHS KOHTPOIO
sIKoCTi), abo BnacHuka mactep-danna Ha AdI, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, LLO
3acTOCOBYOTbCH Y BUPOOHULTBI ADI (sIKLLO 3a3Ha4eHo y AoCke
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BiAMoBIAHOCTI €Bponencoki hapmakonei y 3aTBepaKeHOMy
pocbe, abo BUpobHMKa HOBOI JOMOMIXXHOT PEHOBUHM (SIKLLIO
3a3HayeHo y A0CbE) 3MiHa Ha3Bu BUPOOHMKa ADI
JlepkaniguniHy rigpoxnopugy 3 Glenmark Pharmaceuticals
Limited (India) Ha Glenmark Life Sciences Limited (India).
BBefeHHs 3MiH NpoTArom 6-Tv MicsLiB Micns 3aTBEPOXKEHHS.
3miHu | Trny - 3minHm 3 akocTi. APl. BupobHuuteo. 3MiHa
po3mipy cepii (Bkntoyaroum gianasoHn) APl abo npomixHoro
NpoaykTy, sIKUiA 3aCTOCOBYETLCS Y npoLeci BUpobHuutea AdI
(36inbLueHHs go 10 pasiB NOPIBHSHO i3 3aTBEPAXEHUM
po3mipoM) BBeaeHHs1 po3mipy cepii A®I NlepkaHiamniHy
rigpoxnopug - 105,00 kr. BBegeHHs 3MiH NpoTsirom 6-Tu
MicauiB nicnsa 3aTBepaXeHHS. 3miHun | Tuny - 3MiHM 3 AKOCTi.
A®I. KoHTponb ADI. 3miHa y napameTpax cneuudikadii
Ta/abo fonycTUMUX MeX, BU3HAYEHNX y cneumdikauisx Ha
A®I, abo BMXiQHWA/NPOMIKHUIA NPOAYKT/peareHT, Wwo
BUKOPUCTOBYOTbCS Y npoLeci BupobHuutea APl (BUnyyYeHHs
He3Ha4YHOro NokasHuka SKOCTi (Hanpuknag BUIyYeHHs!
3aCTapinoro NokasHuKa)) BUITy4YEHHS1 KOHTPOJSTO 3a MOKA3HMKOM

"Baxki meTanun" 3i cneumdikauii A®I JlepkaHiguniHy

3a
peuerimom

UA/16977/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
rigpoxnopug Big BupobHuka Glenmark Life Sciences Limited
(India) Ta 3i cneuwndikauii BMpobHuka 3.
BBeneHHs 3MiH NpoTSArom 6-Tv MicALB Nicnst 3aTBEPOXKEHHS).
Pepakuis B Hakasi: BUpobHuk - TeBa PapmaLeBTikan IHaacTpi3
JIta., I3painb; Homep peecTpauinHOro NocBigYeHHS -
UA/16781/01/02. BipHa pegakuisi: BupobHuk - bankaHdapma-
Oynuuug AT, Bonrapisi; Homep peecTpauiiHOro NOCBIAYEHHS -
UA/16977/01/01.
74. | NINOIKA KOHLeHTpaT 45 MpAT YkpaiHa MpAT YkpaiHa 3MiHuM | TUny - 3MiHK 3 akocTi. CepTudikat BignosigHocTi/lE- 3a UA/17024/01/02
pPO34MHy Ang "dapmaune "papmaueBTUYHa cepTudikat BignoBigHOCTI EBpONENCHKi peuenmom
iHdpysin, 600 mr/20 BTUYHA dipma "OapHuusa" apmakonei/MoHorpadii. MogaHHs HoBoro abo OHOBNEHOro
mn; no 20 mn B dipma cepTudgikaTa BignoBigHocTi abo BUNy4eHHs cepTudikarta
amnyni, no 5 amnyn "NapHuus" BignoBigHocTi €Bponeicokint dhapmakonei: gna AL, ans
Y KOHTYPHIl BMXiAHOro mMartepiany/peareHTy/MPOMIKHOIO NPOAYKTY, L0
YapyHKOBIMn BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans onoMiKHOT
ynakosui, no 1 peyoBuHM (cepTudikat BignoBigHOCTI €BponeiichbKi
KOHTYPHIl dapmakonei) - OHoBRNeHWn cepTudikaT Bif yxe
YapyHKOBI ynakoBLi 3aTBepOKeHoro BUpobHuKa - MogaHHsA OHOBMEHOTO
y nayuij cepTudikaty BignosigHocTi €P Ne R1-CEP 2009-004-Rev 04
(3atBepmakeHo R1-CEP 2009-004-Rev 01) ana A®I TiokTtosoi
KUCINOTU Bif BXe 3aTBepmpkeHoro BupobHmka OLON S.P.A.,
Italy, Ta sk Hacnigok nepeHeceHHs HOPMYBaHHS TECTY
«TemnepaTypa nnasneHHs» Ao po3giny «3aranbHi
BNacTMBOCTI»
75. | MINOIKA KOHLieHTpart Ans MpAT YkpaiHa MpAT YkpaiHa 3MiHn | Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l E- 3a UA/17024/01/01
po34nHy Ans "®apmaue "®apmaueBTnyHa cepTudpikaT BigNOBIAHOCTI EBpPONENCHKIN peuernmom
iHdpysin, 300 mr/10 BTUYHA dipma "OapHuus” dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
mn; no 10 mn B dpipma cepTugikaTa BignoBigHocTi abo BunyyeHHs ceptugikara
amnyni, no 5 amnyn "OapHuus” Bi4NoBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
Y KOHTYPHI# BUXiAHOro MaTtepiany/peareHTy/NPOMIXKHOTO NMPOAYKTY, L0
YapyHKOBIl BMKOPUCTOBYIOTbCH Y BUpobHuUTBI A®I; Ans 4onoMikHOT
ynakosLi, no 1 peyoBuHYM (cepTuddikaT BigNOBIAHOCTI €BpoNenchKil
KOHTYPHI dapmakonei) - OHoBNeHW cepTudikaT Bif yxe
YapyHKOBI ynakoBLi 3aTBepOKeHOro BUpo6HUKa - MogaHHsA OHOBNEHOTO
y nayui ceptudikaTy BignosigHocTi € Ne R1-CEP 2009-004-Rev 04
(3aTBepakeHo R1-CEP 2009-004-Rev 01) ana A®I TiokTtosoi
KUCMOTM Bif, BXe 3aTBepakeHoro BupobHmka OLON S.P.A.,
Italy, Ta sk Hacnigok NnepeHeceHHs HOPMYBaHHS TECTY
«TeMnepaTypa nnaBneHHs» 0o po3giny «3aranbHi
BNacTMBOCTI»
76. | MABEHKNAO® | tabnetku no 10 mr; Apec LLisenuapi BupobHumk ITanisa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/17515/01/01
no 1, 4 abo 6 TpengiHr a (BPOBHMLTBO 3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y peuenmom
Tabnetok B C.A. Hepo3dacoBaHoro BMPOGHMLTBI. 3MiHM y NpoLeci BUPOGHMLITBA rOTOBOIO
anioMiHieBomy npenapary, nikapcbkoro 3acoby, BKIHOYAKUM NPOMIKHUIA NPOAYKT, LLO
GnicTepi, nepBuUHHE Ta 3aCTOCOBYETLCS MPY BUPOOHMLTBI FOTOBOrO NiKapCbKOro
3anevataHomy y BTOPUHHE 3acoby (iHLi 3MiHW) - BHECEHHS 3MiH 4O BUPOGHMYOro npoLecy
KapTOHHY nakyBaHHs, Ta KOHTPOIO npoLiecy, 3okpema: 36inbLUeHHS TEPMiHY
06KnaamnHky, siKy KOHTPOMb SIKOCTI, 36epiraHHa Hepo3adgacoBaHoro npoaykTy (in bulk) 3 12 micauis
BMiLLlYIOTb Y BMNYCK Ccepin): 00 24 micauis; 3minuv | Tuny - 3miHK 3 skocTi. FoToBMI

KOHTYPHY YapyHKOBY
yrnakoBKy Ta

Hep®apMa C.P.J1.,
ITanis;; BupobHuk

nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro Nikapcbkoro
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BKNagawTb y
KapTOHHY KOpPOGKy

(KOHTpOnb SIKOCTi:
BU3HAYEHHS
erneMeHTHUX

OOMILIOK): €BpodpiHe
Biona6 C.P.J1.,
ITania

3acoby (36inbLUeHHs1 TepMiHY NPMAATHOCTi FOTOBOMO
nikapcbkoro 3acoby) - [1ns TOproeoi ynakoBku
(nigTBEPOXYETLCA AaHMMK peanbHOro Yacy) - 36inbLweHHs
TEPMiHy NpuaaTHOCTI FOTOBOrO Nikapcbkoro 3acoby 3 3 pokis
A0 4 pokie. 3MiHM BHECEHO A0 iHCTPYKLiT ANS MeanyYHoro
3acTocyBaHHs nikapcbkoro 3acoby fo po3ainy "TepMiH
npygaTHocTi" Woao 36inbLUeHHs TepMiHy NpUAATHOCTI
roTOBOrO fikapcbKkoro 3acoby. BeeaeHHs1 3MiH npoTsirom 6-Tu
MicsuiB nicns 3aaTBepmKeHHs; 3MmiHn |l Tuny - 3MiHW Wwopo
6e3nekn/ecekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHM y KOpOTKii
XapakTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKUIT ANs MeAMYHOro 3acTOCyBaHHS Yy 3B’s13Ky i3 HOBUMM
LOaHUMW 3 SKOCTI, AOKMIHIMHUMU, KMiHIMHUMW JaHUMK Ta
OaHumu 3 chapMakoHarnsgy
CynyTHs1 3MiHa
- 3MiHK Wwopno G6e3nekn/edekTMBHOCTI Ta dhapmakoHarnagy.
BHeceHHsi abo 3miHa(n) go 3060B'A3aHb Ta yMOB BUAavi
peecTpaLiiHoro NOCBiAYEHHs, BKoYatoum MNMnaH ynpaeniHHS
pusnkamm (3actocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
noAaanbLIoro obrpyHTyBaHHs HOBMMMW JOAATKOBUM AAHVMM,
LLIO MalTb Ha4aBaTUCS KOMMETEHTHUM OPraHoM, OCKiNbKu
BMMaraeTbCsl CyTTEBA OLliHKA KOMMNETEHTHUM OpraHoMm) - 3MiHu
BHECEHO [0 iHCTPYKUii ANst MeQUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginis "OcobnuneocTi 3acTocyBaHHNA",
"MoGiyHi peakuii”. 3asaBHMKOM HagaHO OHOBMEHWIA [naH
ynpaBniHHS pu3nkamu Bepcisa 1.7.
3MiHu BHeceHi Ao YacTuH: II. Cneuudikauis 3 6e3neku
(Mogynb CVIII. Pe3tome npobnem 6e3neku), Yactunu lll. MnaH
3 chapmakoHarnsay, Yactnum V. 3axoam 3 MiHiMisaLii pusukis,
YacTtuHu VI. Pestome nnaHy ynpasniHHS pusmkamu, YactuHu
VII. Dopatku y 3B’3Ky 3 nepeksanidikaLicio BaXnMBoro
pU3UKy «YpaxkeHHs1 NevdiHkn» Ta BBEAEHHSIM [0AaTKOBUX
3axofiB 3 MiHiMi3aLji pU3uKiB, LLO CTOCYBaNWChb LIbOro NUTaHHS
3 6e3neku Ha nigcTaBi OTPUMaHKX pe3ynbTaTiB AOCHiOXKEHb.
BBegeHHs 3MiH NpoTsrom 6-T1 MicauiB nicnsi 3aTBepaXeHHs

77.

MAOIHET®

TabneTku, BKpUTI
NniBKOBOIO
o6onoHkoto, no 0,03
Mr/2 mr; no 21
Tabnetui y 6nictepi;
no 1 abo no 3, abo
no 6 Gnictepis B
KapTOHHIN kopobui

Mmi6e MmbX
ApuHanmit
Tenb

HimeyvuuH
a

Mmibe Mm6X
ApuHanmiTTens

HimevuunHa

3MiHu | TUny - 3miHu Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsay. BHeceHHs abo 3miHa(u) go 3060B's13aHb Ta
YMOB BMAaA4i peecTpaLinHOro NoceBigYeHHs, Bktovaroum MNnax
ynpaeniHHA pu3vkamu (3aCTOCYBaHHS TEKCTY, AKUN
NorofKeHNn 3 kKoMNeTeHTHUM opraHoM) OHoBneHo MnaH
ynpaBniHHS pu3nkamu, Bepcis 2.2. 3MiHU BHECEHO [0
cneuudikauii 3 6e3nekun Ta 3axogis 3 MiHiMi3auii pusukis y
3B'sI3Ky 3 ypaxyBaHHsIM OHOBIEHOI iHopMaLlii 3 6e3neku.

3a
peuerimom

UA/15840/01/01

78.

METUNYPALIN
n

cynosuTtopii
pekTanbHi no 0,5 r
no 5 cynosutopiie y
cTpwvni; no 2 ctpunu
y nayui 3 KapToHy

NAT
"MoHdap
"

YkpaiHa

MAT "MoHdapm"

YkpaiHa

3MiHn | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUpoGHNYoi
AinbHWUI (BkNtoYatoun ginbHuLi anst ADI, npomixxHoro
npoaykTy abo roToBOro nikapcbkoro 3acoby, AinbHuLi Ans
npoBefeHHs NaKyBaHHs, BUPOOHYKa, BiAnosigansHoro 3a
BUWMYCK Cepili, MicLie NPOBEAEHHS KOHTPOMO cepii) abo
nocrayanbHuka BUXiZHOrO MaTepiany, peareHTy abo
[OOMOMDDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y [OCLE) —
BUMyYeHHs1 BUpobHUMKa cybcTaHuii MeTunypaumn «Luguan

6e3
peuenma

UA/6754/02/01
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Taihang Pharmaceutical Intermediate Co., Ltd», Kutan, B
3B’513Ky 3 BiICYTHICTIO BUPOBHMKa Ha pyHKY. 3MiHu Il Tuny -
3MmiHu 3 skocTi. ADPl. BupobHuuTBo. 3MiHa BUpOBHUKa
BVXiAHOro/NMpoMiXKHOro NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUpOGHUYOMY npoueci ADI, abo 3miHa
BMPOGHMKa (BKIOYakouun, Ae HeobxigHo, Micue NpoBeaeHHS
KoHTponto skocTi) A®I (3a BiacyTHOCTI cepTucpikata
BiANoBIAHOCTI €Bponencokivi hapmakonei y 3aTBepaKeHoMy
[ocbe)(BBeAEHHSI HOBOro BMPOOHMka AD| 3 HagaHHAM MacTep-
canina Ha A®l) 3amiHa BUpoOBHMKa cybcTaHuii meTunypauuny
“Noveon Diamalt Private Limited”, IHgia Ha «PharmaZell (India)
Private Limited», IHgis noB’sisaHa 3 BigcyTHICTIO BUpOBHMKa Ha
PVIHKY.
79. | METUNYPALU Tabnetkn no 0,5 r no MAT YkpaiHa MAT "MoHdapm" YkpaiHa 3MiHn | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUpobHuyoi bes UA/6754/01/01
n 10 TabneTok y "MoHdap AOinbHUUI (BKMoYatoun ginbHuui ans A®l, npomixHoro peuenma
cTpwni; no 1 ctpuny m" npoaykTy abo roToBoro nikapcbkoro 3acofy, AinbHULI Ans
B Mnaneposomy npoBeAeHHs NaKyBaHHs, BUPOOHYKa, BiANoBiganpHOro 3a
KoHBepTi; no 10 BUNYCK Cepili, MicLie NpoBeAeHHs1 KOHTporto cepii) abo
TabneTok y cTpuni; nocTayarnbHvKa BUXiQHOro matepiany, peareHTy abo
no 2 abo no 10 AOMOMDKHOT PEYOBMHM (SIKLLLO 3a3HAaY€HO Y [OChE) BUITyHEHHS
CcTpuniB y nayui 3 BUpoGHMKa cybcTaHuii meTunypauun «Luquan Taihang
KapToHy; no 10 Pharmaceutical Intermediate Co., Ltd», Kutan, B 38’a3ky 3
TabneTtok y 6nictepi; BiCYTHICTIO BUPOBHMKA Ha pUHKY. 3MiHu Il Tuny - 3miHu 3
no 1, abo no 2, abo skocTi. A®l. BupoGHuMUTBO. 3MiHa BUPOOHMKa
no 10 GnicTepi y BUXiZHOIO/NPOMIXKHOIO NPOAYKTY/peareHTy, Lwo
nayui 3 KapToHy; no BMKOPVCTOBYIOTbCS Y BUpOBHUYomMy npoueci ADI, abo 3miHa
10 TabneTtok y BMPOGHMWKa (BKIO4akouun, Ae HeobxigHo, Micue NpoBeaeHHs
cTpunax abo y KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudpikata
Gnictepax BiAMNoBIAHOCTI €Bponencoki hapmakonei y 3aTBepaKeHOMy
[oCbe)(BBeAEHHS HOBOrO BMpobHUka APl 3 HagaHHAM mMacTep-
darina Ha ADI) 3amiHa BUpobHuka cybcTaHuii meTunypaumny
“Noveon Diamalt Private Limited”, IHgis Ha «PharmaZell (India)
Private Limited», IHais noB’si3aHa 3 BigcyTHICTIO BUpobHUKa Ha
PVIHKY.
80. | METOOXEKT® PO34MH OIS iH'EKLIN, Mepak HimeyuuH BUPOBHMK, L0 Himeyuunna 3MmiHn | TMny - 3miHK 3 siKOCTi. [oTOBUMIA Nikapcbkui 3acib. 3a UA/5873/01/02
50 mr/mn no 0,15 mn | lesenblia a Bignosigae 3a KoHTponb roToBoro nikapcbkoro 3acoby (iHLUi 3MiHW) peuenmom
(7,5 mr), abo no 0,20 dT drop BTOPUHHE OHOBJIEHHS BXe 3aTBEepAXEeHUX METOAIB KOHTPOSIO AKOCTI
mn (10 wmr), abo no KniHiwe nakyBaHH4, nikapcbkoro 3acoby, a came: BUKNaAeHHS TEKCTY AepXKaBHO
0,25 mn (12,5 mr), Wneuiane MapKyBaHHS, MOBOIO 3riAHO Cy4aCHUX BUMOT.
abo no 0,30 mn (15 npenapat KOHTpOnb/BMNpoOyB
mr), abo no 0,35 mn e m6X aHHS cepii Ta 3a

(17,5 wr), abo no
0,40 mn (20 mr), abo
no 0,45 mn (22,5
Mr), ab6o no 0,50 mn
(25 wmr), abo no 0,55
mn (27,5 mr), abo no
0,60 mn (30 mr)

BUNyck cepii: Megak
[esenbliadt drop
KniHiwe
LWneuianenpenapat
e M6X, HimeuunHa;
BUPOOHMK, O
BignoBigae 3a

PO34KHY Y BMPOBHMLTBO
nonepegHeo nikapcbKoro 3acooy,
3anoBHEHOMY nepBrHHE
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
wnpwuui; no 1 nakyBaHHs,
LLUNpULY pasom i3 KOHTpOnNb/BUNPODYB
BOyaoBaHoO aHHs1 cepii: OHKOTEK
iH'EKLIIHOIO rONKoK dapma lNpogakLH
B KOHTYpPHOMY 'M6X, HimeuunHa;
YapyHKOBOMY BMPOBHMK, LLO
Gnictepi; no 1 Bianosigae 3a
Gnictepy B BTOPUHHE
KapTOHHIl kopobui nakyBaHHS:
LteremanH
JToHdepnakyHr yHa
ToricTiwep Cepsic
e.K., HimeyunHa
81. | MUPLUEPA® PO34MH Ans iH eKLin d.Xocbpm | Llsenuapi Bioeccel-Jlabop HimeuumnHa/ BHECEHHS 3MiH [0 peecTpauiiHMX maTepianiB: yTOYHEeHHs 3a UA/16434/01/02
no 50 mkr/0,3 mn; 1 aHH-J15 A crop Gionoriwe LLiseniapis peecTpauiitHoro Homepa B Haka3si MO3 YkpaiHu Ne 814 Big peuenmom
nornepegHbLo Pow Itg AnHanitik TM6X, 16.05.2022 B npoueci BHeCeHHA 3MiH (TexHi4Ha noMmurka

HanoBHEHWI WnpuLy
pa3om 3 rorkoto Ans
iH’EKUIN Y KApTOHHIN
ynakoBLUi

HimeuyunHa
(BUNpobyBaHHs
KOHTPOMIO SKOCTI
aKTMBHOCTI Ans
BU3HAYEHHS (TiNbKn
BMNpobyBaHHs
MeToaoM
GionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOUMTEMIYHIN
Muwi" ans
[OCNIAKEeHHN
crabinbHocTi)); Pow
LiarHocTukc M6X,
HimeuyunHa
(BMPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii, nepBnHHe
nakyBaHHs1,
BTOPWHHE
nakyBaHHs1,
BUNpoByBaHHS
KOHTPOTIO SIKOCTI (32
BUHSITKOM
BUNpoByBaHHS
MeTonoM
GionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOUMTEMIYHIN
Muwi" ans
DOCNioKEHHS
cTabinbHocTi),

(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460). BunpaBneHHsi
TEXHIYHOT NOMWIIKK, SKa NOB'A3aHa i3 3a3HaYEHHSIM KpUTEpIto
NPUAHSATHOCTI B crieumdikaLii Ta MeToaax KOHTPonto 3a
NoKa3HUKOM SIKOCTi «ducToTa»: Metogom obepHeHo-dasoBoi
BEPX Ta meTogom ekcknto3nBHoi xpomaTtorpadii y MKA J13.
[Hitoya pepakuis: Yuctota MeTop o6epHeHo-hasosoi BEPX.
ik MeToKcK nonieTuneH rnikonb-enoeTnHy 6eta mae 6yTn He
meHLwwe 96,5 % (npu Bunycky) Ta He meHwe 95,0 % (npoTsrom
TepMiHy NpMAATHOCTI) 3aranbHoi nnoLwi nikis Metoa
EeKCKM3nBHOI xpomaTorpadii ik MeTokeu nonietuneH
rnikonb-enoeTuHy 6eta mae 6yTn He meHwe 97,0 % (npw
BUNycKy) Ta He meHLwe 94,0 % (MpoTarom TepmiHy
npuaaTHOCTI) 3aranbHoi nnowwi nikie. NponoHoBaHa pepakuist:
Yuctora Meton o6epHeHo-hasoBoi BEPX ik meTokcu
nonieTunex rrikonb-enoeTuHy 6eta mae 6yTn He meHwe 95,0
% 3aranbHoi nnoLwi nikis MeToa ekcknto3uBHOT xpomaTorpadii
Mik MeToKcK nonieTunex rnikonb-enoeTuHy 6eTa mae 6yt He
meHLwwe 94,0 % 3aranbHoi nnoLwi nikis 3asHaveHe
BUMNpaBIIEHHS BiAMNOBiAae MaTepianam peecTpauiiHoro 4OCheE).
Pepakuisi B Hakasi - UA/16434/01/01. BipHa peaakuis -
UA/16434/01/02.
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[TpooBxkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpauyiliHo2o

noceid4yeHHs1

BUMYyCK cepii);

. XocpdpmaHH-I15
Pow ITa,
LLsenyapis
(BMPOBHMLTBO
Hepo3adacoBaaHoi
npoaykuii, nepBnHHe
nakyBaHHs1,
BUNPOOYyBaHHSA
KOHTPOTHO SIKOCTi (32
BUHSITKOM
BUNpobyBaHHSA
MeToaoM
GionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOULMTEMIYHIN
muwi" gns
[OCNIOKEeHHs
cTabinbHoCTi))

82.

