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

DopaTtok 2

po Haka3y MiHicTepcTBa OXOpOHU
3popoB’s YkpaiHu «[po gepxaBHy

peecTpauilo (nepepeecTpaliio)

nikapcbKnx 3aco6iB (MegU4HNX
iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHS 3MiH [0 peecTpauinHuX

MaTepianis»

Big 02 BepecHsa 2022 poky Ne 1585

Ne Hasea dopma eunycky 3asieHuK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asisHUKa eupob6HuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. AOUETPUC® | nopollok ans Takena [aHis Bupo6HuLTBO ITanis/ BHECEeHHs1 3MiH 0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/13286/01/01
KOHUeHTpaTy Ans dapma Hepo3dacoBaHoi PpaHuis/ 3MiHu 3 AkocTi. [oToBUIA Nikapcbkuii 3acib. 3miHW y peuernmom
PO34MHy ans A/IC npoaykuii, nepBnHHa AscTpis/ BUPOBHMUTBI. 3MiHM BMNpobyBaHb abo JONYyCTUMUX MEX,
iHdy3in no 50 mr; 1 ynakoBKa, KOHTPOSb SKOCTI Benuka BCTaHOBMEHMX Yy cneumdikauisx, nig yac BUpobHuLTBa
dnakoH 3 MOPOLLKOM Cepili roTOBOro NPOAYKTY: BpuTaHis roToBOro nikapcbkoro 3acoby (aogaBaHHA HOBOTO MeToay
Y KapTOHHIlA kopobui BCI1 dapmackioTikana BUNpoOyBaHHA Ta AONyCTUMUX MeX). 3MiHa
C.M.A., Itanis BHYTPILLIHBbOBNPOBHMYMX BUNPOByBaHb nig Yac BUpobHULTBA
Bupo6HuuTBO 113, a came - pogaBaHHA NepeBIpKM LiNiCHOCTI 3aKpUTTS
Hepo3dacoBaHoi koHTenHepa (Container Closure Integrity testing (CCIT)) Ha
npoaykuii, nepBnHHa noyaTky Ta HanpukiHUi BUpOGHMYOI onepadii ykynopku
yrnakoBKa: dnakoHa. [lonaTtkoBO BHECEHHS pedakLUinHMX 3MiH 0
M'ep ®abp MegnkameHT po3aginy 3.2.P.3.3. On1c BMpoBHMYOro NpoLiecy i KOHTPOItO
MpogakwH, ®paHuis npouecy.
BTOPWHHA YMNakoBKa,
[03BiN Ha BMNYCK cepil:
Dendapm Hoeapa C.p.n.,
ITanis
Takepa ABcTpist TM6X,
ABcTpis
KOHTPOMb SIKOCTi Cepii:
KoBaHc JlabopaTopi3
JliviTea, Benvka BputaHis
2. A3UTPO NOPOLUOK ANs CaHnpos CnoBeHisi C.K. CaHgos C.P.J1. PymyHis BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/4764/02/01
CAHOO3® opanbHOI CycneHsil, dapmacb 3miHu 3 sikocTi. CepTudikat BignosiaHocTi/lE-cepTudpikat | peyenmom
100 mr/5 mn, no 17,1 loTikan3 BignoBigHocCTi €Bponeickkini hapmakonei/MoHorpadii.
r nopowky ans 20 a.a. MopaHHsa HoBoro abo oHoBrEHOro cepTudikaTa

MI1 OpanbHOI
cycneHsii y donakoHi;
no 1 cpnakoHy y
KOMMMeKTi 3
ajanTepom Ta
LUNPULIOM Ans
[03yBaHHA y
KapTOHHI kopobui

BignoBigHocTi abo BUny4eHHsi cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst fonoMixxHOT
peyoBUHYM (cepTudikaT BigNoBiAHOCTI €EBponenchKil
dapmakonei) - OHoBNeHWI cepTudikaT Bif yxe
3aTBEepAKEHOro BUPobHYKa - NogaHHSA OHOBIIEHOIO
cepTudpikaTa BignosigHocTi €Bponeiickbkint hapmakonei R1-
CEP 2010-131 - Rev 01 (3atBepmkeHo: R1-CEP 2010-131 -
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[IponoBkeHHs nogaTka 2

100 mn y cpnakoHax
3 KranaHom-
Hacocom,
HazanbHo
HacafKoto-
posnunioBayveM; no
1 donakoHy B
KOpOoO6Lii 3 KapTOHY;
no 50 mn, no100 mn
abo no 150 mny
6anoHi 3 knanaH-
nakeToMm,
Ha3arnbHo
HacafKoto-
po3nunioBayem Ta

AiNbHWLI BMPOOHULTBA ANS YacTUHKM abo BCbOro
BMPOBHMYOro NpoLLEecy roToBOro nikapcbkoro 3acoby
(AiNbHWUSA ANA BTOPMHHOTO NakyBaHHS), 3MiHW 3 SIKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3mMiHW y BUPOGHMLTBI. 3amiHa
abo BBeZleHHA 4OAATKOBOI AiNbHULI BUPOOHULTBA A4S
YacTWHW abo BCbOro BUPOBGHMYOro npoLiecy roToBoro
nikapcbKkoro 3acoby (AinbHWLUS ANsS NePBUHHOTO NaKyBaHHS),
BBeAEeHHs AoaaTkoBoi AinbHuui MI1® (agpeca: YkpaiHa,
08301, KuiBcbka 06n., M. Bopucnine, Byn. LLleByeHka, 6ya.
100, nit. B-1l (kopnyc 4)) oo 3aTBEpPAXEHOT AinbHULI
MPI®CIA (uex ®XL) (appeca: Ykpaina, 61013, XapkiBcbka
o6n., micto Xapki, Bynuus LLleBueHka, 6yamHok 22). Ha
AinbHWUi MIN® 6yayTs npoBoAMTUCS YCi BUPOGHWYI cTagii (y
TOMY YMCHi NEPBUHHE Ta BTOPUHHE NaKyBaHHS), 3@ BUHSTKOM
KoHTponto sikocTi JI3 Ta Bunycky cepii. 3miHum | Tuny: 3miHn 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Rev 00) onsa A®| asutpomiunHy MOHoOrigpaTy Bif BXe
3aTBepakeHoro BupobHuka PLIVA CROATIA LTD., sik
HacnigoK BUINyYeHHst BUNpPobyBaHHS Ha BaXkki MeTanu Ta
BBEAEHHS 3BIiTY 3 OLiHKN PU3UKIB OO0 BMICTY €eMEHTHUX
[OMILLOK BignoBigHo Ao Bumor HactaHoeu ICH Q3D
3. A3UTPO NMOPOLLOK Anst CaHpos CnoBeHis C.K. CaHpos C.P.J1. PymyHis BHECEHHS1 3MiH 0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/4764/02/02
CAHOO3® opanbHOI CycneHsil, dapmacb 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudpikat | peyenmom
200 wmr/5 mn, no 17,1 toTikan3 BiANoOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
r nopowky ans 20 a.a. MopaHHsa HoBoro abo oHoBrneHoro cepTudikarta
MI1 oparnbHOi BignoBigHoCTi abo BUNy4YeHHs cepTudikaTa BignoBigHOCTI
cycneHsii y dorakoHi; €sponelicbkin hapmakonei: ans A®l; ona BMxigHOro
no 1 cdonakoHy y MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, L0
KOMNAEKTi 3 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; anst 4onoMibKHOT
apanTtepom Ta peyoBuHM (cepTudikaT BigNOBIAHOCTI €BpONENChKil
LNpuUom ans dapmakonei) - OHoBneHu cepTudikar Big yxe
[03yBaHHS Y 3aTBEpOKEHOro BUPOGHMKa - MOAaHHS OHOBMEHOrO
KapTOHHiIN kopobuyj; cepTtudbikaTa BignosigHOCTI €Bponewnchbkin apmakonei R1-
no 24,8 r NopoLuKy CEP 2010-131 - Rev 01 (3aTBepm«eHo: R1-CEP 2010-131 -
ansa 30 mn opanbHoi Rev 00) gns A®| asutpomilnHy MOHorigpaTy Bif BxXe
cycneHsii y onakoHi; 3aTBepaxeHoro BupobHuka PLIVA CROATIA LTD., sk
no 1 cdonakoHy y HacnigoK BUMyYeHHs1 BUNPOOYBaHHS Ha Bakki MeTanu Ta
KOMMMEKTi 3 BBEAEHHS 3BIiTY 3 OLiHKM PU3UKIB LLOAO BMICTY €NTEMEHTHUX
agjanTepoMm Ta [OOMILLIOK BignoBigHo 4o Bumor HacTtaHosu ICH Q3D
LINpULIOM Ans
[03yBaHHS Y
KapTOHHiIN kopobui
4. AKBAMAKC cnpen HasanbHUM TosapucT YkpaiHa ToBapucteo 3 obmexeHor YkpaiHa BHECEHHS 3MiH 10 peecTpauiliHix maTepianis: 3miHu | Tuny: bes UA/12832/02/01
0,65 %; no 20 mny BO 3 BiAMOBIAANbLHICTIO 3MiHu 3 AkocTi. FoToBUIA Nnikapcbkuii 3acid. 3miHn y peuenma
dnakoHax 3 obmexeHo "®apmaueBTUYHa BUPOOHMLTBI. 3amMiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
KrlanaHoM-HacoCcoM, 10 KomnaHisi "3gopos'a”, BMPOGHMLUTBA ANS YacTUHM abo BCbOro BUPOGHUYOro
HasarnbHo BignoBiaa Ykpaina (Bci cTagii npoLiecy roToBOro fikapcbKoro 3acoby (AinbHUUSA, Ha SKin
HacagKoto- TNbHICTIO BUPOOHMLTBA, KOHTPOSb npoBoasTbCs byab-ski BUPOOHWYI CTagii, 32 BUHSITKOM
posnunoBayem; no "®papmaune SIKOCTIi, BUMYCK cepii; BCi BUNYCKY Cepii, KOHTPOIIO SIKOCTi, MEPBUHHOIO Ta BTOPUHHOMO
1 donakoHy B BTUYHA cTagii BUpobHMUTBA, OKpiM nakyBaHHs1, AN HECTEPUIbHMX NiKapCbKNX 3acobiB)
KOpOOGLii 3 KapTOHY; KOMMaHis KOHTPOJIO SIKOCTi Ta CynyTHA 3miHa: 3MiHun 3 AkocTi. FoToBUI Nikapcbkuii 3aci6.
no 50 mn a6o no "3gopos's" BUNYCKY cepii) 3MiHu y BUpo6HMUTBI. 3amiHa abo BBeOEeHHS 40OaTKOBOI
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B amnyni; no 5
amnyn y 6nictepi; no
1 abo 2 Gnictepu y
KapTOHHI kopobui

3aBop)

BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBMEHUX Yy cneuudikalisix, nig Yac BUpobHuLTBa
roTOBOrO MiKapCbKOro 3acoby (3BY)XeHHSA AOMYCTUMUX MEX).
BHeceHHs1 3amiH Ao cneuudikadii 3aranbHOI KinbKoCTi
XUTTE3QATHMUX aepobHUX MikpoopraHiamis 3 «He GinbLue Hix
100 KYO/mn» Ha «He 6inble Hix 10 KYO/100 mny», ans
npvBeAeHHs Yy BIiANOBIAHICTb 3amMiHeHOI npumiTkn EMA ans

Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3aXMCHUM sIKOCTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHKM y BUPOBHMUTBI.
koBnaykom; no 1 3miHa po3Mipy cepii (BKMoYao4mn gianasoH po3mipy cepii)
6anoHy y kopobui 3 roTOBOro Nikapcbkoro 3acoby (iHLWi 3MiHW) BBEAEHHS
KapToHY nogartkoBoro poamipy cepii J13 (no 150 mn y 6anoni: 200,00
n (1,333 1.yn.) ons gogaTtkoBi AinbHULI BUPOGHMUTBA
ToBapucTBa 3 0OMeXeHoto BignoBiganbHICTO
"dpapmaneBTnYHa kKoMmnaHisi "3gopos’s"” - uex MI®, wo
3HaxoauTbCs 3a agpecoto: Ykpaina, 08301, Kuiscbka obn.,
M. bopucnine, Byn. LeByeHka, 6yg. 100, nit. b-Il (kopnyc 4).
5. ANEKEH3A® Kancynu Teepgi no d.Xodbpm | Leruapi BUMYCK Cepii: LLIBeinapis/ | BHeCeHHsi 3MiH 4O peecTpauinHMx maTepianis: 3mMiHu | Tuny - 3a UA/16997/01/01
150 mr, no 8 kancyn aHH-J1a A & . XodpdmaHH-s Pow ITanis/ AamiHicTpaTuBHI 3MiHU. 3MiHa HalMeHyBaHHSA Ta/abo peuenmom
TBEPAMX y bnicTepi; Pow Nta JIta, Weenuapis; Himeuyunna agpecu Micusi NPOBAMKEHHS AiSNbHOCTI
no 7 Gnictepi y nepBUHHE Ta BTOPUHHE BMpOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
KapTOHHIN nayui, no nakyBaHHsi, BUNpobyBaHHs BKJTHOYAK0UM AiNbHUL BUNYCKY cepii abo micLe npoBeaeHHs
4 naykn y KapTOHHIN cTabinbHOCTI, BUNYCK KOHTPOIMIO SIKOCTI. (QisinbHICTb, 3a Ky Bignosigae
Kopobui cepii: ®.XodppmaHH-JIs BUPOGHMK/iMNOpPTEP, HE BKIOYAUM BUMYCK Cepii) - 3MiHa
Pow I1a, Weenuapis; iHaekcy B agpeci BUpobHWYOi AinbHuui enbdapm Minaxo,
BMNPOOYBaHHS C.P.J1., Itanisa BignosiganbHoi 3a BUNpobyBaHHs
cTabinbHOCTI cTabinbHOCTI, NepBMHHE Ta BTOPMHHE NaKyBaHHs. BBeaeHHs
(mikpobionorivyHa 3MiH MPOTAroM 6 MicauiB nicns 3aTBepaXeHHS
yucroTa):
. XodhdpmaHH-J1s PoLu
JIto, Weenuapis;
BMNpPoOYBaHHs
cTabinbHOCTi, NepBUHHE
Ta BTOPUHHE NaKyBaHHS:
Henbdapm MinaHo,
C.P.J1, Itanis;
BMNPOBYBaHHS KOHTPOHO
sikocTi (MikpoGionoriyHa
ynctota): Nabop JIC CE
eHp Ko. KI, HimeuunHa;
BUNPoBYyBaHHS KOHTPOIO
sIKOCTi (eTunxnopua):
EBoHik OnepenwHs MNvbX,
HimeuyumHa; BUpobHMLTBO
Hepo3adacoBaHol
npoaykuii, BUNpobyBaHHS
KOHTpOnto sikocTi: Ekcenna
m6X enp Ko. KT,
HimeuunHa
6. ANMIPAN pO34MH Ans iH'ekuin, Mepokemi Kinp Mepokemi NTA Kinp BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/9465/01/01
75 mr/3 mn; no 3 mn nTa (AMNYNbHUIA 1H' EKLiNHWIA 3MiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3acid. 3miHn y peuernmom
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

kepiBHuyTBa CPMP/QWP/486/95. 3MiHu | Tuny - 3miHn 3
AkocTi. [oToBUIA Nikapcbkuit 3aci6. 3MiHW y BUPOBHULTBI.

3amiHa abo BBeeHHs1 [OOATKOBOI AiNbHMLI BUPpOBHMUTBA
Onsi YacTMHM abo BCbOro BUPOBHNYOro NpoLecy roToBoro
nikapcbkoro 3acoby (iHwi 3miHW). BBeaeHHs foaaTkoBoi
OinbHUUI Ans HanoBHeHHs amnyn (NiHia 2) ans npogykTy

Diclofenac sodium 25 Mr/1mn po3unH gns iH’ekuin/iHdysin

Aans poamipy cepii 900 n. Hoea niHis po3TawioBaHa Ha
3apeecTpoBaHin BUpOGHMYIN ginbHuui Medochemie Ltd-
Ampoule Injectable Facility.

AMIKCUH® IC

TabneTkn, BKpUTI
o6onoHkoto, no 0,06
rno 3 tabnetkn y
6nictepi; no 1, 2 abo
3 Bnictepu B nayuj;
no 5 rabnetok y
6nictepi; no 2
6nictepu B navui

Tosapuct
BO 3
[04aTKOBO
10
Bignosiga
TNbHICTIO
"IHTEPXI
M

Ykpaina

ToBapucTBo 3
[04aTKOBOK
BigNoBiganbHIiCTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny -
3MiHM 3 sikocTi. FoToBMIA Nikapcbkuii 3acib. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi
rOTOBOrO MiKapCbKOro 3acoby (36inbLUeHHSA TEPMiHY
npvaaTHOCTI FOTOBOrO flikapcbkoro 3acoby) - [ns Toprosoi
ynakoBku (MiATBEPAKYETbCA 4AHUMU pearbHOro Yacy)
36inbLUEeHHS TepMiHY NPUAATHOCTI FOTOBOrO NiKapCLKOro
3acoby 3 4 pokiB 4o 5 pokiB. 3MiHN BHeceHi B po3ain "TepmiH
npuaaTHOCTI" B IHCTPYKLiO ANs MEQUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby.
3MiHu | TMny - 3MiHKM 3 sikocTi. FoToBMIA Nikapcbkumin 3acib.
KoHTporb roToBoro fikapcbkoro 3aco0y (iHLwi 3miHM)
CynyTHA 3miHa- 3MiHK 3 sKkocCTi. [0TOBMI Nikapcbkuin 3acib.
3MiHn y BUpo6HMUTBI. 3MiHM BUNpobyBaHb abo AonycTuMumx
MeX, BCTaHOBIEHMX y crneumndikalisx, nig yac BMpobHMUTBa
rOTOBOrO fikapCbKOro 3acoby (iHLLi 3MiHW) YTOYHEHHS
hopmyntoBaHHS HopMyBaHHs TecTy «OAHOpIAHICTb
[030BaHNX OAUHULBY» Y cneuundikadii Ta MeToAMLi KOHTPOIO
SIKOCTi MPOMIKHOIO NpoaykTy «HeposdacosaHi TabneTku».

bes3
peuenma

UA/2559/01/01

AMIKCHUH® IC

TabneTku, BKpUTI
oboroHkot, No
0,125rno 3
TabneTku y 6nictepi;
no 1,2 abo 3
onictepu B nayi; no
5 TabneTok y
GnicTepi; no 2
onictepu B navui

TosapucT
BO 3
[08aTKOBO
10
Bignosiga
TNbHICTIO
"IHTEPXI
M

YkpaiHa

TosapucTBo 3
[0[aTKOBOO
BiANOBIgANbLHICTHIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MmiHu 3 AkocTi. MoToBuUIA nikapcbkuii 3acib. CTabinbHICTb.
3miHa y TepmiHax npuaaTHocTi abo ymoBax 36epiraHHsi
rOTOBOrO MikapCbKoro 3acoby (36inbLUeHHs TEpMiHY
npuaaTHOCTI rOTOBOrO Mikapcbkoro 3acoby) - [nst Toprosoi
ynakoBKu (MiATBEPAKYETLCA 4AHNMMN pearbHOro Yacy)
36inbLUeHHs TepMiHY NpUAATHOCTI FOTOBOrO NiKapCbKoro
3acoby 3 4 pokiB 4o 5 pokiB. 3MiHM BHeceHi B po3ain "TepMiH
npuaaTHOCTI" B iHCTPYKLiIO ANS MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby.
3MiHu | TUNYy - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoy (iHLwi 3miHM)
CynyTHs1 3miHa- 3MiHK 3 sikocTi. [0TOBMIA Nikapcbkui 3acib.
3MiHu y BUpo6HMUTBI. 3MiHM BUNpobyBaHb abo AonycTuMumx
MeX, BCTAHOBIEHMX Y cneumdikauisx, nig 4yac BMpobHuuTBa
rOTOBOrO fikapcbKkoro 3acoby (iHLLi 3MiHW) YTOUHEHHSI
hopmynoBaHHS HopMyBaHHsI TecTy «OAHOpPIAHICTb
[030BaHNX OOUHWLBY Y cneuudikadii Ta MeTOAMLi KOHTPOSO
SIKOCTi MPOMiXXHOTO NpoaykTy «HeposdacoBaHi TabneTkuy.

be3
peuenma

UA/2559/01/02

AMILUN®

niocpinizat ans
PO34MHY Ans iH'eKUin
no 0,5 r dpnakoHu 3

MAT
"Kuiemegn
penapat”

YkpaiHa

MAT "KuiBmegnpenapat"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | Tuny -
3MiHu 3 AkocTi. [oToBUIA Nikapcbkuii 3acid. 3miHn y
BUPOGHMUTBI (iHLLi 3MiHK) BUNyYeHHs 3 p.3.2.P.3(6nok-cxemu

3a
peuernmom

UA/1036/01/03
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

nioginizatom

Ta KOPOTKOro OMUCY TEXHOMOTYHOro NpoLiecy): onepakdito
niaroToBKN (MUINKKN) KOBNAYKiB; iHOpMaLiito Npo
BMKOPWCTaHHS @30Ty Af1si NePEeBipKM CTepUIi3y4oro
dinbTPY Ha LinicHICTb. 3MiHM | TUNy - 3MiHM 3 SKOCTI.
[oToBWIN Nikapcbkuin 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHK
BunNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBMEHUX Y
cneumdikauisix, nig Yac BUPOOHULITBA rOTOBOTO JlikapCbKOro
3acoby (3BY)XEHHS1 AONYCTUMUX MEX) 3MiHa AOMYyCTUMUX
MEX KOHTPOJI0 MeXaHi4YHWX BKIoYeHb, 3rigHo OOY/EP
2.9.19 1a 2.9.20. 3miHun | TMNY - 3MiHK 3 saKOCTI. [OTOBMNA
nikapcbkuii 3aci6. 3mMiHn y BUpobHMUTBI. 3MiHM BUNpoGyBaHb
abo JonycTUMMX MeX, BCTAHOBINEHUX Y cnieumdikalisix, nig
Yac BMPOGHMLITBA rOTOBOTO NiKapCbKOro 3acoby (BUny4eHHs
HeCcyTTeBOro BUNpobyBaHHS B NpoLeci BUpobHULTBa)
BUNYYEHHS 3i cneundikaLlii KOHTPOSO KPUTUYHUX CTagin Ta
npomixHoi npoaykuii (3.2.P.3.4) KOHTPONb po34nHy 3a
NoKasHMKOM «BMICT OCHOBHOI Aito40i peqoBUHU(aMIKaLIMHY )»
3i cTagii NpUroTyBaHHs PO34MHY amikaunHy cynbdary.

10.

AMILMN®

nioginizat gns
PO34MHy AN iH'eKuin
no 1,0 r donakoHu 3
nioginizatom

MAT
"Kniemegn
penapat”

YkpaiHa

MAT "Kuismeanpenapat"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiHux maTtepianis: 3MiHu | Tuny -
3MiHu 3 AkocTi. [oToBUIA Nikapcbkuii 3acid. 3miHn y
BUPOOBHMLTBI (iHLWi 3MiHW) BUnyYeHHs 3 p.3.2.P.3(6nok-cxemun
Ta KOPOTKOro OMMCYy TEXHOMOTYHOro npoLecy): onepatdito
nigroToBKM (MUINKKN) KOBNAYKiB; iH(bOpMaLiito Npo
BMKOPUCTAHHA a3oTy ANs NepeBipkn CTEpUNI3y04Horo
inbTpy Ha uinicHicTb. 3miHM | Tuny - 3MiHK 3 sKOCTI.
[oToBWI Nikapcbkni 3aci6. 3MiHN Yy BUPOOHMLTBI. 3MiHK
BMNpobyBaHb abo JOMYCTUMMX MEX, BCTAHOBNEHUX Y
cneuudikauisix, nig Yyac BUPOOHMLITBA rOTOBOrO NiKapCbKoro
3acoby (3BYXXEHHS 4OMYCTUMMX MEX) 3MiHa A0NYyCTUMMX
MEX KOHTPOH0 MeXaHi4yHWX BKI4YeHb, 3rigHo JPY/EP
2.9.19 1a 2.9.20. 3MiHu | TMNY - 3MiHK 3 sKoCTI. FOTOBUIA
nikapcbkuii 3aci6. 3miHn y BUpoBbHMUTBI. 3MiHM BUNpobyBaHb
abo gonycTMMUX MexX, BCTAHOBINEHUX Y cneumdikauisx, nig
Yac BUPOOHULTBA rOTOBOTO NiKapCbKoro 3acoby (BUMyYeHHS
HecyTTeBOro BUNpobyBaHHS B nNpoLeci BUpobHULTBA)
BUMNYYEHHS 3i cneumadikaLii KOHTPOMNIO KPUTUYHWUX CTaAin Ta
npomixkHoi npoaykuii (3.2.P.3.4) kKoHTponb po3ynHy 3a
NOKa3HWMKOM «BMICT OCHOBHOI Ailo40i peqoBUHU(aMiKaLMHY )»
3i cTafii NpUroTyBaHHS po3yMHy amikauuHy cynbdary.