MWPLEEPA®

PO34MH Ans iH ek
no 75 mkr/0,3 mn; 1
nonepegHe0o
HaMoOBHEHWI LUNpUL,
pa3oM 3 ronkow Ansi
iH’EKUIN Y KApTOHHIN
ynakoBLi

. Xodhpm
aHH-J1s
Pouw NTta

LLsenuapi
a

Bioecceli-Jlabop
rop Gionoriwe
Ananitik F'm6X,
HimeuunHa
(BuNpobyBaHHs
KOHTPOMIO SKOCTi
aKTMBHOCTI Ans
BU3HAYEHHS (TiNbKn
BUNpPobyBaHHs
MeToaoM
GionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOUMTEMIYHIN
Muwi" ans
[OCNIAKEeHHs
crabinbHocTi)); Pow
LiarHocTukc M6X,
HimeuyunHa
(BPOBHMLTBO
Hepo3dacoBaHoi
npoaykuii, nepBnHHe
nakyBaHHs1,
BTOPWHHE
nakyBaHHs1,
BUNpoByBaHHs
KOHTPOTIO SIKOCTi (32
BUHSITKOM
BUNpPoByBaHHS
MeToaoM
GionoriyHoro

HimeyuunHa/
LLisenuapis

BHECEHHS 3MiH O peeCTpaLliMHUX MaTepianis: YTOYHEHHA
peecTpauiitHoro Homepa B Haka3si MO3 Ykpaiuu Ne 814 Big
16.05.2022 B npoueci BHeCeHHA 3MiH (TexHi4Ha noMmurka
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460). BunpaBneHHsi
TEXHIYHOT NOMWIIKK, SKa NOB'A3aHa i3 3a3HAYEHHSIM KpUTEpIto
NPUAHSATHOCTI B crieumdikaLii Ta MeToaax KOHTponto 3a
NMoKa3HUKOM sIKoCTi «YncToTa»: MeTogom obepHeHo-ha3oBol
BEPX Ta meTogoMm ekckno3vBHoi xpomatorpadii y MKA N3.
[Hitoya pepakuis: Yuctota MeTop o6epHeHo-hasosoi BEPX.
Mik MeToKcK NonieTunex rnikonb-enoeTuHy 6eTa mae 6yt He
meHwwe 96,5 % (npv Bunycky) Ta He meHLwe 95,0 % (npotsrom
TepMiHy NpMAATHOCTI) 3aranbHoi nnoLwi nikis Metoa
EeKCKM3nBHOI XpomaTorpadii ik MeTokeu nonietuneH
rnikonb-enoeTuHy 6eta mae 6yTn He meHwe 97,0 % (npwn
BUNycKy) Ta He meHLwe 94,0 % (NpoTsarom TepmiHy
npuaaTHOCTI) 3aranbHoi nnowwi nikie. NponoHoBaHa pepakuist:
Yuctota Metog o6epHeHo-hasoBoi BEPX [lMik meTokcu
nonieTunex rrikonb-enoeTuHy 6eta mae 6yTn He meHwe 95,0
% 3aranbHoi nnoLi nikis MeToa ekcknto3nBHOI xpomaTorpadii
Mik MeToKcK nonieTuneH rnikonb-enoeTuHy 6eta mae 6yt He
meHLwe 94,0 % 3aranbHoi nnoLwi nikis 3asHaveHe
BWMNpaBIIEHHS BiAMNOBiAae MaTepianam peecTpauiiHoro 4OChe).
Pepakuis B Hakasi - UA/16434/01/02. BipHa peaakuis -
UA/16434/01/01.

3a
peuerimom

UA/16434/01/01
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[TpooBxkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpauyiliHo2o

noceid4yeHHs1

aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIN
muwi" gns
[ocnigKeHHs
cTabinbHOCTI),
BUMYCK cepii);

. XocpdpmaHH-T15
Pow ITa,
LLsenyapis
(BMPOBHMLTBO
Hepo3dacoBaaHoi
npoaykuii, nepBuHHe
nakyBaHHS,
BUNpobyBaHHSA
KOHTPONIO SIKOCTi (32
BUHSITKOM
BUNpobyBaHHSA
MeToaoM
GionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIN
muwi" gns
[OCNIOKEeHH:
cTabinbHoCTi))

83.

MIKCTAPO® 30
HM
®JIEKCMNEH®

cycneHsisa Ans
iH'ekuin, 100 MO/mn;
no3 mny
KapTpuaxi; no 1
KapTpUmKy y
6araTtofo3osin
OfHOpa3o0Bin
wnpuu-py4ui; no 1
abo 5 wnpuu-pyyok
Y KapTOHHIln kopobui

A/T Hoso
Hopgaick

LaHia

Bupo6Huk
Hepo3acoBaHOro
npoAaykTy, NepBUHHE
nakyBaHHs;
KOHTPOMb AKOCTI
npoaykTy B
nepBrYHHOMY
nakyBaHHi
(kapTpuaoxi
MeHdpin®) Ta
BiANoBiganbHUI 3a
BMNYCK cepil
roTOBOro NPOAYKTY
(PnekcleH®): A/IT
HoBo Hopgick,
OaHis; Bupo6Humk
BiANoBiganbHUIA 3a
30MpaHHs,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHs1 FOTOBOrO
NpOAYKTY
(PnekcleH®);
KOHTPOSIb SIKOCTi
roTOBOro NPOAYKTY

Hanis/
®paHuis/
Bpasunis/
KuTaincbka
HapogHa

Pecnybnika

3miHu | TMny - 3miHKM 3 sikocTi. MoToBUIA Nikapcbkuii 3acib.
3MiHM y BUpoBHMUTBI. 3MiHa po3Mipy cepii (Bkiovakoum
Jiana3oH po3Mipy cepii) roTOBOro nikapCbkoro 3acody
(macwTab ans nikapcbkoro 3acoby
6ionori4Horo/iMyHOMNOri4YHOro NOXOAXKEHHS
30inbLUMBCS/3MEHLLMBCS 6€3 3MiHM BUPOOHMYOro npoLiecy
(Hanpuknag ay6nioBaHHs NiHii)) BBeAEHHS 400ATKOBOrO
po3mipy cepii - 1600 n gns BUpo6HMYOI AinbHULI HoBo
Hopaick MNpopatokcbon CAC, ®paHuis. 3ateepaxeHo: 1200 n
3anponoHosaHo: 1200 n, 1600 n.

3a
peuerimom

UA/17173/01/01
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[TpooBxkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

(PnexcleH®): AIT
HoBo Hopaick,
[HaHia; MapkyBaHHA
Ta BTOpPUHHE
nakyBaHHsi FOTOBOIO
npoaykTy
(PnexcleH®): AIT
HoBo Hopaick,
[aHisi; BupobHuk
NPOAYKLii 32 NOBHUM
umknom: Hoeo
Hopaick
MpoatokcboH CAC,
®paHuis; BupobHuk
Hepo3dacoBaHoro
NpoAykKTy, NepBUHHE
nakyBaHHs;
KOHTPOMb SIKOCTI
NpoaykTy B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MeHpin®);
306MpaHHs,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHsi FOTOBOIO
npoaykTy
(PnekclleH®);
KOHTPOMb SIKOCTI
roTOBOro NPOAYKTY
(®nekcleH®): HoBo
Hopgaick MNpoaykao
dapmaceyTika 4o
Bpasinb Jitga.,
Bpasunisa; BupobHuk
Hepo3dacoBaHoro
NpoaykKTy,
HarnoBHEHHS B
NepBUHHY YNaKoBKY:
Hoso Hopgick
(Kutan)
dapmacbioTikans
Ko., ITa., Kutaiicbka
HapopgHa
Pecny6nika

84.

MIKCTAPO® 30
HM
®JIEKCMNEH®

cycneHsisa ans
iH'ekuin, 100 MO/mn;
no3mny
KapTpuaxi; no 1

A/T HoBo
Hopgaick

[aHis

Bupo6Huk
Hepo3dacoBaHoro
npoaykTy, NepBUHHE
rnaKyBaHHsI;

Oanis/dpar
uisi/
Bpasunis/
Kutarcbka

3MiHu | Tuny - 3miHK Wwopao 6e3nekn/edpekTUBHOCTI Ta
apmakoHarnsgy (iHwi 3amiHn). 3mMiHWM BHeceHo A0 IHCTpyKuii
ONst MEQUYHOTO 3acTOCYBaHHS fikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3acTocyBaHHs", "MobivHi peakuii” BignosigHo o

3a
peuerimom

UA/17173/01/01
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[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KapTpUoxXy y KOHTPOIb AKOCTI HapoaHa pekomeHgauin PRAC EMA cTOCOBHO MOXIMBOCTi BUHMKHEHHS
H6araTono3oBil npoaykTy B Pecnybnika aminoigosy Lkipn. TepmiH BBEAEHHS 3MiH - NpoTArom 6
OAHOPa30BIN nepBMHHOMY MicaUiB Micnsa 3aTBepAXeHHS.
wnpuu-py4ui; no 1 nakyBaHHi 3MmiHu |l Tuny - 3MiHK Wwopo 6esnekn/eddekTUBHOCTI Ta
abo 5 wnpuu-py4vok (kapTpuaxi apmakoHarnsay. 3mMiHW y KOpoTKil XxapakTepucTuui
Y KapTOHHIl kopobui MeHpin®) Ta nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT ans
BigMNoBiganbHWI 3a ME[NYHOro 3aCTOCYBaHHS y 3B's13Ky i3 HOBUMM AaHMMU 3
BUMYCK cepii SAKOCTI, AOKNIHIMHUMMW, KNiIHIYHUMW JAHUMW Ta AaHUMK 3

roTOBOro NPOAYKTY
(PnekcleH®): AIT
Hoso Hopgick,
LaHis;
Bupo6Humk
BiAnNoBiganbHWi 3a
306MpaHHs,
MapKyBaHHS Ta
BTOPWHHE
naKkyBaHHsi FOTOBOrO
NPOayKTYy
(PrekclleH®);
KOHTPOMb AKOCTI
roTOBOro NPOAYKTY
(PnekcleH®): AT
Hoeo Hopaick,
[aHia; MapkyBaHHA
Ta BTOPWHHE
nakyBaHHsi FOTOBOrO
NpoaykTy
(PnekcleH®): AT
HoBo Hopaick,
OaHis; BupobHumk
npoaykLii 3a NOBHUM
umknom: Hoeo
Hopgaick
MpoptokcboH CAC,
®paHuis; BupobHuk
Hepo3acoBaHOro
npoAayKTy, NepBUHHE
nakyBaHHs;
KOHTPOMb AKOCTI
npoaykTy B
nepBYHHOMY
nakyBaHHi
(kapTpuaoxi
MeHpin®);
36UpaHHs,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHsi FOTOBOrO
NpoaykTy
(PrekclleH®);

dapmakoHarnagy. 3mMiHum BHeceHo Ao IHCTpykuii ans
Me[NYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby Ao po3ainis
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHs Ta
nosun”, "MobivHi peakuii” BignoeigHoO 4o maTepianis
peecTpauinHoro Aocbe. TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MicALiB Micnsa 3aTBEPAXEHHS.
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpauyiliHo2o
noceid4yeHHs1

KOHTPOMb SIKOCTI
roTOBOro NPOAyKTy
(®nekcleH®): HoBo
Hopaick MNMpoaykao
dPapmaceyTika 4o
Bpasins Jltaa.,
Bpasunis; BUpobHuk
HeposdacoBaHoro
NpoaykTy,
HamnoBHEHHS B
NepBUHHY YNaKoBKY:
Hoso Hopgaick
(Kvitan)
dapmacbioTikans
Ko., lta., Kutaricbka
HapogHa
Pecnybnika

85.

MIKCTAPA®30
HM NEH®I®

cycneHsia ans
iH'ekuin, 100 MO/mn;
no3mny
KapTpuoxi; no 5
KapTpUmXiB y
KapTOHHIl kopobui

A/T Hoso
Hopgaick

LaHisa

Bupo6Humk
Hepo3dacoBaHoro
NMPOAYKTY,
HanoBHEHHS B
MeHdin®, neperHHA
ynakoBKa, KOHTPOmb
AKOCTI Ta
BignoBigansbHWi 3a
BUNYCK cepin
KiHLLeBOro NpoAyKTy:
A/T Hoso Hopagick,
LaHia
Bupo6Huk
Hepo3dacoBaHoro
NpoAyKTY, NepBUHHE
nakyBaHHs Ta
KOHTpOnb Garnky.
KoHTponb fkocTi
6arnky rotoBoro
npoaykTy Ta
KiHLLeBOro NpoAyKTy:
HoBo Hopgaick
MpoptokcboH CAC,
DdpaHuis
Bupob6Huk ans
MapKyBaHHS Ta
ynakoBku NeHpin®,
BTOPVHHOTIO
nakyBaHHs:

A/T HoBo Hopgick,
[aHis
BupobHumk
Hepo3sdacoBaHoi

Hanis/
®paHuia/
Bpasunis/
KuTaincbka
HapogHa

Pecny6nika

3MinHn | TMny - 3MiHK 3 siKocTi. [oTOBUMIA NikapcbkKiA 3acib.
3MiHM y BUpOOHMLUTBI. 3MiHa po3mipy cepii (Bknoyaoum
fianasoH po3Mipy cepii) roToBoro fikapcbkoro 3acoby
(macwtab gns nikapcbkoro 3acoby
6ionoriYyHoro/iMyHONOrYHOro MOXOAXKEHHSI
36inbLuMBCs/3MeHLLMBCS 6e3 3MiHM BUPOBHMYOro npoLecy
(Hanpuknag oyontoBaHHN NiHil)) BBeOEHHS 404ATKOBOMO
po3mipy cepii - 1600 n gns BMpo6HMYOI AinbHULI HoBo
Hopaick MNpopatokcboH CAC, ®paHuis. 3ateepaxeHo: 1200 n
3anponoHosaHo: 1200 n, 1600 n.

3a
peuernmom

UA/12612/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

npoaykuii, nepBnHHa
Ta BTOpPWHHA
ynakoBka:
Hoso Hopgaick
Mpoaykao
dapmaceyTika o
Bpasins Jltaa.,
Bpasunisa
Bupo6Humk
Hepo3dacoBaHoro
npoaykKTy,
HamnoBHEHHS B
NepBUHHY YNaKoOBKY:
HoBo Hopgaick
(Kvtan)
dapmackioTikans
Ko., IlTa., Kutaiicbka
HapogHa
Pecny6nika

86.

MIKCTAPI®30
HM NEH®IN®

cycneHsia ans
iH'ekuin, 100 MO/mnm;
no3mny
KapTpumxi; no 5
KapTpuoxis y
KapTOHHIl kopobui

A/T HoBo
Hopaick

OaHis

BupobHumk
Hepo3acoBaHOro
NpoaykTy,
HanoBHEHHsI B
MeHdin®, nepBMHHA
ynakoBKa, KOHTPOmb
AKOCTi Ta
BiANoBiganbHUI 3a
BUNYCK cepin
KIHLLeBOro NpoayKTy:
A/T Hoso Hopgick,
OaHis; BupobHumk
Hepo3dacoBaHoro
NpoAyKTY, NepBUHHE
nakyBaHHs Ta
KOHTpOnb Garnky.
KoHTponb fkocTi
6arnky rotoBoro
npoaykTy Ta
KiHLLeBOro NpoAyKTy:
HoBo Hopgaick
MpoatokcboH CAC,
®paHuis; BupobHuk
ANs MapKyBaHHA Ta
ynakoBku [NeHpin®,
BTOPWHHOIO
nakyBaHHs:

A/T Hoeo Hopagick,
Oanisi; BupobHumk
Hepo3adacoBaHol
npoaykuii, nepBuHHa
Ta BTOpPWHHA

Nanig/®pan
uisi/
Bpasunis/
Kutaricbka
HapoaHa
Pecny6nika

3MiHn | Tuny - 3miHn Wwopo 6e3nekn/edekTnBHOCTI Ta
dapmakoHarnagy (iHwi 3miHm). 3MiHM BHeceHo A0 IHCTpyKuii
ONsi MeQUYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby o po3ainie
"OcobnueocTi 3acTtocyBaHHs", "lMobivHi peakuii” BignosigHo oo
pekomeHgauin PRAC EMA. TepmiH BBe4eHHS1 3MiH - MIPOTArOM
6 micauie nicnst 3atBepaKeHHs. 3MiHu Il Tuny - 3miHK Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy. 3MiHW y KOpOTKil
XapaKkTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Y 3B’513KY i3 HOBUMM
OAHUMW 3 SKOCTI, OKNIHIYHUMUN, KNiHIYMHUMKW JaHUMK Ta
AaHvMu 3 papmakoHarnsgy. 3mMiHM BHeceHo Ao IHCTpykuii ons
ME[MYHOro 3aCTOCyBaHHS nikapcbKoro 3acoby Ao po3ainis
"®apmakoTepaneBTuyHa rpyna”, "OcobnueocTi
3acTocyBaHHs1", "3acTocyBaHHs y nepiop BariTHocTi abo
rofgyBaHHs rpyaat”, "Cnocib 3actocyBaHHsi Ta go3n", "MobiuHi
peakuii” BignoBigHO JO MaTepianis peecTpaLinHoro AOCkE.
TepMiH BBEOEHHS 3MiH - NPOTSArom 6 Micsuis nicns
3aTBEPKEHHS.

3a
peuerimom

UA/12612/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
ynakoBka: HoBo
Hopaick MNMpoaykao
dapmaceyTika o
Bpasins Jltaa.,
Bpasawunis; BupobHuk
Hepo3dacoBaHOro
NpoaykTy,
HanoBHEHHS B
NepBUHHY YNaKOBKY:
Hoso Hopgaick
(Kutan)
dapmackioTikans
Ko., lta., Kutaricbka
HapogHa
Pecny6nika
87. | MIIbFrAMA® PO34MH NS iH'EKLiN; Bbopear HimeyuuH Contochapm HimevuunHa BHECEeHHs1 3MiH [0 peecTpauiiiux matepianis: 3MiHu Il Tuny - 3a UA/8049/02/01
no 2 mn B amnyni; dapma a dapmavonTiwe 3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsagy. peuenmom
no 5 a6o 10, abo 25 'm6X i Ko. EpuoiirHicce Mmo6X 3MiHM Y KOPOTKi XapaKTepucTULi Nikapcbkoro 3acoby, TEKCTI
amnyn y KapTOHHIN KI MapKyBaHHS Ta IHCTPYKUIT ANA MEANYHOro 3aCTOCYBaHHS Y
KopobLi 3B’A3KY i3 HOBMMUW AaHUMW 3 AKOCTi, AOKMIHIYHUMU, KMiHIYHUMU
AaHUMKW Ta aHnMK 3 hapmakoHarnsagy - 3MiHu BHeCeHo A0
iHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby
Ao po3ginis "lMNokasaHHsa", "B3aemogis 3 iHLIMMKM nikapCbKUMun
3acobamu Ta iHWi Buau s3aemoginn”, "OcobnmeocTi
3acTocyBaHHA", "3gaTHICTb BNAMBaATU Ha WBMAKICTL peakuil
npu KepyBaHHi aBTOTPaAHCNOPTOM abo iHWNMK MexaHismamm”,
"8acTocyBaHHs1 y nepiof BariTHoOcTi abo rogyBaHHs rpyaaw”
(3MeHLLIeHHs pekomMeHAoBaHWX f000BKX 403yBaHb BiTaMiHiB Ta
BHECEHHS iHLLMX 3acTepexeHb), "diTn" (peaakuiiHi npaBku
TekcTy), "Cnocib 3acTocyBaHHs Ta 403K" (BHECEHHS
[opaTtkoBux 3acTepexeHb), "MobivHi peakuii”, "HecyMicHicTb"
BiZNOBIOHO [0 MaTepianiB peecTpauinHoro gocbe. BBeaeHHs
3MiH NpoTsirom 3-X MicsUiB Nicns 3aTBepPAXEHHS.
88. | MOBAIJIC® Tabnetkv no 15 wr; Bepinrep HimeuuumH BepiHrep Himeuumnna/ BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/2683/02/02
no 10 Tabnetok; no IHrenbxaw a IHrenbxavim ®apma Ipeuis AgamiHicTpaTvBHI 3mMiHW. 3MiHa HalimMeHyBaHHS Ta/abo agpecu peuernmom
1 abo 2 6nictepu B M vm6X i Ko. KT, MicLsl NpOBadXXeHHS OisNbHOCTI BUpObHUKa/imnopTepa
KapTOHHiI kopobui IHTepHeLw HimeuyunHa rOTOBOrO MikapCbKOro 3acoby, BKIOYaYM AinbHUL BUMYCKY
HN TMBX abo cepii abo micue NpoBeAeHHS KOHTPOIIO SKOCTI. (AiAnbHICTb, 3a
BepiHrep SIKy BianoBigae BUPOGHMK/iIMNopTep, BKIOYaoYM BUMYCK Cepiit)
IHrenbxanm Xennac 3miHa Ha3BM Ta 3MiHa agpecu 3aTBEPKEHOrO BUPOOHWKA,
CuHrn Membep BiAMOBiganbLHOro 3a Bunyck cepii 3 bepiHrep IHrenbxanm
C.A,, Ipeduist Ennac A. E. Ha BepiHrep IHrenbxanm Xennac CuHrn Membep
C.A. 3MiHM BHECEHO B iHCTPYKLUIitO AMsi MEOUYHOTO
3acTocyBaHHS nikapcbkoro 3acoby y po3ainv «BupobHuk» Ta
«MicuesHaxoaxeHHs1 BUpOOHMKa Ta agpeca Micus
NPOBaXeHHS NOro AisnbHOCTI» 3 BiANOBIGHNMUW 3MiHAMU Y
TEKCTi MapKyBaHHS YNaKOBKM NiKapCbKoro 3acoby.
89. | MOBAJIC® TabneTkn no 7,5 wmr; BepiHrep HimeuumH BepiHrep Himeyumna/ BHECEHHS 3MiH 0 peecTpauiinHux maTepianis: 3miHu | Tuny - 3a UA/2683/02/01
no 10 Tabnetok; no IHrenbxaw a IHrenbxavim ®apma Ipeuis AgmiHicTpaTvBHI 3MiHW. 3MiHa HalimMeHyBaHHSA Ta/abo agpecu peuernmom
2 bnictepu B M m6X i Ko. KT, MiCLsi NpOBaKEHHS AiNbHOCTI BUPOOHWMKa/imnopTepa
KapTOHHI kopobui IHTepHeLwl HimeyunHa roTOBOIO fikapCbKOro 3acoby, BKNOYaYM AinbHUL BUNYCKY
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
HN Tm6X abo cepii abo Micue NpoBefeHHs KOHTPO AKOCTI. (AiANbHICTb, 3a
BepiHrep sIKy Bignosiaae BUPOOHUK/iMNopTep, BKIKOYAYM BUNYCK Cepiit)
IHrenbxanm Xennac 3miHa Ha3Bu Ta 3MiHa agpecu 3aTBepAXeHoro BUpobHuka,
CwuHrn Membep BifnoBigansHoro 3a Bunyck cepii 3 bepiHrep IHrenbxanm
C.A,, Ipeuis Ennac A. E. Ha BepiHrep IHrenbxaim Xennac CvuHrn Membep
C.A. 3MiHM BHECEHO B iIHCTPYKLIO ANst MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainv «BupobHuk» Ta
«MicuesHaxoaxeHHs1 BUpOOHMKa Ta agpeca Micus
NpoBafXXeHHSA NOro AisNbHOCTI» 3 BiANOBIOHUMW 3MiHAMK Y
TEKCTi MapKyBaHHS! yNakoBKW Jlikapcbkoro 3acoby.
90. | MOHTENYKAC TabneTku XyBanbHi My6niyHe YkpaiHa BMPOOHMLITBO, Icnanis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: yTO4YHEeHHSA - UA/16207/02/01
T no 4 mr aKuioHepH aHarni3 Ta Bunyck peecTpauiiiHoro Homepa B Haka3i Ne 814 Big 16.05.2022 B
in bulk: no 42 000 e cepint: npoueci nepepeecTtpadii. Pegakuis B Hakasi -
Tabnetok™ y TOBapucTs CiHToH XicnaHis UA/16207/02/02. BipHa pepakuisa - UA/16207/02/01.
noAsiiHoOMy o C.n.
nonieTuneHoBoMy "HaykoBo-
nakeri BMPOGHWY
in bulk: no 31 500 W LEHTP
Tabnetok* y "BopLuaris
noAgiiHomy CbKuniA
nonieTuneHoBoMy XiMiKO-
nakerti tdapmaues
in bulk: no 23 500 TUYHUIA
Tabnetok* y 3aso"