3a
peuenmom

UA/1036/01/04

11.

AHANbIH

pPO34MH Ans iH'ekuin,
500 mr/mnno 1 mn
abono2wmns.
amnyni; no 10 amnyn
y KOpoOLji 3 KapTOHY;
no 2 Mn B amnyni;
no 5 amnyny
6nictepi; no 2
Gnictepu y kopobui 3
KapTOHy; Mo 2 Mn B
amnyni; no 10 amnyn
y 6nicTepi; no 1

TosapucT
BO 3
obmexeHo
()
Bianosiga
NbHICTIO
"XapkiBCbk
e
dapmaues
TUYHe
nignpuemc
TBO

YkpaiHa

ToBapuCTBO 3 06MEXeHOI

BiANOBigaNbHICTHO
"®apmaueBTnYHa
KoMnaHisi "3popos's” ,
YkpaiHa (Bci cTagii
BUPOGHMLTBA, KOHTPOIb
sikocTi); ToBapucTeo 3
obmMexeHow
BignoBiganbHIiCTIO
"XapkiBCbke
dapmaLleBTUYHe

nignpruemcTteo "300poB's

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny -
AamiHicTpaTvBHI 3MiHU. 3MiHa HallMeHyBaHHS Ta/abo
agpecu Micus NpoBafKeHHs AisnbHOCTI BUPOBHUKa
(Bkntoyatoun, 3a HeobXiQHOCTI, MiCLle NPOBEAEHHSI KOHTPOIO
sIKOCTi), abo BrnacHuka mactep-ganna Ha AdI, abo
noctavanbHuka A®l/BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
3aCTOCOBYOTbCH Y BUPOOHULTBI AD| (AKLLO 3a3HaYeHO Y
[oCbe Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BignoBigHOCTi EBponenchkii hapmakonei y 3aTBepaKEHOMY
nocbe, abo BMpobHUKa HOBOI JOMOMIXKHOI pEYOBUHU (SIKLLIO
3a3HayeHo y aocbe). 3miHa Ha3em BUpobHuka AdI

3a
peuernmom

UA/8802/01/01




6 [TponoBkeHHs qogaTKa 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6nictepy y kopobui 3 | "3gopos's Hapogay", YkpaiHa (Bci MeTtawmisony HaTpieBoi coni Hebei Jiheng Pharmaceutical
KapToHy Hapoagy" cTagii BupobHuuTBa, Co., Ltd., China, Ta yTouHeHHsi agpecu BUpO6HULTBA 3rigHO
KOHTPOJb SIKOCTi, BUNYCK OHOBJEHOI NiLeHsii Ha BUpobHMUTBO. BpobHuya ainbHuus
cepii) Ta yci BUpOBHMYI onepallii 3amwarTbCcs HE3MIHHUMMN.
12. | AHA®EPOH Tabnetku no 20 TOB Ykpaina 3AT CaHToHika Jlntea BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3milu |l Tuny - bes UA/2614/01/01
TabneTtok y 6nicrepi; "Matepia 3MmiHun 3 akocTi. A®l. BupobHuuTBo. 3MiHa BUpoOHUMKa peuenma
no 1 6nictepy y Megavika- BWXiAHOro/MPOMiXKHOroO NPOAYKTY/peareHTy, Lo
KapTOHHiN Kopobui YkpaiHa" BMKOPUCTOBYIOTLCS Y BUPOGHUYOMy npoueci A®|, abo 3miHa
BMPOGHMKa (BKMoYakoun, Ae HeobxigHo, MicLe NpoBeaeHHs
KOHTporto sikocTi) ADI (3a BiocyTHoOCTI cepTudpikata
BiQNOBIQHOCTI €Bponewchbkin chapmakonei y 3aTBepaKEeHOMY
[ocbe)(iHWi 3MiHW) BBEAEHHSI OAAaTKOBOI AiNbHML
NpoBeEHHS KOHTPOJSIKO NEBHUX NapameTpiB BMUXIQHOIO
npoaykTy Ans BupobHuutea A®I, a came: Tepnel Pharma
Services Limited (Parameters: “Distribution of Molecular
Size” and “Microbiological quality”), a TakoX nogaHHs
OHoBMeHoro n. 3.2.S.2.4.KoHTponb KPpUTUYHMX CTagin i
NPOMiXXKHOT NPOAYKLi, O He TArHe 3a co6oto 3MiH.
13. | AHA®EPOH Tabnetku no 20 TOB YkpaiHa 3AT CaHToHika JlutBa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu Il Tuny - bes3 UA/7756/01/01
OUTAYUNA TabneTtok y bnicrepi; "MaTepia 3miHun 3 akocTi. A®l. BupobHuuTtBo. 3MiHa BUpOOHUKa peuenma
no 1 Gnictepy y Megauka- BUXiZHOIO/NPOMIXKHOIO NPOAYKTY/peareHTy, Wwo
KapTOHHiIN kopobui YkpaiHa" BVKOPVCTOBYIOTBCS Y BUPOOHMYoMy npoueci A®I, abo 3miHa
BUPOOHMKa (BKMOYaoum, Ae HeobXigHo, MicLe NPOBEAEHHSI
KOHTponto sikocTi) ADI (3a BigcyTHOCTI cepTudikaTa
BigNOBIQHOCTI €Bponewichkin hapmakonei y 3aTBepaKEHOMY
[ocbe)(iHLWi 3MiHW) BBEAEHHSI OAATKOBOI AiNbHUL
NpoBeAEHHS KOHTPOJSIKO NEBHUX NapameTpiB BMXIQHOIO
npoaykTy Ans BupobHuutea AdI, a came: Tepnel Pharma
Services Limited (Parameters: “Distribution of Molecular
Size” and “Microbiological quality”), a Takox nogaHHs
OoHoBreHoro n. 3.2.S.2.4.KoHTponb KpUTUYHKX CTagi i
NPOMIiXKHOT NPOAYKLi, O He TArHe 3a Co60t 3MiH.
14. | AHTINIOP PO34MH AN POTOBOI MpusaTHe YkpaiHa lMpuBaTHe aKkuioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - bes UA/18048/01/01
NopoXxHWHM no 120 aKuioHepH TOBapUCTBO 3minHn 3 akocTi. CepTtudpikat BignosigHocTi/E-cepTudikat peuenma
mn abo 200 mny e dapmaueBTnyHa dabpuka BiANOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
dNakoHi CKNsHOMY; TOBapuCTB "Biona" MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
no 1 cpnakoHy 3 o BignoBigHOCTI abo BUNy4YeHHs cepTudikaTa BignoBigHOCTI
MipHUM apmaueB €Bponencekin dapmakonei: gna A®l; ans BUXigHoro
CTakaH4YMKOM B TU4YHa maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
nayuj; no 120 mn habpvka BMKOPWCTOBYIOTBECS Y BUPOOHMUTBI APIl; AN [onoMikHOT
abo no 200 mny "Biona" peyoBUHYM (cepTuddikaT BigNoBiAHOCTI €BpoNenchKii
donakoHi dapmakonei) - OHoBMeHW cepTudikaT Bifg yxe
nonimepHomy; no 1 3aTBEpPAKEHOro BUPOOHUKA. NogaHHsi OHOBINEHOro
hnakoHy 3 MipHUM cepTudpikaTa BignosigHocTi €Bponenichbkint hapmakonei Ne
CTakaH4yMKOM B R1-CEP 2005-238 - Rev 02 (3aTtBepaxeHo: R1-CEP 2005-
nayui 238 - Rev 01) anst A®I rekceTnanHy Bif BXe 3aTBEPPKEHOIO
BupobHmka EUTICALS SAS., France, skuii 3MiHMB Ha3By Ha
Curia France S.A.S., France.
15. | AHTINIOP cnpen Ans poToBoi MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny - bes UA/18048/02/01
NOpOoXHWHM no 50 aKUioHepH TOBapUCTBO 3minHun 3 akocTi. CepTtudcpikat BignosigHocTi/lE-cepTudikat peuenma
My donakoHi e dapmaueBTUyHa habpuka BigNOBIAHOCTI €Bponewnchbkin dapmakonei/MoHorpadii.
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[IponoBkeHHs nogaTka 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cknsiHomy; no 1 TOBapUCTB "Biona" MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
hnakoHy pasom 3 o BianosigHocTi abo BUNyYeHHsi cepTudikaTa BiANoBIAHOCTI
nynoeepusatopoMy | dapmaues €Bponencbkin dapmakonei: gna A®l; ans BuxigHoro
navui TUYHa marepiany/peareHTy/NpOMIXHOIO NMPOAYKTY, L0
habpuka BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana aonomixkHoT
«Biona» peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechKin
capmakonei) - OHoBneHu ceptudikar Big yxe
3aTBepAKeHOro BUpobHuka. MogaHHs OHOBNEHOro
cepTudikaTta BignoBigHOCTI €Bponenchkin hapmakonei Ne
R1-CEP 2005-238 - Rev 02 (3aTBepaxeHo: R1-CEP 2005-
238 - Rev 01) ans A®I| rekceTnanHy Bif BXe 3aTBEPAXKEHOrO
BupobHmka EUTICALS SAS., France, sikuit 3MiHMB Ha3By Ha
Curia France S.A.S., France.
16. | APMAOIH po3uunH Ang iH'ekuin, | TOB HB® Ykpaina lMpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3miHu | Tuny - 3a UA/9896/01/01
50 mr/mMmn no 2 mn B "MIKPOXI TOBapUCTBO "J1ekxim- 3MiHM Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy. | peuenmom
amnyni; no 5 amnyn M" Xapkis", YkpaiHa BBeneHHs abo 3MiHM 0 y3aranibHeHUX 4aHnX Npo CUcTeMy
y Kaceri; no 2 (BignoBiganbHWn 3a dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
KaceTu B nauui 3 BMPOGHMLUTBO Ta cuctemy chapmakoHarnsay, 3MiHa ynoBHoBaxeHoi ocobu,
KapTOHYy KOHTpOrb/BUNPOOYBaHHS BiANoBiAanbHOI 3a 3A4iINCHEHHS hapMakoHarnaay; KOHTakTHOI
cepii, He BKINOYaun ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
Bunyck cepii); TOB HB® bapmakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHa Big
"MIKPOXIM", YkpaiHa yNoOBHOBa)eHOi 0cobu, BignosiganbHoI 3a 34iNCHEHHS
(BignoBiganbHWn 3a apmakoHarnsaay (BKMoYayy KOHTaKTHI AaHi) Ta/abo 3MiHu
BUPOBHMLTBO Ta y po3MilLieHHi macTep-gaina cuctemu papmakoHarnsgy).
KOHTPOrb/BUNPoOYyBaHHS 3MiHa ynoBHOBaxeHOi ocobu 3asiBHUKaA, BiAnoBiganbHoi 3a
cepii, BKIOYa4m BUMYCK dapmakoHarnsg. [itoua pegakuis: Xyp6a INinis
cepii) BonogumupisHa. MNponoHoBaHa pefakuis: €scTpaToBa
IpyHa IropiBHa. 3MiHa KOHTaKTHUX OAHUX YNOBHOBAaXEHOT
ocobu 3asBHUKA, BiANOBIAanbHOI 3a dhapmakoHarnag. 3MiHa
MicLe3HaxomKeHHs MacTep-anna cuctemm
dapmakoHarnsgy. 3miHa micusi 34iNCHEHHST OCHOBHOI
AisnbHOCTi 3 dpapmakoHarnsay.
17. | APOKCUKAM | tabnetkn no 7,5 mr; | AypobiHao IHAgis Aypobingo ®apma Nimiteq IHAgis BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/11516/01/01
no 10 TabneTok y dapma - lOHiT I 3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-cepTudpikat | peyenmom
6nicTepi; no 1 Iitg BiANOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.

Gnictepy y
KapTOHHIN nayui

MopaHHsa HoBoro abo oHOBEHOrO cepTudikaTa
BignoBigHocCTi abo BUNy4eHHs cepTudikaTa BignoBigHOCTI
€Bponelickkint hapmakonei: ansa A®l; onsa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUpoOHUUTBI ADI; Anst fonoMixxHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpONEnchKii
apmakonei) - HoBuii ceptudikaT Big HOBOro BUpobHMKa
(3aMiHa abo [ONOBHEHHS) - NoJaHHA HOBOTO cepTudikaTa
BignoBigHocTi €Bponerickkin dpapmakonei Ne RO-CEP 2014-
261-Rev 01 gnsa gitovoi pevoBuHn Meloxicam Big HOBOro
Bupo6Hrka SWATI SPENTOSE PVT. LTD., IHgis
(3aTBepmkeHo: Aurobindo Pharma Ltd , IHgis;
3anponoHoBaHo: Aurobindo Pharma Ltd , IHgisi, SWATI
SPENTOSE PVT. LTD., IHgis); 3miHu | Tuny - 3MiHK 3 siKOCTi.
CepTtudikat BignosigHocTi/E-cepTudikaTt BignosigHoCTi
€BponeWcbkin dapmakonei/MoHorpadii. NogaHHs HOBOro
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[IponoBkeHHs nogaTka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

abo OHOBIEHOro cepTudikaTa BignoBIigHOCTI a60 BUNYyYEHHSs
cepTudikaTa BignosigHOCTI €Bponeichbkin dapmakonei: Ans
AQDI; onsa BuxigHoro matepiany/peareHTy/npomMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; Ans
AOMOMDKHOT pe4oBUHN (CepTudikaT BigNOBIAHOCTI
€Bponenickkin hapmakonei) - OHoBneHu cepTudikaT Big
yXe 3aTBepA)XeHoro BUpobHMKa - NoJaHHsA OHOBMEHOTO
cepTtudpikaTta BignosigHocTi €Bponeinchbkin hapmakonei Ne
RO-CEP 2014-261-Rev 03 gns gitodoi pedouHm Meloxicam
Big BMpobHuka SWATI SPENTOSE PVT. LTD., Ingis; 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTuddikat BignoBigHOCTI €BpONENChbKi
capmakonei/MmoHorpadii. MNogaHHsA HoBOro abo OHOBNEHOTO
cepTtudpikaTta BignoBigHOCTI abo BUNyYeHHs cepTudikaTta
BignoBigHocTi €Bponeiickkin thapmakonei: ans A®l; ans
BUXigHOro MaTtepiany/peareHTy/NPOMIXXHOTO NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOBHUUTBI API; Ans 4ONOMIKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponeiichbKin
capmakonei) - OHoBneHu cepTudikar Big yxe
3aTBepAKEHOro BUPOBHMKA - MOAaHHSA OHOBEHOMO
cepTudikata BignosigHoCTi €Bponenchkin hapmakonei Ne
R1-CEP 2014-261-Rev 00 gnsa gito4oi pedouHn Meloxicam
Big BMpobHuka SWATI SPENTOSE PVT. LTD., IHgis

18.

APOKCUKAM

Tabnetku no 15 mr;
no 10 TabneTok y
onictepi; no 1
Gnictepy y
KapTOHHIN nayui

AypobiHao
dapma
Nto

IHAis

Aypobingo ®apma JlimiTeq
- FOHiT I

lHAis

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tvny -
3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponenchkini hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBNEHOrO cepTudikaTa
BignoBigHocTi abo BUNy4eHHs cepTudikaTa BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOrO NPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; onst fonoMixxHoT
peyoBUHM (cepTudikat BigNoBIiAHOCTI €BpoONenChbKii
dapmakonei) - HoBuii ceptudikaT Big HOBOro BUpobHMKa
(3amiHa abo [ONOBHEHHS) - NoJaHHA HOBOTO cepTudikaTa
BignoBigHocTi €Bponericokin dapmakonei Ne RO-CEP 2014-
261-Rev 01 gnsa gitoyoi pevoBuHn Meloxicam Big HOBOro
Bupo6Hrka SWATI SPENTOSE PVT. LTD., IHgis
(3aTBepmkeHo: Aurobindo Pharma Ltd , IHgis;
3anponoHoBaHo: Aurobindo Pharma Ltd , IHaisi, SWATI
SPENTOSE PVT. LTD., IHgis); 3miHu | Tuny - 3MiHK 3 siKOCTi.
CepTtudikat BignosigHocTi/E-cepTudikaTt BignosigHoCTi
€Bponelicbkiit hapmakonei/MoHorpadii. MoaaHHA HoBOro
abo oHoBREHOro cepTudpikaTta BiaNoBigHOCTI a6o BUNyYeHHS
cepTudikaTa BignoBigHOCTi €Bponeiichbkin dapmakonei: Ans
AQIl; ans BuxigHoro matepiany/peareHTy/NPOMiXXHOrO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ans
[OOMOMDKHOT peyoBUHM (cepTudikaT BigNoBigHOCTI
€Bponevicbkinn dapmakonei) - OHoBMNeHW cepTudikaT Big
yXe 3aTBep[pKeHOro BUpoOHUKa - NoAaHHS OHOBIEHOTO
cepTtudpikaTa BignosigHocTi €Bponenckkint hapmakonei Ne
RO-CEP 2014-261-Rev 03 ans gitodoi pedouHu Meloxicam

3a
peuernmom

UA/11516/01/02
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[IponoBkeHHs nogaTka 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Big BMpobHuka SWATI SPENTOSE PVT. LTD., IHgis; 3MiHu |
Tuny - 3MiHK 3 akocTi. CepTtudikaT BignosigHocTi/l'E-
cepTudikat BignoBigHOCTI EBpONENCHKIN
capmakonei/moHorpadii. MogaHHA HOBOro abo OHOBMEHOTO
cepTudikaTa BignoeiaHocTi abo BuUNyyYeHHs ceptudikata
BignoBigHoOCTI €Bponevickkin thapmakonei: ans A®l; ons
BMXiAHOro MaTtepiany/peareHTy/NPOMIXXHOTO NPOAYKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana aonomixkHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponechbKi
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBepAKEHOro BUPOBHMKA - MOAaHHSA OHOBEHOMO
cepTudikata BignoBiaHOCTI €Bponenchkin hapmakonei Ne
R1-CEP 2014-261-Rev 00 gns gito4oi pedouHn Meloxicam
Big BMpobHuka SWATI SPENTOSE PVT. LTD., IHgis
19. | BAIIb3AMIY niHimeHT N0 40 ry My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEeHHs1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 6e3 UA/6273/01/01
HUN Ty6i; no 1 Ty6i B aKLioOHEepH TOoBapucTBo "HaykoBo- 3MiHuM 3 sikocTi. [oToBMI Nnikapcbkuii 3aci6. Cuctema peuenma
NIHIMEHT navui 3 KapToHy e BMPOBHWYMIA LEHTP KOHTeWHep/3akynoptoBanbHuii 3aci6. 3mviHa napameTpis
(3A TOBapUCTB "BopLuyariBCbKMIM XiMiko- crneunikauin Ta/abo 4oNYyCTUMUX MEX NEePBUHHOT YNaKOBKM
BULLHEBCbK o thapmaueBTMYHMI 3aBoA" roTOBOro NikapcbKkoro 3acoby (iHLWi 3MiHM) OHOBMNEHHS p.
nm) "HaykoBo- 3.2.P.7. Cuctema KoHTelrHep/ 3aKkynoptoBarnbHui 3acib:
BUPOBHUY BHECEeHHs1 3MiH B crnieumdikaLii 4ns KOHTPoso Tyou
WU LEHTP anoMiHIieBOI, a came NpuBeAeHHs Y BiANOBIOHICTbL A0
"Bopuuaris €sponevicbkux ctaHaapTis EN 15384-1 ta EN 15384-2 n.
CbKWUN «MopwcTiTb/piBHOMIPHICTL NakoBOT NMiBKMY», 6€3 3MiHM
XimiKo- MeTOAY KOHTPOro
hapmaues
TUYHUIA
3aBoa”
20. | BAPBOBAI® | kancynu TBepai, no AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - bes UA/1196/02/01
10 kancyn y "®apmak” 3MiHu 3 akocTi. A®l. Cuctema KoHTEVHEp/3aKyrnopoBanbHUn | peyenma
6nictepi; no 1 abo 3 3aci6. 3miHn napameTpis cneuundikauin Ta/abo gonycTummnx
6nictepn y navui 3 MeX, 3a3HayeHnx y cneumdikauisx, aona 6esnocepenHbol
KapTOoHY ynakoBku A®| (BUNy4YeHHs1 HE3HAYHOro NoKa3HMKa
cneuudikauii (Hanpuknag BUINyYeHHs1 3acTapinoro
noKasHuKa)) BUNyYeHHS] He3HaYHMX NoKasHuKiB: “Po3amipn
dnakoHa” Ta “Poamipu npobkun” 3i cneuudikauii Ha dnakoHu
anst AQ| 6pomizoBanepiaHoBOi KUCNOTH
21. | BEKOHA3E crper HasanbHUi, TOB YkpaiHa nakco Bennkom C.A.,, Icnanis/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - be3 UA/3140/01/01
cycneHxsis, 50 "MEPPIFO IcnaHisi (BUpOGHMUTBO 3a ABCTpis 3MiHu 3 sikocTi. FoToBUMIA Nikapcbkuii 3aci6. 3miHK y peuenma
MKr/go3y; no 100 YKPATHA" NOBHUM LMKIom); Pixapa BUPOOHMLTBI. 3MiHa iMnopTepa/3amiHu, LLO CTOCYIOTLCA

no3 abo 180 no3 y
donakoHi
noninponineHoBoMmy,
3'eQHaHOMYy 3
[03y4nM
NpUCTPOEM,
HOCOBMM aanTepom
Ta KpuLLeYKot; no 1
bnakoHy B KOPOOLYi;
no 100 go3s a6o 180
003 Y dnakoHi

BiTTHep Al’, ABCTpis
(BUPOBHULITBO 32 NOBHUM
LIMKIIOM)

BUMYCKY Cepii Ta KOHTPOS AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3aMiHa abo fofaBaHHs AinbHUL, Ha kil
3[iNCHIOETBCHA KOHTPOMb/BUNPOOYBaHHSA cepii) AoAaBaHHS
ninbHuui MPL Mikrobiologisches Pruflabor GmbH, Ha ski
NpoBOAUTLCS MiKPOBIONOriYHMI KOHTPOMbL/TECTYBaHHS
naprin