nogginHomy
nonieTuneHoBoMy
naketi

in bulk: no 17 500
Tabnetok* y
noasinHOMY
nonieTMneHoBoMy
nakeri

in bulk: no 13 000
Tabnetok* y
noAgiiHomy
nonieTMneHoBoMy
naketi

in bulk: no 10 000
Tabnetok* y
noasinHOMY
nonieTuneHoBoMy
naketi

in bulk: no 7 500
Tabnetok* y
noasinHOMY
nonieTMneHoBoMy
naketi

in bulk: no 6 000
Tabnetok* y
noAgiiHoMy
nonieTMneHoBoMy
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
nakeri
*ponyctuve
BigxuneHHs +15%
91. | MOHTENYKAC TabneTku XyBanbHi My6niyHe YkpaiHa BMPOOHMLITBO, Icnanis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: yTO4YHEeHHSA - UA/16207/02/02
T no 5 wr, in bulk: no aKuioHepH aHani3 Ta Bunyck peecTpauiiHoro Homepa B Hakasi Ne 814 Biag 16.05.2022 B
34 000 TabneTtok* y e cepin: npoueci nepepeecTtpadii. Pegakuis B Hakasi -
noAgiiHomy TOBapucTs CiHToH XicnaHis UA/16207/02/01. BipHa pepakuisa - UA/16207/02/02.
nonieTuneHoBoMy o C.JL
nakeTi; in bulk: no 25 | "HaykoBso-
500 TabneTok* y BUPOBHUY
noasinHOMY W LEeHTP
nonieTuneHoBoMy "BopLuaris
nakeTi; in bulk: no 19 CbKun
000 Tabnetok* y XimiKo-
nogginHomy tapmaues
nonieTuneHoBoMy TUYHUIA
naketi; in bulk: no 14 3aBog"
500 TabneTtok* y
nogginHomy
nonieTuneHoBoMy
nakeTi; in bulk: no 11
000 Tabnetok* y
noAgiiHoMy
nonieTMneHoBoMy
nakeTi; in bulk: no 8
500 TabneTok* y
noasinHOMY
nonieTMneHoBoMy
nakerTi; in bulk: no 6
500 TabneTok* y
noasinHOMY
nonieTuneHoBoMy
nakeTi; in bulk: no 5
000 Tabnetok* y
noAgiiHomy
nonieTMneHoBoMy
nakeri
*nonyctume
BigxuneHHs £15%
92. | MOP®IHY PO34MH AN iH'eKuin TOB Ykpaina ToBapucTtBo 3 YkpaiHa 3MiHu |l Tuny - 3MiHn Wwopao 6e3nekn/edekTUBHOCTI Ta 3a UA/5174/01/01
rippoxnorPun | 1 %;no1mne "XapkiBCbk obmMexeHow cbapmakoHarnsgy. 3MiHU y KOPOTKi XxapakTepucTuLi peuenmom
amnyni; no 5 amnyn e BiAnoBiganbHicTio nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
y 6nicTtepi; no 1 abo | cdapmaues “XapkiBcbke MeOMYHOro 3aCTOCyBaHHS y 3B’A3KY i3 HOBMMMW JaHUMU 3
2, abo 20 bnicTepis TUYHE capmaLeBTUYHe SAKOCTI, AOKNIHIMHUMMW, KNiIHIYHUMM OAHUMW Ta AaHUMK 3
y KopobUji 3 KapTOHY nignpuemc nigNpUeEMCTBO hapmakoHarnsigy - 3MiHM BHECEHi [0 iHCTPYKUiT Ans
TBO “3popoB’st Hapoay” ME[IMYHOrO 3aCTOCYBaHHS MNikapcbKoro 3acoby y po3ginu
"3popoB'sa "MpoTunokasanHs", "OcobnueocTi 3acTocyBaHHsA", "Cnocid
Hapoay" 3acTocyBaHHsa Ta gosu", "Oitn" BignosigHO A0 MaTepianis

peecTpauinHpro gocbe. BBeAgeHHs 3MiH npoTarom 6-Tu micsauis
nicns 3aTBepaXeHHs. CynyTHSA 3miHa - 3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsigy. BHeceHHs abo
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3MiHa(1) o 3060B'si3aHb Ta YMOB Buaadi peecTpauinHoro
nocBiAYeHHs, BKNtoYaroum MNnaH ynpasniHHA pusukamm
(3acTocyBaHHsi 3MiH(K), Ski(a) BUMaratoTb(€) noaasnbLLIoro
06r'pyHTYyBaHHS! HOBUMW JOAATKOBUM AaHVMMWU, L0 MakoTb
HaJaBaTMCs KOMMETEHTHUM OPraHoOM, OCKINIbKU BUMaraeTbCcsi
CyTTeBa OLjHKa KOMMNETEHTHUM opraHoM) 3asiBHUKOM HadaHo
OHoBreHun MNnaH ynpaeniHHA puankamu Bepcis 3.2. 3MiHn
BHeceHo A0 yacTuH: Il «Cneuwndikauis 3 6e3neku» (Moaynb
CVI, po3gin CVI.6 Ta CVL.7), V (po3gin V.1, V.3), yactuny VI
(po3gin VI.1.4) Ta yactuny VIl (nogaTtok 2), Ha niacTasi 4o
OHOBIEHOT iHopMaLii 3 6e3neku, Lo MICTUTLCS B HaAaHMX
3a8BHMKOM KniHiYHMX ornagax. BeeaeHHA 3MiH npoTarom 6-tn
MicsaUiB nicnsa 3aTBepAXeHHSA
93. | MYNbTUIrPUN NOPOLLIOK ANA HenbTa LLsenuapi Binim Inay CaH. Be TypeuunHa 3MiHn | Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l E- bes UA/18122/01/01
BPOHXO oparnbHOro Po3y4nHy Megiken A Tig. A.L. cepTudikat BignoBigHOCTI EBpoNEnNchbKil peuyenma
no 600 mr;no3ry Mpomoyw capmakonei/moHorpadii. MNogaHHsA HoBOro abo OHOBNEHOTO
cawe; no 2, 10, 20 H3 Al cepTudikaTa BignoBigHocTi abo Buny4eHHs ceptudikara
abo 30 cawe B BignoBigHocTi €Bponeichkin dhapmakonei: gns Adl; ans
KapTOHHIl kopobui BUXiQHOro Matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, L0
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Anst 4ONOMIKHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponechbKin
capmakonei) - OHoBneHun ceptudikar Big yxe
3aTBEPAKEHOro BUPOGHMKA.
[MopaHHA oHoBREeHoro cepTudpikaTy BigNOBIAHOCTI
€Bponevicbkoi papmakonei ans APl auetunumucteiny CEP No.
R1-CEP 2010-092-Rev 02 (nonepegHs Bepcia CEP R1-CEP
2010-092-Rev 01) Big BXxe 3aTBEPAXKEHOrO BUPOOHMKA
WUHAN GRAND HOYO CO., LTD.
94. | HEBITEH3 Tabnetku no 5 wmr, MPODAP Manbta AxTasic T4, Bonrapis 3MiHM | Tuny - 3MiHK 3 skocTi. [oToBMI Nikapcbkuin 3acib. 3a UA/13347/01/01
no 10 Tabnetok y MA ManbTa abo 3MiHn y BUpoBHMUTBI. 3MiHa po3Mipy cepii (Bko4aoum peuenmom
Gnictepi, no 3 IHTepHeLw BankaHdapma - Jiana3oH po3Mipy cepii) roToBOro nikapCbkoro 3acody
Gnictepu B HN Oynnvus A (36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAXEHUM
KapTOHHiI kopobui TpenguHr po3mipom) - 3miHa giana3oHy poamipy cepii M3 3 "34,8 - 580
Nimiteq kr" (150 000 - 2 500 000 TabneTok) Ha "34,8 - 812 kr" (150 000
- 3 500 000 TabneTok)
95. | HEIH®EKUIAHI | gpaxe, no 15 apaxe TOB YkpaiHa TOB "ImyHonor" YkpaiHa 3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib. 3a UA/16140/01/01
ANEPIEHU B KOHTENHepax ans "ImyHonor" KoHTpOnb roToBOro nikapcbkoro 3acoby (iHwi 3miHu). peuenmom
(MIKCT- MeaUYHNX MepesaTBepmkeHHs AHaniTMYHOT HOPMAaTUBHOI AOKYMeHTaLi
AJIEPTEHW) npenaparis Ta nikapcbkoro 3acoby (AH[) Ha MeToaun KOHTPOItO SKOCTi
noByYTOBOI nikapcbkux 3acobis nikapcbkoro 3acoby (MKf) 3 meToto npvBeaeHHs 40 BUMOT
reynny (5 KoHTelHepIB 3 Haka3y MO3 Ykpainn Ne460 Big 23.07.2015 p.
BUrnAaagl BMICTOM anepreHis:
OPAXE 0,2 PNU (koHTelHep

Ne1), 2,0 PNU
(koHTenHep Ne2),
20,0 PNU
(koHTenHep Ne3),
200,0
PNU(koHTenHep
Ne4), 1000,0 PNU
(koHTenHep Neb)).
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
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n 3acoby ynakoeka) noceid4yeHHs1
MakytoTb y BUrMAai
KOMMMEKTY, SKniA
BKntoyae 75 gpaxe
(no 15 ppaxe y
KoHTerHepax Ne1,
Ne2, Ne3, Ne4, Ne5),
SKi PO3MILLEHO B
3aranbHy Kopobky i3
kapToHy. [lo
KOMMNEeKTy
BKNagaeTbcst
iHCTpyKUia ang
MeaNYHOro
3acTtocyBaHHs. [Ans
NiATPMMYOYOT
aneprex-
cneundiyHoi
iMmyHOTepanii
OKpPEMO BUMYCKaloTb
15 pgpaxe y
KOHTenHepi Ne5 3
BMICTOM arnepreHis
1000,0 PNU
96. | HOBIPUH Tabnetku no 1000 AT YkpaiHa AT "KUIBCbKN YkpaiHa BHECEHHS 3MiH [0 peecTpauiHx maTepianis: 3miHa cunu aii, 3a UA/12436/01/02
mr, no 10 TabneTtok "KUIBCbK BITAMIHH/I nikapcbkoi hopMKn Ta cnocoby 3acTocyBaHHs : 3MiHa abo peuenmom
y bnictepi; no 3 abo nn 3ABOO" [o[aBaHHS HOBOI cvnu Aji / po3seAeHHs (AoAaBaHHS HOBOT
no 4 6nictepu B BITAMIHH cunu fji) (3aTBepaxeHo: HosipuH, TabneTku no 500 mr)
nayui N
3ABOT" MepioanyHicTb NOgaHHS perynsipHO OHOBIHOBAHOIO 3BITY 3
6e3neku, BignosiaHo Ao MNopsaky 3aiNCHEHHs!
dapmakoHarnagy, saatsepaeHoro Hakasom MiHicTepcTBa
OXOPOHU 300pOB’a YKpaiHu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y penakuii Haka3y MiHicTepcTBa
OXOpOHM 300p0B'A Ykpaiu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rigHO 3i CTPOKaMu, 3a3HaYEHUMU Y NePioANYHOCTI
nofaHHs perynsipHunx 3BiTie 3 6e3neku.
97. | HOBONMAPUH® | po3uunH ansi iH'exuin, IPKEHO® Benuka LenpxeHn Tekooy Kutan BHECEHHS 3MiH IO peeCcTpaLiiHUX maTepianiB: yTOYHEeHHs - UA/18243/01/01
100 mr (10 000 APM NTAO BpuTtaHis PapmacbioTukan ynakoBku B Haka3i MO3 Ykpaihu Ne 360 Big 23.02.2022 B
aHTu-hakTop Xa Ko., Nta npoueci BHECEHHS 3MiH (3MiHV | TUNY - BBEAEHHSI

MO)/mn in bulk: no
0,2 mn (20 wmr), abo
no 0,4 mn (40 wmr),
a6o no 0,6 mn (60
Mr), abo no 0,8 mn
(80 wmr), abo no 1,0
mn (100 mr) y
nonepeaHL0
HanoBHEHOMY
wnpwi, no 2
Lnpuum B 6nictepi,

[08aTKoBOro 36inbLUeHOro po3mipy cepii roToBOro fikapCbkoro
3acoby. MNponoHoBaHa peaakuis 3.2.P.3.2. Cknag Ha cepito.
Po3mip cepii: 42 n, 150 n ta 300 n; 3miHn | TMNY - HE3Ha4Ha

3MiHa y 3aTBepOXeHNX MeTofax BUNpobyBaHHs 3a n.
"BakTepianbHi eHaoTokcMHK" Ta "CTepunbHicTb" (kopekuis
nepeknaay, yCyHEeHHs1 TEXHIYHUX NMOMMUIOK, BUKNaAEeHHs Ta

Oonuncy METOAMKW Y BiANOBIAHOCTI 4O MaTepiarniB BUPOOHWMKaA);
3MiHu | TURY - BUNYyYeHHs 3acTapinoro nokasHuka «13. BinbHi
cynbdatu: ? 0,12 %» 3i cneuudikadii J13; miHu | Tuny -
BHECEHHS YTOYHEHHS Ta pefaKLiliHi BUNpaBneHHs OesKnX
napameTpis cneundikadii J13 - npuBegeHHsi 4O opuriHanbHUX
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no 100 Gnictepis B peecTpaLinHnx MaTepianis BUpobHuka J13; amMiHu Il Tuny -
KapTOHHiI kopobui 3MiHa foNyCTUMUX MeX Y crneumndikauii nig yac BUpobHuuTBa
J13. MNponoHoBaHa peaakuis. 1. Yac BUTPUMKM MixK
3aBepLUEHHAM acenTu4HOi inbTpauii Ta noYaTkom
3anoBHeHHs 20 rog Ans 3anponoHoBaHoro po3mipy cepii 150 n
Ta 300 n. 2. Yac 3anoBHeHHs 27 roa 55 xB aons
3anpornoHoBaHoro po3mipy cepii 150 n Ta 48 rog ons po3mipy
cepii 300 n). Byno nponyueHo ynakoBky no 0,2 mn (20 mr),
a6o no 0,4 mn (40 mr), a6o no 0,6 mn (60 mr), a6o no 0,8 mn
(80 mr), a6o no 1,0 mn (100 mMr) y nonepegHbO
HanoBHEHOMY LINPULi; No 2 wnpuum B 6nictepi; no 1
6nictepy B KApTOHHIX kopo6ui; no 0,2 mn (20 mr), a6o no
0,4 mn (40 mr), a6o no 0,6 mn (60 mr), a6o no 0,8 mn (80 mr)
y nonepeaHbLO HaNOBHEHOMY LUMPULi; NO 2 WNpuuy B
6nictepi; no 5 GnicTepiB y KAPTOHHIN KOpobui
98. | HOBOMAPUH® | po3uunH ans iH'ekuii, IPKEHO® Benuka LLlenaxeH Tekgoy Kutai BHECEHHS 3MiH O peecTpauiiHMX maTepianiB: yTOYHEeHHs - UA/9061/01/01
100 mr (10 000 APM NTAO BpuTaHis dapmacbioTmkan ynakoBku B Haka3i MO3 Ykpainm Ne 360 Big 23.02.2022 B
aHTu-cbakTop Xa Ko., Ilta npoueci BHeCeHHs1 3MiH (3MiHu | Tuny - BBeAEHHS
MO)/mn; no 0,2 mn noaartkoBoro 36inbLeHoro po3mipy cepii rotToBoro fikapcbkoro
(20 wmr), abo no 0,4 3acoby. MNponoHoBaHa peaakuia 3.2.P.3.2. Cknag Ha cepito.
mn (40 wmr), abo no Poawmip cepii: 42 n, 150 n ta 300 n; 3miHK | TMNY - HE3Ha4Ha
0,6 mn (60 mr), abo 3MiHa y 3aTBepaKeHMX MeToaax BUnpobyBaHHs 3a M.
no 0,8 mn (80 wmr), "BakTepianbHi eHgoTokcMHW" Ta "CTepunbHICTb" (Kopekuis
abo no 1,0 mn (100 nepeknagy, yCyHeHHs1 TEXHIYHUX MOMUIIOK, BUKNaAEHHS Ta
Mr) y nonepeaHbo onuncy MeToauKK y BiANOBIAHOCTI 40 MaTepianiB BUPOGHWKa);
HarnoBHEHOMY 3MiHM | TUMY - BUNYYEHHS 3acTapinoro nokasHuka «13. BinbHi
Lnpuui; no 2 cynbdatu: ? 0,12 %» 3i cneuudikadii J13; miHum | Tuny -
wnpuum B 6nictepi; BHECEHHS YTOMHEHHS Ta peAakuiHi BUNpaBneHHs Aeskux
no 1 6nictepy B napameTpiB cneundikauii 113 - npuBeaeHHs Jo opuriHanbHUX
KapTOHHiI kopobuyj; peecTpauinHux matepianis BupobHuka J13; amiHu Il Tuny -
no 0,2 mn (20 wmr), 3MiHa JonyCTMMMUX MEX Y cneumdikauii nig Yyac BupobHuuTBa
abo no 0,4 mn (40 3. MNponoHoBaHa peaakuis. 1. Yac BUTPUMKM MK
Mr), abo no 0,6 mn 3aBepLUEeHHAM acenTUYHOI inbTpauii Ta no4YaTkoM
(60 wmr), abo no 0,8 3anoBHeHHs 20 roa Ans 3anpornoHoBaHOro po3mipy cepii 150 n
M (80 mr) y Ta 300 n. 2. Yac 3anoBHeHHs 27 rof 55 xB ans
nonepegHL0 3anpornoHoBaHoro poamipy cepii 150 n Ta 48 rog Ans posmipy
HanoBHEHOMY cepii 300 n). Byno nponyuweHo ynakoBky no 0,2 mn (20 mr),
wnpwi; no 2 a6o no 0,4 mn (40 mr), a6o no 0,6 mn (60 mr), a6o no 0,8 mn
wnpuum B 6nictepi; (80 mr), a6o no 1,0 mn (100 mr) y nonepegHbO
no 5 GnictepiB y HanoBHEHOMY LWNpuLi; No 2 wnpuuM B 6nictepi; no 1
KapTOHHIl kopoOLi 6nicTepy B KApTOHHiM kKopobui; no 0,2 mn (20 mr), abo no
0,4 mn (40 mr), a6o no 0,6 mn (60 mr), a6o no 0,8 mn (80 mr)
y nonepeaHbO HaNMOBHEHOMY LUNPUL; NO 2 WNpuumn B
6nicTtepi; no 5 6nicTepiB y KAPTOHHIN KOpo6Li
99. | HOO®PEH® Tabnetku no 250 wmr, AT Natsis AT "OnanHdpapm” Natsis 3MinHu | TUny - 3miHK 3 akocTi. FoToBUI Nikapcbkuin 3aci6. 3a UA/3773/01/01
no 10 Tabnetok y "OnanHda 3MiHM y BUpOBHMUTBI. 3MiHM y NpoLieci BUPOGHMLTBA roTOBOIO peuenmom
GnicTepi; no 2 pm" nikapcbkoro 3acoby, BKIMHOYAK4M NPOMIKHUIA NPOAYKT, LLO

Gnictepu y navui
KapTOHHIN

3aCTOCOBYETLCS NMPY BUPOGHULITBI FOTOBOrO NiKapCbKOro
3aco0y (iHLi 3MiHK)
NPOOOBXEHHS TEPMiHY 30epiraHHsl HeynakoBaHOro NPoayKTy B
npoteci BUpo6HMLTBa roToBOro npoaykty i3 30 AHiB go 6
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MiCsILliB Ha OCHOBI pe3ynbTaTiB AocnigKeHb CTabinbHOCTI.
3MinHu | TUny - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuin 3aci6.
3MiHM y BUPOOHMLTBI. 3MiHM BMNpobyBaHb abo gonycTUMmX
MeX, BCTAHOBIEHMX Yy cneumdikauisx, nig 4ac BMpobHmuTea
roTOBOrO fiKapCbKoro 3acoby (AoaaBaHHS HOBOrO MeToay
BUNpobyBaHHsA Ta AONYCTUMMX MEX) AOMOBHEHHS A0
nokasHuka «MexaHiyHa MiyHicTb» (Hardness), a came
[odaBaHHA A0MNYyCTUMMX MEX B OAMHULAX PO3MIPHOCTI HblOTOH
(N) (3aTBepmxeHo: kinonoHg (kp)) y BianosigHocTi Ao Ph. Eur.
2.9.8.
100., OMENPA3O0N Kancynu Teepai TOB YkpaiHa BMPOOHMLITBO, Icnanis BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/17985/01/01
KULLIKOBOPO34MHHI no | "APTEPIY nepBuHHE Ta 3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3acib. Onuc Ta cknag peuenmom
20 ™Mr; no 7 kancyn 'y M nTa" BTOPUHHE (iHWi 3MiHW).
Gnictepi, no 4 nakyBaHHs, CynyTHA 3miHa - 3miHu Wwopo 6e3nekn/eekTnBHOCTI Ta

Gnictepu B nayui

KOHTPOIb Ta BUMYCK
cepii: llTabopatopioc
IikoHca, C.A.,
IcnaHis;
ainsiHka gns
anbTepHaTUBHOIO
BTOPWHHOIO
nakyBaHHs: ATgic
®apwma, C.J1,,
IcnaHis; ginsHka ans
anbTepHaTUBHOIO
KOHTPOIO 3a
nokasHukom MbY:
JlabopaTtopio
EueBapHe, C.A,,
IcnaHis; ginsHka ans
anbTepHaTUBHOMO
BTOPWHHOIO
nakyBaHHsi:
MaHaHTian IHTerpa,
C.JLY., IcnaHis

tapmakoHarnagy (iHwi amiHu). BHeCeHHs1 3aMiH Jo cknagy
KpULLEYKN TBEPAOI XKeNnaTUHOBOI Kancynu, a came —
popasaHHs IHaurotnHy-FD & C Blue 2 (E132). 30BHiLWHi
BUrNSAA TBEPAOI XKeNaTuHOBOI Kancynmn po3mipom «4» 3MiHMBCA
3 TBEPANX XKeNaTUHOBKX Kancyn po3aMipoM «4», 3 KPULLEYKOHO i
KOprycom 6iroro MaToBOro KOnbopy, siki MiCTATb CepuYHI
nenetu 6inoro, mamxe 6inoro a6o 6inoro KPEMOBOroO KONbOPY
6e3 BuanMunx AedekTiB 40 TBEPANX XeNaTUHOBMX Kancyn
PO3MIpOM «4», 3 KPULLEYKOIO rorlyboro MaToBoro Konbopy i
Koprnycom 6inoro MaToBOro Konbopy, siki MiCTATb chepuyHi
nenetu 6inoro, maimke Ginoro abo 6inoro KPEMOBOro KONbLOPY.
3MiHM BHECEHI B iHCTPYKLiIO ANS MeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby y po3ain "Cknag" (kancyna). BeegeHHs
3MiH NPOTSiroM 6-TW MicsLiB nicns 3aTBepAKeHHs. 3MiHu | Tuny
- 3miHu 3 gkocTi. FoToBUIA nikapcbkuii 3acid. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa y nepBUHHIN
ynakoBLii FOTOBOro NiKapCbKoro 3acoby (SIKICHWUI Ta KinbKiCHWIA
cknap) - Teepai nikapcbki oopmn. BBeaeHHA fogaTkoBoro
matepiany 6nictepis Alu-Alu, 3 BignoBigHNMMM 3MiHaMK1 4o p.
«YnakoBka». BBegeHHs1 3MiH NpoTaroM 6-tu micsauis nicns
3aTBepKEHHS. 3MiHu | Tuny - 3miHM 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema KoHTenHep/3akynoproBarbHUi
3aci6. 3MiHa po3mipy ynakoBKM FOTOBOIO JlikapcbKoro 3acoby
(3MmiHa KinbkocTi ognHULL (Hanpvkniag TabneTok, amnyn TOLLO)
B ynakoBLi:) - 3MiHa no3a Aiana3oHoMm 3aTBepaXKeHUX PO3MipiB
ynakoBku. CynyTHs 3miHa
- 3miHu woao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsgy
(iHLWi 3MiHK). BHeceHHs 3MiH fo p. «YnakoBkay, a came —
JofaBaHHs ynakoBKM Mo 7 kancyn B 6nictepi, no 4 6nictepu B
nayui. BBegeHHs 3MiH npoTsirom 6-Tu micauiB nicns
3aTBepKeHHs. 3MiHu | Tuny - 3miHK 3 sikocTi. [oToBWMI
nikapcbkuii 3aci6. Cuctema KoHTeNHep/3akynoproBarnbHUi
3aci6. 3miHa po3mipy ynakoBK/ roToBOro fikapcbkoro 3acoby
(BMNYYEHHS yNakoBKv NMEBHOrO po3Mipy). BHeCeHHst 3MiH Ao p.
«YnakoBKa», a came- BUNy4YeHHs ynakosku no 10 kancyn B
6nicTtepi, no 3 6nictepu B nayui. BeeaeHHst 3MiH npoTarom 6-
TV MiCALB Nicnsa 3aTBEPOXKEHHS.
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101.| OPTATENb® renb OYHUA, 2,5 mr7r, CaHTteH OiHnaHain CaHTeH AT, dinnaHais/ 3minn Il TMny - 3miHm 3 sikocTi. [oTOBMI NikapcbkniA 3acib. bes UA/6605/01/01
no 10 r y dnakoHi, AT ®iHnaHais Himeuunna KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis peuenma
no 1 donakoHy B (BMPOGHUK, cneundikaui Ta/abo JONYCTUMMX MEX rOTOBOTO JiKapCbKOro
KapTOHHIl kopobui BigNOBiganbHUM 3a 3acoby (3MiHa 3HaxoauTLCS No3a 3aTBEPPKEHMM
BMNYCK cepii); A0NyCTUMMMMU MexamMu crneuudikadin) PoswmpeHHs
YPCA®APM [ONyCTUMMX MEX ANS KOHCEpPBaHTIB BiAMNoBIigHO 4O BMMOT
ApuHanmiTTeNb CPMP/QWP/486/95 Ta HacTaHoBM €C "3QA11A:
M6X, HimeuunHa Specifications and Control Tests on the finished product",
(BMPOGHUK, Bi4NOBIOHO A0 SKMX AonycTuMo matu Mexi £ 10 % ans
BignoBsiganbHWn 3a KifTbKICHOrO BU3HAYEeHHs1 KOHCepBaHTIB 6e3 06r'pyHTyBaHHS
BMPOBOHMLTBO in- TaKoro po3LMpPeHHS.
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTi)
102.| MAHFACTPO® NOPOLLIOK A4S CaHpos CrnioBeHis Iek CnoBeHis 3MiHu | Tuny - 3MiHK 3 sikocTi. CepTudpikat BignosigHocTi/lE- 3a UA/14142/01/01
po3umnHy Ans iH’exkuin | ®apmach dapmaueBTUYHa cepTudikaT BigNOBIAHOCTI EBpPONENCHKIN peuernmom
no 40 wr, 1, abo 5, loTikana KOMNaHis 4.4a. capmakonei/MmoHorpadii. MNogaHHsA HoBOro abo OHOBNEHOTO
a6o 10 dpnakoHis 3 a.o. cepTudgikaTa BignoBigHocTi abo BUNy4eHHs cepTudikata
NOPOLLKOM y Bi4NoBigHOCTI €Bponencokin dapmakonei: ana AdI; ans
KapTOHHIl kopobui BUXiQHOro MaTepiany/peareHTy/npoMiXKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCS Y BUPOBHMUTBI APIl; Ana gonomidkHoi
peyoBuHM (cepTudikat BigNoBIiAHOCTI €BpONENCHKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEpOKEHOro BUPOGHMKa - MOAaHHS OHOBEHOMO
cepTudpikaTa BignosigHoCTi €Bponerickkin dapmakonei Ne R1-
CEP 2009-323 - Rev 02 (3atBepaxeHo: R1-CEP 2009-323 -
Rev 01) ans A®| naHTonpa3sony HaTpito cecksiriaparty Big BXxe
3aTBepaKeHoro BMpobHuka Moehs Iberica S.L., Spain
103 NACTA nacta no 25 r y Ty6i TOB YkpaiHa TOB "TepHodapm" YkpaiHa 3Minu Il Tuny - 3miHn 3 sikocTi. A®I. BupobHuuTeo. 3miHa 6es UA/1089/01/01
TEMMYPOBA anomiHieBin; no 25 "TepHoda BUPOOHMKa BUXIOHOrO/NPOMIXKHOIO NPOAYKTYy/peareHTy, Lo peuenma
ry Tybi antomiHieBin; pm" BMKOPVCTOBYIOTbCS Y BUpOBHUYomy npoueci API, abo 3miHa
no 1 Ty6i B nayui 3 BMPOGHMWKa (BKIOYakouun, Ae HeobxigHo, Micue NpoBeaeHHS
KapTOHY KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
BiAMoBIAHOCTI €Bponencoki hapmakonei y 3aTBepaKeHOMy
[oCbe)(BBeAEHHS HOBOrO BMpobHUka APl 3 HagaHHsAM macTep-
darina Ha A®l) BHeceHHs1 4ogaTKOBOro BUPOOHUKA akTUBHOT
cybcTaHuii kncnotn 6opHoi «SUJATA CHEMICALS», IHgis 3
HafaHHsM macTep-darna Ha ADI,( 3aTBepaxeHo:3AT « XK
Bop», Pocincbka degepadis 3anponoHoBaHo: 3AT « XK
Bop», Pocicbka dpegepauis; «SUJIATA CHEMICALS», IHgis
104.| NEPIHAOMPEC | tabnetku no 4 mr/5 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3miHu | Tuny - 3a UA/17768/01/01
®A mr no 10 Tabnetoky | "®apmaue "PapmaLeBTUYHa 3MiHu 3 akocTi. [oToBMI nikapcbkuii 3acib. CTabinbHICTb. peuenmom
KOHTYPHIlA BTUYHA dipma "OapHuuga" 3miHa y TepmiHax npuaaTHocTi abo ymoBax 36epiraHHs
YapyHKOBIN dipma roTOBOrO MikapCbKoro 3acoby (36inbLUeHHs TEpMiHY
ynakosLi; no 3 "OapHuus"” NpVaATHOCTI FOTOBOTO flikapcbkoro 3acoby) - [ns Toprosoi

KOHTYPHi YapyHKOBI
YNaKoBKW B Naui

yMakoBKM (MiATBEPAXYETHCA AAHUMM pearbHOro Yacy)

36inNbLUEHHsI TEPMiIHY NPUAATHOCTI FOTOBOIO MiKapCbKOro
3acoby Ha OCHOBI MO3UTUBHKX Pe3ynbTaTiB JOBrOCTPOKOBUX
AocrimpKkeHb cTabinbHOCTI y peanbHOMY yaci: 3aTBepa)XeHo:

TepwmiH npugatHocTi 1,5 poku. 3anponoHoBaHo: TepMiH
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npuaaTHOCTI 2 pokn 3MiHM BHECEHI B iHCTPYKLito Ans
MeAMYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain
"TepmiH npugatHocTi". BBegeHHs 3MiH NpoTsarom 6-tu micsuis
nicnsa saTBepaAXXeHHs.
105, NEPIHAOMPEC | tabnetku no 8 mr/10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHum | Tuny - 3a UA/17768/01/02
®A mr no 10 Tabnetoky | "®apmaue "papmaLeBTUYHa 3MiHuM 3 aKkocTi. [oToBMI Nnikapcbkuii 3aci6. CTabinbHICTb. peuenmom
KOHTYPHIl BTUYHA dipma "OapHuusa" 3MiHa y TepmiHax npuaaTHOCTi abo ymoBax 36epiraHHsi
YapyHKOBIN dipma roTOBOrO NMikapCbKOro 3acoby (36inbLUeHHst TEpMiHY
ynakosLi; no 3 "OapHuus"” NpvaaTHOCTI FOTOBOTO flikapcbkoro 3acoby) - [ns Toprosoi
KOHTYPHI YapyHKOBI ynakoBku (NiATBEPAXKYETLCA AaHUMM pearibHOro Yacy)
yMaKoBKU B navui 36iNbLUEHHS] TEPMiIHY NPUAATHOCTI FOTOBOIO MiKapCbKoro
3acoby Ha OCHOBI MO3WUTUBHWX Pe3yrnbTaTiB JOBrOCTPOKOBUX
pocnigpkeHb cTabinbHOCTI y peanbHOMY Yaci: 3aTBepapkeHo:
Tepwmin npugaTtHocTi 1,5 pokn. 3anponoHoBaHo: TepMmiH
npuaaTHOCTI 2 pokn 3MiHM BHECEHI B iHCTPYKLtO Ansi
MeAMYHOro 3acTOCyBaHHS NikapCbkoro 3acoby y po3ain
"TepmiH npugaTtHocTi". BBeaeHHs 3MiH NpoTsarom 6-tu micsuis
nicnsa 3aTBepaAXXeHHs.
106., nPONO®ON pianHa (cybcTaHuis) AT YkpaiHa Bayem CA, LLisenuapis 3Minn | TUny - 3miHm 3 akocTi. A®l. KonTtponb A®I. 3miHa y - UA/14612/01/01
y KOHTelHepax "®apmak” Cykkypcane ge meTogax BunpobysaHHs AD| abo BuxigHoro
antoMiHieBMx gns BioHHa3 MaTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
dapmaLeBTU4HOro BVIKOPUCTOBYETbLCS y npoueci BUpobHuuTea AD| (He3HauHi
3acToCyBaHHs 3MiHW Y 3aTBEPAXKEHNX METOoAax BUNPOOyBaHHS)
BHECEHHS 3MiH 40 MeToaukn BunpobysaHHA ADI Mponodon
3a nokasHukom «CynpoBigHi AOMILLKN», @ caMe: YTOYHEHO
3rigHO MOHorpadii OAMHWLI BUMIPIOBaHHS Y MPUrOTYBaHHSAX
PO34MHIB MOPIBHSHHSA.
107.| NPOTAPAH® cycrneHsig ans A/T HoBo Nania BupobHumk Hanis/ 3miHu | Trny - 3miHm 3 AkocTi. FoToBUIA Nikapcbkuii 3acio. 3a UA/17174/01/01
HM iH'ekuin, 100 MO/mn; Hopgaick Hepo3dpacoBaHoro ®paHuia/ 3MiHM y BUpOOHMLTBI. 3MiHa po3Mipy cepii (BknoYaoum peuenmom
®NEKCNEH® no3mny npoaykTy, NepBUHHE Bpasunis Aiana3oH po3Mmipy cepii) roToBoro nikapcbkoro 3acoby
KapTpumxi; no 1 nakyBaHHs; (macwTab ansa nikapcbkoro 3acoby
KapTpUmKy y KOHTPOMb SIKOCTI 6ionoriYyHoro/iMyHONOri4YHOro NOXOAXKeHHS
HaraTtono3osii NpoaykTy B 36inbLUMBCS/3MeHLLNBCS 63 3MiHM BUPOGHMYOro npouecy
0iHOPa30Bil nepBUHHOMY (Hanpviknag aybnioBaHHs NiHiT)) BBEAEHHS 40AATKOBOrO
Lnpu1L-pyyu; no 1 nakyBaHHi po3mipy cepii - 1600 n gns BUpo6HMYOI AinbHULI HoBo
abo 5 wnpuy-pyyok (kapTpuaxi Hopaick MNpopatokcboH CAC, dpaHuis. 3ateepaxeHo: 1200 n
Y KAPTOHHI KopobLi MeHpin®) Ta 3anponoHoBaHo: 1200 n, 1600 n.
BianoBigansbHWi 3a
BUMYyCK cepii

roTOBOrO NPOAYKTY
(PnekcleH®): AT
Hoso Hopaick,
NaHisa; BupobHuk
BianosiganbHWi 3a
36UpaHHs,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHsi FOTOBOrO
npoAyKTy
(PrekclleH®);
KOHTPOIb SKOCTI




72

[TpooBxkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

roTOBOro NPOAYKTY
(PnekcleH®): AT
Hoso Hopaick,
[HaHia; MapkyBaHHA
Ta BTOPVHHE
nakyBaHHsi FOTOBOIO
npoaykTy
(PnekcleH®): AT
Hoso Hopaick,
[aHisi; BupobHuk
npoaykuii 3a NOBHUM
umknom: Hoeo
Hopaick
MpoatokcboH CAC,
®paHuis; BupobHuk
Hepo3dacoBaHoro
NpoayKTy, NepBUHHE
nakyBaHHs;
KOHTPOMb SIKOCTI
NpoaykTy B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MeHDin®);
306MpaHHs,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHsi FOTOBOIO
npoaykTy
(PnekcleH®);
KOHTPOMb SIKOCTI
roTOBOro NPOAYKTY
(PnekcleH®): Hoso
Hopgaick MNpoaykao
dapmaceyTika oo
Bpasinb Jitga.,
Bpasunis

108.

PEBMAINIUH

PO34MH ANis iH'EKLN,
10 mr/mn;
no1,5mvny
cnakoHi; no 5
riakoHiB y
KOHTYPHI
YapyHKOBIN
ynakosui; no 1
KOHTYPHI
YapYHKOBIN ynakoBLi
B nauvuj;

no 1,5 mn B amnyni;
no 5 amnyny
GnicTepi; no 1

TOB
"®APMEK
Ccreym"

YkpaiHa

TOB "®APMEKC
FPYT", YkpaiHa;
BECb BUPOOHWYMIA
npoLiec roToBoro
nikapcbkoro 3acoby,
BKIO4A04N
BTOPWHHE
nakyBaHHs1, 3a
BUHSITKOM BUMYCKY
cepii Ta KOHTpOMo
sikocTi: TOB
"PapmaLeBTUYHa
KOMMaHisi
"3gopos's", YkpaiHa

YkpaiHa

3MiHn | Tuny - 3MiHK 3 aKkocTi. [oToBMI Nikapcbkuin 3acib.
3MiHM y BUpoBHMLUTBI. 3MiHa po3Mipy cepii (Bkrovakoum
Aiana3oH po3mipy cepii) roToBoro nikapcbkoro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHSHO i3 3aTBEPAXEHUM
po3mipom) (B.11.6.4. (a) IB)

BBEJEHHS oAaTKoBOro po3mipy cepiit 113 ans BupobHuka
"®apmaneBTnyHa komnaHis "3gopos'a”: 100 i (66,667 Tuc.
amnyn).
3ateepaxeHo: 50 n (33,33 Tuc. amnyn). 3anponoHoBaHo: 50 n
(33,33 Tuc. amnyn) 100 n1 (66,667 Tnc. amnyn).

3a
peuerimom

UA/11608/02/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Gnictepy B nauui;
no 1,5 mn B amnyni;
no 5 amnyn B nayui
109., PENBAP™ NOPOLLIOK ANA "makcoCwmi Benuka nakco OnepeniHc Benuka 3MinHu | TNy - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuin 3aci6. 3a UA/14564/01/01
ENNINTA iHransauin, TKnsamH BpuTtaHis IOK Jimiteq Bputanis 3MiHM y BUPOBHMLUTBI. 3MiHM y NpoLeci BUpOBHULITBA rOTOBOIO peuernmom
no3oBaHuii no 184 Ekcnopt nikapcbkoro 3acoby, BKIoYayy NPOMIXKHUA NPOAYKT, LLO
MKI/22 MKr/go3y; no Timiteq 3aCTOCOBYETHCS NMPY BUPOOHULITBI FOTOBOTO NikapCbKoro
14 abo 30 po3y 3acoby (iHLi 3miHK)
NOPOLLKOBOMY BHeceHHs 3MiH 40 BMPOGHMYOro npouecy, 3okpema: 3amiHa
iHransTopi; no 1 napameTpy "TUCK yLinbHeHHs" (6ap) Ha napameTp "cuna
iHranaTopy y ylinbHeHHs" Ans npoLecy repmeTun3adii bnictepis.
KapTOHHI kopobui
110, PUNPOHAT Kancynwv Teepgi no TOB YkpaiHa K.O. Pomdrapm PymyHis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: yTO4YHEHHSA 3a UA/16424/02/01
250 mr, no 10 "YOPIIA Komnani C.P.1. HanucaHHA ynakoBku B Haka3i MO3 YkpaiHu Ne 813 Big peuenmom
kancyn B 6nictepi; MEOMLUN 16.05.2022 B npoueci BHeceHHs1 3MiH (3MiHa 3asBHUKa
no 4 aéo 6 H" (BnacHvka peecTpauiiHOro noceigveHHs) (3rigHo Hakasy MO3
6nictepiB y Big 23.07.2015 Ne 460): 3atBepaxeHo: YOPNA MEOVLNH

KapTOHHil Kopobui

NTA, Mpysis / WORLD MEDICINE LTD, Georgia
B3anponoHosaro: TOB «YOPJ1 MEONLUWH», Ykpaina /
WORLD MEDICINE, LLC, Ukraine. 3miHu BHECEHI B
iHCTPYKUil0 ONst MEAUYHOrO 3acTOCyBaHHS fikapcbKkoro 3acoby
y po3gain "3asBHuK". BBeaeHHsi 3MiH NpoTAroM 6-tn micsauis
nicnsa 3aTBepaKeHHsi. 3MiHu | Tuny - 3miHn wopao
Ge3nekn/ecekTUBHOCTI Ta hbapmakoHarnsay. BeegeHHs abo
3MiHW 0 y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsay
(BBEAEHHS y3aranbHEeHWX AaHVX NPO CUCTEMY
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI 0cobu,
BignoBiganbHOI 3a 30iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapMakoHarnagy 3asBHUKa Anst 30iNCHEHHSI
hapmakoHarnsgy B YkpaiHi, Ko BoHa BigMiHHA Bif
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-anna cuctemu dbapmakoHarnsgy) 3MiHa
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiAanbHoi 3a
dapmakoHarnsa. Hitoya pepakuis: PycynaH Ecakis / Rusudan
Esakia. NponoHoBaHa peaakuisi: MNyano ManHa CtaHicnasiBHa.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXeHOi 0cobu 3asiBHUKA,
BiANoBiganbHoi 3a papMakoHarnag. 3miHa Micusi 3aiNCHEHHsI
OCHOBHOI AisinbHOCTI 3 hapmakoHarnsgy. 3miHa
Micue3HaxomKeHH macTep-danna cuctemmn dpapmakoHarnag.
3MmiHun | Tuny - 3MiHun Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsay (iHWwi 3MiHWM) BHECEHHS 3MiHM [0 po3ainy
«MapkyBaHHa» MKA N3: Oitova pepakuis: MAPKUPOBKA
TeKkcT MapKyBaHHS MEPBMHHOI YNaKOBKM NikapCbKoro 3acoby
TeKkcT MapKyBaHHS1 BTOPMHHOI YNakoBKM Nikapcbkoro 3acoby
MponoHoBaHa pepakuis: MAPKMPOBKA B cooteeTcTBMU C
YTBEPXXAEHHBIM TEKCTOM MapKMpoBKU. OHOBIEHHS TEKCTY
MapKyBaHHs1 yakoBKM NikapCbKoro 3acoby BigmnoBigHO A0
BUMoOr Hakady MOS3 Ykpainu Big 23.07.2015 p. Ne460 3
BHECEHHAM iHbopMaLii LLLoAO 3a3HaYeHHS OOUHULb
BUMIpIOBaHHSA y cucteMi S| Ta BHeCeHHs iHpopmalii Lwoao




74

[TpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
HallMeHyBaHHS HOBOrO 3asiBHVKa. BBegeHHst 3MiH npoTsarom 6-
TV MicaLiB nicnsa 3aTBepaKeHHs1). Peaakuis B Hakasi: no 10
kancyn y 6nictepi; no 4 6nictepu y KapToHHiI kopobui. BipHa
peAakuina: no 10 kancyn B 6nictepi; no 4 abo 6 6nicrtepiB y
KapPTOHHi Kopo6ui
111, PIBOOAPOH Tabnetku no 200 mr; | PiBodapm | Lsewnuapi PiBocapm CA LLIseniapis 3MiHu | Tuny - 3miHK Wwopao 6esnekn/eddekTUBHOCTI Ta 3a UA/17330/01/01
no 10 Tabnetok y CA a apmakoHarnsay. 3miHa y KopoTKii xapaktrepuctuui peuernmom
6nictepi; no 3 nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta iHCTPYKUIi Ans
6nictepu B MeAMYHOro 3aCTOCyBaHHs Ha MiACTaBi perynspHo
KapTOHHIN nayui OHOBJHOBAHOrO 3BiTY 3 Ge3neku nikapcbkoro 3acoby, abo
nocnimxkeHb 3 6e3neky 3acTocyBaHHs fikapcbkoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pe3ynbTaT OUiHKN 3BIiTY 3
[ocnigpkeHb, NpoBeaeHNX BiANOBIAHO A0 NNaHy negiaTpuyHmx
pocnimpkeHrb (PIP) (3MiHy y3roaXeHo 3 KOMNETEeHTHUM
YNOBHOBa)XEHUM OpraHoMm) - 3MiHW BHECEHO [0 iHCTPYKUii aAns
ME[NYHOro 3aCTOCyBaHHS fikapcbKoro 3acoby Ao po3ainis
"B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta iHLWi Buan
B3aemopin" Ta "MNobiyHi peakuii" BianoBiaHO JO OHOBNEHOT
iHcbopMalii 3 6e3nekn 3acTocyBaHHS 4ito40i pe4oBUHN
nikapcbkoro 3acoby
112 PO3YNIN® Kancynu Teepai no 3AT YropwmHa 3AT YropwuHa 3MiHn | TMNy - AgMiHicTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS 3a UA/16807/01/01
nnoc 20 mr/10 mr no 10 dapmaues dapmaueBTNYHUIA Ta/abo agpecy MicLA NPOBaMKEHHS AiSNbHOCTI BUPOOHMKa peuernmom
Kancyn y 6nictepi; TUYHUIA 3asog ElC, (BKrtoYaro4m, 3a HeOHXiAHOCTI, MiCLle NPOBEAEHHS KOHTPOMO
no 3 Gnictepn y 3aBog YropluHa (NoBHUI siKocTi), abo BnacHuka mactep-ganna Ha Adl, abo
KapTOHHIN kopobLi Erc LMK BUpOBHMLTBA,

BKITHOYA4M BUNYCK
cepii); 3AT
PapmaueBTUYHUIA
3aeop ElIC,
YropwuHa (MoBHWIA
LMK BUpOBHMUTBA,
BKITHOYA4M BUNYCK
cepii)

noctayanbHvka Adl/BuxigHoro
marepiany/peareHTy/MPOMDKHOIO MPOAYKTY, O
3acTOCOBYOTbCH Y BUpoOHUUTBI ADI (sIKLLO 3a3HaYeHo y AOChE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
BiAMNoBIAHOCTI €Bponencoki hapmakonei y 3aTBepaKeHOMyY
pocbe, abo BUpobHMKa HOBOI JOMOMIXXHOT PEHOBUHM (SIKLLIO
3a3HayeHo y 0Cbe) 3MiHa Ha3BM Ta agpecu BUPObHMKa
NPOMDKHOrO MPOAYKTY METUMOBOIo edipy po3yBacTaTuHy.
3MiHu | TUny - 3miHu 3 skocTi. APl. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTMMmnx Mex,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiAHWIA/NPOMIXXHWIA NPOJYKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BupobH1uTBa AD| (BUNYyYEHHS] HE3HAYHOTO
nokasHuka SiKoCTi (Hanpuknag BUIyYeHHs 3acTapinoro
nokasHuKa)) BUNyYEHHs NoKa3HUKa sIKocTi «Baxki meTanmy 3i
cneuudikauii «Rosuvastatin Sinthetic route B». 3miHn | Tuny -
3miHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha ADI, abo BUXigHUA/MPOMIXHMIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BMPOGHMLUTBa ADI (BUNYYEHHSI HE3HAYHOTO NOKa3HUKa SIKOCTI
(Hanpuknag BUNyYeHHsi 3acTapinoro NokasHuka)) BUNyYeHHs
nokasHuka sikocTi «Onuc po3unHy» 3i cneumdikauii
«Rosuvastatin Sinthetic route B». 3minu Il Tuny - 3miHu 3
sikocTi. A®l. BupobHuuTtBo. 3miHn B npoueci BupobHuutea Ad|
(3HayHa 3miHa y npoleci BupobHuuTea AdI, Wwo Mmoxe maTtn
iCTOTHWI BNMMB Ha siKicTb, 6e3neky abo eheKTUBHICTb
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PeecmpauyitiHa npoyedypa

Ymoeu

Homep

Ne Hasea
n/ JNliKapcbKo20
n 3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina

3asieHUKa

BupobHuk

@UPOb6HUKa

nikapcbkoro 3acoby) BBeAeHHS anbTepHaTUBHOI TEXHOSOTIT

aidnycky

peecmpauyiliHo2o
noceid4yeHHs1

BMpobHMUTBa AP| po3yBacTaTuHy LMHKY, a came: cuHTes C.
3MiHn | TMNy - AgMiHicTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS

3a

UA/16808/01/01

PO3YNIN®
nntoc

113.