10 [TponoBkeHHs qogaTKa 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nonieTMneHoBoMy,
3’egHaHoMy 3
[03Yy04nM
NPUCTPOEM,
HOCOBMM aganTepom
Ta KpuLeykoto; no 1
hnakoHy B kopobui
22. | BEHOKCI Kpanii OYHi, pO34nH TOB Cnosaubk TOB "YHIME[ ®APMA" Cnosaubka BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/12824/01/01
0,4 % no 10 mny "YHIME[ a Pecnybnika 3MmiHu 3 AkocTi. MoToBuUIA Nnikapcbkuii 3acid. CTabinbHICTb. peuenmom
KOHTENHepi- DPAPMA" Pecny6bnik 3miHa y TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHsi
KpanenbHuui; no 1 a rOTOBOrO MiKapCbKOro 3acoby (3MiHa y 3aTBEpAKEHOMY
KOHTENHEpPY- NPOTOKONi CTabiNbHOCTI) BHECEHHS! 3MiH B 3aTBEPIKEHMIA
KpanenbHuui B NPOTOKON AOCHigXEHHS CTabinbHOCTI, a came NpoBOAUTH
KapTOHHiIN kopobui [AOBroCTPOKOBi BUNPOOYBaHHS CTabinbHOCTI B yMOBax
peanbHoro 4acy (npuckopeHHi BUNpobyBaHHs ByayTb
BUKIIOYEHI 3 ManByTHiX Ta NOTOYHUX BUNPObyBaHb Ha
cTabinbHicTb).
23. | BIOBEH PO34MH Ans iHdy3iin TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEeHHs1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/14526/01/02
10 %; no 10 mn, 25 "BIO®AP MNA3MA", YkpaiHa 3MiHn 3 gKkocTi. FoToBUI nikapcbkui 3aci6. Onuc Ta cknag | peyenmom
mn, 50 mn aéo 100 MA (BMPOOHMLTBO, NEPBUHHE (iHLWi 3MiHW).
My nnswyi abo MNA3MA" Ta BTOPUHHE NaKyBaHHS, YTOYHEHHS iHdopMauii Wwoao BMIcTy iMyHornobyniHy G B
dnakoHi; no 1 Bunyck cepin); TOB posgini Cknag nikapcbkoro 3acoby. 3MiHM BHOCATLCH A0
nnsawui abo "BIO®APMA MJIASMA", BiANOBIgHMX PO3AiniB peecTpauiiHoro noceigvyeHHs, MKHA,
dnakoHy B nayui 3 YkpaiHa (KOHTpOIb sIKOCTi) IHCTPYKUIii ANS MeAMYHOro 3aCTOCYBaHHS, KOPOTKOI
KapTOHY XapaKTepUCTUKMN NiKapCbKoro 3acoby, TEKCTY MapKyBaHHS.
TepMmiH BBEOEHHS 3MiH - NPOTArom 3 MicsLiB nicns
3aTBEPOKEHHS.
24. | BPOHXOTEP | aepo3sonb TOB Ykpaina ToBapucteo 3 obmexeHoro YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/15813/01/01
on nosoBanuii, 100 "BANAPTI BiANOBIgANbLHICTHIO AJMmiHicTpaTuBHi 3MiHW. 3MiHa HalmMeHyBaHHA Ta/abo peuenmom
MKr/go3y; no 10 mn H «MynbTicnpen» agpecu Micust NPOBaMKEHHS AiSNbHOCTI
(200 po3) B 6anoHi, DAPMA" BMpo6HMKa/iMnopTepa rotToBoro fikapcbkoro 3acoby,
repMeTn3oBaHoMy BKITOYaK0UM AiNbHUL BUNYCKY cepii abo MicLe npoBedeHHs
003Yyo4UM KOHTPOIMIO SIKOCTI. (AisinNbHICTb, 3a Ky Bignosinae
KnanaHom; no 1 BUPOGHMK/IMNOPTEP, BKMOYAKO4M BUMNYCK cepin) 3miHa
6anoHy pasom 3 appecu BUpobHMKa: 3MiHM BHECEHO B iHCTPYKLitO A4S
Hacafkoto- ME[MYHOro 3aCTOCyBaHHs nikapcbkoro 3acoby y po3gin
iHransTopom Ta «MicuesHaxomkeHHs BUpOOHMKa Ta agpeca Micus
3aXUCHUM NPOBaKEHHS NOro AinNbHOCTI» 3 BiANOBIAHMMM 3MiHAMM Y
KOBMaykoM B TEKCTi MapKyBaHHS1 YNaKoBK fikapCbKoro 3acoby.
KapTOHHIN nayui
25. | BYMIBAKAIH PO34UH ANS iH'eKuin, TOB YkpaiHa MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3miHu | Tuny - 3a UA/17997/01/01
CNIHAN 5 mr/mn, no 4 mn B "APTEPIY 3MmiHu 3 sikocTi. MoToBUMIA Nikapcbkuii 3aci6. CTabinbHICTb. peuenmom
amnyni; no 5 amnyn MnTa” 3MiHa y TepmiHax npuaaTHOCTI abo ymoBax 36epiraHHs
Y KOHTYpHIN roTOBOrO JlikapCbKoro 3acoby (36inbLUeHHst TEpMiHy
YapyHKOBIN npuaaTHOCTI rOTOBOrO Mikapcbkoro 3acoby) - [ns Toprosoi
ynakosui, no 1 yNakoBKM (NigTBEPOXKYETHCA AaHUMU pearibHOro Yacy)
KOHTYPHIl 36inbLUeHHS TepMiHY NPUAATHOCTI FOTOBOrO MiKapCbKOro
YapyHKOBIN ynakosLi 3acoby.
B nayui 3aTBepaxeHo: 2 poku. 3anponoHoBaHo: 3 pokn. BBeaeHHst
3MiH NPOTSArom 6-Ty MiCsILiB Micnsi 3aTBEPAKEHHS.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
26. | BAHKOMILM niocpinizat ans dapmavreB [peuis AH®APM XENJIAC C.A. Ipeuis BHECEHHS 3MiH 4O peecTpauinHmx maTtepianis: 3miHu | Tuny - 3a UA/8773/01/01
H-BOKATE NPUroTyBaHHs TUYHA 3MiHu Wwopo 6e3nekn/edPekTMBHOCTI Ta hbapMakoHarnsgy. | peyenmom
pPO34mMHYy Ans KOMNaHiga 3MiHa y KOpOTKil XapaKTepucTULi Nikapcbkoro 3acoby, TEKCTi
iHdy3in no 500 wmr; 1 "BOKATE MapKyBaHHs Ta IHCTPYKLii ANs MEeAUYHOro 3aCTOCYBaHHS Ha
abo 10 cpnakoHiB 3 CA" niacTasi perynsipHoO OHOBIOBAHOrO 3BiTY 3 6e3nekn
nioginizatom y nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
KapTOHHiI kopooLi 3aCcToCyBaHHSA NikapcbKoro 3acoby B nicnsapeecTpauinHuii
nepiof, abo sik pesynbTaT OLiHKM 3BiTY 3 JOCHIIKEHD,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHnx
pocnigpkeHb (PIP) (3MiHy y3rompkeHo 3 KOMNEeTEHTHUM
YNOBHOBaXeHNM opraHoM) 3MiH1 BHECEHO B iHCTPYKLiO Ans
ME[MYHOro 3aCTOCyBaHHS fikapcbKoro 3acoby Ao po3ainis
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta iHwWi Buam
B3aemogin", "OcobnueocTi 3actocyBaHHs", "MobiyHi peakuii”
BigMNoBigHO 4O OHOBMEHOI iHpopmaLii 3 6esneku
3aCcTOCyBaHHS [it040i pe4oBMHM fikapcbKoro 3acoby.
27. | BEPOLWMIPO | Tabnetku no 25 wmr, BAT YropwuHa BAT "lepeoH PixTep”, YropwwmHa/ BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/2775/02/01
H no 20 TabneTtok y "l'epeoH YropwwHa; TOB "T'eneoH Monbwa 3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y napameTpax peuenmom
6nictepi; no 1 PixTep" Pixtep MNonbwa", MonbLa crneungikaui Ta/abo 4ONYCTUMUX MEX, BU3HAYEHMX Y

6nictepy B
KapTOHHIN ynakoBLi

cneumdikauisx Ha AdPI, abo BUXiAHUIN/MPOMIXKHWI
npoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpobHMuTBa ADI (iHLWi 3MiHWM)

— 3MiHa YyacToTn BUNPOOyBaHHA 3a MOKA3HNKOM
«MikpobionoriyHa ynctoTa» y cneumdikauii Ha APl Big
BupoGHuka M3 BAT "lepeoH Pixtep", YropwuHa
(3aTBEpOKEHO: 0OAHa cepis Ha KOXHY BUPOBHWYY KamnaHito,
ane NpUHanMHi ogHa cepis Ha pik, NpoTecToBaHa Ha MOMEHT
BUMYCKY; 3anponoHOBaHO: TECTYETLCA NPUHANMHI ogHa cepis
Ha pik). A Takox Bigbynacb 3miHa Homepy cneumdikaii Ha
A®I Big BupobHuka BAT "'egeoH Pixtep", YropwuHa
(3aTBepokeHo: No. 1-00273-Q6-01-04; 3anponoHoBaHo: No.
1-00273-Q1-06-01) Ta 3miHEHO HOMep meToay And
ineHTUdikauii A®I (3atsepaxeHo: C5-00-02;
3anponoHoBaHo: C5-00-01), kpuTepii NPUAHATHOCTI He
3MiHnnmca. 3minu | Tuny - 3miHn 3 sakocti. A®I. KoHTpornb
A®I. 3miHa y napameTpax cneuudikaui Ta/abo gonycTumumx
MeX, BU3Ha4eHux y crneumdikaisx Ha A®l, abo
BUXIOHWI/MPOMDKHWUIA NPOJYKT/peareHT, LWo
BMKOPUCTOBYOTLCS Y npoLeci BupobHuutea AdI
(BonoBHeHHs creumdikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BigMNOBIOHMM METOAOM BUNPOOYBaHHS) — LLOMOBHEHHS
cneuudikauii Ha A®I Big BupobHuka Zhejiang Shenzhou
Pharmaceutical Co. Ltd, Kutain, nokasHukom
«MikpobionoriyHa uncTotay 3 BiANOBIAHMM METOAOM
BUNpobyBaHHs. 3MiHu | TUny - 3miHK 3 sikocTi. ADI.
KoHTponb A®I. 3MiHa y meToaax BunpobysaHHst ADI abo
BWXiAHOro MaTtepiany/MpoMiXXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbCS Y NpoLeci BUpobHuuTBa ADI (He3HauHi
3MiHW Y 3aTBEPKEHNX MeToAax BUMPODBYBaHHS) — 3MiHK
MeTOoAMKM 3a nokasHukoM «Related substances» (meton
HPLC) B MeTofax koHTponto BupobHuka BAT "legeoH
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
PixTep", YropwuHa (qogaHo: ctaHgapTHI 3pasky 4OMILLOK
[Onsi BU3HAYEHHS NPMAATHOCTi CUCTEMMU; OMNUC NPUrOTYBaHHS

PO34nHY A4NA NepeBipKkM NpuaaTHOCTI XxpomaTtorpadivyHol
cUcTeMU Ta KpUTepii NPUAHATHOCTI NPUAATHOCTI
XpomaTtorpadiyHoi cMcTemMu; anbTepHATUBHY KOMOHKY;
PO34YMH AN BU3HAYEHHS YYTNUBOCTI XpomaTorpadivHol
CUCTEMW 3 KPUTEPIEM NPUAHATHOCTI Ta TEPMIHOM
npuaaTHOCTI; NOPAAOK XpomaTtorpadyBaHHs), a TAKOX
3MiHEHO HoMmep MeToay (3aTBepmxeHo: 1-00273-E3-06-01;
3anpornoHoBaHo: 1-00273-E3-06-02). 3miHu | Tuny - 3miHn 3
akocTi. CepTudpikat BignosigHocTi/l E-cepTudikat
BignoBigHoCTI €Bponeiickkin hapmakonei/MoHorpadii.
MopaHHsa HoBOro abo oHoBreHoro cepTudikara
BigNOBIQHOCTI abo BUNyYeHHs cepTudikaTa BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMiXHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOBHUUTBI API; Ans 4ONOMIKHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponeiichbKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHUKA — MOAAHO OHOBIEHUN
cepTtudikat signosigHocTi €P No. R1-CEP 2000-005-Rev
05 ons fito4oi pevoBMHU CNiPOHONAKTOHY Big,
3aTBepakeHoro BupobHuka Gedeon Richter Plc., YropimHa
Ha 3aMmiHy cepTudikaTy BignosigHocTti E® No. R1-CEP 2000-
005-Rev 04.
3miHu | Trny - 3minm 3 AkocTi. CepTudikat BignosigHocTi/lTE-
cepTudikaT BignoBiaHOCTI EBpoNeEnChbKil
dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudpikaTa BignosigHOCTi abo BUNyYeHHs cepTudikaTta
BignosigHocTi €Bponeinchki papmakonei: ans AdDI; ana
BUXiQHOro MaTtepiany/peareHTy/NPOMIXKHOTO NPOAYKTY, L0
BMKOPWCTOBYIOTBCS Y BUPpObHUUTBI API; ons 4ONOMiKHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBNeHW cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOBHMKa
— noAaHo OHOBreHU cepTudikat BignosigHocTi €O No. R1-
CEP 2003-175-Rev 05 ans gjto4oi pe4oBnHU
CMipOHOMAaKTOHy Bif, 3aTBepAXeHoro BupobHuka Zhejiang
Shenzhou Pharmaceutical Co. Ltd, Kutain Ha 3amiHy
cepTtudikaTty BignosigHocTi € No. R1-CEP 2003-175-Rev
04. 3minn | Tvny - 3MiHm 3 gkocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI €Bponenchkin
apmakonei/MoHorpadii. 3miHW, NoB'sA3aHi 3 HeobxiaHICTIO
NpVBEAEHHS Y BIANOBIAHICTL A0 MOHorpadii AdY abo
€Bponencbkoi hapmakonei, abo iHWOoi HauioHanbHoT
dapmakonei aepxasu €C (3miHa y cneuudikauisx,
noe'sidaHa 3i amiHamu B [1®Y, abo €Bponenchkin
dapmakonei, abo iHLWiN HauioHanbHin hapmakonei Aepxasu
€C) — meToauKy 3a nokasHukom «Loss on drying»

npvBeAEHO Y BignoBigHicTb Ao Bepcii 9.8 EP Ta 3aranbHui

Homep metogy C7-60-01 3amiHEHO Ha iHAMBIQYaNbHUA HOMEpP
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

meToay 1-00273-E3-09-01 y cneundikauii Ha AdI Big
BmpobHuka 13 BAT "l'egeoH Pixtep", YropwwmHa. Kpim Toro
3 cneumdikauii BuganeHo npuMiTKy LOAO BUKOPUCTaHHS
TecTy Loss on drying 4ns nepesipkv BMICTy eTunaueTaTy B
CnipoHOMakToHiI BiA BUpobHuka Zhejiang Shenzhou
Pharmaceutical Co. Ltd, Kutan.
3minn | TMny - 3miHn 3 skocTi. CepTudikaT BignosiaHocTI/lE-
cepTudpikaT BiANOBIAHOCTI EBpPONENCHKIN
capmakonei/moHorpadii. MNogaHHA HOBOro abo OHOBNEHOTO
cepTudikaTta BignoBigHOCTIi abo BUNy4YeHHs cepTudikara
BignoBigHOCTI €Bponencoki papmakonei: ans AdPI; ans
BUXigHOro MaTtepiany/peareHTy/NPOMIXXHOTO NPOAYKTY, L0
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; Ans 4ONOMiKHOT
peyoBuHM (cepTudikat BigNoBIAHOCTI €BpONENCHKin
capmakonei) - HoBuii cepTudikaT Big HOBOro BUpoBHUKa
(3amiHa abo JONOBHEHHS) — NoA4aHO HOBUI cepTudikat
BignosigHocTi €®, No. R1-CEP 2004-203-Rev 01 ans
LitoY40T peyoBMHU CMiPOHONAKTOHY Bif HOBOrO BUPOBHMKA
Zhejiang Langhua Pharmaceutical Co., LTD, Kutan.

28.

BIAEH

Kancynm m'ski no
12,5 mkr (500 MO);
no 10 kancyn y
6nictepi; no 3 abo 6
GnicTtepiB y navui

AT
"KUIBCbK
nn
BITAMIHH
nn
3ABOL"

Ykpaina

AT "KATBCBKII
BITAMIHHWI 3ABOA"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3MiHu |l Tuny -
3MiHu Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy.
3MiHa y npaBoBOMYy cTaTycCi nikapcbkoro 3acoby (yci iHLwi

3MiHM NPaBoOBOro CTaTtycy). 3MiHM BHECEHO B iHCTPYKLtO Ans
MeAMYHOro 3acToCyBaHHS MNikapcbkoro 3acoby Ao po3ainy

«KaTeropist Bignycky» (3aTBEpIKEHO: «3a peLenToM;
3anpornoHoBaHo: «be3 peLenTar) BiANOBIAHO A0 MaTepianiB
peecTpaLifiHoro OCkE Ta BUCHOBKY KOHCYNbTaTUBHO-
ekcnepTHoI rpynu «EHgokpuHonoris Ta 06MiH pe4oBUH.
Jlikapcbki 3acobu». BBegeHHs 3MiH NpoTArom 6-Tu MicsLiB
nicns saTBepaAXXeHHs.

bes3
peuenma

UA/18050/01/01

29.

BIAETH

Kancynm m'ski no
100 mkr (4000 MO);
no 10 kancyn y
6nicTepi; no 3 abo 6
6nictepis y navui

AT
"KUIBCbK
nn
BITAMIHH
nm
3ABOLO"

Ykpaina

AT "KWIBCbKUN
BITAMIHHWW 3ABOL"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu |l Tuny -
3MiHu Woao 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy.
3miHa y npaBoOBOMY CTaTyCi Nnikapcbkoro 3acoby (yci iHLwi

3MiHM NpaBoBOro cTaTtycy). 3MiHY BHECEHO B iHCTPYKLitO Ans
ME[NYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3ainy

«KaTeropist Bignycky» (3aTBEpKEHO: «3a peLEenToOM;
3anponoHoBaHo: «6e3 peLenTay) BiANOBIAHO A0 MaTepianis
peECTpaLiiHOro 40ChE Ta BUCHOBKY KOHCYNbTaTUBHO-
ekcnepTHoi rpynu «EHOokpuHonorist Ta 06MiH pe4oBUH.
Jlikapcbki 3acobu». BeBeeHHs1 3MiH NpoTarom 6-Tu Micsiuis
nicns 3aTBEpAXKEHHS.

be3
peuenma

UA/18050/01/03

30.

BIOEIH

Kancynu m'ski no 25
mkr (1000 MO); no
10 kancyn y
6nicTepi; no 3 abo 6
onicTepiB y nayui

AT
"KUIBCBK
nn
BITAMIHH
nn
3ABOL"

YkpaiHa

AT "KUIBCbKUW
BITAMIHHWW 3ABOL"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3miHn Il Tuny -
3MiHM Woao 6e3nekn/edhekTBHOCTI Ta hapMakoHarnaay.
3miHa y npaBoOBOMY CTaTyCi NnikapCcbkoro 3acoby (yci iHLwi

3MiHM NpaBoBOro cTaTtycy). 3MiHU BHECEHO B iHCTPYKLiO Ans
MeOMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby oo po3giny

«KaTeropis BignycKky» (3aTBEpAKEHO: «3a peLenToM»;
3anponoHoBaHo: «6e3 peLenTay) BignoBiaHO A0 MaTepianis

peeCTpaLiiHOro 40Cbe Ta BUCHOBKY KOHCYNbTaTUBHO-

ekcnepTHoI rpynu «EHgokpuHonoris Ta 06MiH pe4oBUH.
Jlikapcbki 3acobu». BBeieHHs1 3MiH NpoTarom 6-Tu Micsuis

6e3
peuenma

UA/18050/01/02
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[IponoBkeHHs nogaTka 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nicns 3aTBepAXKEHHS.
31. | BINIATE 1000 MOPOLLIOK Ta Okracbap ABcTpis BnpobHuK, AscTpis/ BHECEHHS 3MiH A0 peecTpauiiHux maTepianis: 3miHu | Tuny - 3a UA/17518/01/02
MO PO3YMHHUK ANS ma BignoBiganbHUM 3a in bulk Himeyuunna/ 3MiHM Wwoao 6e3nekun/eddeKkTUBHOCTI Ta dhapmakoHarnagy peuenmom
po3unHy Ans iH'ekuin | Papmaues BMPOBOHMLTBO, NEPBUHHY LLsewis (iHLWi 3MiHW)
no 100 MO/mn; TUKa YNakoBKY, KOHTPOIb 3MiHM BHeCeHo 40 po3ginis "®apmakonorivHi BnacTmBocTi",
KapToHHa kopobka MpoaykTio SKOCTI, BKIOYaoumn "MokasaHHsA" (peaakuinHe yTouHeHHs ), "OcobnmeocTi
Ne1: no 1 dnakoHy 3 Hcrec. BidyanbHy iHCNeKuio 3acTocyBaHHA" (BHeCEHHs iHdbopMaLii Npo HeobxiaHiCTb
NOPOLUKOM AN M.6.X. NOPOLLKY ANA pO34YnHY ANns BiICTEXXEHHS MiKyBaHHS NauieHTiB, NPo HEOOXiAHICTb
NPUroTyBaHHS iH'eKuin, BidyanbHy BakujiHaUii nauieHTiB Big renatuty A i B, npo MoXxnuBicTb
PO34MHY Ans iH eKLin iHCMEKLjit0 PO3YMHHMKA Ta PO3BUTKY TPOMBOEMOBONIYHUX YCKNagHeHb Nig Yac
(1000 MO). BTOPUHHE MaKyBaHHS, NiKyBaHHS, NpO MOXIMBUIA PO3BUTOK iHriGITOPIB A0 Aitoyoi
KapToHHa kopobka MapKyBaHHs1, BUNYycK cepii PEYOBMHM NiKapCcbKoro 3acoby, MPO MOXMUBICTb PO3BUTKY
Ne2: no 1 conakoHy 3 OnNA KIHLEBOro NpoaykTy CcepueBO-CYAVHHMX YCKNaaHeHb Ta YCKNaaHeHb MOB'A3aHnX 3
PO34YMHHMKOM (BOAA (nopoLok Ans po3ynHy BVKOPVCTaHHAM KaTeTepy), "3actocyBaHHs y nepioa
ans i'ekuin 3 0,1 % OnNs i ekuin Ta BariTHOCTi abo rogyBaHHs rpyaa” (peaakuiiHe yTOMHEHHS),
nonicop6atom 80) PO34MHHKK): OkTadapma "Cnoci6 3acTtocyBaHHsi Ta 403U" (BHECEHi YTOYHEHHSsI Ta
no 10 mn pasom 3 dapmaueBTUKa pepakuinHi npasku), "Hitn" (BHECEHHS 4OAATKOBUX
KOMMNSEKTOM ANs MpopaykTioHcrec. M.6.X., 3acTtepexeHb), "lMNobiyHi peakuii”, "HecymicHicTb" BignosigHo
BHYTPILLHLOBEHHOIO ABCTpist; BUpoGHUK, [0 OHOBJEHOI iHdbopmaLlii 3 6e3nekn 3acTocyBaHHs
BBEAEHHS, 2 BiAnoBiganbHWi 3a nikapcbkoro 3acoby. TepmiH BBe4eHHS 3MiH — NPOTAroM 6
NPOCOYEHI CNMPTOM Bi3yarnbHy iHCMEKLito MicsuiB nicns saatBepakeHHs. 3MiHu | Tuny - 3MiHKM Wwoao
TaMMOHW. PO34YMHHUKA, BTOPUHHE Ge3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu)
KomnnexT ans naKkyBaHHS Ta MapKyBaHHSA 3MiHn BHeceHo Ao po3ainy "OcobnmsocTi 3acTocyBaHHS"
BHYTPILLIHLOBEHHOIO KiHLEBOro npoaykTy ( (BHECEHHS1 iHdbopMaLii CTOCOBHO BMICTY HaTpito) BignoBigHO
BBEOEHHS MOPOLLKY ANsi PO34MHY ANns [0 OHOBIEHOI iHpopMalii 3 6e3neku 3acTocyBaHHs
cknapaetbes 3: 1 iH €Ki Ta pO3YMHHIMKA): nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH — NPOTArom 6
wnpwuy Oktadapma [Jeccay MicauiB nicnsa 3aTBepaxeHHs. 3miHu | Tuny - 3miHn wopao
ogHopasoBui, 1 MM6X, HimeuuunHa; 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. 3miHa(m) y
KOMMNEKT Ans Brpo6HuK, KOPOTKili XapakTepucTuLj nikapcbkoro 3acoby, TekcTi
nepeHeceHHs, 1 BignoBiganbHuii 3a in bulk MapKyBaHHs1 abo iHCTpyKLUii 4N MEAUYHOrO 3aCTOCYBaHHS
KOMMMEKT Ans BUPOGHMLTBO, NEPBUHHY Ons nikapcbkoro 3acoby, niueHsosaHoro y €C 3a
iHdpy3in. YyNaKoBKy Ta KOHTPOIb npoLieaypoto B3aEMHOIO BU3HAHHS (Nikapcbkuii 3acid He
KapToHHa kopobka SIKOCTi PO3YMHHUKA: BXOAMTb A0 cdhepw Aii npouenypy B3aEMHOIO BU3HAHHS, ane
Ne1 Ta kapToHHa Oktadapma AB, Lseuis 3MiHa BHOCUTLCSA SIK pe3ynbTar npoueaypu i Bif BnacHuka
kopobka Ne2 TOProBoi NiLeHsii He BUMaraeTbCst HaAaHHS XOOHUX HOBUX
06’eQHYIOTbCS MK [o[aTkoBUX AaHnxX) 3MiHU BHECEHO A0 po3AiniB
co60oto NNacTUKOBO "OcobnuBocTi 3acTocyBaHHSA" (BHECEHHS BiJOMOCTEW NpoT
NNiBKOO. TUTP iHribiTopie/HenTpanidytounx aHTuTin), "Cnocio
3acTocyBaHHsi Ta Ao3n", "MobiyHi peakuii" BignosiaHo Ao
OHOBIEHOT iHopMaLii 3 6e3nekn 3acTocyBaHHs NikapCbKoro
3acoby. TepMiH BBEAEHHSI 3MiH - NPOTAroMm 6 MicsiLiB nicns
3aTBepAKeHHS. 3minu I Tuny - 3miHu wWoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. 3miHu y
KOPOTKii XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs Ta IHCTPYKLUii Ans MeAUYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBMMMW AaHUMMW 3 AKOCTi, AOKNIHIYHUMN,
KMiHIYHUMW JaHUMK Ta AaHnMK 3 dbapmakoHarnsaay 3miHu
BHECEHO [0 iHCTPYKUiT ANs MeQn4YHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao po3aginy "lMob6iyHi peakuii”. TepmiH
BBEJEHHS 3MiH — MPOTAroM 6 MicsiLiB nicns 3aTBEpAXKEHHS.
32. | BUIATE 500 NOPOLLOK Ta Oktadap ABcTpis Bupo6HuK, AscTpis/ BHECEHHS 3MiH 40 peecTpauinHmx matepianis: 3miHu | Tuny - 3a UA/17518/01/01




15 [IponoBkeHHs nogaTka 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MO PO3YMHHUK ANS ma BignoBiganbHUM 3a in bulk Himeyuunna/ 3MiHM Wwoao 6e3nekn/eddeKkTUBHOCTI Ta hapmakoHarnsagy peuenmom
po3unHy Ans iH'ekuin | Papmaues BMPOBOHMLTBO, NEPBUHHY LLsewis (iHLWi 3MiHN)
no 100 MO/mn; TVKa yMaKoBKY, KOHTPOSb 3MiHM BHeceHo o po3ginie "®apmakonorivyHi BnactmBocTi",
KapToHHa kopobka MpoaykTio SIKOCTI, BKIOYaoumn "MokasaHHsA" (peaakuinnHe yTouHeHHs ), "OcobnmeocTi
Ne1: no 1 dnakoHy 3 Hcrec. BidyanbHy iHCNeKuito 3acTocyBaHHA" (BHeCEeHHs iHdhopMaLii Npo HeobXiaHICTb
NOPOLLUKOM Ang M.6.X. NOPOLLKY ANA pO34nHYy Ang BiJCTEXXEHHS NiKyBaHHSA MauieHTiB, Npo HeobxiaHICTb
NPUroTyBaHHS iH'eKuUin, BidyanbHy BakLjiHaUii nauieHTiB Big renatuty A i B, npo MOXnuBicTb
PO34UHY ANS iH’eKin iHCMeKLito pO34YMHHUKA Ta pO3BUTKY TPOMBOEeMBONiYHNX yCKNagHeHb Mia Yac
(500 MO). BTOPUHHE MaKyBaHHS, NiKyBaHHS, NPO MOXITMBUIA PO3BUTOK iHTiGITOPIB 40O AitoYoi
KapToHHa kopobka MapKyBaHHs, BUNycK cepii peYOBMHM NiKapcbKoro 3acoby, MPO MOXNMBICTb PO3BUTKY
Ne2: no 1 dnakoHy 3 ANS KiHLEeBOro NpoayKTy CepLeBO-CYANHHMX YCKMaAHEHb Ta YCKNagHeHb NOB'A3aHuX 3
PO34MHHMKOM (BOAA (nopoLuok Ans po3ynHy BMKOPUCTaHHSIM KkaTeTepy), "3acTocyBaHHs y nepioa
ans i'ekuin 3 0,1 % OnNs i ekuin Ta BariTHOCTi abo rogyBaHHs rpyaa” (peaakuiiie yTOUHEHHS),
nonicop6atom 80) po34nHHKK): OkTadapma "Cnocib 3acTtocyBaHHsi Ta 403U" (BHECEHI YTOYHEHHS Ta
no 5 mn pasom 3 dapmaneBTuka peaakuinHi npaeku), "Oitn" (BHECEHHS [OAATKOBUX
KOMMSEKTOM NS MpopaykTioHcrec. M.6.X., 3acTtepexeHb), "lMNobiyHi peakuii”, "HecymicHicTb" BignosigHo
BHYTPILLHBOBEHHOIO ABcTpis; BUpobHuK, [0 OHOBIIEHOI iHbopMmalii 3 6e3nekn 3acTocyBaHHS
BBEOEHHS, 2 BigNOBiganbHUIM 3a nikapcbkoro 3acoby. TepmiH BBeAeHHS 3MiH — NpoTAroM 6
NPOCOYEHI CNMPTOM Bi3yarnbHy iHCMEeKLito MicsuiB nicns satBepakeHHs. 3MiHun | Tuny - 3MiHKM Wwoao
TaMrmnoHu. PO34YMHHMKA, BTOPUHHE 6esnekn/edekTMBHOCTI Ta bapmakoHarnagy (iHLWi 3MiHW)
Komnnekt ans nakyBaHHSA Ta MapKyBaHHS 3MiHM BHeceHo o po3giny "OcobnmBocTi 3acTocyBaHHS"
BHYTPILLUHLOBEHHOIO KiHLLeBOro NpoaykTy ( (BHECEHHS iHGhopMaLlii CTOCOBHO BMICTY HaTPIt0) BianoBigHO
BBEEHHS MOPOLLKY Ansi PO34MHYy Ans [0 OHOBIEHOI iHcbopMmalii 3 6e3nekn 3acTocyBaHHS
cknagaetbes 3: 1 iH €Ki Ta PO3YMHHIKKA): nikapcbkoro 3acoby. TepmiH BBeAEHHS 3MiH — NpPOTArom 6
wnpwuy Oktadapma Jeccay MicauiB nicnsa 3aTBepaxeHHs. 3miHu | Tuny - 3miHn wopao
ofHopasosun, 1 M6X, HimeuuunHa; 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy. 3miHa(m) y
KOMMNEKT Ans Bupo6HuK, KOPOTKili XapakTepucTuLj nikapcbkoro 3acoby, TeKCTi
nepeHeceHHs, 1 BignosiganeHui 3a in bulk MapKyBaHHs1 abo iHCTpyKLUii 4N MEAUYHOrO 3aCTOCYBaHHS
KOMMMEKT Ans BMPOGHMLTBO, NEPBUHHY Ans nikapcbkoro 3acoby, nileHsosaHoro y €C 3a
iHdy3in. yNakoBKy Ta KOHTPOIb npoLeaypoto B3aEMHOr0 BU3HaHHS (Nikapcbkuii 3acib He
KapToHHa kopobka SIKOCTi PO3YMHHUKA: BXOAMWTb A0 cdhepw Aii npouenypy B3aEMHOIO BU3HAHHS, ane
Ne1 ta kapToHHa Oktadapma AB, Lseuis 3MiHa BHOCUTBCH SK pe3ynbTaT npoueaypu i Big BnacHuka
kopobka Ne2 TOProBoi NiueHsii He BUMaraeTbCs HagaHHSA XOAHUX HOBMX
06’eQHYIOTbCS MK [o[aTKoBUX AaHnX) 3MiHM BHECEHO 40 PO3AiniB
Cco0O0I0 NNAaCcTUKOBOIO "OcobnuBocTi 3acTocyBaHHA" (BHECEHHS BiJOMOCTEW NpoT
NniBKOO TUTP iHribiTopiB/HenTpanidytounx aHTuTin), "Cnocid
3acTocyBaHHsi Ta go3n", "MobiuHi peakuii” BignoBigHoO Ao
OHOBIeHOT iHdopMmaLii 3 6e3nekn 3acTocyBaHHS NikapCbKOro
3acoby. TepMiH BBEAEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBepAKeHHs. 3minm I Tuny - 3miHu wWoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnagy. 3miHu y
KOPOTKii XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIii Ans MeAUYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBMMMW AaHUMMU 3 SIKOCTi, AOKMIHIYHUMN,
KMiHIYHUMW JaHUMK Ta AaHnMK 3 dhapmakoHarnsaay 3miHu
BHECEHO [0 iHCTPYKUii ANs MeQnYHOro 3acToCyBaHHS
nikapcbkoro 3acoby o po3aginy "Mobivni peakuii”. TepmiH
BBEJEHHS 3MiH — MPOTAroM 6 MicsiLiB nicns 3aTBEpAXKEHHS.
33. | FNIBEHKIAM | kpuctanivyHum TosapucT YkpaiHa Kapgina ®apmacbloTikana IHgis BHECEHHS1 3MiH 40 peecTpauinHux maTtepianis: 3miHu |l Tuny - - UA/13441/01/01
1a NMOPOLLIOK BO 3 Timiteq 3MmiHu 3 gkocTi. API. (iHwwi 3miHW) - MNogaHHs oHoBNEHOT
(cybeTaHuis) y obmexeHo Bepcii AM® ans MniGeHknamig BupobHuka Cadila




16 [TponoBkeHHs qogaTKa 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
noaBiNHNX 10 Pharmaceutical Limited, IndiaVer.14 june, 2019 Ta
nonieTunNeHoBmx Bignoeiga npvBeaeHHs cneuudikadii Ha gitovy pe4oBUHY 40 BUMOT
naketax ans TNbHICTIO MoHorpadii EP Ta matepianis JM®
thapmaueBTUYHOroO "dapmavne
3aCTOCYBaHHS BTUYHA
KOMnaHis
"3gopos's"
34. | TPUNNOCTA | cnpen Ha3anbHWR, CTAQA HimeuumnH CTAJA ApuHanmitTens HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu | Tuny - bes UA/3090/01/01
O0® PUHO po3uuH 0,1 %, no 10 | ApuHanimit a Al 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peuenma
0,1% My cpnakoHi 3 Tenb Al 3MiHa y KOpOTKil XapaKTepucTULi Nikapcbkoro 3acoby, TEKCTi
HA3AJNIbHUN | aBTOMaTU4HUM MapKyBaHHs1 Ta IHCTPYKLUii Ans MeAMYHOro 3aCTOCYBaHHSA Ha
CMNPEX nynbBepn3aTopom nigcTaei perynspHo OHOBIOBAHOIO 3BiTy 3 6e3neku
Ta HasanbHUM nikapcbkoro 3acoby, abo gocnigxeHb 3 6eaneku
HaKoHeYHuKoMm; no 1 3acToCcyBaHHS NikapCbKoro 3acoby B nicnsipeecTpaLinini
c¢nakoHy B nepion, abo sik pesynbTaT OUiHKM 3BiTY 3 4OCHIOXKEHD,
KapTOHHiI kopooLi npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHnx
pocnimkeHb (PIP) (3MiHy y3roaXeHo 3 KOMNETEHTHUM
YNOBHOBa)XEHMM OpraHom) - 3MiHN BHECeHO A0 IHCTpyKLii
ANA MeANYHOro 3acTOCYBaHHS NikapCbKoro 3acoby Ao
po3giny "MobivHi peakuii” woao 6e3nekn 3acTocyBaHHs
niroYoi pevoBmHM BignoBigHo Ao pekomeHaauin PRAC.
BBegeHHst 3MiH NpPOTArom 3-x MicauiB nicns 3aTBepaXKEHHS
35. | ABALE 200 TabneTku Wwunyui, no MpAT Ykpaina E-®apma TpeHnto C.n.A. ITanisa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny - bes UA/18138/01/01
200 mr no 20 "®papmaue 3MmiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3acié. KoHTponb peuenma
TabneTok y Ty6i; no BTUYHA AOMOMDKHMX pevoBUH. 3aMiHa mxepena ofepKaHHs
1 1y6i B nayui dipma AOMOMDKHOT pe4oBUHU abo peakTuBy, L0 CTaHOBUTb PU3UK
"OapHuus" nepepavi 36yaHukis 'E (MaTepiany, Lo CTaHOBUTb PU3UK
nepepavi 36yanukis 'E, Ha maTepian pocnuHHoro abo
CYHTETUYHOrO MOXOMXKEHHS) - [N 4ONOMiXKHUX pe4oBuH abo
peakTuBIB, SIKi He BUKOPUCTOBYIOTLCSA Y BUPOOHULITBI
aKTUBHOI pe4yoBUHM BionoriyHOro/iMyHoOMNoriYHoro
NOXOMKEHHS, abo nikapcbKkoro 3acoby
Gionori4Horo/iMyHOMNoriYHOro NoxoakeHHsl. BeeaeHHs
anbTepHaTuBHOro BupobHnka AMINO GmbH, Germany
AOMOMDKHOT PEYOBUHU NEVLMH POCITMHHOIO NMOXOMKEHHS (i3
Kykypyasu). 3atBepaxeHo: PharmaZell GmbH, Germany.
3anponoHoBaHo: PharmaZell GmbH, Germany; AMINO
GmbH, Germany.
36. | OEKCAMETA | po3uuH Ans iH'ekuii, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/7715/01/01
30HY 4 mr/mnno 1 mn B "®apmak” 3MiHu Wwopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy. | peyenmom
DOCDAT amnyni; no 5 abo no 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro 3acoby, TeKCTi
10 amnyn y nauuj; MapKyBaHHs Ta IHCTPYKLUii Ans MeAMYHOro 3aCTOCYBaHHSA Ha
no 1 mn B amnyni; nigcTasi perynspHoO OHOBMIOBAHOTO 3BiTy 3 6e3nekn
no 5 amnyny nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
6nicTepi; no 1 abo 3acTocyBaHHS nikapcbkoro 3acoby B nicnsipeecTpauinHuii
no 2 6nictepu B nepion, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCHIOXKEHD,
nayui NPOBEAEHNX BiAMNOBIAHO A0 NNaHy negiaTpuyHux
pocnimxeHs (PIP) (3MiHy y3roaeHo 3 KOMNETEHTHUM
YMOBHOBaXEHNM OpraHoM) - 3MiHW BHECEHI [0 iHCTPYKLi
ONst MEAMYHOro 3aCTOCYBaHHS fikapcbkoro 3acoby y
po3ainu "OcobnmBocTi 3acTocyBaHHs", "3acTocyBaHHs y




17 [IponoBkeHHs nogaTka 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nepiog BariTHocTi abo rogyBaHHs rpyaaro”, "MobivHi peakuii”
BiAMNOBIAHO 4O OHOBIEHOI iHpopMalLlii 3 6e3neku aitoyoi
PEYOBUHMN.
BBegeHHs 3MiH NpoTsrom 6-Tm MicsLiB nicnsi 3aTBEPAKEHHS
37. | DEKCINAHT® | kancynu 3 Takepa CLWA BMPOOHMLTBO 3@ NMOBHUM Himeuunna/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/13660/01/01
mMoaundikoBaHUM dapmach LIMKITOM: Ipnangis/ 3MiHM 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. CTabinbHICTb. peuenmom
BMBINbHEHHAM toTikanc Takega Mm6X, micue ITanisa 3MmiHa y TepmiHax npuaaTHocTi abo ymoBax 36epiraHHs
TBepai no 30 mr; no CLUA, IHk. BMPOOHMLTBA roTOBOIO MiKapCbKoro 3acoby (36inbLUeHHs TepMiHy
14 kancyn y OpaHieHbypr, HimeuunHa; nNpWaaTHOCTI FOTOBOTO flikapcbkoro 3acoby) - [ns Toprosoi
6nictepi; no 1 abo BUPOBHMLUTBO yNakoBKW (NiaTBEPAXKYETLCS AaHNMM pearnbHOro Yacy) -
no 2 6nictepu B Hepo3dacoBaHoi 30inbLUEHHS TepMiHY MPUAATHOCTI TOTOBOrO MiKapCbKOro
KapTOHHiIN kopoOLi npoaykuii: 3acoby. 3aTBepmKeHo: 2 poku. 3anponoHoOBaHO: 3 POKU.
Takepa lpnangis Nta, 3MiHV BHECEHO B iHCTPYKLilO ANs MEAWYHOrO 3aCTOCYBaHHS
IpnaHais; nikapcbKoro 3acoby y po3ain « TepMiH NpuaaTHOCTI».
nepBuHHE Ta BTOPUHHE BBegeHHst 3MiH NPOTArom 6-Tu MicAUIB MiCNA 3aTBEPAXKEHHS;
nakyBaHHs, 03BN Ha 3MiHu | TRy - 3MiHK 3 sikocTi. FoToBMIA Nikapcbkumin 3acib.
BUMNYCK Cepil: 3MiHM y BUPOBOHMUTBI (iHLUI 3MiHW) - NpUBEAEHHSA
Nendapm Hoeapa C.p.n., aHrNOMOBHOI Ha3BM BMPOOHMKA BiANOBiAANbHOMO 3a NOBHUIA
ITania umkn BupobHuuTBa Takega M'M6X, micue BupobHUUTBA
OpaHieHbypr, HimeyunHa y BianoBigHICTb 4O BUCHOBKY LLIOAO
nigTBEPOKEHHS BiANOBIAHOCTI yMOB BUPOOHMUTBA
nikapcbkux 3acobiB BUMOram HanexHoi BUpoGHNYOi
npaktvku ((GMP) (BngaHoro Jepxnikcnyx60t0)). 3mMiHn
BHECEHO B iHCTPYKLiO AN MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain «BupobHuMk» Loao KOPEKTHOro
HanncaHHsA aHrMoOMOBHOI Ha3BW OAHOIO 3 BUPOBHUKIB.
BignoBiaHi 3MiHM BHECEeHi B TEKCT MapKyBaHHS yNakoBKU
nikapcbkoro 3acoby. BBegeHHs1 3MiH NpOTAroM 6-Tu micsLiB
nicns 3aTBepAXKEeHHs
38. | OEKCINAHT® | kancynu 3 Takena CLA BMPOGHMLTBO 32 NOBHUM HimeuunHa/ | BHeCeHHs1 3MiH JO peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 3a UA/13660/01/02
mMoamndikoBaHNM dapmacb LIMKITOM: Ipnangis/ 3MmiHu 3 AkocTi. MoToBuUIA nikapcbkuii 3acib. CTabinbHICTb. peuenmom
BMBINIbHEHHAM toTikanc Takepa M'M6X, micue ITanisa 3MiHa y TepmiHax npuaaTHOCTI abo ymoBax 36epiraHHs
TBepai no 60 mr; no CLUA, IHk. BMPOGHMUTBA rOTOBOrO MikapCbKoro 3acoby (36inbLUeHHs TEpMiHY
14 kancyny OpaHieHbypr, HimeuunHa; npuaaTHOCTI rOTOBOrO Mikapcbkoro 3acoby) - [ns Toprosoi
6nictepi; mo 1 abo BMPOGHMLTBO yMakoBKu (MiATBEPMAKYETLCA AAHUMMN pearnbHoro Yacy) -
no 2 6nictepu B Hepo3adacoBaHoi 36inbLUeHHs TepMiHY NpUAATHOCTI FOTOBOrO NiKapCbKoro
KapTOHHiI kopobui npoayKui: 3acoby. 3aTBepmxeHo: 2 poku. 3anpornoHoOBaHO: 3 POKM.
Takepa lpnangis Jlta, 3MiHV BHECEHO B iHCTPYKLitO ANs MEAWYHOTO 3aCTOCYBaHHSA
IpnaHais; nikapcbkoro 3acoby y po3ain « TepmiH NpuaaTHOCTI».
nepBvHHE Ta BTOPUHHE BBefeHHs 3MiH NpOTArom 6-Tv MicsLiB Nicnst 3aTBEPOXKEHHS;
nakyBaHHs, 03BiN Ha 3MiHM | Tuny - 3MiHK 3 sKkocTi. [oToBMI Nikapcbkuin 3acib.
BUNYCK cepii: 3MiHM y BUPOBHWLTBI (iHLUI 3MiHW) - NpUBEAEHHS
Oendapm Hoeapa C.p.n., aHrMoMOBHOI Ha3BW BUPOOHYMKa BiANOBiAanbHOro 3a NOBHUM
ITania umkn BMpobHuuTBa Takeaa MM6X, micue BupobHMLTBa
OpaHieHbypr, Hime4unHa y BignoBiaHiCTb 4O BUCHOBKY LLOAO
nigTBepoKEeHHS BiANOBIAHOCTi yMOB BUPOGHMLTBA
nikapcbKunx 3acobiB BUMOram HarmnexHoi BUpobHuYoi
npakTtukm ((GMP) (BugaHoro Aepxnikcnyx60ot0)). 3MiHn
BHECEHO B iHCTPYKLi0 ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain «BupobHMk» LWoao KOPEKTHOro
HanmcaHHs1 aHrMOMOBHOI Ha3BW OOHOIO 3 BUPOGHUKIB.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BianosiagHi 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakOBKU
nikapcbkoro 3acoby. BeBegeHHs1 3MiH npoTsrom 6-Tu micsuis
nicnsi 3aTBepAXKEHHS
39. | MKAUB® PO34UH ANS iH'eKUin, TOB HB® Ykpaina TOB HB® "MIKPOXIM" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu | Tuny - 3a UA/19248/01/01
200 mr/mn, no 2 mn "MIKPOXI 3MiHu Wwopo 6e3nekn/edPekTMBHOCTI Ta bapMakoHarnsgy. | peyenmom
B amnynax, no 5 M" BBeneHHs abo 3MiHM 00 y3aranbHeHUX 4aHWX Npo cUcTemy
amnyn (amnyna A) y apmakoHarnsgy (BBEAEHHS y3aranbHEeHUX AaHuX npo
6nictepi B KOMNNeKTi cuctemMy cdhapmakoHarnsgy, 3aMmiHa ynoBHoBaxeHoi ocobum,
3 PO34YMHHMKOM Mo 1 BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
Mf B amnyrnax, no 5 ocobu 3 chapmakoHarnsay 3asiBHUKA 4N 34iINCHEHHS
amnyn (amnyna B) y bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
GnicTepi y nayui 3 yNoBHOBa)eHOi 0cobu, BignosiganbHoI 3a 34iNCHEHHS
KapToHY capmakoHarnsgy (BKMo4ar4ym KOHTaKTHI gaHi) Ta/abo 3amiHu
y PO3MilLieHHI macTep-danna cuctemu papmakoHarnsgy).
3MiHa ynoBHOBaeHoi ocobu 3asiBHUKa, BiaNoBiganbHOI 3a
tbapmakoHarnag,.
[Hitoya pepakuis: XKyp6a Jlinia BonogumupisHa.
[MponoHoBaHa pegakuis: €cTpaTtoBa IpuHa IropiBHa. 3miHa
KOHTaKTHUX JaHMX YNMOBHOBAaXXEHOI 0COOU 3asiBHYMKA,
BiAMOBiAanbHOI 3a dapmakoHarnag. 3MiHa
MicLie3HaxXo4XKeHHA MacTep-ganna cuctemm
capmakoHarnsgy. 3MiHa micus 34iNCHEHHSI OCHOBHOI
AisnbHOCTi 3 dpapmakoHarnsay.
40. | OIHAP PO34MH ANS iH eKuin TOB HB® YkpaiHa AT "OAPMAK", YkpaiHa YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/15275/01/01
50 mr/mn; no 2 mn "MIKPOXI (BignoBiganbHui 3a 3MmiHM Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy. | peuernmom
abono 5 mnB M" BMPOBHMLTBO Ta BeeneHHs abo 3miHn A0 y3aranbHeHVX AaHnX npo cuctemy
amnyni; no 10 amnyn KOHTPOrb/BUNPoOYyBaHHS hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
y nayli 3 KapTOHY; cepii, He BKITHOYa4n cuctemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobu,
no 2 mn abo no 5 mn Bunyck cepii); TOB HB® BiANOBIAANbLHOI 3a 3AIVCHEHHS dhapMaKkoHarnsay; KOHTakTHOI
B amnyni; no 5 "MIKPOXIM", Ykpaina ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 34iCHEHHS
amnyn y 6nicrepi; no (BignoBiganbHWn 3a dapmakoHarnagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
2 6nictepu y nayui 3 BUMYCK Cepii, He YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
KapTOoHY BKIO4AO4N dapmakoHarnsay (BKMoYarym KOHTaKTHI AaHi) Ta/abo 3miHu
KOHTpPOrb/BUNPobyBaHHs y po3MmilLieHHi macTep-daina cuctemy papmakoHarnsay).
cepii) 3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKA, BiANOBIAANbLHOI 3a
hapmakoHarnsg.
[Hitoua pepakuisi: )Kyp6a Jlinis BonogumupisHa.
MponoHoBaHa pepakuia: €sctpaTtoBa IpmHa IropiBHa. 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BignosiganbHoi 3a hapMakoHarnsag. 3miHa
MiCcLie3Hax0MKEHHS MacTep-ghanna cuctemm
dapmakoHarnsgy. 3miHa micusi 3AiNCHEHHS1 OCHOBHOI
isnbHOCTI 3 dhapmakoHarmsay.
41. | AIYTOP® PO34UH ANS iH'eKuin, TOB HB® YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/17871/01/01
5 mr/mn, no 4 mn B "MIKPOXI TOBapucTBO “Jlekxim — 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dpapMakoHarnsgy. | peyenmom
amnynax, no 5 M" XapkiB”, YkpaiHa BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHUX NPO CUCTEMY

amnyrn y kaceTi B
nadui 3 KapToHy

(BignoBiganbHuUi 3a
BUPOGHMLUTBO Ta
KOHTPOrb/BUNPOOYBaHHS
cepii, He BKIHOYaun
Bunyck cepii); TOB HB®

hapmakoHarnagy (BBeOeHHS y3aranbHEeHUX aHuX Npo
cucTtemy cdhapmakoHarnsily, 3MiHa ynoBHoBaXeHoi ocobu,
BignoBiganbHoI 3a 30iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSI
hapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bia
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Ne
n/

Hasea
JliKapCcbKO20
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®Popma sunycky
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PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

"MIKPOXIM", YkpaiHa
(ropnanyHa apgpeca Ta
BigNOBiganbHUM 3a
KOHTpOrnb/BUNPOOYBaHHSA
cepii, BKIOYa4m BUMYCK
cepii; BignosiganbHWi 3a
BMPOGHMLITBO)

yNOBHOBa)eHOi 0cobu, BignosiganbHoI 3a 30iNCHEHHS
hapmakoHarnagy (BKMoYaryy KOHTaKTHI AaHi) Ta/abo 3amiHn
Y PO3MiLLieHHi MacTep-anna cuctemmn dapmakoHarnsgy) -
3MiHa ynoBHOBaXeHoi 0cobu 3asiBHUKA, BiANOBiAanbLHOI 3a
hapmakoHarnsag. itova pegakuis: Kypba Jinis
BonogumupisHa.

[MponoHoBaHa pefakuis: €cTpaTtoBa IpuHa IropiBHa. 3miHa
KOHTaKTHUX JaHMX YNOBHOBAaXEHOI 0COOU 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
MicLe3HaxXo4KeHHA MacTep-anna cuctemu
bapmakoHarnsgy. 3MiHa micusa 34iINCHEHHS OCHOBHOI
[isnbHOCTI 3 hapmakoHarnagy

42.