Kancynu TBepgi no
10 mr/10 mr no 10
Kancyn y énictepi;
no 3 Gnictepn y

KapTOHHiI kopobui

3AT
dapmavresB
TUYHWIA
3aBog
ElIC

YropwuHa

3AT
dapmaueBTNYHUIA
3aBog ElIC,
YropluHa (NoBHUI
LMK BUpOBHULTBA,
BKITO4AKUM BUMYCK

cepii); 3AT
dapmaueBTU4HNUIA

3aBog ElIC,
YropwuHa (NoBHUI
LMK BUPOGHMUTBA,
BKJTOHAK04M BUMYCK
cepii)

YropwuHa

IHaia

Ta/abo agpecu MicLsi NPOBaMKEHHS AisNbHOCTI BUPOGHMKa
(Bkntoyaroun, 3a HeobXigHOCTI, MicLe NPOBeAEHHSI KOHTPOIO
sIKoCTi), abo BrnacHuka mactep-ganna Ha Adl, abo
nocravansHuka Ad®l/BnxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
3acTOCOBYOTbCA Y BUpobHUUTBI ADI (sKLLO 3a3HayveHo y AOChE
Ha nikapcbkuiA 3acib) 3a BigcyTHOCTI cepTudikaTa
BiANoOBIAHOCTI €Bponencokivi papmakonei y 3aTBepaKeHoMy
nocbke, abo BUpoBHMKA HOBOI AOMOMIKHOT PEYOBUHM (SIKLLO
3a3HayeHo y 0Cbe) 3MiHa Ha3BM Ta agpecu BUpoOHMKa
NPOMDKHOrO MPOAYKTY METUMOBOIo edipy po3yBacTaTuHy:
3MiHun | Tuny - 3minm 3 sikocTi. A®I. KoHTponb ADL. 3miHa y
napameTpax crneuudikauin Ta/abo JonycCTUMUX MeX,
BM3HaYeHux y cneumdikauisx Ha Adl, abo
BUXIOHWMI/MPOMIDKHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTHCS
y npoueci Bupo6HuuTea Ad®| (BUNy4yeHHs He3Ha4yHoro
nokasHuka siKOCTi (Hanpuknaz BUIyYeHHs 3acTapinioro
nokasHuKa)) BUNy4YeHHs1 NoKa3HuKa AKocTi «Baxki metanun» 3i
cneumndikauii «Rosuvastatin Sinthetic route B». 3MiHu | Tuny -
3miHn 3 skocTi. A®I. KonTponb A®I. 3miHa y napameTpax
crneunikalin Ta/abo 4oNyCTUMUX MEX, BU3HAYEHUX Y
crneungikauisx Ha A®l, abo BUXIGHWUIA/NPOMIKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BMPOGHMLUTBa ADI (BUNYYEHHS HE3HAYHOTO NMOKa3HUKa SIKOCTI
(Hanpvknag BUNYYEHHS 3acTapinoro NokasHuka)) BUNyYeHHs
nokasHuka skocTi «Onuc po3unHy» 3i cneumdikadii
«Rosuvastatin Sinthetic route B». 3minu Il Tvny - 3miHu 3
sikocTi. A®l. BupobHuuTteo. 3miHn B npoueci BupobHuutea AdI
(3HayHa 3miHa y npoueci BupobHuuTtea AdI, Wwo moxe matu
iCTOTHWI BNNMB Ha siKicTb, 6e3neky abo eheKTUBHICTb
nikapcbkoro 3acoby) BBEAEHHSI anbTEPHATUBHOI TEXHOMOTiT
BMpo6HMUTBa AD| podyBacTaTuHy LMHKY, a came: cuHTes C.
BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -

peuernmom

3a

UA/14580/01/02

114 PODACT

TabneTku, BKpUTI
NniBKOBOO
060onoHkot, no 20
Mmr no 10 TabneTok y
GnicTepi; no 3
6nictepu B
KapTOHHiIl kopobui

AypobiHg
o ®apma
N1

IHaia

AypobiHgo Papma
Nimitea- KOHiT VII

3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay.
3MiHN y KOPOTKil XapakTepuCTuLi NikapCbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MEAWYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHmnx/GionoaibHMx nikapcbkux 3acobis nicns
BHECEHHS Ti€i camoi 3MiHM Ha pedbepeHTHUI npenaparT (3MiHa
He noTpebye HaAaHHS XOAHUX HOBUX A0AATKOBUX AAHUX).
3MiHW BHeCeHi A0 IHCTPYKLUii Ans MeAUYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ginu: "®apmakoTepaneBTuyHa rpyna”
(yToYHeHHs iHdbopmalLii), "MokasaHHSA" (YTOUHEHHS
iHdpopmallii), "®apmakonoriyHi BnactmsocTi",
"MpoTunokasaHHs", "B3aemogisi 3 iHWMMK NikapCbKUMM
3acobamu Ta iHWi Buau B3aemogiin”, "OcobnmeocTi
3acTocyBaHHs1", "3acTocyBaHHs y nepiop BaritTHocTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHsA Ta [osu”,

peuerimom

"0iTn"(yTouHeHHs iHdopmaLii), "MobivHi peakuii" 3rigHo 3
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
iHdbopmauieto Woao MegnMyHOro 3actocyBaHHA pedepeHTHOro
nikapcbkoro 3acoby (KPECTOP, TabneTku, BKpUTI NNIBKOBOO
060nnoHKo0). BBeaeHHs 3MiH NpoTsarom 6-Tm MicsiliB nicnsi
3aTBEPAKEHHS.
115/ PO®ACT TabneTku, BKPUTI AypobiHa IHAisA AypobiHgo ®apma IHAisA BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/14580/01/01
NniBKOBOK o ®apma TlimiTea- FOHIT VII 3MiHuM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsgy. peuenmom
obonoHkoto, no 10 Iita 3MiHW y KOPOTKili XapakTepucTuui nikapcbkoro 3acoby, TekcTi
mr no 10 Tabnetok y MapKyBaHHS Ta iHCTPYKLIT A4NA MEANYHOro 3aCTOCyBaHHS
Gnictepi; no 3 reHepuYHMX/ribpuaHnx/6ionogibHMx nikapcebknx 3acobis nicns
Gnictepn B BHECEHHS TiEl camoi 3MiHM Ha pedbepeHTHMIN Npenapar (3MiHa
KapTOHHiI kopobui He noTpebye HaJaHHS OAHUX HOBUX A0AATKOBUX AAHUX).
3MiHV BHeCeHi o IHCTPYKLUIii 4ns MegMYHOro 3acToCyBaHHS
nikapcbkoro 3acoby y posginu: "®apmakoTepaneBTuyHa rpyna”
(yTouHeHHs iHdopmaLii), "lMokazaHHSA" (YTOYHEHHS
iHdopMauii), "®apmakonoriyHi BnacTueocTi",
"MpoTmnokasaHHs", "B3aemogisa 3 iHWMMM NikapCbKuMmu
3acobamu Ta iHWi Buam B3aemogin", "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaaro”, "Cnocib 3actocyBaHHs Ta gosun”,
"[iTn"(yTo4HeHHs iHdopmauii), "MobivHi peakuii" 3rigHo 3
iHdbopmauieto Woao MegmMyHOro 3actocyBaHHa pedepeHTHOro
nikapcbkoro 3acoby (KPECTOP, TabneTku, BKpUTI NiBKOBOIO
060noHKo0). BBeaeHHs 3MiH NpoTsArom 6-Tv MicsiLiB micnsi
3aTBEPKEHHS.
116/ CAHOOCTATHU PO34MH AN iH'eKLN, Hosaprtic LLsenuapi Hosaptic ®apma LLisenuapis 3MiHn | Tuny - 3miHn Wwopao 6e3nekn/edekTnBHOCTI Ta 3a UA/9821/01/01
H® 0,05 mr/1 mn; no 1 Papma Al a LWrenH Al dapmakoHarnsaay. 3miHa y KopoTKili xapakrepucTui peuernmom

MA B amnyni; no 5
amnyn B Kopob6ui 3
KapTOHY

nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MEeOUYHOro 3aCTOCYBaHHS Ha NiacTaBi perynspHo
OHOBJHOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
pocnigxeHb 3 6e3nekn 3acTocyBaHHA nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbTaT OLiHK/ 3BITY 3
[ocnimpkeHb, NPOBEAEHNX Bi4NOBIgHO 4O NNaHy negiatpuyHux
pocnimxeHb (PIP) (3MiHy y3roa)XeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVUM OpraHom) - 3MiHN BHECEHO [0 IHCTPYKLUIi Anst
MeAMNYHOro 3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainy
"OcobnueocTi 3acTocyBaHHSA" BiANoBiAHO 4O OHOBMEHOI
iHpopmalLlii 3 6e3nekun 3acTocyBaHHs NikapCbKoro 3acoby.
BBeneHHs 3MiH NpOTArom 6-Tu MiCsILiB MiCNsi 3aTBEPOXKEHHS;
3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili xapakTepuctuui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHSA Ta iHCTPYKLii Ans
MeAMYHOrO 3acTOCyBaHHS Ha niacTasi perynspHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
[ocnimxkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiof, abo sik pe3yrnbTaT OLUiHKY 3BITY 3
gocnimpkeHb, NPOBEAEHNX Bi4NOBIgHO 40 NnaHy negiaTpuyHux
pocnimkeHb (PIP) (3MiHy y3roaeHo 3 KOMNETeHTHUM
YNOBHOBaXXEHVUM OpraHom) - 3MiHN BHECEHO [0 IHCTPYKLUIi Ansi
MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby Ao po3giny
"OcobnmBoCTi 3acToCcyBaHHA" BiAMNOBIOHO 4O OHOBIEHOT
iHdopmalLlii 3 6e3nekun 3acTocyBaHHs NikapCcbKoro 3acoby.
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BBefeHHs 3MiH NpoTsArom 6-TM MicsiLiB Nicnsi 3aTBEpPAYKEHHS
117.| CAHOOCTATU PO34MH ANs iH'EKLIN, Hosapric LLseruapi Hoeaptic ®apma LLsevinapisa 3MiHu | Tuny - 3miHK Wwopao 6e3neku/edpekTUBHOCTI Ta 3a UA/9821/01/02
H® 0,1 mr/1 mn; no 1 mn | ®apma Al a LWrenH Al chapmakoHarnsgy. 3MiHa y KOpOTKii xapakTepucTui peuenmom
B amnyni; no 5 nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta iHCTPYKUIi Ans
amnyn B Kopoo6Li 3 MeOU4YHOro 3aCToCyBaHHS Ha NigcTasi perynspHo
KapTOHY OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
nocnimxkeHb 3 6e3neky 3acTocyBaHHs fikapcbkoro 3acoby B
nicnapeecTpauinHuin nepiof, abo sik peaynbTaT OUiHKK 3BIiTY 3
[ocnigpkeHb, NpoBeaeHNX BiANOBIAHO A0 NnaHy neaiaTpuyHmx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3 KOMNEeTEHTHUM
YNOBHOBAXEHVM OpraHom) - 3MiHN BHECEHO A0 IHCTPYKLUii ANns
MeAMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao posainy
"OcobnuBocTi 3acTocyBaHHSA" BigNOBIAHO 4O OHOBIEHOT
iHdbopMaUii 3 6e3nekn 3aCToCyBaHHS NiKapCbKoro 3acoby.
BBegeHHst 3MiH NPOTArom 6-Tu MicAUIB NiCNA 3aTBEPAXKEHHS;
3MiHu | Tuny - 3miHK Wwopao 6esnekn/eddekTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKili xapakrepucTuli
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii ans
MeAMYHOro 3aCTOCYBaHHs Ha MiACTaBi perynspHo
OHOBIHOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
gocnimxeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
nicnsipeecTpauiiHuin nepioa, abo sik pesynbTaT OLiHKM 3BiTY 3
OOCMiMKeHb, MPOBEAEHUX BiAMNOBIAHO A0 NnaHy negiatpudHmx
pocnigpkeHb (PIP) (3MiHy y3rog)keHo 3 KOMNEeTEHTHUM
YNOBHOBa)XEHMM OpraHoMm) - 3MiHW BHECEHO A0 iHCTPYKUii aAns
MeAMNYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"OcobnueocTi 3acTocyBaHHS" BiANOBIAHO 1O OHOBMEHOT
iHpopmalLlii 3 6e3nekun 3acTocyBaHHs NikapCcbKoro 3acoby.
BBegeHHs 3MiH NpoTsrom 6-Tu MicsuiB nicnsi 3aTBepaXeHHS
118./ CEPMIOH® TabneTkn, BKpUTI AngoH CLUIA Mdpanzep Itanis ITanis 3MiHu | TUNYy - 3miHu Wwopo 6e3nekn/edekTUBHOCTI Ta 3a UA/5183/01/02
LlyKPOBOIO HOC 1 C.p.n. dapmakoHarnsaay (iHwi 3miHn) 3MiHM BHECEHO A0 iHCTPYKLi peuenmom
o6ornoHkKoto, no 5 wr; inc ANs MeQUYHOTo 3acTOCyBaHHSA NikapCbKoro 3acoby Ao po3ainy
no 15 Tabnetok y "OcobnuBocTi 3acTocyBaHHA" LLLOA0 OHOBIEHHS! iH(opMaLii 3
GnicTepi; no 2 6e3neku JONOMiIXHUX pevoBUH. BBeaeHHs 3amiH npoTsarom 6-u
Gnictepn y MicsLiB nicnsi 3aTBEpOKEHHS
KapTOHHI kopobui
119./ CEPMIOH® TabneTkn, BKpUTI AnpgxoH CLUA Mdpansep Itanisa ITanisa 3MiHn | TUny - 3miHK Wwopo 6esneku/edekTMBHOCTI Ta 3a UA/5183/01/03
LlyKPOBOIO HOC 1 C.p.n. dapmakoHarnsaay (iHwi 3miHn) 3MiHM BHECEHO A0 iHCTPYKLi peuenmom
o6onoHkoto, no 10 nnc Ans MeQUYHOro 3acToCcyBaHHS Nikapcbkoro 3acoby Ao po3ainy
mr; no 25 TabneTok "OcobnunBOCTi 3aCTOCYBaHHA" LOA0 OHOBIEHHS iHhopMalLlii 3
y 6nicTepi; no 2 6e3neku JONOMIXKHMX pevyoBUH. BBeaeHHs 3miH npoTarom 6-Tu
Gnictepn y MicsLiB nicns 3aTBepOXKEHHS
KapTOHHI kopobui
120.| CIMOOHI® PO3YMH ANs iH EKLiNA, TOB YkpaiHa BakcTep CLUA/WBeny, 3minn Il TMny - 3miHKn 3 akocTi. FoToBUIA Nikapcbkuin 3acib. 3a UA/15841/01/01
100 mr/mn, no 0,5 "[>KOHCOH dapmacbioTumkan apia 3MiHu y BUpOGHMUTBI. 3MiHa iMnopTepa/3miHK, Lo CTOCYHTLCS peuenmom
mn a6o 1,0 mn i [I)KOHCOH Contowmns JII1C, BUMYCKY Cepii Ta KOHTPOM AKOCTi FOTOBOrO NiKapCbKoro
PO3YMHY Y YkpaiHa" CLUA (BupobHMLTBO 3acoby (3amiHa abo foaaBaHHSA BUPOOHMKa, LLO Bignosiaae 3a
nonepegHb0 nikapcbkoro 3acoby, BBE3EHHs Ta/abo Bunyck cepii) - Bknroyatoun
HarNnoBHEHOMY nepBuHHA KOHTPOrnb/BUNPOOYBaHHS cepii ANs nikapcbkoro 3acoby
wnpui i3 ckna Tuny ynakoBka); Cinar AT, 6ionoriYyHOro/iMyHONOrYHOrO NOXOMXKEHHS Ta OAMH 3 MeTOoAIB
1 3 rymosum LLiBeviuapis aHanisy, o 3acCTOCOBYETbCS Ha AiNbHULI, €
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HaKOHEYHMKOM Ta (BUPOBHMLTBO GionoriYyHnM/iMyHONOrYHUM/IMYHOXIMIYHUM METOLOM -
rOrKo, BKPUTOIO nikapcbkoro 3acoby, BHeceHHs 3amiH go po3ainy 3.2.P.3.1. BupobHuku, a came -
KOBMa4kom, 3 nepBuHHA nopaBaHHs dyHKLUin o BupobHuka Cilag AG, Hochstrasse
NPUCTPOEM ANs ynakoBka); Cinar AT, 201, CH-8200 Schaffhausen, LLiBeiuapisa sik anbTepHaTUBHOI
BBefeHHs UltraSafe; LLisenuapis AiNbHWL, Lo NPOBOAUTL KOHTPOIb AKOCTI BionoriyHoro
no 1 wnpuvuy B (BTOPMHHA roTOBOro NPOAYKTY
KapTOHHi KOpooLyi; ynakoBKa, BUMyCK
no 0,5 mn a6o 1,0 cepii, KOHTPOINb
MJ1 PO3YUHY Y skocTi 1)
nonepeaHL0
HanoBHEHOMY
wnpuui i3 ckna tuny
1 3 rymosum
HaKOHEYHMKOM Ta
ronKo, BKPUTOHO
KOBMa4koM, Yy pyuLi 3
aBTOIH'EKTOPOM; MO
1 pyyui B KAPTOHHIN
Kopobui
121 CKAWPI3I PO34MH AN iH'EKLIN E66Bi LLsenuapi TecTyBaHHs: EG6BI CLUA/Himey BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHa cunu A, 3a UA/17970/01/02
no 150 mr/1 mn; 1 Biochapma A Biopicepu CeHTep YmHa nikapcbkoi hopMu Ta cnocoby 3acTocyBaHHsI, a came: peuenmom
nonepegHbo CbloTikans IHk, CLUA; [opaBaHHs HoBoi cunu gii no 150 mr
HanoBHEHWI m6X BUPOBHMLTBO
CKNSAHMI Wnpuu, nikapcbKkoro 3acooy, [NepioanyHiCTb NogaHHA perynsipHoO OHOBHOBAHOIO 3BIiTY 3
BMOHTOBaHWUA y TECTyBaHHSA, Gesneku, BignosiaHo Ao Mopsaky 34iNnCHEHHs!
aBTOIHXEKTOp; Nno nepBuHHE dapmakoHarnsay, 3aTeepakeHoro Hakasom MiHictepcTea
OfHOMY nNakyBaHHS: OXOPOHU 300pOoB’A YKpaiu Big 27 rpyaHsa 2006 poky Ne 898,
aBTOIHXEKTOpY Y E66Bi 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii Ykpainu 29 ciuns
KapTOHHIN kopobLyi BiotekHonomxi T/, 2007 poky 3a Ne 73/13340 (y pepakuii Hakasy MiHictepcTBa
CLUA; BTOpUHHE OXOPOHU 300p0B'A YkpaiHu Bia 26 BepecHst 2016 poky Ne 996),
nakyBaHHs1, CTaHOBUTb: 3riHO 3i CTPOKaMU, 3a3Ha4YEHVMU Y NEePIOANYHOCTI
TECTYBaHHs, BUMYCK NOAAHHS perynspHux 3BiTie 3 6e3neku.
cepii: E66BI
Hownunenn MmeX i
Ko. KI', HimeuunHa;
TecTyBaHHs: Yapnb3
Pisep INabopatopis
bxepmaHi Tm6X,
HimeyunHa
122 CTONAHIIH crpew Ans poToBoi TOB YkpaiHa TeBa Yex IHaacTpi3 Yecbka 3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI Mikapcbkui 3acib. 6e3 UA/1831/01/01
NOPOXHWHYK, 1,92 «TeBa c.p.o. Pecnybnika KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y Mmetogax peuenma
mr/mn; no 30 mny YkpaiHa» BUNPOBYBaHHS FOTOBOrO NiKapCbKoro 3acoby (iHWi 3MiHU y

cnakoHi; no 1
dnakoHy 3
MeXaHi4YHUM
po3nunioBavem,
annikaTopom Ans
POTOBOI NOPOXHUHU
Ta KPULLIKOIO, sika
3axviae
po3nunioBay, B

MeTofax BUNpobyBaHb (BKMYa4un 3amiHy abo JOMNOBHEHHST))
- OHOBMEHHHA MeToay BUNPOOYBaHHSA 3a NOKa3HUKOM
"laeHTudikauis edipHux onin"(Ph.Eur.2.2.28). BeBeaeHHst 3amiH
NpOTHArom 6-Tv MicsILiB NicNsi 3aTBEPOXKEHHS.
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Kopobui
123 CTONTYCUH- Tabnetku no 10 TOB YkpaiHa BMPOBHMLTBO 3a Yecbka BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - bes UA/2447/03/01
TEBA Tabnetok y 6nictepi; «TeBa NOBHMM LIVKITOM: Pecny6bnika/ | 3miHu 3 sikocTi. F0TOBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro peuenma
no 2 6nictepn y Ykpaina» Tesa Yex IHpacTpis Monbwa nikapcbkoro 3acoby. 3miHa napameTpis cneuudikaLin Ta/abo

KopoOoLi

C.p.0., Yecbka
Pecny6bnika;
BMPOBHMLTBO 3a
MOBHUM LIUKITOM:
TOB TeBa
OnepenLuHs
MonaHa, Monbwa

[OMNYCTUMKX MEX roTOBOro fikapcbkoro 3acoby (iHLwi 3miHu).
3amiHa napameTpy igeHTudikauis 6ytamipaTty uutpaty Ta
reandeHesiHy metogom TLUX Ha napameTp ineHTUdikauis

metogom BEPX -AM[ (nopiHsAHHS Y®-Bug cnekrpis),

penakuinHi 3miHn. BeBegeHHs 3MiH npoTaromM 6-tu micsauis nicns

3aTBepAKEHHS. 3MiHM | TNy - 3MiHM 3 sikocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo AONyCTUMUX MEX
rOTOBOIO MikapCbKOro 3acoby (BHECEHHS 3MiH y AOCbE AN

npuBeaeHHs y BiANOBIAHICTb A0 3aranbHoi cTaTTi 2.9.40
«OpHopigHICcTb f030BaHUX oaMHULLY [dPY/EBponencekoi

hbapmakonei 3amiCTb 3aTBEPAKEHMX 3aranbHux ctaten 2.9.5
«OpHopigHicTe Macu» Ta/abo 2.9.6 «OgHopIAHICTL 403K»).