AOOMNEPMOO
H-CTOMA

Tabnetku no 10 mr;
no 10 Tabnetok y
6nictepi; no 3
Gnictepn y nayui 3
KapTOHY

AT
"Ctoma"

YkpaiHa

AT "Ctoma"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3miHu | Tuny -
3MiHu 3 AkocTi. [oToBuUI Nnikapcbkuii 3acid. KoHTpornb
roTOBOroO Jlikapcbkoro 3acoby (iHwi 3MiHn) HagaHHs
KOPEKTHMX NocunaHb Ha ditody pegakuito Y 3a
HaCTyMHUMK nokasHukamu: "Onuc”, "lgeHTudikauia",
"CepegHs maca", "CtupaHictb", "Po3snagaHHs", "CynpoBigHi
nomiwwkn", "Po34nHeHHs", "OgHopigHicTb BMICTY",
"MikpobionoriyHa unctota”, "KinbkicHe BusHayeHHs" B MKA
J13, a Takox Bigbynucs HeaHayHi 3MiHM B MeTo4ax KOHTPOIo
3a nokasHukamu: «CepeaHs macay» (po3nncaHo METOAMKY),
KpUTEpIVi NPUAHATHOCTI He 3MiHMBCS; « CynpoBiaHi AOMILLIKM»
(AnNsa po3ynHy Ans nepesipky NpMAaTHOCTI
XpomaTtorpadiyHoi cuctemu 3asHaveHo gponepugony (EP*,
monography «Droperidol») 6yno: gponepugony
(EBponeiicbka hapmakones 01/2005:1010); «OgHopigHicTb
BMICTYy» (B CKOPOYEHIili po3paxyHKOBI hopmMyrni BMICTY
AOMNepuaoHy B oAHIM TabneTui 6yna BHeceHa pepakuiiHa
npaeka).

6e3
peuenma

UA/1990/01/01

43.

EBPAHTUN

PO34MH ANt iH eKLN,
5 mr/mn, no 5 mn (25
mr) a6o no 10 mn
(50 mr) B amnyni; no
5, abo no 10, abo no
50 amnyn y
KapTOHHiI kopobui

AciHo
Papma Al

LLiseviuapi
a

BMPOGHMLITBO 3@ MOBHUM
uukriom: Takena ABCTpist

"M6X, ABCTpisi; KOHTpPOIb
sKoCTi « CTEpPUNBHICTDL):
Takena ABcTtpist TM6X,

ABCTpISl; KOHTPOIb AKOCTI

(«CTepunbHICTbY):
EVMMIKEC M'weX IMEL,
ABcTpis

ABcTpis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny -
3MiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3acid. 3miHn y
BMPOGHMUTBI. 3MiHM y NpoLieci BUpOBHMLTBa rOTOBOrO
nikapcbkoro 3acoby, BKM0Yao4n NPOMiIXKHUA NPOAYKT, LLO
3aCTOCOBYETLCS MPU BUPOOHULTBI FOTOBOIO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUpobHUUTBA) -
OHOBRNeHHS iHpopmalii B n.3.2.P.3.3. «Onuc BupobHMYoro
npoLiecy Ta NOro KOHTPOI», BHACMiAOK 3MiHU npoLiecy
cTepwunisauii Big TepMmivHOI cTepunisauii 4o acenTU4Hoi
dinbTpadii; 3MiHu | Tuny - 3miHu 3 gkocTi. FoToBUN
nikapcbkuii 3aci6. KoHTponb rotToBoro nikapcbkoro 3acooy.
3MiHa napameTpiB cneuudikauin Ta/abo gonycTUMNX Mex
roTOBOrO fiKapCbKOro 3acoby (3BY)XEHHSI AOMYCTUMMUX MEX) -
3BY)XEHHA Mex cneuudikadii 13 npu Bunycky 3a
NoKa3HUKOM «laeHTudikaLia Ta BUSHAYEHHS YUCTOTUY, a
came BMICTy npoaykTy rigponiay B7205-020; amiHu | Tuny -
3MmiHu 3 gkocTi. MoToBuUIA Nnikapcbkuii 3acio. CtabinbHICTb.
3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO fikapCcbKkoro 3acoby (3miHa B ymoBax 36epiraHHs
roTOBOrO flikapcbKkoro 3acoby abo nicns
PO3YMHEHHSI/BIAHOBNEHHS) - 3MiHA B yMOBax 36epiraHHsi

3a
peuenmom

UA/9943/02/01
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113, Ha ocHOBI AaHWx Npo cTabinbHiCTb. 3aTBEPAKEHO:
36epirat npu TemnepaTypi He Bue 25°C; 3anponoHOBaHO:
36epirati npu Temnepatypi He BuLe 30°C.
3MiHV BHECeHiI B iHCTPYKLi0 AN MeANYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ain "YmoBu 36epiraHHsa" 3
BiANOBIOHNMW 3MiHAMWN B TEKCTi MapKyBaHHSA YNakoBOK.
BBegeHHs 3MiH NpoTsrom 6-Tv MicsUiB Micnsi 3aTBEPAKEHHS

44,

EOEM®

cupon, 0,5 mr/mn no
60 mn abo no 100
My donakoHi; no 1
hnakoHy pasom 3
TIOXKKOHO
[03yBasbHO Ta
[03Y04MM CTakaHOM
y nauyui 3 kKapToHy

AT
"dapmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpauiinHux maTepianis: 3miHu Il Tuny
- 3MiHun 3 sikocTi. ADL. KoHTponb A®I. 3miHa y napameTpax
crneungikaii Ta/abo 4ONyCTUMUX MEX, BU3HAYEHWX Y
cneuudikauisx Ha A®Pl, abo BUXiAHNIN/MPOMIXKHWI
npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIEC
BUpoGHMLTBa ADI (iHWi 3MiHK) -1 y 3B’A3KY i3 OTPUMAHHAM
oHoBneHoi Bepcii IM® Ha cybeTaHuiio aesnopartaavH
BupobHuuTBa Cadila Healthcare Limited, IHgis
(3aTBepakeHo: AP-DLK9-C-Ver-000, 3anponoHoBaHo: AP-
DLK9-C-Ver-004), sik Hacnigok, OHOBNIOETLCA cneumdikauis
3a nokasHukom «Onucy. [JaHok 3MiHOK MPOMOHYETLCS
BHECTW BigNoBIigHi 3MiHW y cneuundikauito Ha cyGcTaHLito
gesnoparaguH BupobHuka M3.

be3
peuenma

UA/7746/01/01

45,

EK3UCTA

Kancynu TeBepai, no
75 mr; no 14 kancyn
y 6nicTepi, no 2 abo
4 6nictepu B
KapTOHHIN kopobui

AT

"Apaven
Papma"”

MNonblia

AT "Apameg ®apma”,
Monbwa (BMpobHuUTBO "in
bulk", nepeuHHe Ta
BTOPWHHE NaKyBaHHS;
BMPOBHWK NepBMHHOTrO Ta
BTOPWMHHOIO NakyBaHHS,
BUWMNYCK cepii)

MNonbLa

BHECEHHS 3MiH 4O peecTpauiHux maTepianis: 3miHu | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiANoOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
BigNoBIgHOCTI abo BUNy4YeHHs cepTudikaTa BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoOro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTBCS Y BUPpObHUUTBI API; Ans JonoMiKHOT
peyoBuHM (cepTudikat BigNoBIiAHOCTI €BpPONENChKil
dapmakonei) - OHoBNeHW cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOBHUKA -
noAaHHsi OHOBNEHOro cepTudikaTa BiANOBIAHOCTI
€ponelicbkint papmakonei Ne RO-CEP 2016-189 - Rev 03
(3aTBepmkeHo: RO-CEP 2016-189 - Rev 01) ans AdI
nperabaniny Bif BXe 3aTBepaxeHoro BupobHunka ZHEJIANG
HUAHAI PHARMACEUTICAL CO., LTD.

3a
peuenmom

UA/17002/01/01

46.

EK3UCTA

Karcynv TBepai, no
150 mr; no 14
kancyn y 6nictepi,
no 2 abo 4 6nictepu
B KapTOHHI kopobui

AT

"Apaven
dapma”

Monbwa

AT "Apamep ®apma”,
MonbLwa (BMpobHuUTBO "in
bulk", nepsuHHe Ta
BTOPWHHE MNaKyBaHHS;
BMPOBHVK NEPBMHHOTIO Ta
BTOPWHHOIO NakyBaHHS,
BUMYCK Cepii)

MNonbwa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHum | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BignoBigHocCTi €Bponeinchkini hapmakonei/MoHorpadii.
MopaHHsa HoBOro abo OHOBMEHOro cepTudikata
BignoBigHOCTI abo BUNy4YeHHs cepTudikaTa BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BMKOPWCTOBYIOTbECS Y BUpOOHUUTBI APIl; Ans onoMikHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €EBponeichkii
dapmakonei) - OHoBNeHWI cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOBHUKA -

NnoJaHHs OHOBMEHOro cepTudikata BigNoOBIAHOCTI
€ponericbkint papmakonei Ne RO-CEP 2016-189 - Rev 03
(3aTBepakeHo: RO-CEP 2016-189 - Rev 01) gns AdI
nperabanidy Big BXxe 3aTBepxeHoro BupobHuka ZHEJIANG

3a
peuernmom

UA/17002/01/02
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HUAHAI PHARMACEUTICAL CO., LTD.
47. | ENEPT TabneTku, Wo Mikpo IHais Mikpo J1a6c Jlimiten IHAis BHECEHHS 3MiH 0 peecTpauinHMX MaTepianis: TeXHIYHa bes UA/18577/01/01
ONCnepryTbes B Jlabe nomunka (3rigHo Hakasdy MOS3 Big 23.07.2015 Ne 460) 3rigHo | peuenma
POTOBIN NOPOXHWHI Timiteq nn.4 n.2.4. posginy VI — noMunkx noB'A3aHi 3 nepeknagom
no 10 mr no 10 abo nepeHeceHHsIM iHdopMaLii, siki 6ynu gonyLeHi nig vac
TabneTtok y 6nicrepi; NpOBeAEeHHs NpoLeaypu peecTpaluii nikapcbkoro 3acoby
no 1, abo no 2, abo (Haka3 Ne399 Big 05.03.2021p.), y CneundikaLii meToais
no 3 bnictepu B KOHTpOMo sikocTi Byna gonyLueHa nomunka npy 3a3HayeHHi
KapTOHHiI kopooLi KPUTEpIiB NPUAHATHOCTI ANns piBHA S1 32 NOKa3HUKOM
«Po3unHeHHsi»: 3a3HadyeHe BUNpaBreHHs BignoBigae
po3giny 3.2.P.5.1 y matepianax peecTpauiiHOro Jocbe.
48. | EHBPEN® niocpinizat ans Mdpaiizep CLWA KOHTPOIb AKOCTI Ipnangis/ BHECEHHS 3MiH [0 peecTpauiHux maTtepianis: 3MiHu | Tuny - 3a UA/16787/01/01
nio po3uunHy ans iH'ekuin | Eny.Ci.Mi. nioginizaty: MNdansep Benbria/ AaMiHiCTpaTVBHI 3MiHW. BunyyeHHs BUpOBHMYOT AinbHULi peuenmom
no 25 mr 2 dnakoHu Kopnopen Ipneng ®apmaceyTtukanc, Himeuunna (Bkrtovatoum ainbHuui Ana A®l, npomixxHoro npoaykty abo
3 niocpinizatom, 2 LWH IpnaHngis; BUpoGHNLTBO roTOBOro NikapcbKoro 3acoby, AinbHUUI Ansi NpoBegeHHs
nonepeaHLo nioginiaaTy, KOHTPOMb nakyBaHHsi, BUpOOHWMKa, BiANOBIAANbHOIO 3a BUNYCK Cepin,
HamnoBHEHI LLNPULM 3 AKOCTI niodpinisaTy, Kpim MicLie NPOBEAEHHS KOHTPOMIO cepii) abo nocTtavanbHUKa
PO34YMHHMKOM (BOoAa Tecty "bioaHani3 BUXiOHOrO MaTepiany, peareHTy abo [ONOMiIXKHOI pe4oBUHM
ans iH’ekuin) no 1 anonTosy"; BUPOOHNULITBO (IKLLO 3a3HAYEHO Yy AOCbE) BUNYyYEHHS BUpObHMKa Betep
MI1, 2 OKpeMi ronku, PO34YMHHUKA Y Wnpuuax; dapma-dPepTturyHr Frm6X&Ko. KI, HimeuunHa, wo Bignosigae
2 apanTepwu oo Bi3yanbHWI KOHTPOSb 3a BUPOOHULTBO PO34MHHUKA
dnakoHa, 4 PO3YMHHMKA; KOHTPOIb
TaMrMOHM 3i CNMPTOM AKOCTi PO34YMHHUKA Npun
y NNacTUKOBOMY BUNYCKY Ta OOCHIMKEHHI
KOHTEHepi; 2 cTabinbHOCTI,
NnacTUKOBMX MapKyBaHHs1, BTOPUHHE
KOHTenHepu B nakyBaHHs1, BUNYCK cepil
KapTOHHiIN kopobui roTOBOro MiKapCbKoro
3acoby: MNdanszep
MeHtodekdypuHr Benbris
HB, Benbris; gocnigxeHHs
CTabinbHOCTI PO34YMHHUKA:
Betep ®apma-PepTuryHr
'vm6X & Ko. KT,
HimeuumnHa; gocnigxeHHs
CTabinbHOCTi pO34MHHUKA:
Betep ®apma-PepTuryHr
'm6X & Ko. KT,
HimeuunHa
49. | EHTEPOJAK TabneTku no 7,5 wr; AT YkpaiHa AT "CTtoma" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | Tuny - bes UA/2052/01/01
C no 10 TabneTok y "Ctoma" 3MmiHu 3 sikocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb peuenma
6nictepi; no 1 abo 3 rOTOBOrO fikapcbKoro 3acoby (iHwi 3miHM) HagaHHs
Onictepn y nayui 3 KOPEKTHMX NoCcuNaHb Ha Aitody pegakuito JdY 3a
KapTOHY HacCTyMHUMKM nokasHukamu: "Onuc", "lneHTudikauis”,
"CepegHsa maca", "Po3naganHs", "Ctupanicte", "CynpoBigHi
Oomilkn", "Po3unHeHHs", "OgHOpIgHICTb 4030BaHMX
oauHuub", "MikpobionoriyHa umcToTa", "KinbkicHe
BM3HA4YeHHS". A TakoX BHeCeHi npasku B Cneumdikauito M3
3a nokasHukom «CepefHsi Mmaca» (KOPEKTHO 3a3Ha4yeHo
OAVHWLI BUMIipIOBaHHSA BigMNOBIAHO A0 METO/IB KOHTPOMO
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[IponoBkeHHs nogaTka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

(3aTBepmkeHo: Big 0,1425 mr go 0,1575 mr, 3anponoHoOBaHo:
Big 0,1425 r go 0,1575 r); B MeTOo4ax KOHTPOIO 3a
nokasHukamu: «CepefHsi maca» (posnuMcaHo MeTOANKY);
«CynpoBigHi JOMILLKM» (Ans pO34MHY MOPIBHSAHHSA (a)
3aTBepAKeHo: HaTpito nikocynbdary (EP 01/2013:1031
Ta/abo CMN®d-DS/T-030), 3anponoHoBaHo: (EP*, monography
«Sodium picosulfate»); gna po3unHy Ans nepesipku
npuaaTHOCTI XxpomaTorpadiyHOi CUCTEMW 3aTBEPLKEHO:
HaTpito nikocynbdaty (EP 01/2013:1031 Ta/abo CMNd-DS/T-
030), 3anponoHoBaHo: HaTpito nikocynbdaTty (EP*,
monography «Sodium picosulfate»). 3miH woao
BCTaHOBIIEHUX AOMYCTUMUX HOPM, METOAY KOHTPOIo Ta
MEeTOAMKM BUNpoOyBaHHS He Bigdynocs; «KinbkicHe
BM3HaYEHHSA» (YTOYHEHO iHchopMaLiito B MiANyHKTI
«MpumiTkay).

50.

EHTEPOJIAK
Cc

TabneTku no 7,5 wr;
in bulk: no 10
TabneTtok y 6nicrepi;
no 1600 GnicTtepiB y
ALWKY

AT
"Ctoma"

YkpaiHa

AT "Ctoma"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3miHu | Tuny -
3MiHu 3 akocTi. FoToBuUI Nnikapcbkuii 3acid. KoHTponb
roTOBOroO Jlikapcbkoro 3acoby (iHwi 3miHn) HagaHHs
KOPEKTHMX NocunaHb Ha ditody pegakuito Y 3a
HaCTyMHUMK nokasHukamu: "Onuc”, "lgeHTudikauia"”,
"CepepnHs maca", "Po3nagaHHs", "CtupaHictb", "CynpoBigHi
nomiwwkn", "Po34nmHeHHs", "OgHopIgHICTb 4030BaHMX
oavHnub", "MikpobionoriyHa uncroTa”, "KinbkicHe
BM3HA4YeHHs". A TakoX BHeceHi npasku B Cneumdikauito M3
3a nokasHukoMm «CepefHsi Maca» (KOPEKTHO 3a3Ha4eHo
OAVHWL BUMIpIOBAHHSA BigMNOBIOHO 0O METOAIB KOHTPOO
(3aTBepmxeHo: Big 0,1425 mr go 0,1575 mr, 3anponoHoBaHo:
Big 0,1425 r oo 0,1575 r); B MeTogax KOHTpOnio 3a
nokasHukamu: «CepeaHsi maca» (po3nvMcaHo METOANKY);
«CynpoBigHi AOMILLKM» (ANs po34MHY NOPIBHSIHHS (a)
3aTBepOKeHo: HaTpito nikocynbdaty (EP 01/2013:1031
Ta/abo CMN®-DS/T-030), 3anponoHoBaHo: (EP*, monography
«Sodium picosulfate»); ana posunHy ons nepesipku
npuaaTHOCTI XpoMaTorpadiyHOi cucTeMu 3aTBEpPOKEHO:
HaTtpito nikocynbdaty (EP 01/2013:1031 Ta/abo ClMN®d-DS/T-
030), 3anponoHoBaHo: HaTpito nikocynbdaty (EP*,
monography «Sodium picosulfate»). 3miH Wwoao
BCTaHOBIIEHNX AOMYCTVMUX HOPM, METOAY KOHTPOIO Ta
MeToauKM BUNpobyBaHHS He Binbynocsi; «KinbkicHe
BU3HaAYEHHS» (YTOUHEHO iHcbopMaLito B MiaNyHKTI
«[pumitka).

UA/16471/01/01

51.

3AJIOKC

kancynu no 50 wmr;
no 10 kancyn y
6nictepi; no 3
Gnictepu y
KapTOHHiIl kopobuyj;
no 250 kancyn y
dnakoHax

dapmacan
HC IHK.

KaHaga

Bupo6HuLTBO
Hepo3dacoBaHOro

npoAayKTy, NEPBUHHE Ta

BTOPUHHE NaKyBaHHA,

KOHTPOJSIb SIKOCTi, BUMYCK
cepii: PapmacanHc IHk.,

KaHnaga; BTopuHHe

nakyBaHHA: JluToBCbkO-

HopBe3bke 3AT
Hopdpauem, Jlnutea

Kanapa/llut
Ba

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsigy.
3MiHa y KOpOTKil XapaKTepucTuULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs Ta IHCTPYKLUii Ans MeAMYHOro 3aCTOCYBaHHS Ha
niacTasi perynsipHoO OHOBIIOBAHOrO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHs Nikapcbkoro 3acoby B nicnsipeecTpauinHui
nepiofl, abo sik pe3ynbTaT OUiHKW 3BiTY 3 OCHIXEHD,
NPOBEAEHNX BiAMNOBIAHO A0 NNaHy negiaTpuyHux
gocnigpxkeHb (PIP) (3MiHy y3rofkeHO 3 KOMNETEHTHUM

3a
peuernmom

UA/8205/01/01
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[IponoBkeHHs nogaTka 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YMNOBHOBaXXEHUM OpraHoMm) - 3MiHN BHECEHO [0 iHCTPYKLT
AN MEAUYHOTO 3aCTOCYBaHHsI NikapCbkoro 3acoby Ao
po3ainy "Mob6iyHi peakuii" (BHeceHHs iHcbopmaLii Wwoao
MOXJIMBOCTi BUHMKHEHHSI MiKPOCKOMNIYHOrO KOiTy)
BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
3aCTOCyBaHHSA Aito40i pe4yoBMHM NikapCbkoro 3acoby; 3aMiHu |
TMny - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta
dapmakoHarnsagy. 3MiHa y KopoTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT ans
MeAMYHOro 3acTOCyBaHHS Ha NiACTaBi perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHS nikapcbkoro 3acoby B
nicnsipeecTpauiiHuin nepioa, abo sik pe3ynbTaT OUiHKN 3BiTY
3 gocnimKkeHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHmnx gocnigxeHs (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHWUM YNOBHOBaXXEHNM OpraHoMm) - 3MiHN BHECEHO
00 iHCTPYKUIii ANs MEAUYHOro 3aCTOCYBaHHS fikapCbKoro
3acoby Ao posainis "OcobnmBocTi 3acTocyBaHHSA" (BHECEHHSI
iHbopMaLii o0 MOXKIMBOCTI BUHUKHEHHSI CEKCYarnbHOT
ancdyHkuii) Ta "MobivHi peakuii” (BHeceHHs iHdopmaLii
LLIOA0 MOXKIMBOCTI BUHUKHEHHS! Makyrionarii) BianoBiaHo Ao
OHOBJEHOI iHhopMmalii 3 6e3nekun 3acTocyBaHHs Aito4oil
PEYOBUHM MiKapCbKOro 3acoby
52. | 3UBOKC TabneTkn, BKpUTI NeAN3EP CLWA Mdpaiizep HimeuunHa/ | BHeceHHsi 3MiH 40 peecTpauiiHnux maTtepianis: 3minu Il Tuny - 3a UA/1969/01/01
NniBkOBOIO IHK. MeHtodek4ypuHr CLLIA 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta bapMakoHarnsgy. | peyenmom
obornoHkoto, no 600 Honuneng MmoX, 3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
mr; no 10 TabneTok HimeuyumHa (nepBuHHe, MapKyBaHHS Ta IHCTPYKLUii ANS MeAUYHOro 3aCTOCYBaHHS Y
y bnicTtepi; no 1 BTOPUHHE MaKyBaHHS, 3B’A3KY i3 HOBMMMW AaHUMW 3 SKOCTi, AOKNIHIYHUMN,
6nictepy B KOHTPOb SIKOCTi, BUMYCK KMiHIYHUMW JaHUMK Ta AaHMK 3 dhapmakoHarnsagy. 3miHv
KapTOHHiIl kopobuyj; cepii); MNdpaiizep BHECEHO [0 iHCTPYKUiT AN MeQUYHOro 3acToCyBaHHS
no 10 TabneTok y dapmactoTikans 1J1C, nikapcbkoro 3acoby Ao posginis "OcobnueocTi
onictepi; no 1 CLA (BupobHMLTBO, 3acTtocyBaHHs" Ta "lMo6iyHi peakuii”. BBeaeHHs1 3miH
Gnictepy B nepBMHHE Ta BTOPUHHE NPOTArom 6-Tu MicAILiB NiCNsi 3aTBEPOXKEHHS.
KapTOHHiI kopobui nakyBaHHsi, KOHTPOIb
SIKOCTi, BUNYCK cepii)
53. | 3UBOKC po3uunH and iHdyain, | MOANSEP CLA ®peseHiyc Kabi Hopre AC Hopgeris BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MiHu |l Tuny - 3a UA/1969/02/01
2 mr/mn; no 300 mn IHK. 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta papMakoHarnsgy. | peyenmom
B CMCTeMi ans 3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
BHYTPILIHbOBEHHOIO MapKyBaHHs Ta IHCTPYKLUii ANS MeAUYHOro 3aCTOCYBaHHS Y
BBEeAEHHS; no 1 3B’A3KY i3 HOBMMMW AaHUMMW 3 SKOCTi, AOKNIHIYHUMN,
CMCTEMi B ynakoBLii 3 KMiHIYHUMW JaHUMK Ta AaHrMK 3 dhapmakoHarnsagy. 3miHu
namMiHoBaHoi BHECEHO [0 iHCTPYKUii ANs MeQn4YHOro 3acToCyBaHHS
donbru; no 100 mn nikapcbkoro 3acoby Ao posginis "OcobnueocTi
B CUCTeMi ans 3actocyBaHHs" Ta "MobiyHi peakuii”. BBegeHHs 3MiH
BHYTPILIHbOBEHHOIO NPOTHArom 6-Tv MicsILiB NicNsi 3aTBEPOXKEHHS.
BBEeAEHHS; no 1
CMCTEeMi B ynakoBLii 3
namiHoBaHoi
donbru
54. | 30NA®PEH TabneTkn, BKPUTI AT Monbwa BMPOGHMK "in bulk”, Monbwa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/2604/01/01
000MOHKOI0, Mo 5 Mr; "Anamen NnepBUHHOIO Ta 3MiHu Wwoao 6e3nekn/edPekTMBHOCTI Ta papMakoHarnsiay. peuenmom
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[IponoBkeHHs nogaTka 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 30 Tabnetok y dapma” BTOPUMHHOIO NMaKyBaHHSA: 3MiHa y KOpOTKil XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
6nictepi; no 1 AT "Apamven ®apma”, MapKyBaHHS Ta IHCTPYKUIi ANS MEANYHOrO 3aCTOCYBaHHS Ha
Gnictepy y Monbwa nigcTaBi perynsipHo OHOBIOBAHOIO 3BiTy 3 6e3neku
KapTOHHiI kopooLi KOHTPOSb SKOCTi, [O3BIN nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
Ha BUMNYCK cepil: 3aCTOCYBaHHS fikapcbKoro 3acoby B nicnsipeecTpauinHmni
AT "Apameg ®apma”, nepiog, abo sik pesynbTaT OUiHKM 3BiTY 3 4OCHIOXKEHD,
Monbwa npoBeAeHnX BigNOBIAHO A0 nnaHy negiaTpuyHux
pocnimkenb (PIP) (iHwi 3MiHK). 3MiHM BHeceHi Ao IHCTpyKuii
Ansi MEQUYHOTO 3acTOCYBaHHS fikapcbkoro 3acoby Ao
po3ainy "MobGiyHi peakuii" oo 6e3nekn 3acTocyBaHHsS
nikapcbKkoro 3acoby
BBegeHHs 3MiH NpOTArom 6-TW MicsLiB Nicns 3aTBEPOXKEHHS
55. | 30JIA®PEH TabneTkn, BKpUTI AT Monbwa BUPOBHMK "in bulk", Monbwa BHECEHHs1 3MiH 0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/2604/01/02
obornoHkoto, no 10 "Apnaven NepBUHHOTO Ta 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta papMakoHarnsagy. | peyenmom
mr; no 30 TabneTok dapma” BTOPUMHHOIO NaKyBaHHSA: 3MiHa y KOpOTKill XapaKTepuCcTULi Nikapcbkoro 3acoby, TEKCTi
y 6nicTepi; no 1 AT "Apameg ®apma”, MapKyBaHHSA Ta iHCTPYKLii AN MEAMYHOro 3acTOCyBaHHS Ha
6nictepy y MonbLa nigcTasi perynspHoO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
KapTOHHiI kopooLi KOHTPOSb SKOCTI, [03BiN nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
Ha BUMYCK cepii: 3acTocyBaHHSA Nikapcbkoro 3acoby B nicnsipeecTpauiiiuii
AT "Apameg ®apma”, nepion, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCMIAXEHb,
MonbLwa npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHnx
pocnimpkeHb (PIP) (iHwi 3MiHK). 3MiHK BHeceHi Ao IHCTpyKuii
0N MeQUYHOro 3acToCcyBaHHS NikapcbKoro 3acoby Ao
po3giny "MobivHi peakuii" wWono 6eanekn 3acTocyBaHHst
nikapcbkoro 3acoby
BBegeHHs 3MiH NpoTarom 6-Tu MicauiB nicns 3aTBepAXEeHHS
56. | 1I30-MIK® KOHLIeHTpaT Ans TOB HB® YkpaiHa AT "®apmak”, YkpaiHa; YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/3186/02/02
po34nHy Ans "MIKPOXI TOB HB® "MIKPOXIM", 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta bapMakoHarnagy. | peyenmom
iHdpy3in, 1 mr/mn, no M" YkpaiHa (BignosigansbHun BeeneHHs abo 3miHM J0 y3aranbHeHVX AaHnX Npo cuctemy
10 mn B amnyni; no 3a BUMycK cepii) hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX aHUX Npo
5 amnyn y 6nictepi; cuctemy cbapmakoHarnsgy, 3MiHa ynoBHoBaXeHoi ocobu,
no 2 6nictepuy BignoBiganbHoOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
nayyi 3 KapToHy; Nno ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiiCHEHHS
10 mn B amnyni; no hbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHa Bif
5 amnyn y kaceTi; no YMOBHOBAXEHOi 0CObM, BiANoBiganbHOI 3a 30iNCHEHHSA
2 kaceTu y nauui 3 dapmakoHarnsay (BKMoYarym KOHTaKTHI AaHi) Ta/abo 3MiHu
KapTOHYy y po3MmilLieHHi macTep-daina cuctemu papMmakoHarnsgy).
3MiHa ynoBHOBaXeHoi 0cobu 3asiBHUKA, BiAMNOBiAaNbLHOI 3a
apmakoHarnsg. Hitoua pegakuis: Xyp6a Ninis
BonoaumupisHa. MNponoHoBaHa pefakuis: €BcTpaTtoBa
IpvHa IropiBHa. 3MiHa KOHTaKTHWUX OAHUX YNIOBHOBAXEHO!
ocobu 3asiBHUKa, BiANoBiganbHoi 3a hapmakoHarnag. 3MiHa
MicLe3HaxomKeHHs MacTep-danna cuctemm
cbapmakoHarnsgy. 3MiHa micus 34iNCHEHHS OCHOBHOI
isnbHOCTI 3 dhapmakoHarmsay.
57. | IHBAH3® niodinizat ans Mepk LLisenuapi Hepo3dacoBaHa PpaHuis/ BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/9179/01/01
PO34UHY ONS iH'eKLin Wapn i A npoaykKLis, NepBUHHE Hinepnanau 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta papMakoHarnsagy. | peyenmom
no1ir; Ooym nakyBaHHs, BTOPYHHE 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
1 CKNAAHWIA bNakoH y IOEA nakyBaHHs1, KOHTPOIb Ta MapKyBaHHSs! Ta IHCTPYKUIii ANS MEAMYHOrO 3aCTOCYBaHHS Ha
KapTOHHiIl kopobuyi Mm6X BUWMYCK Cepil: niacTaBsi perynspHoO OHOBMIOBAHOTO 3BiTy 3 6e3neku
SAPEBA Mipaberns, nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
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[IponoBkeHHs nogaTka 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
®paHuia 3acTocyBaHHSA Nikapcbkoro 3acoby B nicnsipeecTpauiiHuii
BTOPWHHE MaKyBaHHSA nepiogd, abo sk pe3ynbTaT OUiHKM 3BiTy 3 LOCHIIKEHb,
(anbTepHaTUBHUIA npoBeAeHnX BigNOBIAHO A0 nnaHy negiaTpuyHnx
BUPOBHMK): pocnigpkeHb (PIP) (3MiHy y3rogkeHo 3 KOMNEeTEHTHUM
Mepk Wapn i Joym B.B., YMOBHOBaXEHNM OpraHoM). 3MiH1 BHECEHO A0 iHCTPYKLi
Hinepnangu ONst MEAMYHOro 3aCTOCYBaHHS nikapcbkoro 3acoby y
po3ginu: "OcobnmeocTi 3actocyBaHHS", "INobiyHi peakuii”
BiAMOBIAHO 4O OHOBIEHOI iHpopMaLlii 3 6e3neku ajtoyoi
peyoBuMHM 3rigHo pekomeHaauin PRAC.
BBefeHHs 3MiH NpoTArom 6-Tu MicsiLiB Micnsi 3aTBEPOKEHHS.
3miHu Il TMny - 3miln Wwopo 6esnekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3MiHM y KOPOTKil xapakTepucTumui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT ans
MEeAMNYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM AaHVMU 3
AKOCTi, AOKMIHIYHUMM, KNiHIYHUMM JaHUMKU Ta JaHUMK 3
capmakoHarnsgy. 3MiHM BHECEHO 40 TEKCTY iHCTPYKLiT ans
MeAMYHOro 3acTocyBaHs fikapcbkoro 3acoby Ao posginy
"Mo6ivHi peakuii" WwWoao iHhopmaLii cTocoBHO
eHuedanonarii. BBegeHHst 3MiH NpoTArom 6-Tu Micsauis
nicns 3aTBepAXKEHHS.
58. | IHTANINT- cnpen gns poToBoi TosapucT YkpaiHa BCi cTagii BupobHmuTBa, YkpaiHa BHECEHHS 3MiH 0O peecTpaLuinHnX maTepianis: 3MiHu | Tuny - 6e3 UA/3937/02/01
300POB'A nopoXHWHK no 30 BO 3 KOHTPOJb SIKOCTi, BUNYCK 3MiHu 3 skocTi. F0TOBMIA NikapcbkuiA 3aci6. 3MiHN Y peuenma
M y 6anoHi 3 obmexeHo cepii: ToBapucteo 3 BUPOOHMLTBI. 3amiHa abo BBeAEHHSA AOAATKOBOI OiNbHULL
KNanoHOM-HacocoM, 10 obmexeHo BMPOGHMUTBA ANSA YacTUHM abo BCbOro BUPOBHNYOro
no 1 6anoHy 3 Bignosiga BignoBiganbHIiCcTIO npoLiecy roToBOro fikapcbkoro 3acoby (AinbHUUSA, Ha ki
HacagKoto- TNbHICTIO "®apmaueBTUYHa npoBoasTbCs byab-siki BUPOOHWYI CTagii, 32 BUHATKOM
po3nunoBayem i "®papmaune KomnaHisi "3gopos'a"”, BUNYCKY Cepiii, KOHTPOSIO SKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
3aX1CHUM BTUYHA YkpaiHa; Bci cTagii nakyBaHHs, NS HECTEPUIbHUX MikapCbkux 3acobiB).
KOBMa4KkoM y KOMMaHis BMPOBHMLTBA, OKpIM CynyTHS 3miHa - 3MiHK 3 sKoCTi. [0TOBMI Nikapcbkuin 3acib.
KapTOHHiI kopobui "3gopos's" KOHTPOIIO SIKOCTi Ta 3MiHu y BUpo6HMUTBI. 3amiHa abo BBeOEeHHS 40OaTKOBOI
BUMYCKy cepii: ToBapucTeo AinbHWUI BUpobHULTBa ANs YacTuHu abo BCboro
3 0bMexeHo BUPOBHMYOro NpoLiecy roToBOro nikapcbkoro 3acoby
BignoBigansHIiCTHO (miNbHUUS ANs BTOPUHHOTO NakyBaHHS) - 3MiHM 3 SIKOCTi.
"®apmaueBTuYHa [oToBWI Nikapcbkuii 3aci6. 3MiHW y BUPOBHMUTBI. 3amiHa
KoMnaHisi "3gopos'a”, abo BBeZleHHA JOAATKOBOI AiNbHULI BUPOOHULITBA A4S
YkpaiHa YacTuHM abo BCbOro BUPOGHUYOro NpoLecy rotToBoro
nikapcbkoro 3acoby (ginbHWULSA AN NepPBUHHOTO NaKyBaHHS)
BBEAEHHS 4OAATKOBOI AiNbHULI BUPOOHMLTBA, Ha SAKin
6yayTb NpoBOAUTUCS YCi BUPOBHUYI cTagii (B TOMy yuchi
nepBUHHE Ta BTOPUHHE MaKyBaHHs1), 32 BUHATKOM KOHTPOO
sikocTi 113 Ta Bunycky cepii.

59. | IHFANINAT- cnpew Ans poToBoi TosapucT YkpaiHa BCi cTagii BUpobHMUTBA, YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - bes UA/10947/01/01
300POB'A nopoxHuHK no 30 BO 3 KOHTPOMb SIKOCTi, BUNYCK 3MiHu 3 sikocTi. FoTOBUMIA Nikapcbkuii 3acib. 3miHu y peuenma
®OPTE 3 M y 6anoHi 3 obmexeHo cepii: ToBapucteo 3 BUPOOHMLTBI. 3amMiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
POMALLKOK | knanaHom-Hacocowm, 10 obmexeHoto BMPOGHMUTBA ANs YacTUHM abo BCbOro BUPOBHNYOro

no 1 6anoHy 3 Bignosiga BignoBiganbHIiCTIO npoLiecy roToBOro fikapcbkoro 3acoby (AinbHUUSA, Ha kil
HacagKoto- TNbHICTIO "®apmaueBTUYHa npoBoasTbCsA byab-siki BUPOOGHWYI CTagii, 32 BUHATKOM
posnunoBayeM Ta "®apmaue KomnaHisi "3nopos's”, BUNYCKY Cepiii, KOHTPOIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
3aXUCHUM BTUYHA YkpaiHa; Bci ctagii nakyBaHHs, AN HECTEPUIbHUX Mikapcbkux 3acobiB).
KOBMa4koM y KOMMaHis BMPOBHMLTBA, OKpPIM CynyTHS 3miHa - 3MiHK 3 sikoCTi. [0TOBMI NikapcbKknin 3acib.
KOpPOOLii 3 KapTOHY; "3gopos's" KOHTPOIIO SKOCTi Ta 3MiHu y BUpoGHMUTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 50 mn y conakoHi BUMYCKy cepii: ToBapucTeo [inbHULI BUpOOHULTBA AN YacTUHKU abo BCbOro
3 3aXUCHUM 3 obmexeHo BMPOBHMYOro NpoLecy roToBOro fikapcbkoro 3acoby
KoBnaykom; no 1 BigNOBiganbHICTHO (BiNbHUUS AN BTOPUHHOMO NakyBaHHS) - 3MiHW 3 SKOCTI.
bnakoHy 3 "®apmaueBTUYHa [oToBMI nikapcbkuii 3aci6. 3miHKM y BUpoBHMUTBI. 3amiHa
oparbHUM KoMnaHisi "3gopos'a”, abo BBeAeHHs1 OAATKOBOI AiNbHULI BUPOBHULTBA Anist
po3nunoBanbHUM YkpaiHa YacTuHM abo BCbOro BUPOGHMYOro NpoLecy roToBoro
NpUCTPOEM Ta nikapcbkoro 3acoby (ginbHWULSA AN NepBUHHOIO NakyBaHHS)
3aXNUCHUM BBEJEHHS [0AaTKOBOI AiNbHMLI BUPOBHULTBA, Ha SIKil
KOBMaY4KoM Yy OyayTb NpoBoAMTUCSA YCi BUPOOHWYI cTagii (B TOMy unchi
KopobLUi 3 KapTOHY nepBUHHE Ta BTOPUHHE NaKyBaHHS), 3@ BUHATKOM KOHTPOJO
akocTi 13 Ta Bunycky cepii Ana nakyBaHHs: no 30 mn y
6anoHi 3 knanaHom-HacocoM, o 1 6anoHy 3 Hacaakoto-
po3nunioBayYeM Ta 3axXMCHUM KOBMAaYkoM y kopobui 3
KapTOHY.

60. | INPAOYAN pO34MH ans TOB YkpaiHa TOB "MynbTicnpen" YkpaiHa BHECEHHS 3MiH [0 peecTpauiHux maTtepianis: 3MiHu | Tuny - 3a UA/16407/01/01
iHranauin no 20 mny | "BANAPTI 3MiHM Wwoao 6e3nekun/eddekTUBHOCTI Ta dhapmakoHarnagy peuenmom
dnakoHi 3 H (iHLWi 3MiHW)

KpanenbHuueto, no 1 OAPMA" 3miHa BHocuTbes Ao MKA, posgin "MapkyBaHHs". [itoya
c¢nakoHy B peaakuisi: MAPKMPOBKA B cooTBETCTBMM C YyTBEPXKAEHHbLIM
KapTOHHiIN kopobui TEKCTOM MapKMpPOBKK, 4YTO npunaraetcs. [ponoHoBaHa
peaakuisi: MAPKMPOBKA B cooTBETCTBUM C YTBEPXKAEHHBLIM
TEKCTOM MapKMUPOBKH.

OHOBMEHHSsI TEKCTY MapKyBaHHS YMaKOBKW NiKapCbKoro
3acoby 3 BHECEHHAM iHhopMalLlii Loao 3a3Ha4YeHHs
oaMHULb BUMIiptoBaHHS y cuctemi SI. 3miHun | Tuny -

AJMiHicTpaTuBHI 3MiHW. 3MiHa HanMeHyBaHHA Ta/abo

agpecu Micust NPOBaMKEHHS AiSNbHOCTI
BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
BKITOYaK0UM AiNbHUL BUNYCKY cepii abo micLe npoBeaeHHs
KOHTPOIMIO SIKOCTI. (AisiNbHICTb, 3a Ky Bignosigae

BMPOGHMK/iMNopTep, BKIOYauy BUMYCK cepiit) 3miHa

agpecu BUpo6HMKa: 3MiHM BHECEHO B iHCTPYKLO Ans

ME[MYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby y po3gin

«MicuesHaxomxeHHs1 BUpobHUMKa Ta agpeca Micus
NPOBAaIXEHHS MOro AisnbHOCTI» 3 BiANOBIAHMMM 3MiHAMM Y
TEKCTi MapKyBaHHS1 yNakoBKW fikapcbkoro 3acoby.

61. | KABIHTOH TabneTku no 5 mr no BAT YropwuHa BAT "legeoH Pixtep" YropwuHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - 3a UA/4854/01/02
25 TabneTtok y "lepneoH 3miHu wopo 6e3nekun/eekTUBHOCTI Ta papmakoHarnsagy | peyenmom
GnicTepi; no 2 Pixtep" (iHWi 3MiHK) 3MiHW BHeceHo Ao IHCTpYKLiT ANs MeguyHoro
Gnictepu y 3acTocyBaHHs nikapcbkoro 3acoby 4o po3ainis
KapTOHHIN ynakoBLi "OcobnumBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHsA Ta

posn", "Mepeno3yBaxHs", "MobiyHi peakuii”, a came
YTOYHEHHS iHbopMaLii Ta pegaryBaHHs TEKCTY 3a3Ha4YeHnx
po3ginie. TepmiH BBeAEHHSA 3MiH NPOTArom 6 MicsiLiB nicnsi
3aTBepAKeHHS. 3minu I Tuny - 3miHu wWoao

6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. 3miHu y

KOPOTKii XapaKTepucTu1Li NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta IHCTPYKLUii ANS MeANYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBMMMW AaHUMMW 3 KOCTi, AOKNIHIYHUMN,
KNiHIYHUMW faHUMK Ta AaHnMu 3 chbapmakoHarnsagy - 3MiHu
BHECEHO A0 IHCTpyKUii Ans Mean4HOro 3acTocyBaHHS
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nikapcbkoro 3acoby o posginis "lMpoTunokasaHHs",
"8acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs rpyaa”.
TepMiH BBEAEHHSI 3MiH NpOTAroM 6 micsauiB nicns
3aTBEpPOKEHHS.
62. | KANbLIW-O3 TabneTku xxyBarnbHi, AciHo LLisewuapi Takepa AC Hopseris BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - bes UA/12922/01/01
HIKOMEL no 30 a6o no 60, dapma Al A 3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3acib. Cucrema peuenma
OCTEO®OPT | abo no 90 Tabnetok KOHTeNHep/3akyrnoptoBanbHuUi 3aci6. 3MiHa y NepBUHHIN
E y cbnakoHi; no 1 ynakoBLi FOTOBOro NikapCbKoro 3acoby (Tun KoHTelHepa abo
hbnakoHy B [o[aBaHHs HOBOTO KOHTeHepa) - BunyyeHHs nepBuHHOI
KapTOHHiIN kopobui yNaKkoBKW, L0 He NPU3BOAUTb A0 MOBHOIO BUIYYEHHS
nikapcbKoro 3acoby 3 NEBHOIO CUIOKO Aii abo y NeBHin
nikapcbKii opmi - BUny4yeHHs CuHiX 3arBuHYyBanbHUX
KPULLIOK 3i CKnaay NepBMHHOI yNnakoBkM Anst hOpMM BUMYCKY
y (briakoHi, a TaKOX BHECEHHST pefaKLUiiHUX 3MiH 0 po3ainy
"3.2.P.7 Cuctema koHTelHep/3aKkynoptoBanbHui 3aci6”
00Cbe
63. | KEPABOPT kpem 5 %; no 250 mr | meHmapk IHAisa meHmapk IHAisa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/13581/01/01
Kpemy B calle; no dapmacb dapmackioTukana Jita. 3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb peuenmom
12 abo 24 cawe y foTMKan3 roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
KapTOHHiIN kopobui TiTp. cneuudikauin Ta/abo 4OMYCTUMUX MEX rOTOBOrO
nikapcbKkoro 3acoby (AonoBHEHHs cneuudikauii HoBUM
MOKa3HUKOM 3 BiANOBIAHMM METOAOM BUMPOOYBaHHS)
[onosHeHHs crneumndikauii M3 3a napameTpom
«MikpobionoriyHa YicToTa» nokasHukom «Burkholderia
cepacia» 3 BignoBiAHMM METOAO0M BUNPODYBaHHS,
BignosigHo oo sumor USP.
64. | KNAUPA TabneTku, BKpUTI Bavep Al HimeyumH Banep Baiimap Mv6X i Ko. HimeyunHa BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3miHu | Tuny - 3a UA/9778/01/01
NniBKOBOIO a KIr 3minHn 3 akocTi. CepTtudpikat BignosigHocTi/lE-cepTudikat | peuenmom

060MnoHKo0, N0 3 Mr
+ TabneTku, BKpUTI
NniBKOBOIO
060noHKoto, Mo 1 Mr
+ TabneTkun, BKpUTI
NniBKOBOIO
060noHkKot, 3 Mr/2
Mr + TabneTku,
BKPUTi MNiBKOBOIO
060moHKo, 2 Mr/2
Mr + TabneTtku,
BKPUTi MNiBKOBOIO
060roHKOK
(nnaue6o); Ne 28: 2
TEMHO-KOBTI
Tabnetkn + 5
4YepBOHUX TabneTok
+ 17 CBITNO-XOBTUX
Tabnetok + 2
TEMHO-4YEePBOHUX
Tabnetok + 2 Gini
TabneTtku nnauebo y
GnicTepi; no 1

BiANOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBNEHOro cepTudikata
BigNOBIQHOCTI abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
€Bponelicbkin hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOrO NPOAYKTY, WO
BMKOPVCTOBYIOTBCS Y BUPpObHUUTBI A®I; ans JonoMiKHOT
peyoBuHM (cepTudikat BigNoBIiAHOCTI €BpONEnChKin
dapmakonei) - OHoBNeHu cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOBOHUKA.

MonaHHsa oHoBRNeHoro cepTudikarta BiAnoBigHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 2006-166-Rev 03
(satBepmxeHo: R1-CEP 2006-166-Rev 02) ons AdI
ecTpagiony Barnepary Bif BXxe 3aTBepa)KeHOro BUpOOHUKa
Bayer AG, HimeuuunHa.
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

6nictepy B
KapTOHHOMY ramaHLui

65.

KCUHOKCIC®

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 200
mr; no 10 TabneTok
y 6ricTepi, no 6
6nictepiB y nayui

AT
«Papmak»

YkpaiHa

AT «Papmak»

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHux maTtepianis: 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBWI nikapcbkuid 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHocTi abo ymoBax 3GepiraHHsi
roTOBOrO JlikapCbKoro 3acoby (36inbLUeHHst TEpMiHY
npuaaTHOCTI rOTOBOIO Mikapcbkoro 3acoby) - [ns Toprosoi
ynakoBKku (MiATBEPAKYETLCA 4AHNUMMN pearnbHOro Yacy)
306inbLUIEeHHA TepMiHY NPUAATHOCTI TOTOBOrO NiKapCbKoro
3acoby. 3atBepmkeHo: 1 pik. 3anponoHoBaHo: 2 poku. 3MiHu
BHECEHI B iHCTPYKLiIO AN MEANYHOro 3aCTOCYyBaHHS
nikapcbKkoro 3acoby y po3ain "TepmiH npugaTHoCTI".
BBegeHHsi 3MiH NPOTArom 6-TyM MicAUIB NiCNsA 3aTBEPAXEHHS.

3a
peuenmom

UA/18472/01/01

66.

JJAMOTPUH
100

Tabnetku no 100 wmr;
no 10 Tabnetok y
6nictepi; no 1, 3 abo
6 6nicTepis B
KapTOHHIN navui

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "dapma Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny -
3MiHu Wwoao 6e3nekun/edekTBHOCTI Ta hapMakoHarnagy.
3MiHM y KOPOTKi XapaKTeprCTULi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUIii ANA MEANYHOrO 3aCTOCYBaHHS
reHepu4HMX/riopnaHmx/GionogiGHMX nikapcbkmnx 3acobis
nicns BHECEHHS TiEi camoi 3MiHM Ha pedpepeHTHUIA Npenapar
(3miHa He noTpebye HagaHHSA XOAHNX HOBUX JOAATKOBUX
naHux) 3MiHWM BHeceHi Ao IHCTPYKUii 4ns MeandyHoro
3acToCcyBaHHS NikapCbKoro 3acoby y posainu:
"®apmakornorivyHi BnactusocTi”, "Baaemogis 3 iHwmMmn
nikapcbknuMun 3acobamu Ta iHWi BUan Bzaemogin",
"OcobnusocTi 3acTocyBaHHA", "3acTocyBaHHA Y nepiof
BariTHOCTi abo rogyBaHHA rpyaato”, "3aaTHiCTe BNNMBaTH Ha
LWIBMAKICTb peakLii Npy KepyBaHHi aBTOTpaHcnopToM abo
iHWKMK MexaHismamu”, "Cnocib 3acTocyBaHHsA Ta [o3un",
"MobiuHi peakuii” 3rigHoO 3 iHDOpPMaLELO WOAO0 MEANYHOTO
3acTocyBaHHsI pedhepeHTHOro nikapcbkoro 3acoby
(JTAMIKTAIN, Tabnetkn no 25 mr, ado 50 mr, abo 100 mr).
BepeHHs 3miH npoTArom 6- TV MicsALiB NicnsA 3aTBEPAXKEHHS.