MNprBeaeHHs y BiANOBIQHICTb 40 3aranbHoi cTaTTi 2.9.40
«OpHopigHicTb f030BaHUX oaMHULLY [dY/EBponenchbKoi

capmakonei 3amiCTb 3aTBEPIKEHMX 3aranbHux craten 2.9.5
«OpHopigHicTb Macuy Ta/abo 2.9.6 «OgHOpIAHICTb 403K»)

BBegeHHst 3MiH NPOTArom 6-Tu MicAUIB NiCNSA 3aTBEPAKEHHS.

3miHu | Tvny - 3miHm 3 AkocTi. FoToBUI nikapcbkuii 3acio.
KoHTpOsb roTOBOro fikapcbkoro 3acoby. 3MiHa napameTpis
cneundikaui Ta/abo AONYCTUMMX MEX rOTOBOrO FiKapCbKOro
3acoby (BWIyYeHHSI HE3HAYHOTO MOKa3HWKa (Hanpuknag
3acTapinoro nokasHuka, Takoro sik 3anax Ta cmak, abo
ineHTUdikauis 6apBHUKIB Y cMakoBMX 406aBoK)). BunyyeHHs
rnokasHUuKa «po3nafaHHs», HAsBHUIA M. «PO3YMHEHHSI».
BBefeHHs 3MiH NpoTArom 6-Tv MicsLiB Micns 3aTBEPOXEHHS.
3miHu | TNy - 3miHKM 3 sikocTi. MoToBUIA Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4ONYCTUMUX MEX roTOBOrO NiKapCbKoro
3acoby (AOMNOBHEHHS cneuwmdikauii HOBUM NMOKa3HUKOM 3
BiAMOBIAHMM MeToAoM BUNpoOyBaHHS). [lonoBHEHHS
crneundikaLii NOKa3HUKOM OOMILLK/ Ta NPOAYKTU po3knagy
BGyTamipaty unMTpaTy, L0 KOHTPOSOITLCS METOAOM
BEPX/YEPX (MPC019748/4) Ta BignoBigHO [0 BUMOT
kepiBHMUTB ICH Q3B. BBEeaeHHs 3MiH NpoTsiroM 6-Tu Micsuis
nicnsi 3aTBepaKeHHs. 3MiHn | Tuny - 3MiHu 3 sikocTi. FoToBUI
nikapcbkuii 3aci6. KoHTporb roToBoro nikapcbkoro 3acooy.
3miHa napameTpiB cneuudikaLinn Ta/abo JonycTUMUX Mex
roTOBOrO fikapcbKkoro 3acoby (iHLi 3MiHK). 3MiHN Mex
OOMILLIOK Ta NPOAYKTIB po3knaay reandeHes3nHy BianoBigHo A0
noTo4Hux Bumor MoHoradii EP; ICH. BeBegeHHs1 3MiH npoTsirom
6-Tv MicaUiB nicns 3aTBepAXeHHs. 3MiHu | Tuny - 3miHuM 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeToax BUNpoOyBaHHS
rOTOBOrO fikapcbKoro 3acoby (iHLWi 3MiHM y MeTofax
BMNpoOyBaHb (BKIO4aouM 3aMiHy abo AOMOBHEHHS)).
3amiHa meToay BunpobyBaHHa BEPX ans ineHTudikauii,
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpauyiliHo2o
noceid4yeHHs1

KiNIbKiCHOro BMICTY Ta OAHOPIAHOCTI BMICTY Ha HOBUI MeTO4
BEPX/YEPX (MPC0119851/1) BBeaeHHs 3MiH NpoTArom 6-tv
MicauiB nicns 3atBepkeHHs. 3MiHuM | Tuny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro
3acoby. 3miHa y meTofax BUNPOBYBaHHSI rOTOBOrO
nikapcbkoro 3acoby (iHwi 3aMiHM y MeTogax BunpobyBaHb
(BKNtoYa4M 3amiHy abo JOMOBHEHHS)). 3amiHa MeToay
BunpobyBaHHst BEPX ans ineHtudikauii, KinbkicHoro BMicTy Ta
ofHopigHOCTI BMICTY Ha HoBuii BEPX/YEPX (MPC019748/4).
BBefeHHs 3MiH NpoTArom 6-Tu MicsiLiB Micnsi 3aTBEPOXKEHHS.
3MinHu | TUny - 3miHK 3 sikocTi. FoToBUIA Nikapcbkui 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTtogax
BMNpPoOYyBaHHS roTOBOrO NikapcbKoro 3acoby (He3Ha4yHa 3MiHa
y 3aTBEpAXEHNX MeToAax BunpobyBaHHs). HesHayHa 3miHa y
3aTBEPKEHUX MeToAax BUNPoOyBaHHS BU3HAYEHHS
nieTnnamiHoeTokcMeTaHony (gomilku A 6ytamipaty), a came
BOOCKOHAmNEeHHs1 onucy metoay Ta NpuMBEeAEHHS oro y
BiQNOBIQHICTb A0 Banigauii aHaniTM4Hoi MeToaMKu Ta BUMOr
ICH. BBeaeHHs 3aMiH NpoTsarom 6-Tv MicsiliB nicns
3aTBepMkeHHS. 3MiHn | Tuny - 3miHn 3 akocTi. [oToBMI
nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roTOBOro MikapcbKoro
3acoby (3MeHLLEeHHs TepMiHy NpMAATHOCTi FOTOBOTO
nikapcbkoro 3acoby) - [Inst Toproeoi ynakoBku. 3MEHLLEHHS
TEpMiHy NpuaaTHOCTI FOTOBOrO Nikapcbkoro 3acoby 3 5 pokis
0o 3 pokiB. BBeeHHst 3MiH npoTarom 6-Tn micsAuiB nicns
3aTBEPKEHHS HE PEKOMEHOO0BAHO [0 3aTBEPKEHHS,
OCKifnbku 3mMiHa 06yMoBneHa nepecTporaMmu LWoao
CTabinbHOCTI.

6e3

UA/4012/01/01

124.

TAHTYM
PO3A®

rpaHynu ans
BariHanbHoro
po3umHy no 500 wr;
no 10 cawe B
KapTOHHiI kopobui

Asienge
Kimike
PiyHiTe
AHXeniHi
dpaHyeck

o
AKP.A®.
C.n.A.

ITanis,
ITanis

AsieHge Kimike
PiyHiTe ArxeniHi
dpaHyecko
AKP.A®.C.nA.

ITanis

3MiHn | Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBiaHOCTI EBponenchKil
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3 HeobXiAHICTIO
npuBeaeHHs y BiANoBIgHICTb o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHWOoT HauioHanbHoI
dapmakonei aepxasun €C (3miHa y cneumndikawii
HedapmakoneriHoro A®l ana npusedeHHs y BigNoBigHICTe 40
Bumor [dY abo €sponericbkoi hapmakonei, abo iHLWoi
HauioHanbHoi dhapmakonei aepxasu €C) - A®| - npvBeaeHHs
crneundikauii A®l y BignoBsigHicTb 40 BMMOr MoHorpadii EP
Benzydamine hydrochloride; 3miHu | Tuny - 3MiHun 3 AKOCTi.
A®I. KoHtponb A®I. 3miHa y napameTpax cneundikauiv
Ta/abo [oNyCTUMUX MEX, BU3HAYEHUX y cneumdikauisx Ha
A, abo BMXigHWMIN/NPOMIXXHWI NpoayKT/peareHT, LWo
BMKOPVCTOBYIOTBCS Y npoLieci BUpobHuuTea APl (3ByKeHHS
OONyCTUMMUX MEX, BU3HAYEHUX Y crieumdikaLlii) - 3BYXEHHS
ponyctumoi Mexi y cneumdikadii APl ans nokasHuka 1-6pom-
3-xnopnponaH 3 nmt 125 ppm go nmt 33.0 ppm, Lo sBnse
coboto BUXigHUIA MaTepian Ta NOTEHLiNHY FrEeHOTOKCUYHY
OoMilky, y BianosigHocTi Ao Bumor KepisHuutea ICH M7;
3MiHn | Tuny - 3MmiHn 3 skocTi. A®I. KoHTtponb A®I. 3miHa y

napameTpax cneuudgikadin Ta/abo 4onycTUMUX MEX,

peuernma
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BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXiAHMN/MPOMDKHUI NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTLCS
y npoueci BUpobHMuTBa AD| (3BY>KEHHS AOMYCTUMUX MEX,
BM3HAYEHMX y cneuudikadii) - 3By)KEHHs1 [ONYCTUMOI MeXi y
cneuudikauii APl ans nokasHuka 6eHsunxnopugy 3 nmt 125
ppm go nmt 125.0 ppm, wo siensie coboto BUXiaHMI MaTepian
Ta NOTEeHLUiiHY reHOTOKCUYHY AOMILLKY; 3MiHM | TUny - 3MiHu 3
akocTi. A®l. KoHtponb A®I. 3miHa y napameTpax
crneungikaii Ta/abo JONyCTUMUX MEX, BU3HAYEHWX Y
crneungikauiax Ha A®l, abo BUXIgHUIA/NPOMIXXHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpobHMLTBa ADI (iHWi 3MiHK) - 3MiHa nepioguyYHoro
KOHTPOSHO PO3YMHHMKA HA PYTUHHWUIA KOHTPOSb KOXHOI cepii
ADI; 3miHn | TRy - 3MmiHn 3 akocTi. A®I. CtabinbHicTb. 3miHa
nepiogy NoBTOpHMX BUNpobyBaHb/nepiogy 36epiraHHs abo
ymoB 36epiraHHst Al (3a BigCyTHOCTI y 3aTBEPKEHOMY LOCHE
cepTudikaTa BignoBigHOCTi €Bponeichbkin dapmakonei, Wo
BKITHOYa€E nepion NOBTOPHOrO BUNpoByBaHHs) (Nepiod
NOBTOPHOro BMNpobyBaHHs/Nepion 36epiraHHst) - 36inbLIeHHs
abo BBefeHHS nepiogy NOBTOPHOrO BMNpobyBaHHSA/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOCNIMKEHb Yy pearlbHOMy
yaci - 36inbLleHHs nepiogy nepekoHTposnto AdI.
3atBepaxeHo: 1 pik 3anponoHoBaHo: 5 pokiB; 3MiHW | Tuny -
3MiHn 3 skocTi. ADl. BupobHuuTBo. 3MiHa BUpoBHUKa
BVXiQHOro/NMpoMiXKHOro NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUpOBHUYoMy npoueci ADI, abo 3miHa
BMPOGHMKa (BKIOYakoun, Ae HeobxigHo, Micue NpoBeaeHHs
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudpikata
BiAMoBIAHOCTI €Bponencekii hapmakonei y 3aTBepaKeHOMy
Oocbe)(iHWi 3MiHW) - 3MiHa BUpOBHKMKa BUXiAHOT pe4oBUHM
aHTPaHINoBOi KACNOTH, L0 BUKOPUCTOBYETLCS Y BUPOBHUYOMY
npoueci A®| 6eH3naaminy rigpoxnopwvg; 3miHu | Tuny - 3MiHn 3
sikocTi. A®l. BupobHuuTteo. 3miHn B npoueci BupobHuutea AdI
(He3HayHa 3MiHa y 3aKpuTii YacTuHi MacTep-darina Ha AdI) -
He3HayHa 3MiHa y 3aKpWTiln YacTuHi macTep-danna Ha AdI, wo
nonsrae y MOXnuBOCTi 3MilLlyBaHHS ABOX NapTill BOMOroro
HaniBnpoaykTy 6eH3naaminy rigpoxnopuay Ans oTpuMaHHs
NOABIVHOIO BNXOAY CYXOro HanmiBnpoAykTy 6eH3naamMiHy
rigpoxnopuay. He Big6ynocs xxoaHUX 3MiH y CXeMi CUHTE3y,
napametpax npotecy; 3MiHu | Tuny - 3MiHu 3 sikocTi. ADI.
BupobHuuto. 3MiHM BUNpobyBaHb abo AONYyCTUMUX MEX Y
npoueci BupobHuuTtea AdI, 10 BCTaHOBNEHI Y cneuudikauisx
(BogaBaHHs HOBOro BUNPOBYBaHHS Ta AONYCTUMUX MEX) -
BBE[IEHHSA [OAATKOBOro BUNPOOYBaHHS A KOHTPOMO YNCTOTU
(TCL) y npoueci BUpoGHMLTBa AN BONIOrOro HanisnpoayKTy
6eH3vngaminy rigpoxnopuay, Anst 3abe3neyeHHst FoMOreHHOCTi
2 cepilt BONororo HaniBnpoaykTy 6eH3vaamiHy rigpoxnopua,
SKi 3MILLYIOTBCSA Anst OTPUMAHHSA NOABINHOIO BUXOAY CyXOro
npoaykTy; 3miHu | Tuny - 3miHn 3 sikocTi. ADI. BupobHuuTBO.
3MiHn BunpobyBaHb abo 4ONyCTUMMX MeX y NpoLieci

BUpoGHMLTBa ADI, L0 BCTAHOBIEHI Y cneumdikauisx
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(BogaBaHHs HOBOro BUNPOBYBaHHS Ta JONYCTUMUX MEX) -
BBEAEHHs foaaTkoBoro BunpobysaHHs LOD y npoueci
BMPOGHMLTBA AN BONOroro HaniBnpoaykTy 6eH3ngamiHy

rigpoxnopuay, 4ns 3abeaneyeHHsi rOMOreHHOCTi 2 cepiit
BOJIOrOro HaniBnpoAykTy 6eHsugaminy rigpoxnopua, siki
3MiLLYIOTbCA AN OTPUMAHHSA NOABINHOIO BMXOAY CYXOro
nNpoaykTy; 3MiHu | Tuny - 3miHu 3 sikocTi. APl BupobHmuTBO.
3MiHu B npoueci BupobHuutea APl (HesHayHa 3miHa y
3aKpUTI YacTuHi macTep-gaina Ha A®I) - BHeceHHs
He3HaYHMX 3MiH LLOAO0 BUKOPUCTAHHA PereHepoBaHnX
PO3YMHHUKIB. PO3YMHHYIK, LLIO BUKOPUCTOBYIOTLCS B MPOLECI
BUpo6bHMLTBa ADI, € i306yTMNOBMIA CAMPT, aLLETOH, KCUron Ta
H-rekcaH. 3rigHO 3 OCTaHHIMU BAOCKOHAMNEHHSM, Lo 6ynu
BMPOBa/>XeHi B yNpaBniHHi PO3YMHHUKaMu nNpu cuHTesi AdI,
3anponoHOBaHO BUKOPUCTOBYBATM MULLE CBiXKi PO3YNHHUKN
i300yTNOBUIA CNPT Ta aLeToH (Lo OTpMMaHi Big
nocTayanbHuKiB). [N PO3YMHHMKIB KCUION Ta H-reKkcaH
3anuLieHe BUKOPUCTAHHA SK CBDKUX TakK i pereHepoBaHuXx.
[onaTkoBO, pereHepoBaHW PO3YMHHMK KCUION 3aKpinneHo
(dedicated) nuwe 3a npouecom BupobHMuTBa ADI
6eH3naamiHy rigpoxnopuay, Wo 3HWKYE PUCK NepPeHeCeHHs!
3abpyaHeHHs y BUIMSAi 4OMILOK 3 Bif, iHLUMX npolecis
BUpOBHMUTBA cybCcTaHuin; 3MiHm | Tuny - 3MiHun 3 akocTi. ADL.
KoHTponb A®l. 3miHa y napameTpax cneumdikauin Ta/abo
OOMyCTUMMNX MEX, BU3HAUYEHUX y crneumndikauiax Ha AP, abo
BVXiAHWUI/MPOMDKHWI NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTea AD| (qonoBHeHHs cneumdikadii
HOBWM MOKa3HWKOM SIKOCTi Ta BigMoBiAHUM MeTOA0M
BUNPOOYBaHHSA) - 4ONOBHEHHSA crneundikaLii Ans BiAHOBNEHOro
PO3YMHHMKA KCUIOMY NMOKa3HUKOM «HEBiZOMi JOMILLKU He
Ginble 1,5%»; 3MiHn | Tuny - 3miHn 3 sikocTi. A®Il. KoHTponb
A®I|. 3miHa y napameTpax cneuudikauin Ta/abo gonyctumumx
MeX, BU3Ha4eHux y cneumdikaisx Ha A®l, abo
BUXiAHWIA/NPOMiXXHWI NpOJYyKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BUpobHuLUTBa AD| (3BY>KEHHS AONYCTUMUX MEX,
BM3HaYeHUX y cneundikadii) - Ans BiGHOBNEHOro pO34nHHMKa
Kcmnony 3miHu o 1. Yuctota ( 3aTBepmkeHo: He binbLue 93%,
cyma A0oMilok 7%; 3anponoHOBaHo: cyma AoMiwok 2,0%);
3MiHn | Tuny - 3miHn 3 skocTi. A®I. KoHTtponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo gonycTMMmUX MeEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiAHWI/MPOMIXKHUI NPOJYKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTBa AD| (qonoBHEHHs cneuwmdikauii
HOBWM MOKa3HUKOM SIKOCTi Ta BiANOBIOHUM METOA0M
BUNPoOyBaHHs) - AOMOBHEHHA cneuyndikadii AN BiZHOBNEHOro
PO3YMHHWMKA H-rekcaHy BUNPoOyBaHHAM Ha YACTOTY 3
BigNOBIOHMM MEeTOAOM BMNPOOBYBaHHS; 3MiHM | TUny - 3MiHK 3
akocTi. A®l. KoHtponb A®I. 3miHa y napameTpax

cneuudikauin Ta/abo [ONYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®I, abo BUXiIGHNIA/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPoLECi
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BMpobHMuTBa AD| (ZONOBHEHHS cneuudikauii HoBUM
NMoKa3HUKOM SIKOCTi Ta BiAMOBIAHMM METOAOM BUNPOBYBaHHS) -
[OMOBHEHHS creumdikaLii gns BuxigHoro martepiany
anmeTtunaminy (DMA) BunpobyBaHHsIM Ha YACTOTY 3
BiAMOBIAHMM METOAOM BUNPOBYBaHHS, Lo 06yMOBIEHO
NMOKpaLLEeHHsIM XapaKTepUCTVK ANs BUXiAHOrO MaTtepiany;
3MiHu | Tuny - 3miHu 3 akocTi. ADL. KoHTponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo onycTMMUX MeX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXIOHWMI/MPOMIDKHWUIA NpOAYKT/peareHT, WO BUKOPUCTOBYOTHCSA
y npoueci BupobHuuTea AD| (qonoBHEHHs cneumdikadii
HOBWM MOKa3HUKOM SIKOCTi Ta BiANOBigHUM METOA0M
BUNPOOYBaHHS) - 4ONOBHEHHS crneumdikaLii Ars NPOMiDKHOro
npoaykTy coni Hatpito 1-6eH3un-3 rigpokcun1-H iHgasony
HOpPMYBaHHSIM LLOJO HEBIAOMMX OOMILLOK Ta CYMU [OMILLOK A0
nokasHuka «4Yucrortay, Wo 06yMOBMNEHO MOKPALLEHHSIM
XapakTepuCTVK AN NPOMDKHUX NPOAYKTIB; 3MiHu | Tuny -
3MiHn 3 skocTi. ADI. KoHTponb A®I. 3miHa y napameTpax
crneungikauii Ta/abo 4ONYyCTUMUX MEX, BU3HAYEHMX Y
cneumdikauisx Ha A®PI, abo BUXiAHUIN/MPOMDKHUI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BMpobHMuTBa AD| (ZONOBHEHHS cneuudikauii HoBUM
MOKa3HUKOM SIKOCTi Ta BiAMOBIAHMM METOAOM BUNPOOYyBaHHS) -
OHOBIEHHS MeToAy BUNPoDbyBaHHS Asi BUHAYEHHS YACTOTH
NPOMIXKHOrO NPOAYKTY cofi HaTpito 1-6eH3un-3 rigpoken 1 —H
iHgasony

125.

TECTOCTEPO
HY
NPOMIOHAT

PO34MH AN iH'eKuin
5 % B eTunoneari no
1 mn B amnyni; no 5
abo 10 amnyn y
nayui 3 KapToHy; Mo
1 mn B amnyni; no 5
amnyn y 6nictepi; no
1 abo 2 6nictepu B
naywi 3 KapToHy

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHMX maTtepianis: YTOYHEeHHs
HanucaHHsA 3aBHMKaA Ta BUPOOGHUKa B Hakasi MO3 YkpaiHu
Ne 813 Big 16.05.2022 B npoueci BHECEHHS1 3MiH (3MiHW |
Tuny: 3miHM 3 sikocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTUMUX MEX rOTOBOro MiKapCbKOro
3aco0by (BMIyYeHHst HE3HAYHOrO MokasHuka (Hanpuknag
3acTapifioro nokasHuka, Takoro sik 3anax Ta cmak, abo
ineHTudiKauia 6apBHUKIB Y cMakoBux 4o6aBok)). BunyyeHHs
po3ainy «AHoManbHa TOKCUYHICTbY.
3MiHu | TUNYy: 3MiHM 3 saikocTi. [OTOBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4ONYCTUMUX MEX rOTOBOrO MikapCbKoro
3acoby (AOMOBHEHHs cneuwmdikauii HOBUM NMOKa3HUKOM 3
BigMNoOBigHMM MeTo4OoM BMNPobyBaHHs) B cneundikadito 13
BKITHOMEHO NokasHWK «bakTepianbHi eHAOTOKCUHUY» 3
HOpMyBaHHsIM He Binbwe 350 MO/mn.
3MiHn | TUNy: 3MiHM 3 AKkocTi. [0TOBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa napameTpis
cneumdikauin Ta/abo 4ONYCTUMUX MEX FrOTOBOIO MikapcbKoro
3aco0y (iHwi 3MiHK) B po3gini «O6’em, O BUTSAraeTbCsa».
BunyyeHo nocunaHHs Ha HauioHanbHy YacTuHy JdY*, Tak sik B
O®Y, pitoyoro BuaaHHs ons 4aHoro posainy BigcyTHS
HauioHanbHa yacTtuHa. 3MiHu | Tuny: 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikaT BignosigHocTi

3a
peuerimom

UA/8930/01/02
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€Bponencbkin dhapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHs Y BiANOBIAHICTE 40 MoHorpadii
LY abo €sponericbkoi hapmakonei, abo iHLWOoI HaLioHanbHOT
capmakonei gepxasu €C (iHWi 3miHW) B po3gini
«CTepunbHicTb» nocunaHHa Ha AdY 1.4, 2.6.1 3amiHeHO Ha
OoY*, 2.6.1, Tak sk 1.4 He akTyanbHa. MeTog aHanisy
BKIoYeHo fo AdY*, ToMy 3anuviieHo BignosigHe NnocunaHHs
Ha MoHorpadito Ta 3aranbHy CTaTTIO Ta BUITyYEHO NOBHUM
BUKNag metoaunku. 3miHu | Tuny: 3miHn 3 skocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb roToBoro fikapcbkoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHsi FOTOBOTO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpKEHNX MeToax BUNPObyBaHHs1) y
po3aini «CynpoBigHi AoMilKMy» TecTocTepoHy nponioHaT PC3
MAT «®apmak» 3amiHeHO Ha PC3 AT «®apmaky, 3rigHO 3MiHi
Ne 2, saTBepmkeHoi Hakazom MO3 Ykpainu Ne 60 Big
16.01.2021. 3miHn | TuNy: 3MiHK 3 sIKOCTi. [OTOBUIA NMikapCbKMiA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS roTOBOrO fikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHNX MeTofax BUNPobyBaHHS)
y po3aini «KinbkiCHe BU3Ha4YeHHs» TECTOCTEPOHY nponioHaT
PC3 MNAT «®Papmak» 3amiHeHo Ha PC3 AT «®apmak», 3rigHo
3miHi Ne 2, saTBepaykeHoi Hakazom MO3 YkpaiHn Ne 60 Big
16.01.2021). Pepakuia B Hakasi - MNAT "®apmak”, YkpaiHa.
BipHa pegakuis - AT "®apmak”, YKpaiHa.