3a
peuernmom

UA/2112/01/02

67.

JJAMOTPUH
25

TabneTku no 25 wmr;
no 10 Tabnetok y
6nictepi; no 1, 3 abo
6 bnictepis B
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Ctapt"”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny -
3MiHu Wwopo 6esnekn/edeKTMBHOCTI Ta bapMakoHarnsay.
3MiHM y KOPOTKil XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii ANS MeAUYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHmx/6ionogibHMxX nikapcbknx 3acobis
nicns BHECEHHS TiEl camoi 3MiHM Ha pedhepeHTHUIA Npenapar
(3MiHa He noTpebye HafaHHS XXOAHUX HOBMX JOAATKOBMX
naHux) 3MiHM BHEeCeHi A0 IHCTPYKLUii Ans MeauyHoro
3acTocyBaHHS NikapCbKOro 3acoby y po3ainu:
"®apmakornorivyHi BnactusocTi", "Baaemogis 3 iHwWmMmn
nikapcbkummn 3acobamu Ta iHWi BUAM B3aemogin”,
"OcobnusocTi 3acTocyBaHHA", "3acTocyBaHHS y nepiof,
BariTHOCTi abo rogyBaHHs rpyaar”, "3gaTHicTb BNNuBaTK Ha
LUBWAKICTb peakuii Mpy KepyBaHHi aBTOTpaHcnopTom abo
iHWKMK MexaHisMamu”, "Cnocib 3acTocyBaHHsA Ta [o3un",
"Mo6iuHi peakuii" 3rigHo 3 iHbopMaLieto WoAo MeauYHOro
3acTocyBaHHS pedepeHTHOro NnikapCcbKoro 3acoby
(JTAMIKTAI, Tabnetkn no 25 mr, a6o 50 mr, a6o 100 wr).
BefeHHs 3MiH npoTaroM 6- T1 MicsuiB nicns 3aTBEPKEHHS.

3a
peuenmom

UA/2112/01/03
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
68. | TAMOTPUH Tabnetku no 50 wmr; TOB YkpaiHa TOB "dapma Crapt” YkpaiHa BHECEHHS 3MiH 4O peecTpauinHmx maTtepianis: 3miHu | Tuny - 3a UA/2112/01/01
50 no 10 Tabnetok y "ACIHO 3MiHu Wwopo 6e3nekn/edPekTMBHOCTI Ta hbapMakoHarnsgy. | peyenmom
6nictepi; no 1, 3a6o | YKPATHA" 3MiHM Y KOPOTKil XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
6 bnicTepis B MapKyBaHHSs! Ta IHCTPYKUii ANS MEAMYHOro 3aCTOCYBaHHS
KapTOHHIN nayui reHepuyHUX/ribpuaHnx/6ionoaibHMX nikapcbkux 3acobis
nicns BHECEHHS TiEl camoi 3MiHM Ha pedhepeHTHUIA npenapaTt
(3MiHa He noTpebye HagaHHS )XOOHNX HOBUX JOAATKOBMX
AaHux) 3MiHVM BHEeCeHi A0 IHCTPyKLUii Ans Meanu4Horo
3acTocyBaHHS NikapCcbKoro 3acoby y po3ainu:
"®apmakornorivyHi BnactusocTi”, "Baaemogis 3 iHwmMmu
nikapcbknumun 3acobamu Ta iHWi BUAM B3aemogin”,
"OcobnueocTi 3acTocyBaHHsA", "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHS rpyaate”, "3aaTHicTe BNMBaTh Ha
LUBWAKICTb peakLii Mpy KepyBaHHi aBToTpaHcnopToM abo
iHWKMK MexaHismamu”, "Cnocib 3acTocyBaHHsA Ta Josun”,
"Mo6iyHi peakuii" 3rigHo 3 iHpopmaLieto Woao MeanyHoro
3acTocyBaHHs pedepeHTHOro NikapcbKoro 3acoby
(JTAMIKTAI, Tabnetku no 25 mr, a6o 50 mr, a6o 100 wr).
BeneHHst 3MiH NpoTsiroM 6- TM MicAUIB NicNsa 3aTBEPAXEHHS.
69. | NEBONIM KOHUeHTpaT ans ToBapucT Ykpaina TOB "®apwmiges" NaTsis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/18864/01/01
NPUroTyBaHHS BO 3 3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3acib. CTabinbHICTb. peuenmom
pO34uHy Ans obmexeHo 3MiHa y TepmiHax npyuaaTHocTi abo ymoBax 36epiraHHs
iHdpysin, 2,5 mr/mn, 10 rOTOBOrO fiKapCbKOro 3acoby (36inbLUeHHSA TEPMiHY
no 5 Mn y cknsHomy Bignosiga npuaaTHOCTI rOTOBOrO Mikapcbkoro 3acoby) - [ns Toprosoi
dnakoHi, no 1 NbHICTIO ynakoBku (MiATBEPAKYETLCA 4AHUMU pearbHOro Yacy)
CKNSIHOMY hriakoHy "POKET- 36inbLUEeHHS TepMiHY NPUAATHOCTI FOTOBOrO NiKapCbKOro
B KapTOHHII kopobui PAPM" 3acoby. 3aTBepmxeHo: 12 micsuis. 3anponoHoBaHo: 24
MicsiLiB. 3MiHM BHECEHI B iHCTPYKLjO ANs MegnyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain "TepmiH
npugaTHocTi".
70. | NIMICTUH 20 | TabneTku, BKPUTI AHaHTa Benuka MapkcaHc ®apma JT14., IHAais BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/11037/01/02
NniBKOBOO Megikeap Bputanis IHAais; ApTypa 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy. | peyenmom
obornoHkoto, no 20 Inra. dapmacbtoTikans BT. Buny4yeHHs (cvuna gii) - Buny4eHHs gosysanHs JlimictuH 10.
mr, no 10 TabneTok NTa., IHaia 3MiHN BHeCEHO A0 iHCTPYKUIiT AN MEAMYHOro 3aCTOCYBaHHS
y 6nicTepi, no 3 nikapcbKoro 3acoby Loao Buny4veHHs cunu gii 10 mr go
6nictepu B kopobui po3ginis "Cknag", "OcobnusocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHS Ta Jo3un" Ta SK HaCMiAOK BUIY4YEHO TEKCT
MapKyBaHHs1 411s Bi4NoBigHOro A03yBaHHA. BBeaeHHs 3MiH
npoTsArom 3-X MicaUiB Nicnsi 3aTBEPAKEHHS
71. | NIMICTUH 40 TabneTtkn, BKpUTI AHaHTa Benuka MapkcaHc ®apma J1Ta., IHAis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/11037/01/03
NniBKOBOKO Megikeap BpuTaHis IHais; 3MiHM Wwoao 6e3nekun/edhekTUBHOCTI Ta hapMakoHarnsgy. | peuernmom
obornoHkoto, no 40 o, ApTypa ®apmacbioTikans BunyuyeHHs (cvuna gii) - BUuny4eHHst gosysanHs JlimictuH 10.
mr, no 10 TabneTok MeT. N1A., IHAis 3MiHVM BHECEHO [0 iHCTPYKLiT ANst MEANYHOIO 3aCTOCYBaHHS
y 6nicTepi, no 3 nikapcbKkoro 3acoby Loao BunyveHHs cunu gii 10 mr go
6nictepu B kopobui po3ginis "Cknag", "OcobnusocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHS Ta [o3U" Ta SK HACMiAOK BUITyYEHO TEKCT
MapKyBaHHs1 411s Bi4NoBigHOro Ao3yBaHHA. BBegeHHs 3MiH
npoTsArom 3-X MicaUiB Micnsi 3aTBEPAKEHHS
72. | NO3AN® TabneTtkn, BKpUTI TOB YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH [0 peecTpaLlinHmx maTtepianis: 3miHu | Tuny - 3a UA/3906/01/04
obornoHkoto, no 100 "CaHodi- PapmacbioTikana", Pecny6nika/ 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudpikat | peyenmom
mr; Ne 30 (10x3), Ne ABeHTiC Cnosaubka Pecny6nika Yecbka BiANOBIAHOCTI €Bponenchkini hapmakonei/moHorpadii.
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[IponoBkeHHs nogaTka 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
30 (15x2), Ne 60 YkpaiHa" (BMpOGHMLTBO IT13, Pecny6bnika MopaHHsa HoBoro abo oHoBrneHoro cepTudikarta
(10x6), Ne 60 (15x4), nepBvHHE Ta BTOPUHHE BianosigHocTi abo BMNyYeHHs cepTudikaTa BiaNoBigHOCTI
Ne 90 (10x9), Ne 90 nakyBaHHs1, KOHTPOIb Ta €Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
(15x6): no 10 Bunyck cepin); TOB MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, L0
TabneTok y 6nicTepi; "3eHTiBa", Yecbka BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana aonomixkHoT
no 3, 6 abono 9 Pecny6bnika (BupobHMUTBO peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechKin
GnictepiB y ['N13, nepBuHHe Ta capmakonei) - OHoBneHu cepTudikar Big yxxe
KapTOHHiN kopobuyj; BTOPUHHE MaKyBaHHS, 3aTBEPAKEHOrO BUPOOHMKa -
no 15 tabnetok y KOHTPOMb Ta BUMYCK Cepilt) MogaHHA oHoBReHoro cepTudikaty BignoeigHocTi €O Ne R1-
6nictepi; no 2, 4 abo CEP 2009-227-Rev 05 (3atBepaxeHo Ne R1-CEP 2009-227-
no 6 Gnictepis y Rev 04) ona A®I JlosapTaHy Kanito Bif y)Ke 3aTBEpA)KEHOrO
KapTOHHiIN kopoOLi BupobHmka ZHEJIANG TIANYU PHARMACEUTICAL CO.,
LTD., Kutai, Ta sik Hacnigok: amiHa go Cneundikauii AdI
LLOA0 BMICTY a3nao OOMILLOK (AoAaBaHHs gomiwok: LADX;
MB-X); yTOYHEHHS1 aApecu Micus NPoBagXXEHHS AisNbHOCTI
i3 «...Taizhou» Ha «...Taizhou City».

73. | NO3AN® TabneTtkn, BKpUTI TOB YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH O peecTpauinHmx maTtepianis: 3miHu | Tuny - 3a UA/3906/01/03
o6onoHkoto, no 50 "CaHodi- dapmacktoTikana”, Pecny6nika/ 3miHn 3 sikocTi. CepTtudpikat BignosigHocTi/lE-cepTudikat | peuenmom
mr; Ne 30 (10x3), Ne ABeHTiC CnoBaubka Pecny6nika Yecbka BignoBigHoCTi €Bponeinchkini hapmakonei/MoHorpadii.

30 (15x2), Ne 60 YkpaiHa" (BupoGHMUTBO 13, Pecnybnika MopaHHsa HoBOro abo oHOBMEHOro cepTudikara
(10x6), Ne 60 (15x4), NnepBMHHE Ta BTOPUHHE BignoBigHocTi abo BUny4eHHs cepTudikaTa BignoBigHOCTI
Ne 90 (10x9), Ne 90 nakyBaHHS, KOHTPOSb Ta €Bponelicbkint hapmakonei: agns A®l; onsa BuxigHoro
(15x6): no 10 Bunyck cepin); TOB marepiany/peareHTy/npPOMiIKHOIO NPOAYKTY, LLO
TabneTok y 6nictepi; "3eHTiBa", Yecbka BUKOPUCTOBYIOTbCS Y BUPOOHMUTBI APIl; ans gonomMixxHoT
no 3, 6 abono 9 Pecny6bnika (BupobHMLTBO peyoBUHY (cepTudikaT BignoBigHOCTI €Bponeinchkii
Gnictepis y N3, nepsuHHe Ta dapmakonei) - OHoBneHun cepTudikaT Big yxe
KapTOHHiIl kopobuyj; BTOPWHHE NaKyBaHHS, 3aTBEPKEHOr0 BUPOBHUKA -
no 15 trabnetok y KOHTPOMb Ta BUMYCK Cepilt) MopaHHs oHoBneHoro cepTudikaTty BignosigHocti €O Ne R1-
6nicTepi; no 2, 4 abo CEP 2009-227-Rev 05 (3atBepmkeHo Ne R1-CEP 2009-227-
no 6 Gnictepis y Rev 04) anst A®I JlozapTtaHy kanito Bif yxe 3aTBEpXXEHOro
KapTOHHiI kopobui BupobHuka ZHEJIANG TIANYU PHARMACEUTICAL CO.,
LTD., Kutan, Ta sik Hacnigok: 3miHa no Cneuudikaii AdI
o0 BMICTY a3uao AOMILLOK (4oAaBaHHs gomiwok: LADX;
MB-X); yTOYHEHHS1 aApecu Micus NpoBagXeHHS AisNbHOCTI
i3 «...Taizhou» Ha «...Taizhou City».
74. | NO3AMN® 100 | TabneTku, BKPUTI TOB YkpaiHa CaHodi-AseHTic Cn. 3 0.0. Monbwa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - 3a UA/15308/01/01
nnoc NniBKOBOO "CaHodi- 3miHun wopao 6e3nekun/edeKTUBHOCTI Ta hapmakoHarnagy | peyenmom
obornoHkoto, no 100 ABeHTIC (iHWi 3MiHK) 3MiHK BHECEHO [0 IHCTPYKLIT AN MeauyHoro
mr/25 mr YkpaiHa" 3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ainu: "OcobnueocTi
Ne 30 (10x3), Ne 90 3actocyBaHHs", "MobiuHi peakuii" BignoBigHO 4O OHOBMEHOT
(10x9), no 10 iHcpopmaii 3 6e3neku gitovoi peyoBmHW. BBeaeHHs 3MiH
TabneTok y 6nictepi; npoTarom 6-Tu MicsuiB nicns 3aTBepaXeHHs. 3MiHu | Tuny -
no 3 abo 9 GnicTepis 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsigy.
Y KapTOHHIl KOpoobLi; 3MiHa y KOpOTKili XapakTepucTuLj NnikapCbKoro 3acody, TeKCTi
Ne 15 (15x1), Ne 30 MapKyBaHHs Ta IHCTPYKLUii Ans MeAMYHOro 3aCTOCYBaHHS Ha
(15x2), Ne 90 (15x6): niacTaBsi perynsipHoO OHOBMOBAHOIO 3BiTYy 3 6e3neku
no 15 rabnetoky nikapcbKkoro 3acoby, abo gocnimkeHb 3 6e3neku
6nictepi; no 1, 2 abo 3acTocyBaHHs Nikapcbkoro 3acoby B nicnsipeecTpauinHui
6 bnictepiB y nepiofl, abo sik pe3ynbTaT OUiHKW 3BiTY 3 OCHIAXEHD,
KapTOHHiI kopooLi NPOBEAEHNX BiAMNOBIAHO A0 NNaHy negiaTpuyHux
gocnigpxkeHb (PIP) (3MiHy y3romkeHo 3 KOMNETEHTHUM
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[IponoBkeHHs nogaTka 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YNOBHOBa)XEHUM opraHom) 3MiHM BHECEHO [0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSI NikapCcbkoro 3acoby y po3ainu:
"OcobnueocTi 3actocyBaHHs", "MobiYHI peakuii” BignoBigHO
[0 OHOBNeEHOT iHdhopMaLii 3 6e3nekn 4ilo4oi peYoBUHM.
BBegeHHs 3MiH NpoTarom 6-Tu MicaLuiB Nicns 3aTBepAXeHHS
75. | NOPATEK® crnpew HasanbHUi, TOB YkpaiHa TOB "Mikpodapm" YkpaiHa BHECEHHS1 3MiH 0 peecTpauiiHux matepianis: 3miHu | Tuny - be3 UA/17398/01/01
pososaHui 0,05 %, "BAJIAPTI 3MmiHK 3 sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb peuenma
no 10 r y dponakoHi 3 H roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
po3nuntoBayveM, no DPAPMA" BUNPOOYBaHHSA roTOBOro NikapcbKkoro 3acoby (He3HayHa
1 donakoHy y nayui 3MiHa y 3aTBEpAXKEHNX MeToAax BUNpobyBaHHS) - He3HayHa
3MiHa y 3aTBepaKeHoMy meToai BunpobysanHi 113 3a
nokasHukom «KinbkicHe BU3Ha4yeHHs1. beHsankoHito xnopuagy,
a came 3a3Ha4YeHHs BUKOPUCTaHHs pobo4oro cTaHaapTHOro
3pa3ka beHsankoHito xnopugy.
76. | MENICH Tpaea; no 50 ry MpAT YkpaiHa MpAT "NikTpasn" YkpaiHa BHECEHHS 3MiH 4O peecTpaLlinHnX maTepianis: 3MiHu | Tuny - 6e3 UA/8919/01/01
TPABA navkax 3 BHyTpiwHiM | "lliktpaBn" 3MiHu 3 gkocTi. FoToBUI Nikapcbkui 3aci6. KoHTpornb peuenma
naketom; no 1,5ry roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
dinbTp-nakeTi; no cneumndikauii Ta/abo 4oNyCcTUMMX MEX FOTOBOro
20 inbTp-nakeTiB y nikapcbkoro 3acoby (iHwWi 3MiHN). BHeceHHst 3aMiH Ao
nayui; mo 1,5ry Cneuumdpikauii Ta MeToaiB koHTponto sikocTi 113, a came:
dinbTp-nakeTi; No BHECeHHs1 3MiH 3a n. «Maca BMicTy ynakoBku». CynyTHs
20 cinbTp-nakeTiB y 3MiHa- 3MiHM 3 sKocTi. [oToBMI Nikapcbkui 3aci6. KoHTpornb
navui 3 BHyTpILIHIM roTOBOrO fikapcbKkoro 3acoby. 3miHa y meTogax
nakeTom BMUNpobyBaHHSA rOTOBOrO NikapCbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAXEHNX MeToAaxX BUNPOOyBaHHS)
77. | MEHOBA3WH | po3unH ans TOB Ykpaina BMPOGHMLITBO 3@ MOBHUM YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny - bes UA/8480/01/01
30BHILUHLOIO "TepHoda LIMKIIOM (BKIOYaK4n 3MmiHu 3 AkocTi. FoToBUMIA Nikapcbkuii 3aci6. 3miHK y peuenma
3acTocyBaHHS, pm" nepBvHHE Ta BTOPUHHE BMPOGHMLTBI. 3MiHa po3Mipy cepil (BkMoYakym gianasoH

cnupToBun no 40 mn
y dnakoHax abo y
nakoHax 3
MeXaHiYHUM
posnunioBaveM; no
40 mn y dprakoHi
abo y onakoHi 3
MeXaHi4YHUM
po3nunoBayem; no
1 cbnakoHy B nayui

nakyBaHHs);
BigNoBiganbHUIM 3a
KOHTPOIb Ta BUMYCK Cepii:
TOB "TepHogapm",
YkpaiHa; BUpoGHMLTBO 32
NMOBHUM LMKIIOM
(BKITtOYaOYM NEPBUHHE Ta
BTOPVHHE NaKyBaHHS);
BianoBiganbHWi 3a
KOHTPOIb Ta BUMYCK Cepii:
TOB "Mikpodapm",
YkpaiHa