126.

Tonson

nioginisat anga
PO34MHy Ans iH'eKLin
no 40 Mry donakoHi,
no 10 cpnakoHiB y
KopobLi

Acnipo
dapma
Nimiten

IHgia

Acnipo ®apma
Jimiten

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHu | Tuny -
AJMiHicTpaTUBHI 3MiHW. 3MiHa Ha3BW NiKapcbKoro 3acoby -
B3atBepaxeHo: MAHIEH 3anponoHoBaHo: TOMN30J1 BeeaeHHs
3MiH NPOTSArom 6-Tu MicsILB 3 AaTW 3aTBEPXKEHHS

3a
peuernmom

UA/18545/01/01

127.

TPEHAKCA 250

TabneTkn, BKpUTI
o06ornoHkot, no 250
Mr no 6 Tabnetok y
CTpuni; No 2 cTpunu
B KapTOHHIln kopobui

Makneoac

dapmacb
toTukanc
Nimiten

IHaia

Makneoac

dapmacbtoTukanc

Jimiten

IHAis

BHECEHHS 3MiH 10 peecTpaLiiHix maTtepianis: 3miHu | Tuny -
AgamiHicTpaTvBHI 3mMiHW. 3MiHa HalimMeHyBaHHS Ta/abo agpecu
MiCUsi NpOBaKEHHS AiiNbHOCTI BUPOOHWMKa/imnopTepa
rOTOBOrO MikapCbKOro 3acoby, BKIOYaouy AinbHUL BUMYCKY
cepii abo micue NpoBeAeHHS! KOHTPOTIO SIKOCTI. (AiSNbHICTb, 3a
AKy BignoBigae BUPOGHWK/iMNopTep, BKIOYa0YM BUMYCK Cepili)
3MmiHa agpecu BupobHuka 113 Makneoac ®apmacbioTmkanc
Nimiten, IHAis, 6e3 3miHM Micust BUpobHUUTBA: 3MiHM BHECEH B
IHCTPYKLUIil0 Ans MeAMYHOrO 3aCTOCYBaHHS IiKapCbKOro 3acody
y po3gin "Micue3sHaxomkeHHs BUpobHuKka Ta agpeca micus
NPOBaXeHHs Noro AisnbHOCTI" 3 BiANOBIAHMM 3MiHaMK B
TEKCTi MapKyBaHHS1 yakoBOK. BBeeHHs 3MiH NpoTarom 6-tu
MicsILiB Micnsi 3aTBEPAXKEHHS.

3a
peuernmom

UA/10181/01/01

128.

TPEHAKCA 500

TabneTkn, BKpUTI
o6onoHkot, no 500
Mr no 6 Tabnetok y
cTpwvni; no 2 ctpunu
B KAPTOHHI KopoobLi

Makneopc
dapmacb
toTMKanc
TimiTen

IHaia

Makneopc

dapmacbioTukanc

Nimiten

IHAis

BHECEHHS 3MiH IO peecTpauiiHnx maTepianis: 3miHu | Tuny -
AgmiHicTpaTvBHI 3MiHW. 3MiHa HalimeHyBaHHS Ta/abo agpecu
MicLsl NpOBaXXeHHS OisiNbHOCTI BUPOOHMKa/iMnopTepa
rOTOBOrO MiKapCbKOro 3acoby, BKIOYauM AinbHUL BUMYCKY
cepii abo MicLie NpoBeAEeHHSA KOHTPOM AKOCTI. (QiANbHICTb, 3a
sIKy Bignosigae BUPOGHMK/iIMNopTep, BKIOYaoUM BUMYCK Cepilt)
3miHa agpecy BupobHuka 113 Makneopc ®apmackiotvkanc
TimiTeq, IHAia, 6e3 3MiHn micusa BUPpOOHMLTBA: 3MiHN BHECEHI B
iHCTpPYKLIlo AN MeANYHOro 3acTocyBaHHs Nikapcbkoro 3acoby

3a
peuenmom

UA/10181/01/02
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y po3gin "Micue3HaxokeHHsi BUpoOHMKa Ta agpeca micus
NPOBaXeHHs NOro AisnbHOCTI" 3 BiANOBIAHMM 3MiHaMK B
TEKCTi MapKyBaHHS ynakoBok. BBegeHHs 3miH npoTsrom 6-tu
MicsUiB Micnsa 3aTBepAXEHHS.
129.| YNbTPAKAIH® | posuunH ans iH'ekuii TOB YkpaiHa CaHodi-ABeHTic Himeuunna/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/3406/01/01
n-c Onsi BUpobHmka "CaHodi- Hownunang MmoX, PdpaHuis ApMiHicTpaTuBHi 3mMiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu peuenmom
CaHodi-ABeHTic ABeHTiC Himeuumnha; Micust NPOBaAXeHHs! AifnbHOCTI BUpobHuKa/imnopTepa
Honunang M'vbX, YkpaiHa" LOENb®APM rOTOBOIO fikapCbKOro 3acoby, BKIOYaouM SinbHUL BUNYCKY
Himeyuuna: [IPKOH, dpaHuis cepii abo MicLe NpoBefeHHs KOHTPO AKOCTI. (QiANbHICTb, 3a
amnynu: Ne 100 SIKy BignoBigae BUpoBHMK/iMNopTep, BKMOYaK4YM BUMYCK Cepiit)
(10x10): no 2 mn B - 3MiHa agpecy BupobHuka 113 CaHodi-ABeHTic JonunaHa,
amnyni; no 10 amnyn 'M6X, HimeuumnHa, BianosigansHOro 3a NoBHUIA LMK
Y KapTOHHIN BMPOBHMUTBA, BKIOYao4M BMMNyCK cepii, 6e3 3MiHM micus
YapyHKOBIN BUPOOHMLTBA; 3MiHWM BHECEHO B iIHCTPYKLiO AN MEQUYHOro
ynakosui; no 1 3acTocyBaHHs Nikapcbkoro 3acoby y po3ain
KapTOHHIN «MicuesHaxomkeHHs BUPOOHMKa Ta agpeca Micus
YapyHKOBIN ynakoBLi NPOBaXXEHHSs1 NOro AiAnNbHOCTI» 3 BiANOBIGHNMMW 3MiHAMY Y
B KapTOHHIN TEKCTi MapKyBaHHs1 yNakoBKW nikapcbkoro 3acoby. BeeaeHHs
kopobui; no 10 3MiH NPOTAroM 6-Tu MiCALIB NICNs 3aTBEPIYKEHHS
KapTOHHUX KOPOBOK,
06TArHEeHUX NNiBKOHO
LMdNEHOBOM;
kapTpumki: Ne 100
(10x10): no 1,7 mny
kapTpuoxi; no 10
KapTpuaxis B
KapTOHHIN
YapyHKOBIN
ynakosui; no 10
KapTOHHUX
YapyHKOBUX
yMaKoBOK y
KapTOHHiI kopobuyj;
anst BUpobHuka
OENbOAPM
OPKOH, ®paHuis:
amnynu: Ne 100
(5x2x10): no 2 mn B
amnyni; no 5 amnyn
y NONiCTUPONOBI
ynakosLi; no 2
nonicTMponosi
ynaKkoBKU B
KapTOHHI kopoOLyj;
no 10 kKapTOHHMX
KOPOBOK,
OBTArHEHUX NMiBKOKO
uncpneHoBo
130.| YNbTPAKAIH® | posuuH ans iH'ekuin TOB YkpaiHa CaHoi-ABeHTIC Himeyumna/ BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu | Tuny - 3a UA/3406/01/02
0-C ®OPTE Ons BUpobHuka "CaHodi- Hownunang MvoX, PdpaHLuis ApmiHicTpaTuBHi 3mMiHW. 3MiHa HariMeHyBaHHs Ta/abo agpecu peuenmom
CaHodi-ABeHTic ABeHTiC HimeyumnHa; MicLis NpOBaXXEHHS OisiNbHOCTI BUpOobHUKa/iMnopTepa
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpauyiliHo2o

noceid4yeHHs1

Honunang Mm6X,
HimeuunHa: amnynu:
Ne 100 (10x10): no 2
mn B amnyni; no 10
amnyn y KapTOHHIN
YapyHKoBIn
ynakosLi; no 1
KapTOHHIN
YapyHKOBIl ynakoBL,i
B KapTOHHIN
kopobuij; no 10
KapTOHHWUX KOPOBOK,
06TArHEeHUX NNiBKOO
LuncpneHoBoko;
kapTpuopki: Ne 100
(10x10): no 1,7 mny
KapTpumxi; no 10
KapTpuoxis y
KapTOHHIN
YapyHKOBIN
ynakosui; no 10
KapTOHHUX
YapyHKOBUX
ynaKkoBOK y
KapTOHHi KOpooLyi;
Anst BUpobHuka
OENbOAPM
OPKOH, ®paHuis
amnynu: Ne 100
(5x2x10): no 2 mn B
amnyni; no 5 amnyn
y NOMiCTUpPONOBIW
ynakosLi; no 2
nonicTMponos.i
yMaKoBKU B
KapTOHHI KOpoOLyi;
no 10 kKapTOHHMX
KOpOBOK,
0BTArHEHUX NMiBKOKO
LuncpneHoBow

YkpaiHa"

OENbOAPM
OIPKOH, dpaHuis

roTOBOrO JlikapCbKOro 3acoby, BKMOYa4M QiNbHULL BUMYCKY
cepii abo micue NpoBeAeHHS KOHTPOSIO SKOCTI. (AisnbHICTb, 3a
SIKy BignoBigae BUpoBHMK/iMNopTep, BKIOYaK4M BUMYCK Cepiit)
- 3MiHa agpecu BupoGHuKka 13 CaHodi-ABeHTic [onunaHg
'M6X, HimeuyumHa, BignoBiganbHOro 3a NOBHUIA LMK
BMPOOHMUTBA, BKIOYA4M BUMNYyCK cepii, 6e3 3MiHM micus
BUPOOBHMLTBA; 3MiHW BHECEHO B iIHCTPYKLiO AN MeanyHoro
3aCTOCYBaHHsI NikapCbKoro 3acoby y po3ain
«MicuesHaxomkeHHs BUPOOHMKa Ta agpeca Micus
NPoBafXXeHHSA NOro OisiNbHOCTI» 3 BiANOBIOHUMW 3MiHAMK Y
TEKCTi MapKyBaHHS1 yNnakoBKy fikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-Ti MicALIB NiCNs 3aTBEPIYKEHHS

131.

YPOPEK

Kancynwv Teepgi no 4
mr; no 10 kancyn y
GnicTepi; no 1, abo
no 3, abo no 5, abo
no 9 GnictepiB y
KapTOHHIN navui

Pekopgaari
AineHng
nta

IpnaHgis

Pekopgarti InpacTpia
Ximika e
dapmaceBTika
C.nA.

ITanis

3MiHM | Tuny - 3MiHK 3 sKkocTi. [oToBMIN Nikapcbkuin 3acib.
3MiHN y BUpOBHMLTBI. 3MiHM y NpoLieci BUpPOGHMLTBA rOTOBOIO
nikapcbkoro 3acoby, BKMOYayM NPOMIXHUIA NPOAYKT, LLO
3aCTOCOBYETLCSA MPU BUPOOHULTBI FOTOBOIO NiKapCbKOro
3aco0y (iHLWi 3MiHK) - BNPOBa)KEHHsI TEPMIHIB 3GepiraHHs B
npoteci BUpobHMLUTBa nikapcbkoro 3acoby: 30 aHiB ans
rpanynaTty, 180 gHis (6 micAuis) ansa kancyn (for bulk) nepen
nakyBaHHsIM Ans BUpo6HuYoT ainbHuui Recordati Industria
Chimica e Farmaceutica, Milan, Italy. OHoBneHHs1 pe3ynbTaTiB
Ta BanigauinHoro npotokony B nigpo3aini 3.2.P.3.5. Banigauis
npotecy Ta/abo 1oro ouiHka (Ans 4o3yBaHHSA Mo 4 Mr)

3a
peuerimom

UA/11926/01/01
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Ne Haszea ®Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
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n 3acoby ynakoeka) noceid4yeHHs1
132.| YPOPEK kancynu TBepdi no 8 | Pekoppari Ipnangis Pekopparti IHgacTpia ITanis 3MiHu | TNy - 3MiHK 3 sikocTi. FoTOBMIA NikapcbkuMin 3acib. 3a UA/11926/01/02
mr; no 10 kancyn y Aineng Ximika e 3MiHM y BUPOBHMLUTBI. 3MiHM y NpoLeci BUpOBHULITBA rOTOBOIO peuenmom
Gnictepi; no 1, abo Nt dapmaceBTika nikapcbkoro 3acoby, BKIOYayy NPOMIXKHUA NPOAYKT, LLO
no 3, abo no 5, abo C.n.A. 3aCTOCOBYETLCSA NPU BUPOBHMLTBI FOTOBOIO NiKapCbKoro
no 9 6nictepis y 3acoby (iHLWi 3MiHW) - BNpOBaKeHHs1 TePMIHIB 36epiraHHs B
KapTOHHIN navi npoueci BupobHMUTBa fikapcbkoro 3acoby: 30 gHiB ons
rpaHynaTty, 180 gHie (6 micsauis) ana kancyn (for bulk) nepen
nakyBaHHsIM Ans BUpobHuYoT ainbHuui Recordati Industria
Chimica e Farmaceutica, Milan, Italy. OHoBneHHs pe3ynbTaTiB
Ta BanigaujinHoro npoTokony B nigpo3aini 3.2.P.3.5. Banigauis
npouecy Ta/abo oro ouiHka (Ans 4o3yBaHHs Mo 8 Mmr)
133.| PEPYMBO cupon, 50 mr/5 mn My6niyHe YkpaiHa My6niyHe YkpaiHa 3MiHu | Tuny - 3miHu 3 sikocTi. ADL. KoHTponb AdI. 3miHa y 3a UA/2106/01/01
no 50 mn y pnakoHi aKLioOHepH aKuioHepHe napameTpax crneuudikauin Ta/abo JonycCTUMUX MeX, peuenmom
cknsHomy abo e TOBapuUCTBO BM3HaYeHux y cneumdikauisx Ha Adl, abo
nonimepHomy; no 1 TOBapUCTB "HaykoBo- BUXIOHWI/MPOMIDKHWIA NpOAYKT/peareHT, Lo BUKOPUCTOBYOTHCS
cdnakoHy pa3om 3 o BUPOBHNYMIN LIEHTP y npoueci BupobHuuTea ADI (iHWi 3MiHW) - BHECEHHS 3MiH 40
[o3yBanbHUM "HaykoBo- "BopLuariscbkuii Cneuudikauii APl 3aniso (komnnekc 3 NoniMansTo30t0),
NPUCTPOEM B Nauuyj; BUPOBHUY XiMiKO- 30Kpema: - Buny4eHo tectn "Apcen”, "Miagb", "LIMHK"; - 3MiHEHO
no 100 mny W LEHTP bapmaLeBTUYHNIA Haz3By TecTy "HaTpito xnopug" Ha "Xnopwuam (y BUrnagi Hatpito
naKkoHi CKrsHoMYy; "Bopuuaris 3aBof" xnopuvay)". 3miHu Il Tuny - 3miHm 3 axocTi. A®l. BupobHuuTso.
no 1 conakoHy CbKWUN 3MiHa BMpOBHMKa BMXiAHOIO/MPOMIXKHOIO NPOAYKTY/peareHTy,
pasom 3 XiMiKO- LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYoMy npoueci AP, abo
[o3yBanbHUM dapmaueB 3MiHa BMPOOHUKa (BKIOYatoun, e HeobxigHo, micue
NPUCTPOEM B Nauuyj; TUYHWUIA npoBeAeHHs KOHTponto sikocTi) ADI (3a BigcyTHOCTI
no 100 mn y 6aHui; 3aBog" cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei y

no 1 6aHui pasom 3
[03yBanbHUM
NpUCTPOEM B navui

3aTBEpAKEHOMY A0Che)(BBEAEHHS HOBOrO BUpOGHMKa AdI 3
HafaHHsM macTep-darna Ha ADI). CynyTHsi 3MiHa - 3MiHK 3
skocTi. A®Il. KoHtponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha ADI, abo BUXigHUA/MPOMIXKXHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLECI
BMPOGHMLTBa ADI (3BY>KEHHSI AOMYCTUMUX MEX, BUSHAYEHNX Y
cneuudikauii) - 3miHn 3 sikocTi. A®L. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo JonycTMMmnx Mex,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiAHWIA/NPOMiXXHWI NPOJYKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTea AD| (qonoBHeHHs cneumdikadii
HOBWM MOKa3HMKOM SIKOCTi Ta BiAMNOBIAHUM METOAOM
BUNpobyBaHHs) - 3MiHn 3 sikocTi. ADI. KoHTponb A®L. 3miHa y
napameTpax cneuudikadii Ta/abo onycTMMmUX MeEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiAHWUA/NPOMiXHWI NpOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTea AdI (3miHa nosa mexamu
3aTBEpKEHOrOo AianasoHy y cneuudikauii Ha APl) - BBeaeHHst
popatkoBoro Bupo6Huka APl 3aniszo "Dr. Paul Lohmann
GmbH & Co. KGaA", HimeuunHa. Ak Hacnigok aMiHu B
Creuundikauii/MeTogax BunpobysaHHa A®I: - 3a nokasHMKaMm
"Onuc", "pH", "KinbkicHe BU3HayveHHs1. MNonimanbTo3a" - 3amMiHa
KpUTEPIiB NPUNHATHOCTI; - 3@ Noka3HukoM "CBuHeub" -
3BY)XEHHS KpUTEPIiB NPUINHATHOCTI; - AOAAHO KOHTPOIb 3a
nokasHukamu "Kobanbt", "Hikens", "BaHagin", "Cynbgatn".
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134.

DJIAMIAP
CINATr. NMEKA

Ma3sb no 35 ry 1y6i B
KapTOHHIN ynakoBuj

MNEKAHA
HATYPXA
MNbMITT
ENb Mm6X

HimeyumnH
a

MEKAHA
HATYPXANMBMITT
Efb IM6X

HimevuunHa

3MiHun | Tuny - 3MiHmn Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3mMiHn) OHOBNEHHS TEKCTY MapKyBaHHSA
yNaKoBKM NiKapcbkoro 3acoby 3 BHECEHHSIM iHChopMmalii Wwoao
3a3HaYeHHs OOVHULL BUMIPIOBaHHS Y cucTeMi Sl. BHECEHHS
3MiHn 0o po3ainy «MapkyeaHHa» B MKA 13: 3atBepaxeHo:
MAPKMPOBKA. Mpunaraetcs. 3anponoHoBaHo:
MAPKYBAHHA. BignosigHo 4o 3aTBepO)KEHOro TEKCTY
MapKyBaHHs. BBegeHHs 3MiH npoTarom 6-Tu micauiB nicns
3aTBEPKEHHS.

6e3
peuenma

UA/16201/01/01

135.

DJIAMIOE3®

TabneTtkn, BKPUTI
NNiBKOBOIO
o6onoHkoto, no 10
TabneTtok y 6Gnictepi;
no 1 a6o no 3, abo
no 10 GnicTepiB y
KapTOHHIN nayui

OPTAHO
CUH
NANDOCA
€HCU3
(E® 3ET 1)

OAE

EBepToaxeH Jand
CaeHcuns JlimiTeq,
Inpis; Cara
JlandcaeHcns
Nimiten, IHAis

IHAis

BHECEHHS 3MiH 0O peecTpauinHuX maTepianis: 3miHu | Tuny -
3MiHu 3 siKocTi. FoTOBMIA nikapcbkuid 3aci6. 3miHn y
BUPOGHMLTBI. 3amMiHa abo BBeAEeHHS A0AaTKOBOI OifbHULL
BMPOGHMLUTBA ANs YacTUHM abo BCbOro BUpOBOHMYOro npouecy
rOTOBOrO fikapCbKoro 3acoby (AiNbHUUS, Ha SKili TPOBOAATLCA
Oyab-ski BUpOOHWYI cTagii, 3a BUHATKOM BUMYCKY CEpild,
KOHTPOIO SIKOCTi, NEPBUHHOIO Ta BTOPMHHOIO NaKyBaHHS, Ans
HeCTepUrbHMX Mikapcbkux 3acobiB) - BBEAEHHSA A0AATKOBOI
OinbHUui BUpobHuuTBa - Cara JandcaeHcus Jlimiteq, IHgjs.
BBeaeHHst 3MiH NPOTArom 6-Tn MicaUiB NicnNga 3aTBEPLKEHHSA
CynyTHSA 3miHa
- 3MiHM 3 sikocCTi. FOTOBMIA NikapCbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3aMiHa abo BBeAEeHHN A0AaTKOBOI OifbHULL
BUPOOHMLTBA AN YaCcTUHM abo BCbOro BUPOOHUYOro npouecy
roTOBOrO fMikapcbKoro 3acoby (AinbHUUS Anst BTOPUHHOIO
nakyBaHHs1);

- 3MiHK 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. 3miHn y
BMPOGHMLTBI. 3aMiHa abo BBegEHHS 404aTKOBOI AiNbHULI
BMPOGHMLUTBA ANs YacTMHM abo BCbOro BUpobHMYoro npouecy
roTOBOro MikapcbKoro 3acoby (AiNbHWLS ANs NEPBUHHOTO
nakyBaHHs1);

BBEJEHHS 40AaTKOBOI AinbHuULi BUpobHuuTBa - Cara
JlandpcaeHcus Jlimiten, 1Haia. BBegeHHs 3MiH NnpoTsirom 6-t1
MicsiLiB micns 3aTBEpOXKEHHS;

- 3MiHK | TUNY - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkuii 3aci6.
3MiHn y BUpOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo CTOCYIOTLCA
BUNYCKY cepii Ta KOHTPOMIO SAKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo gopaBaHHs BUpOOHWKa, LLO BiAnoBigae 3a
BBE3€eHHS Ta/abo Bunyck cepii) - Bkroyatoun
KOHTpOnb/BUNpobyBaHHS cepii - AoAaBaHHsS BUPOOHMKa
BiQMNOBiAANbLHOroO 3a KOHTPOIb SIKOCTiI Ta BUNyck cepii - Cara
INandpcaeHcus Jlimiteq, IHais.

BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB Micnsi 3aTBEPOXKEHHS;
- 3MiHU | TUNY - 3MiHK 3 sikocTi. [OTOBMI Nikapcbkui 3acib.
3MiHM y BUpOOHMLTBI. 3MiHa po3Mipy cepii (BknoYaoum
Aiana3oH po3mipy cepii) roToBoro nikapcbkoro 3acoby
(3meHLWweHHst oo 10 pasiB) - BBEAEHHS OAATKOBOro po3mipy
cepii roroBoro nikapcekoro 3acoby 500 000 TabneTtok s
Cara NaidpcaeHcus Nimiten, IHgis (3atBepaxeHo: 1 000 000
TabneTok, 3anponoHoBaHo: 500 000 TabneTtok, 1 000 000
TabnerTok)

3a
peuernmom

UA/7061/01/01

136.

DINAMIOE3®

TabneTku, BKPUTI

OPrAHO

OAE

EBepTomkeH Jlandg

IHAis

BHECEHHS 3MiH 40 peecTpauiiiux maTtepianis: 3miHu | Tuny -

UA/7062/01/01
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NniBKOBOK
o6onoHkoto, in bulk:
no 2500 TabneTok y
nakeTax i3 gonbru
antomiHieBol

CVH
NAZGCA
€HCU3
(E® 3ET 1)

CaeHcus imiTen,
IHgis; Cara
JlandcaeHcus
NimiTeq, IHais

3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS 404ATKOBOI AiNbHULI
BMPOGHMLUTBA ANSA YacTMHM abo BCbOro BUPOOHMYOro npouecy
roTOBOrO JlikapCbKoro 3acoby (AinbHUUSA, Ha siKi NPOBOAATLCSA
6yab-siki BUpoOHWYI cTagii, 3a BUHATKOM BUMYCKY Cepild,
KOHTPOIO SIKOCTi, NEPBUHHOIO Ta BTOPMHHOIO NaKyBaHHS, Ans
HEeCTePUIbHMX Nikapcbknx 3acobiB) - BBEAEHHSA 404ATKOBOI
AinbHULi BUpobHuuTBa - Cara JlandcaeHcus Jliviteq, IHais.
BBefeHHs 3MiH NpoTArom 6-Tu MicsiLiB nicnst 3aTBepOKEHHS
CynyTHs 3MiHa
- 3MiHu 3 sikocTi. FoTOBWI NikapcbkuiA 3aci6. 3miHn y
BUPOGHMLTBI. 3amMiHa abo BBeAeHHS A0AaTKOBOI OifbHULL
BMPOGHMLUTBA ANs YacTUHM abo BCbOro BUPOBHUYOro npouecy
roTOBOrO MiKapCbKOro 3acoby (AiNbHULS AN BTOPUHHOTO
nakyBaHHs1);

- 3MiHK 3 sikocCTi. FOTOBMIA NikapCbkuii 3aci6. 3MiHM y
BUPOOHMLTBI. 3amiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BMPOGHMLUTBA ANs YacTUHM abo BCbOro BUPOBHMYOro npouecy
roTOBOro MikapcbKoro 3acoby (AinbHWUS 4Nst NePBUHHOTO
nakyBaHHs);

BBeOEeHHS 404aTKOBOI AinbHUUI BUpobHuuTBa - Cara
NandcaeHcus Jlimiteq, IHAiA. BBegeHHA 3MiH npoTarom 6-tn
MicsLiB Micnsi 3aTBEPOKEHHS;

- 3MiHu | TMny - 3MiHKM 3 siKoCTi. FOTOBMIA NikapcbkuMin 3aci6.
3MiHM y BUpoBHMUTBI. 3MiHa iMnopTepa/3amiHu, L0 CTOCYOTbCS
BUMYCKY Cepii Ta KOHTPOM AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo gopaBaHHs BUpoOHuMKa, Lo Bignosigae 3a
BBE3EHHS Ta/abo Bunyck cepii) - Bknoyatoun
KOHTpOb/BUNPOOYBaHHSA cepii - AoAaBaHHSA BUPOOHMKa
BiQMNOBiAANbLHOro 3a KOHTPOIb SKOCTI Ta BUNyck cepii - Cara
INandpcaeHcus imitea, IHais.

BBefeHHs 3MiH NpOTArom 6-Tu MiCSILiB MiCNsi 3aTBEPOXKEHHS;
- 3MiHM | TUNY - 3MiHK 3 sikocTi. [OTOBMI Nikapcbkui 3acib.
3MiHn y BUpoBHMUTBI. 3MiHa po3Mipy cepii (Bkovakoum
Jiana3oH po3Mipy cepii) roToBOro nikapCbkoro 3acoby
(3meHweHHs go 10 pasiB) - BBEAEHHA OAaTKOBOro po3mipy
cepii rotoBoro nikapcbkoro 3acoby 500 000 Tabnetok ans
Cara JlanndcaeHcus Jlimiten, IHaia (3aTtBepaxeHo: 1 000 000
Tabnetok, 3anponoHoBaHo: 500 000 TabneTok, 1 000 000
TabneTok)

137.

DJIAMIAE3®

TabneTkn, BKpUTI
NniBKOBOKO
o6GornoHkoto no 10
Tabnetok y 6nictepi;
no 1 a6o no 3, abo
no 10 GnictepiB y
KapTOHHIN nayui

OPTAHO
CUH
NANDOCA
€HCU3
(E® 3ET )

OAE

EBepTtomkeH Jland
CaeHcus Jlimiten

IHAis

3miHu | TMny - 3miHm 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudpikaT BignoBiaHOCTI EBponenchKil

apmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNyyYeHHs ceptudikaTta
BignoBigHOCTI EBponelickkin dhapmakonei: ans Adl; ans
BMXiAHOrO MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, LU0
BVKOPUCTOBYIOTbCH Y BUpobHUUTBI ADI; Ans AonomikHOT

peyoBUHYM (cepTudikaT BigNoBigHOCTI €EBponeichkil
hapmakonei) - HoBuii ceptudikat Bif HOBOro BUpoGHMKa
(3amiHa abo fonoBHeHHs) nogaHHsA Hooro CEP (RO-CEP
2015-377-Rev 01) ans A®| napauetamony Big HOBOro

3a
peuerimom

UA/7061/01/01
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n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BUpPOGHMKa (BonoBHeHHs1) Meghmani LLP, India. 3MiHu | Tuny -

3MiHn 3 axocTi. CepTudikat BignosiaHocTi/l E-cepTudikat
BignoBigHOCTI €Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBOro abo oHoBEeHoro cepTudikarta BignoBiAHOCTI
abo BunyyYeHHs cepTudikaTa BiANoBiAHOCTI €BponechbKin
dapmakonei: gna ADl; ons BuxigHoro
marepiany/peareHTy/NpOMiIKHOrO MPOAYKTY, LLO
BMKOPWUCTOBYIOTBLCS Y BUPOOHULTBI ADI; Ans AONOMIXKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponechKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEpAKEHOro BUPOBHWMKa - NOAaHHS OHOBIIEHOrO
cepTugikaty CEP (R1-CEP 1998-047-Rev 06) Big yxxe
3aTBepakeHoro BMpobHuka Granules India Limited, India gns
A®I| napauetamony. 3atBepaxeHo: CEP (R1-CEP 1998-047-
Rev 05)
3anponoHoBaHo: CEP (R1-CEP 1998-047-Rev 06). 3miHu |
Tuny - 3miHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BignoBigHOCTI €BpoONEnCchbKin
capmakonei/moHorpadii. MNogaHHsA HoBOro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BUnyyYeHHs ceptudikarta
BignoBigHoCTi €Bponeichkin hapmakonei: ans Adl; ans
BUXigHOro MaTtepiany/peareHTy/NpPOMIXXHOTO NPOAYKTY, L0
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
peyoBuHM (cepTudikaT BignoBigHOCTI €BponechbKil
capmakonei) - HoBuin cepTudpikat Big Bxe 3aTBepaKeHoro
BMpOGHMKa - nogaHHs Hosoro CEP (R1-CEP 2000-144-Rev
05) ana A®I napaueTamony Bif BXe 3aTBEPIXEHOrO
BMpo6Huka Sri Krishna Pharmaceuticals Ltd., India.
B3aTBeppaxeHo: BiacyTHin 3anponoHosaro: CEP (R1-CEP
2000-144-Rev 05). 3minu | Trny - 3miHm 3 sikocTi. CepTuddikat
BignoBigHocTi/'E-cepTudikat BianoBigHOCTi €Bponenchbkii
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3 HeobXiAHICTIO
npuBeaeHHs y BiANoBIgHICTb o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHWOT HauioHanbHoI
dapmakonei gepxasu €C (3miHa y cneuudikauisx, nos'asaHa
3i amiHamu B [1®Y, abo E€Bponevickkin dapmakonei, abo iHLwin
HauioHanbHin chapmakonei aepxasu €C) amiHM y cneumdikauii
A®I napaueTtamony - NpMBEAEHHS Y BiANOBIAHICTb 4O AitoYoi
moHorpadii EP 10.7. Mapauetamon. 3minu | Tvny -
AnMiHicTpaTVBHI 3MiHW. BunyyeHHs BUpOGHMYOT AinbHUL
(Bkntovatoum ginbHULi ansa A®l, npomixkHoro npogykty abo
roTOBOrO NiKapcbKoro 3acoby, AiNbHULI Anst NpoBeaeHHS
nakyBaHHs1, BUpoOHWKa, BiAnoBiAanbHOro 3a BUNyck cepiin,
MicLie NpoBedeHHS KOHTPOMIo cepii) abo noctayanbHuKa
BMXiQHOro mMartepiarny, peareHTy abo JONOMiXXHOI pe4yoBUHU
(AIKLLLO 3a3HAYEHO Y OOCLE) BUMNYYEHHs1 BUpobHuka ADI
MapaueTtamony - SARA EXPORTS, India (3aTBepaxeHo: 1.
SARA EXPORTS, India; 2. Granules India Limited, India; 3. Sri
Krishna Pharmaceuticals Ltd., India, 3anponoHoBaHo: 1.
Granules India Limited, India; 2. Sri Krishna Pharmaceuticals

Ltd., India; 3. Meghmani LLP, India). 3miHu | Tuny -
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n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
AZMiHIiCTpaTUBHI 3MiHW. BunyyeHHs BUPOOHMYOI OinbHUL
(Bknrovatoum ginbHuui ans A®l, npomixxHoro npoaykty abo
roTOBOro MikapcbKoro 3acoby, AiNbHWLi AN NPOBeAeHHS
nakyBaHHsi, BAPOOHMKa, BiANOBiganbHOro 3a BUMYCK Cepilt,
MicLie NPOBEAEHHS KOHTPOHO cepii) abo noctayansHuka
BMXigHOro mMatepiany, peareHTy abo JONOMiXXHOI pe4yoBUHM
(SIKLLO 3a3HAYeHO Y A0CbE) BUIyYeHHs BUpobHuka API AdI
Hvknodenaky kanito - AARTI DRUGS LIMITED,
India(3aTBepaxeHo: 1. AARTI DRUGS LIMITED, India; 2.
Amoli Organics Private Limited, India, 3anponoHoBaHo: 1.
Amoli Organics Private Limited, India).
138.| PNAMIOE3® TabneTkn, BKpUTI OPIrAHO OAE EBepTomkeH Jland IHgis 3minHn | TMny - 3miHn 3 skocTi. CepTudikaT BignosiaHocTI/lE- - UA/7062/01/01
NNiBKOBOK CVH CaeHcus Jlimiten cepTudikat BignoBigHOCTI €BpoNEnchbKin
obornoHkoto in bulk: NANGCA dapmakonei/moHorpadii. NMogaHHa HoBoro abo oHOBNEHOro
no 2500 TabneTok y €HCUN3 cepTugikaTa BignoBigHocTi abo BUNy4eHHs cepTudikara
nakeTax i3 donbru (E® 3ETI)

arnoMiHieBOI

BignoBigHoCTI €Bponeichkin hapmakonei: ans Adl; ans
BMXiAHOro mMartepiany/peareHTy/MPOMIKHOIO NPOAyKTY, L0
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans 4onoMikHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponeichbKin
dapmakonei) - HoBui ceptudikat Bif HOBOro BUpObHWKa
(3amiHa abo gonoBHeHHs) nogaHHsA HoBoro CEP (RO-CEP
2015-377-Rev 01) gnsa A®| napauetamony Big HOBOro

BMpO6HWKa (gonoBHeHHS) Meghmani LLP, India. 3minu | Tuny -

3MmiHun 3 skocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BignoBigHoOCTI €Bponewickkin thapmakonei/MmoHorpadii.
MoaaHHa HoBoro abo oHOBMEHOro cepTudikaTa BiANOBIAHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI €Bponeinchkil
dapmakonei: gna APl; ons BUXigHOro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBneHun cepTudikaT Bif yxe
3aTBEepAKEHOro BUPOobHYKa - NogaHHSA OHOBIIEHOrO
ceptudikaty CEP (R1-CEP 1998-047-Rev 06) Big yxxe
3aTBepakeHoro BMpobHuka Granules India Limited, India gns
A®I| napauetamony. 3atBepaxeHo: CEP (R1-CEP 1998-047-
Rev 05)
3anponoHoBaHo: CEP (R1-CEP 1998-047-Rev 06). 3miHu |
Tuny - 3miHn 3 sikocTi. CepTudikaT BignosigHocTi/l'E-
cepTudpikaT BignoBiaHOCTI EBponeinchbkil
capmakonei/moHorpadii. NMogaHHA HOBOro abo OHOBMEHOTO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BignoBigHoCTI €Bponelickkin dhapmakonei: ans AdDl; ans
BUXiAHOro Martepiany/peareHTy/MPOMiXXHOrO NPOAYKTY, LU0
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; Anst JonomixxHoOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €Bponeinchkil
dapmakonei) - HoBui ceptudikaT Bif BXe 3aTBEpAXEHOro
BUPOGHKKa - nogaHHs Hosoro CEP (R1-CEP 2000-144-Rev
05) ana A®I napaueTamony Bif BXe 3aTBEPAXKXEHOrO
BUpobHuka Sri Krishna Pharmaceuticals Ltd., India.
3aTBepaxeHo: BigcyTHin 3anponoHosaHo: CEP (R1-CEP
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3acoby

2000-144-Rev 05). 3minu | Tuny - 3miHn 3 sikocTi. CepTudcikat
BignosigHocTi/E-cepTudikaT BignoBigHOCTI €EBponenchbkin
capmakonei/MmoHorpadii. 3MiHK, NoB'A3aHi 3 HeObXigHICTIO
NpVBEAEHHS Y BIANOBIOHICTL A0 MOHorpagii AdY abo
€Bponeiicbkoi hapmakonei, abo iHWOT HalioHanbHOI
tapmakonei gepxasu €C (3MiHa y cneumdikaLisx, nos's3aHa
3i amiHamu B [1®Y, abo €Bponelicbkii hapmakonei, abo iHLWin
HauioHanbHin apmakonei aepxasu €C) amiHn y cneumdikauii
A®I napaueTtamorny - NpMBeAEHHS Yy BignoBigHICTb 40 Aitoyoil
MoHorpadii EP 10.7. MapaueTtamon. 3miHu | Tuny -
AOMiHicTpaTuBHI 3MiHW. BunydeHHs BUpOBHWUYOT AinbHUUI
(Bkntoyatoum ginbHUui gns APl npomixkHoro npoaykTy abo
roTOBOro NikapcbKoro 3acoby, AinbHWLI AN NPoBeAeHHS
nakyBaHHsi, BUpOOHWKa, BiANoBiAanbHOro 3a BUMyCcK Cepii,
MicLie NpoBefeHHs KOHTPOSO cepii) abo noctavanbHuka
BUXiQHOro Matepiany, peareHTy abo 4ONOMiIXKHOI pe4oBUHU
(AKLLIO 3a3HaYeHO Y AOCbE) BUMyYeHHs BUpobHunka AdI
MapaueTtamony - SARA EXPORTS, India (3aTBepaxeHo: 1.
SARA EXPORTS, India; 2. Granules India Limited, India; 3. Sri
Krishna Pharmaceuticals Ltd., India, 3anponoHoBaHo: 1.
Granules India Limited, India; 2. Sri Krishna Pharmaceuticals
Ltd., India; 3. Meghmani LLP, India). 3miHu | Tuny -
AOMiHiCTpaTVBHI 3MiHW. BunyyYeHHs BUpOBHMYOT AinbHUL
(Bkntoyatoum ginbHUui gns APl npomixkHoro npoaykTy abo
roTOBOro MikapcbKoro 3acoby, AinbHWLI AN NPoBeAeHHS
nakyBaHHsi, BUpOOHWKa, BiANoBiAanbHOro 3a BUMyCcK Cepii,
MicLie NpoBeAeHHSs KOHTPOo cepii) abo nocTavanbHUKa
BMXigHOro MaTtepiany, peareHTy abo JONOMiXXHOI pe4yoBUHU
(AKLLIO 3a3HaYeHO Y AOCbE) BUIyYeHHst BUpobHuka APl Ad|
OwuknodeHaky kanito - AARTI DRUGS LIMITED,
India(3aTBepaxeHo: 1. AARTI DRUGS LIMITED, India; 2.
Amoli Organics Private Limited, India, 3anponoHosaHo: 1.
Amoli Organics Private Limited, India).

3a

UA/2878/01/01

139.

ONYLUNHAP®

renb, 0,25 mr/r, no
15 ry 1y6i; no 1 Ty6i
B KapTOHHIln kopobui

TOB
«BAYL
XEJIC»,

YkpaiHa

dapm3aBop €nbca
AT.

MNonblia

3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMIA Nikapcbkui 3acib.
3MiHU y BUpOBHMUTBI. 3MiHM y NpoLieci BUPOGHMLTBa roTOBOrO
nikapcbkoro 3acoby, BKMOYayM NPOMIXKHUIA NPOAYKT, LLO
3aCTOCOBYETLCS MPY BUPOOHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y npoLeci BUpOOHMUTBA) - BHECEHHS
He3Ha4YHWUX 3MiH B NpoLeC BUPOOHMLITBA FOTOBOrO fiKapCbKOro
3acoby, 30KkpeMa: OHOBIEHHSI ONWUCY NakyBarnbHOI MiHii y
3B'A3KYy 3 NpMAGaHHAM HOBOI KONEKTUBHOI NaKyBasnbHOT
MalUWHK, SiKa aganToBaHa Ao KONEKTUBHOMO MakyBaHHS
iHOuBIgyanbHUX kKopo6ok 6e3 donbryBaHHs. Y 3B'A3Ky 3
BULLEBMKNAAEeHUM onbryBaHHA Oyrno 3HATO 3i cTagii
KOMEKTUBHOMO NakyBaHHS; 3MiHW | Tuny - 3MiHM 3 SIKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHK Yy BUPOGHMLTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBIEHUX Y
cneumdikauisix, nig Yac BUpobHULITBA FOTOBOrO NiKapCbKOro
3aco0y (iHLWi 3MiHW) - BHECEHHS 3MiH B NpoLiec BUpobHULITBa
roTOBOrO fikapcbKoro 3acoby, 3okpema: GinbLu AeTanbHO
3a3HayYeHo npoLec BUpobHMLTBA. BUpobHMYMin npoLec

peuernmom
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n 3acoby ynakoeka) noceid4yeHHs1
3anuLINBCA HE3MIHHMM; 3MiHM | TUNy - 3MiHK 3 siKoCTi. [oToBMNI
nikapcbkuin 3aci6. 3MiHW y BUpOBHMUTBI. 3MiHW y Npoueci
BMPOGHMLTBA rOTOBOTO flikapcbkoro 3acoby, BKYvaym
NPOMIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MPY BUPOOHMLITBI
roTOBOrO NikapCbKoro 3acoby (iHLUi 3MiHW) - BHECEHHS 3MiH A0
po3giny 3.2.P.3.4. KoHTponb KpUTUYHMX CTagin i TPOMiDKHOT
npoaykuii, 3okpema: 3a3HayeHHst KPUTUYHUX NapamMeTpiB
3aMiCTb NOCUMaHHs Ha BiANOBIAHMI 3BIT Npo Banigadito. B
po3gini 3.2.P.3.5. Banigauis BMpoGHMYoro npotecy 3BiT Npo
peTpOCneKTUBHY BanifaLilo 3amiHeHO Ha napanensHy
Banigauio npouecy
140.| UE®TPUAKCO NOPOLLIOK A4ns MpuBaTHe YkpaiHa Ksiny Kutan 3MiHu | TRy - 3MiHK 3 sikocTi. FoToBMIA Nikapcbkmit 3aci6. - UA/13156/01/01
H PO34MHY ANS iH'EKUiN | aKuioHepH dapmaueyTikan Ko., 3MiHM y BUpOoBHMLTBI. 3MiHa po3Mipy cepii (BknoYatoum
noir; e Jitg Jiana3oH po3Mipy cepii) roTOBOro nikapCbKoro 3acoby
in bulk: 50 conakoHiB | TOBapucTB (36inbLleHHs o 10 pasiB NOpIBHAHO i3 3aTBEPAKEHUM
3 MOPOLLKOM Y 0 "Nekxim- po3mipoM) - 3miHa po3Mipy cepii 3.
KOpoO6Li 3 KapTOHY; XapkiB" 3atBepaxeHo: Ao 30 kr (25 000 dnakoHis); 120 kr (100 418
cnakoHiB); 3anponoHoBaHo: 30 kr - 210 kr (25 000 conakoHiB -
176 000 cbnakoHiB).
141 LUE®YPOKCUM | nopoluok ans MpuBaTHe YkpaiHa MpuBaTHe Ykpaina/ BHECEHHS 3MiH 40 peecTpauiiHMX MaTepiani: TexHivyHa 3a UA/18824/01/01
KOMBI PO34MHY s aKuioHepH akuioHepHe Kutaiicbka nomurka (3rigHo Hakasy MOS Big 23.07.2015 Ne 460), peuenmom
iH'ekuin, no 0,75, 1 e TOBapuUCTBO HapogHa BunpaBneHHs TeXHIYHNX NOMUNMOK, 3rigHo n.2.4.1 poaainy VI
dnakoH i3 TOBapuCTB "ekxim-Xapkis", Pecny6nika Haka3y MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
nopotukom Ta 1 0 «J1ekxim- YkpaiHa Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460): a came
amMnyna po34nHHUKa XapkiB» (BMpo6HMLTBO Ta [O[aBaHHS B TEKCT MapKyBaHHSA Ha BTOPUWHHIN ynakosui y n. 5
(Bopa ans iH'ekuin nepBuHHE "CMNOCIB TA WNAX BBEOEHHA" - dpasy
no 10 mn) y nakyBaHHs "BHyTpiwboM's30B0" BigNOBIAHO A0 3aTBEPAXEHOI IHCTPYKLUIT
6nictepi, 1 6nictep PO3YMHHUKAE; 01 MeQUYHOro 3acTOCyBaHHS NiKapcbKoro 3acoby Ta
y nayui BTOPUHHE BUMNpaBneHHs opdorpadivyHmx Ta rpaMaTU4HNX NOMUITOK B
nakyBaHHS, TEKCTi MapKyBaHHS1 Ha NEPBUHHI Ta BTOPUHHIN ynakoBkax (Mo
KOHTPOIb Ta BUMYCK BCbOMY TEKCTi), AOMYLLEHNX NPV NPOBEAEHHI npoLeaypi
cepii rotoBoro peecTpaLii, Aka 3aTBepmxeHa Hakazom MOS Ykpainu Big
nikapcbKkoro 02.08.2021 p. Ne 1324 3a3HaveHe BUNpaBreHHs Bignosigae
3acoby); PetoHr MaTepianam peecTpauiiHoro ocke
dapmackioTmkan
Ko., Ta., Kutaricbka
HapopgHa
Pecnybnika
(BUpOGHMLTBO Ta
nepBUHHE
nakyBaHHs
NMOPOLLIKY)
142.| UAHAPIKC TabneTkn, BKpUTI dapmauey ABcTpis dapmaueyTiwe ABcTpis 3MiHn | TUNYy - 3miHK Wwopo 6esneku/edekTMBHOCTI Ta bes UA/4186/01/01
o6ornoHkKot, no 55 Tiwe dabpik MoHTaBiT dapmakoHarnsay. BeegeHHst abo 3miHM [0 y3aranbHeHUX peuenma
Mr, no 12 TabneTok habpik M6X [OaHunx nNpo cucteMy papmakoHarnsgy (BBeAeHHs
y bnicTepi; no 2 abo MoHTasit y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsaay, aMmiHa
5 GnicTtepiB B m6X YNOBHOBaXeEHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS

KapTOHHiI kopobui

(hapmakoHarnsiay; KOHTakTHoi ocobu 3 dhapmakoHarnsgy
3as9BHUKa AN1A 34iCHEHHsT bapmakoHarnsaay B YKpaiHi, SKLWo
BOHA BiAMiHHA Bif yNOBHOBaXKeHOi 0cobu, BianoBiaanbHOI 3a

30iMCHEHHs1 hapMakoHarnsiay (BKMYakyM KOHTaKTHI AaHi)




94

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa Ymoeu Homep
aidnycky peecmpauyiliHo2o
noceio4yeHHsi

Ta/abo 3MiHW y po3MilLeHHI MacTep-daiina cuctemm
apmakoHarnagy) 3miHa ynoBHoBaXeHoi 0cobu 3asBHUKa,
BignoBiganeHoi 3a hapMakoHarnsag,.

[Litoua pepakuia: Dr. Eva Maizner. lNponoHoeaHa peaakuis: Dr.
Barbara Posch. 3miHa KOHTaKTHUX AaHMX YNOBHOBaXEHOI
ocobu 3asiBHUKA, BiANOBiganbHOI 3a hapmakoHarnsg.

B.o. I'enepasabHoro nupexkropa Aupexropary
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