po3Mmipy cepii) roTOBOro nikapcbkoro 3acoby (3MeHLUEHHS [0
10 pasiB) - 3miHa po3mipy cepint [T13 gns BupobHuka TOB
«TepHodapm», YkpaiHa (3atBepmkeHo: 900,0 kr
(TeopeTuuHuii Buxig 23244 — 24640 cpnakoHris no 40 mn;
750,0 kr (TeopeTunyHUMiA BUXig donakoHis 19372 — 20534
dnakoHiB no 40 mn; 3anponoHosaHo: 900,0 kr (TeopeTnyHUIA
Buxig 23244 — 24640 dpnakoHis no 40 mn; 750,0 kr
(TeopeTuyHun BUXig dnakoHiB 19372 — 20534 cpnakoHiB no
40 mn; 500,0 Kr (TeopeTuyHMIn BuUxig conakoHis 12912 —
13687 cbnakoHis no 40 mn)); 3amiHm |l Trny - 3MiHM 3 AKOCTI.
A®I. BupobHuuTBO. 3MiHa BUpOGHMKa BMXiOHOMO/MPOMIXXHOIO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpPOOHMKa (BKIHOYaoun, ae
HeobxiaHO, MicLle NPoBeAEHHST KOHTponto sikocTi) AdI (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €BpONEnCchbKil
dapmakonei y 3aTBepKeHOMY A0ChE)(BBEAEHHS HOBOIO
BUpoGHMKa ADI 3 HagaHHsSM MacTep-ganna Ha Adl) -
BBELEHHS J0AATKOBOro BUpobHMKa ans APl meHTony
pauemiyHoro LANXESS Deutschland GmbH, HimeuyuuHa
(Bupo6HuuTeo (cuHTes)) Ta SYMRISE AG, HimeuunHa
(JopnaTkoBa 06pobka, NepBUHHA yNakoBKa, BTOPUMHHA
yMaKkoBKa, KOHTPOMb SIKOCTi, BUMYCK Cepii) 3 HaAaHHAM
Manctep-gaviny Ha API; 3amiHum Il Tuny - 3miHn 3 skocTi. ADI.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Bupo6HMLTBO. 3MiHa BUPOBHWMKa BUXIOHOrO/MPOMIDKHOIO
NpOAYKTY/peareHTy, Lo BUKOPUCTOBYIOTHCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpOOHUKa (BKNoYakoun, ge
HeobXxiaHo, MicLe NpoBeaeHHs KOHTpono sikocTi) ADI (3a
BiJCYTHOCTI cepTudikaTta BignoBigHOCTI €Bponencokin
dapmakonei y 3aTBepKeHOMY LOCbE)(BBEOEHHS HOBOTO
BUpobHMKa APl 3 HagaHHSM MacTep-darina Ha Adl) -
BBEJEHHS [0AaTKOBOro BUpPOoGHMKa Anst AD| npokaiHy
rigpoxnopug «Chongqging Southwest No.2 Pharmaceutical
Factory Co., Ltd.», Kutai 3 HagaHHsIM MancTep-canny Ha
AQI (version 09H November 2020)
78. | MOJTHYNIPA kancynu no 200 wmr, Mepk Lsenuapi MaTeoH ®apmacbloTikana CnonyuyeHi BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu Il Tuny - 3a UA/19184/01/01
BIP/MOLNUPI | no 40 kancyny Wapni A IHK., Cnony4eHi LWWtaTtn LraTtn 3MiHM Woao 6e3nekn/edekTBHOCTI Ta hapMakoHarnagy. | peuenmom
RAVIR nAAWL Hoym Awmepuiku; Mepk LLapn i Amepukn/ BHeceHHs abo 3miHa(1) Ao 3000B'A3aHb Ta yMOB Buaadi
I0EA Hoym Kopn., Cnony4eHi Kanapa peecTpauUinHOro NocBiA4YEHHS, BKNoYatoum MNnaH ynpasniHHA
m6X LLtatn Amepukn; Mepk pusmkamm (3actocyBaHHs 3MiH(K), siki(a) BUMararoTb(€)
Wapn i Joym Kopn., noAaanbLIoro obrpyHTyBaHHs HOBUMMW JOAATKOBUM AAHVMM,
CnonyyeHi WraTtn LLIO MalTb HafaBaTUCSH KOMMETEHTHUM OpPraHOM, OCKIfbKM
Amepukun; Mepk LWapn i BMMaraeTbCsl CyTTEBA OLjiHKA KOMMNETEHTHUM OPraHoM).
Hoym Kopn., CnonyyeHi 3asABHMKOM HagaHo oHoBneHun NnaH ynpaeniHHA pu3nkamm
LWratn Amepukn; MCL, Bepcis 2.0. 3MiHn BHeceHi go: YactuHm Il «Cneundpikauis 3
IHTepHewwHn MveX (Pinis 6e3nekn» (Mogyni Cl: «Enigemionoris nokasaHb 4o
MyepTo-Piko) TOB, 3acTocyBaHHs Ta uineosa(i) nonynauia(i)», Cll «dokniHiyHa
CronyyeHi WraTtn yacTuHa cneundikauii 3 6eanekn», Clll «Ekcnoauuis
Amepuiku; MNaTteoH [Hk., navuieHTiB, 3any4YeHnx 4o kniHiyHux BunpobysaHby, CIV
KaHnapa; MaTeoH IHk., «Monynsauii, siki He BUBYANMUCh Nig Yac KIiHiYHMX
Kanapa; Wapn BunpobyBaHby, CV «[licnsipeecTpauiiHnin gocsig») YactuHu
KopnopeiiwH, Cnony4eHi Il «MnaH 3 dhapmakoHarnagy», Yactunm IV «lMnanu wopo
LTatn Amepuku nicnspeecTpauinHux gocnigkeHb edpekTBHOCTI», YacTuHu
V «Baxogu 3 miHimizauii pusukie», Yactuuu VII « JogaTku»
4,8 y 3B’A3Ky 3 OHOBIIEHHAM iHopMaLii LLOJO KIiHIYHMX
OOCTifKEHb Ta BKIMOYEHHSAM JOMNOBHEHHS A0 PYTUHHOIO
dapmakoHarnsgy, a came BUKOPUCTaHHS aHKETYBaHHS npu
3acTocyBaHHi nikapcbkoro 3acoby npwv BariTHOCTi Ta B nepioa
roflyBaHHs rpyaar
79. | HABAJNIOHI® | cnpeli Ha3anbHWI, TOB YkpaiHa TOB "Mikpodpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3MiHu | Tuny - bes UA/10620/01/01
fososanuin 0,05% "BAJIAPTI 3MiHu 3 AkocTi. FoToBWI nikapcbkuii 3acib. KoHTponb peuenma
no 10 r y donakoHi; H roTOBOrO fikapcbKkoro 3acoby. 3miHa y meTogax
no 1 pnakoHy y DPAPMA" BUNpobyBaHHS rOTOBOrO NikapCbkoro 3acoby (He3HayHa
navui 3MiHa y 3aTBEPAKEHUX METOAAX BUNPOOYBaHHS) - He3Ha4YHa
3MiHa y 3aTBepaKeHoMy meTofi BunpobysaHHi 113 3a
nokasHukom «KinbkicHe BU3Ha4eHHs1. beH3ankoHito xnopuagy,
a came 3a3Ha4YeHHs1 BUKOPUCTaHHsi pobo4oro cTaHaapTHOro
3paska beHsarnkoHito xnopugy.
80. | HA30- cnpew HasanbHUi, TosapucT YkpaiHa ToBapucteo 3 obmexeHo YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - bes UA/12989/01/01
CNPEN 3 0,5 mr/mn no 15 mn BO 3 BiAMOBIAANbHICTIO 3MiHu 3 AkocTi. FoToBUIA NikapcbkuiA 3acib. 3miHn y peuenma
EKCTPAKTO y cbrakoHi 3i ckna 3 obmexeHo "®apmaueBTUYHa BUPOOHMLTBI. 3amMiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
M ANOE KrianaHoM-HacoCcoM, 10 KomnaHisi "3popos'a"”, BMPOGHMUTBA ANs YacTMHM abo BCbOro BUPOBHNYOro
HasanbHo BignoBiaa Ykpaina (Bci cTapii npoLiecy roToBOro fikapcbKoro 3acoy (AinbHUUSA, Ha SKin
HacazKolo- NbHICTIO BMPOGHMLTBA, KOHTPOIb npoBoAsTbCH Oyab-Aki BUpOOHUYI CTagiji, 32 BUHATKOM
po3nunoBayem Ta "®apmaue SIKOCTIi, BUNYCK cepii); BUNYCKY CEpii, KOHTPOIIO SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3aXMCHUM BTUYHA ToBapucteo 3 obmexeHor nakyBaHHs1, ANl HECTEPUIbHMX NiKapCbKnx 3acobiB) -
KoBMa4ykom; no 1 KOMMNaHis BiANOBIgANbHICTIO BBEJEHHS [OAATKOBOI AiNbHMLI BUPOBHULTBA, Ha SKil
bnakoHy y kopobuli; "3popos's" "®apmaueBTUYHa OyayTb npoBoAMTUCSA YCi BUPOOHMYI cTagii (B TOMy unchi
no 20 mn y conakoHi KoMnaHisi "3gopos'a”, nepBrYHHE Ta BTOPUHHE MaKyBaHHS), 32 BUHSTKOM KOHTPOSO
nonimepHomy 3 YkpaiHa (Bci cTagii akocTi T3 Ta Bunycky cepii.
KnanaHoM-HacocoMm, BMPOBHMLTBA, OKpiM CynyTHS 3miHa
HasanbHo KOHTPOSO SIKOCTi Ta - 3MiHM 3 sikoCTi. [OTOBWIA NiKapcbkuii 3aci6. 3miHM y
HacazKoto- BUNYCKY cepii) BMPOBHMLUTBI. 3aMiHa abo BBeAeHHs1 40AaTKOBOI AinbHULI
po3nunoBavem Ta BMPOGHMLUTBA AN YacTMHM abo BCbOro BUPOOHUYOro
3aXMCHUM npoLiecy roToBoro nikapcbkoro 3acoby (ainbHuus ans
koBnaykom; no 1 BTOPUHHOIO NaKyBaHHS);
hbnakoHy y kopobui - 3MiHM 3 sikocTi. F0TOBMIA NiKapCbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3amMiHa abo BBeAEeHHS A0AaTKOBOI OifbHULL
BMPOBHMLTBA ANSA YaCTUHM abo BCbOro BUPOBHNYOro
npoLiecy roToBoro nikapcbkoro 3acoby (ainbHuus ans
NEepPBUHHOIO NakyBaHHS)
81. | HABO®EPOH | cnpei Ha3anbHun AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu |l Tuny - bes UA/15653/01/01
® 100 000 MO/mn; no "dapmak” 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3acit. 3MiHN y peuenma
5 Mn y pnakoHi 3 BUPOGHMUTBI. 3MiHa po3mipy cepii (Bktoyatum gianasoH
OpyHaTHOro ckna po3mipy cepii) roToBOro nikapcbkoro 3acoby (3miHa Bumarae
abo y donakoHi OLiHKM NOPIBHSAAHHOCTI (MPOBEeAEHHS NOPIBHSANbHMX
CKIISTHOMY OocnimxeHb) nikapcbkoro 3acoby
CBITII03aXUCHOMY, BionoriYyHoro/iMyHonoriYHOro NOXoAXkeHHst abo 3miHa y
3aKpuTomy PO3Mipi cepii BUMarae npoBefeHHs1 HOBOro AOCHIIKEHHS
HacoCoM-403aTOpPOM GioekBiBaneHTHOCTI) - BBEAEHHSI OAATKOBUX PO3MipiB cepil
3 posnunoBayeM; no N3: 350 n Ta 500 n1, 3aTBEpAKeHi po3mipu cepii: 24 n, 100 n
1 donakoHy B nauyui 3 Ta 200 n; 3miHun Il Tvny - 3miHK 3 siKoCTi. FOTOBMIA NiKapCbKMiA
KapToHY 3aci6. 3MiHu y BUpoGHMUTBI. 3MiHM Y nNpoueci BUpobHuUTBa
roTOBOro MiKapCbKOro 3acoby, BKIOYaUMN NPOMDKHUIA
NpOoAYKT, L0 3aCTOCOBYETLCS NPU BUPOBGHULTBI FOTOBOrO
nikapcbkoro 3acoby (nikapcbkuii 3acib € nikapcbkum
3acobom 6ionoriYHOro/iMyHONOriYHOrO NOXOMKEHHS Ta 3MiHa
BMMarae NpPoBeAEHHS MOPIBHANBHUX AOCNIOXEHb) -
BUKIMOYEHHSI KOHTPOIMIO CTEpPUNi3yroHoro ginbTpy Ao Ta
nicng dinbTpadii; 3miHu 1l Tuny - 3miHn 3 akocTi. FoToBKIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(BOMOMI>XKHMX peYOBMHAX) FOTOBOrO NiKapCbKOro 3acoby (iHLui
[OMOMDKHI pe4OBUHM) - 3MiHa y NikapcbkoMy 3acobi
6ionoriyHoro/iMyHONOrYHOro NOXOMXEHHS - 3aMiHa
OOMOMDKHOI PEYOBUHM «BOAA ANS iH'EKLiN» Ha AONOMKHY
PEYOBUHY «BOAY OYULLEHY» Y CKInafi roTOBOrO NiKapCbKOro
3acoby
82. | HAKOM® Tabnetku, 250 mr/25 CaHpos CnoBeHis Jlek ®apmaueBTiHa CnoBeHis BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/9134/01/01
mr, no 10 TabneTok dapmach KOMNaHisi g.4. 3minHn 3 akocTi. CepTtucpikat BignosigHocTi/lE-cepTudikat | peuenmom
y 6nictepi; no 10 loTikan3 BignoBigHocTi €Bponeinchkini hapmakonei/MoHorpadii.
GnictepiB y a.a. MopaHHsa HoBoro abo OHOBMEHOrO cepTudikaTa
KapTOHHiIN kopooLi BignoBigHOCTI abo BUNy4YeHHs cepTudikaTa BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BMKOPWCTOBYIOTbCS Y BUpObHUUTBI APIl; ons onoMikHOT
peyoBuHM (cepTudikat BignoBigHOCTI EBpPONENChKii
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n 3acoby ynakoeka) noceio4yeHHs1
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEpAKEHOro BUPOBHYMKa - NoAaHHSA OHOBIIEHOIO
cepTudikaTta BignosigHoCTi €Bponencbkin hapmakonei Ne
R1-CEP 2001-352 - Rev 05 (3aTBepaxeHo: R1-CEP 2001-
352 - Rev 04) ans gitodoi pevoBuHN kapbigonu Big Bxe
3aTBepakeHoro BupobHuka TEVA PHARMACEUTICAL
INDUSTRIES LTD, sk Hacnigok 3aMmiHu B MeToauLi
BM3HaY€HHS CYNpOBIAHMX AOMILLOK Ta BHECEHHS iHcbopmauii
LLI0A0 BTOPUHHOIO NakyBaHHsI
83. | HATPIIO PO34MH ans iHdysin MpuBaTHe YkpaiHa MpuBaTHE aKLioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3miHu Il Tuny 3a UA/10413/01/01
BIKAPBOHAT | 4 % no 100 mn a6o aKuioHepH ToBapucTBO "lHdy3ia" - 3MiHK 3 gKocTi. [oTOBUIA Nikapcbkuii 3acit. 3miHn y peuenmom
200 mn, a6o 400 mn e BUPOBHMUTBI. 3MiHM y NpoLeci BUPOGHULTBA rOTOBOMO
y NNsiLKax TOBapuCTB nikapcbKkoro 3acoby, BKIOYa4y NPOMIXKHUIA MPOAYKT, Lo
o} 3aCTOCOBYETBCA NMPU BUPOOHULTBI FOTOBOIO NiKapCbKOro
"lHdpysia" 3acoby (iHLWi 3MiHW)
3MiHa NapaMeTpiB pexuMy cTepunisadii: 3aTBepaKeHnn npu
Temnepatypi He meHwe 110 C npoTtsarom 40 xB;
3anponoHoBaHWI Npu TemnepaTtypi He MmeHwe 121 C
npotsrom 15 xs.
84. | HEBPAIIOH PO34MH ANS iH'eKLiN TOB Ykpaina K.O. Pomdapm KomnaHi PymyHis/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/17661/01/01
no 2 Mn B amnyni; «YOoPna C.P.J1.,, PymyHisi; Medbap TypeyuunHa 3MiHM 3 skocTi. F0TOBMIA Nikapcbkuii 3acit. 3MiHN y peuenmom
no 5 amnyny MEONUN Inay Can. A.LL., BUPOOHMLTBI. 3amiHa abo BBeAEHHS 4OAATKOBOI AiNbHUL
KOHTYPHIl H» TypeydnHa BMPOBHMLTBA ANSA YacTMHM abo BCbOro BUPOOHNYOro
YapyHKOBIN npoLiecy roToBOro fikapcbkoro 3acoby (AinbHUUSA, Ha kil
ynakosLi; no 1 npoBoasTbCsa byab-ski BUPOOHWYI CTagii, 32 BUHSITKOM
KOHTYPHIl BUNYCKY Cepii, KOHTPOIIO AKOCTi Ta BTOPUHHOTO NaKyBaHHS

YapyHKOBIN ynakoBLi
B KapTOHHIN kopobui

ANs CTepunbHUX Nikapcbknx 3acobiB (BkNtovaoun BUpobneHi
acenTVYHUM METOAOM), KpiM NikapCbKunx 3acobis
BionoriyHoro/imyHonoriYHoro noxoaxeHHs) CynyTHS 3miHa -
3MiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3acib. 3miHn y
BUPOOHMLTBI. 3amMiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BMPOBHMUTBA ANs YacTuHM abo BCbOro BUPOOHUYOro
npovecy rotoBoro nikapcbkoro 3acoby (AinbHUUA Ans
BTOPWHHOIO NaKyBaHHS) -

BBELEHHS 40AATKOBOI BUPOOHMYOI AiNbHWLI BignoBigansHoi
3a BUPOOHWLUTBO Ta NepBUHHE | BTOPUHHE NaKyBaHHS
nikapcbkoro 3acoby - Medap Inay CaH. A.LL., TypeyumHa /
Mefar llac San. A.S., Turkey, L0 3HaXOAUTLCS 3@ aApeCcoio
PamasaHorny Max. EHcap Oxaga. Ne 20, 34906 KypTkon —
MeHguk/Ctambyn, TypeyunHa / Ramazanoglu Mah. Ensar
Cad. No: 20, 34906 Kurtkoy — Pendik/Istanbul, Turkey.
BBefeHHs 3MiH NpOTArom 6-Tv MicsiLiB Nicnst 3aTBEPOXKEHHS.
3MiHu | TUNYy - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHn y BUpoBHMUTBI. 3MiHa iMnopTepa/3miHu, Lwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SIKOCTi rOTOBOMO
nikapcbkoro 3acoby (3amiHa abo foAaBaHHS BUPOGHKKa, Lo
BignoBigae 3a BBe3eHHs Ta/abo BMnyck cepii) - Bkniovyatoun
KOHTponb/BUNpobyBaHHs cepii. BBeaeHHs noaaTkoBoi
BMPOGHMYOI AinbHULI, BiANOBIAaNbHOI 3a KOHTPOrb Ta
Bunyck cepii 113 - Medap Inay CaH. A.LL., TypeyuuHa /
Mefar llac San. A.S., Turkey, 110 3HaxoQnTbLCH 3a aapecolo
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

PamasaHorny Max. EHcap [xaa. Ne 20, 34906 KypTkon —
Mengmk/Ctambyn, TypeuunHa / Ramazanoglu Mah. Ensar
Cad. No: 20, 34906 Kurtkoy — Pendik/Istanbul, Turkey.
BBefeHHs 3MiH NpoTArom 6-T MicsLiB Nicnsi 3aTBEPAYKEHHS.

85.

HEOIABIH
150

kancynu no 150 wmr;
no 10 kancyn y
6nictepi; no 1, 3 abo
6 bnictepiB y
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "dapma Crtapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MiHM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKiii XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIii ANS MEAMYHOrO 3aCTOCYBaHHSA Ha
nigcraBsi perynsipHo OHOBMIOBaHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCcyBaHHS NikapCbKoro 3acoby B nicnsipeecTpaLinini
nepion, abo sik pesynbTaT OLiHKM 3BiTY 3 AOCHIOXKEHD,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHnX
pocnimkeHb (PIP) (3MiHy y3roaxeHo 3 KOMNETeHTHUM
yNOBHOBa)eHUM opraHom) 3MiHM BHECEHO [0 iHCTPYKUii Ans
Me[MYHOro 3aCTOCyBaHHS fikapcbKoro 3acoby y po3ginu:
"OcobnueocTi 3acTtocyBaHHA", "MM0bi4HI peakuii” BignoBigHO
[0 OHOBNeEHOT iHdhopMaLii 3 6e3nekn 4itlo4oi peYOBUHMU.
BBeaeHHs 3MiH NpoTArom 6-Tn MicauiB 3 gaTtm
3aTBEPAKEHHS.

3a
peuernmom

UA/13702/01/01

86.

HEOrABIH 75

Kancynu no 75 wr;
no 10 kancyn y
6nictepi; no 1, 3 abo
6 bnicTepiB y
KapTOHHIN naywi

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma Ctapt”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3MiHu | Tuny -
3MmiHu Wwoao 6esnekn/edekTUBHOCTI Ta dhapMakoHarnagy.
3MiHa y KOpOTKi XapaKTeprCcTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii ANs MEeAMYHOro 3aCTOCYBaHHSA Ha
niacTasi perynspHoO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
3acTocyBaHHS nikapcbkoro 3acoby B nicnspeecTpauinHuii
nepion, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCHIAXEHD,
NpOBeAEHNX BiANOBIAHO A0 NNaHy negiaTpuyHMX
pocnimxkeHb (PIP) (3MiHy y3roaXeHo 3 KOMNETEHTHUM
YMOBHOBAXXEHUM OpraHom) 3MiHVM BHECEHO [0 IHCTPYKLUIT Ans
ME[NYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ainu:
"OcobnusocTi 3actocyBaHHs", "MobiuHi peakuii” BignosigHO
[0 OHOBIEHOI iHbopMaLlii 3 6e3neku Ait4oi PeHOBUHM.
BBeneHHs 3MiH npoTarom 6-Tv Micauis 3 gatm
3aTBEPOKEHHS.

3a
peuenmom

UA/13702/01/02

87.

HITPO-MIK®

cnpen
cybniHreanbHum
nosoBaHun, 0,4
mr/gosa, no 15 mn
(300 po3) y chnakoHi;
no 1 pnakoHy 3
po3nunoBayeM,
3anoBiKHUM
KOBMaYkoM y nauyui 3
KapTOHY

TOB HB®
«MIKPOXI
M»

YkpaiHa

TOB HB® «MIKPOXIM»

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTBHOCTI Ta hapMakoHarnagy.
BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo CUCTEMY
dapmakoHarnagy (BBeAeHHS y3aranbHEHUX 4aHUX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKkTHOT
ocobu 3 chapmakoHarnsgy 3asiBHUKA ANs 34iINCHEHHS
cbapmakoHarnsigy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yNoBHOBaXeHOoI 0cobu, BignoBiaansHoi 3a 3A4iNCHEHHS
bapmakoHarnsgy (BKM4Yarym KOHTaKTHI gaHi) Ta/abo 3miHu
y po3MilLieHHi MacTep-danna cuctemn papmakoHarnsagy) -
3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKA, BiAMNOBigansHOI 3a
dapmakoHarnsg. Hitoua pegaxuis: Xypba Ninis
BonoagvmupisHa.
[MponoHoBaHa pegakuisi: €8cTpaToBa IpuHa IropisHa. 3miHa

3a
peuernmom

UA/2622/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTaKTHUX JaHWX YNMOBHOBaXXEHOI 0COOU 3asiBHYMKA,
BignoBiganbHoi 3a papMakoHarnsag. 3miHa
MicLie3Haxo4KeHHA MacTep-danna cuctemu
capmakoHarnsgy. 3MiHa micus 34iNCHEHHSI OCHOBHOI
AiSNbHOCTI 3 dpapmakoHarnsgy
88. | MAH3ITA/PA PO34MH Ans iHdy3in OxkTadhap ABcTpis BUPOBHMK, ®paHuis/ BHECEHHS 3MiH 4O peecTpalinHux maTtepianis: 3miHu | Tuny - 3a UA/17142/01/01
NZYGA® no 100 mr/mn, no 10 ma BiANOBiAanNbHWIA 3a AscTpis/ 3MiHu 3 sikocTi. APl. BupobHuuTBo. 3MiHM B npoueci peuenmom
M1, 25 mn po3unHy y | dapmaues BMPOBHMLTBO in-bulk, HimeuunHa BUMpobHMUTBa AD| (He3HavHa 3MiHa y npoueci BUpobHMLTBA
conakoHi, no 1 TVKa nepBYHHE NaKyBaHHS, Adl)
hnakoHy B MpogykTio Bunyck cepii: Oktacpapma, 3miHa gianaszoHy macu Fraction I+1I1+1l 3 220-270 kr Ha 190-
KapTOHHIN kopobLyj; HCcrec ®paHLis; BUPOBHWK, 280 «Kr, W0 BUKOPUCTOBYETLCA NPY BUPOOHULITBI 4ito40T
no 50 mn, 100 mn M.6.X. BigNOBiganbHUIM 3a pevoBUHM Ha AinsHui Octapharma, France. 3miHn | Tuny -

PO34MHY Y MrsiLLKaXx,
no 1 nnswui B
KapTOHHiIN kopooLi

nepBUHHE Ta BTOPUHHE
nakyBaHHS1, KOHTPOJb
SIKOCTi, BUMYCK cepil:
OkTadapma
dapmaueBTrKa
MpoaykTioHcrec. M.6.X.,
ABCTpIst; BUPOBHMK,
BiAnNoBiganbHWi 3a
BTOPWHHE NaKyBaHHS:
Oxtadhapma [leccay
'M6X, HimeuunHa

3MiHn 3 skocTi. A®l. BupobHuuTBo. 3MiHM B NpoLECi
BMpOoGHMLUTBa AD| (He3HayHa 3MiHa y npoLeci BUPOOHMLTBa
A®I) 3miHa MakcmanbHOro Yacy nonepegHboro
PO3MOPOXKYBaHHSA Ta 06’egHaHHs NopLi nnas3mu 3 28 roauH
00 24 rogyH. 3MiHm | Tuny - 3MiHu 3 akocTi. ADI.
Bupo6HMLTBO. 3MiHK B npoueci BUpobHuuTBa API (iHLwi
3MiHM) 3MiHa MakcMarnbHOro Yacy 36epiraHHs1 TPOMIDKHOrO
npoaykty 1 (Intermediate 1) 3 3 TwxHIB 4O 2 TUXKHIB. 3MiHN |
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y
napameTpax crneundikaui Ta/abo JONyCTUMUX MEX,
BM3Ha4eHuX y cneuudikauisx Ha Adl, abo
BUXiAHWA/NPOMiXHWI NpoJyKT/peareHT, Lo
BMKOPUCTOBYOTBCS Y npoueci BUpobHuutea API (iHwi 3miHK)
OHoBneHHs cneuudikaii fonomikHoro ginbTpa Harborlite
900, Wwo BUKOPUCTOBYETLCS B NMpoLeci BUpobHULTBa Aitoyoi
PEYOBUHN.
3Minn Il Tuny - 3minn 3 skocTi. A®l. BupobHuuteo. 3miHu B
npoteci BUpobHmuTBa API (3MiHa CTOCYETbCS aKTUBHOI
peYoBUHM GioNOriYHOro/iMyHONOrYHOrO NOXOAXKEHHS abo
BUKOPUCTaHHS XiMibyHUX ADP| y BUPOOHULTBI NikapCbKOro
3acoby 6ionoriYyHOro/iMyHONorYHOro NOXOMXKEHHS, sika MOXe
MaTu 3Ha4YHWIA BNIMB Ha SKICTb, 6e3neKy Ta edPeKTUBHICTb
nikapcbKoro 3acoby, i He CTOCYETbCSI NPOTOKOMY) 3MiHa
MakcumarnbsHoro Yacy S/D o6pobku 3 4,5 roguH go 1,5 roamH
Ha eTani Step 9 Virus Inactivation by SD-treathment npouecy
BMPOGHMLTBA Ajtoyoi peqoBuHW. 3MiHn |l Tuny - 3MiHm 3
sikocTi. A®l. BupobHmuTBO. 3MiHa BUpOGHUMKa
BWXiZHOTO/MPOMIDKHOTO NPOAYKTY/peareHTy, Lo
BVKOPVCTOBYIOTbCS Y BUpOBHUYoMy npoueci ADI, abo 3miHa
BMPOOHWKa (BKMtoyatoum, Ae HeobxigHo, mMicLe NpoBeAeHHs
KOHTponito sikocTi) ADI (3a BiacyTHOCTI cepTudikata
BigNoBIgHOCTI €Bponewichkin hapmakonei y 3aTBepaKEHOMY
nocbe)(3miHa B AD| GionoriyHoro noxomkeHHs abo
BUXiAHOMY MaTepiani/peareHTi/NpOMiXXHOMY NMPOAYKTI, LLO
BVIKOPVICTOBYIOTBCS ANA BUPOOHMLITBA
6ionoriyHoro/iMyHonoriYHoro nikapcbkoro 3acoby )
HopaBaHHs BUpobHuYoi AinbHUui Octapharma
Pharmazeutika Produktionsges. m.b.H. (OPG), AscTpis, 3
dyHKLie BUPOGHMLTBA NpoMixkHoro npoaykTy Fraction
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
I+11+111.
89. | MAHTONPA3 | Tabnetkn TOB Ykpaina Tesa ®dapma C.J1.Y. Icnanis BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/16874/01/01
OJI-TEBA racTpope3nNCTEHTHI «TeBa 3miHun 3 skocTi. CepTudcikat BignosigHocTi/lE-cepTudikat | peuenmom
no 40 mr; no 7 Ykpaina» BiANOBIAHOCTI €Bponencokin hapmakonei/moHorpadii.
TabneTok y 6nicTepi, MopaHHsa HoBOro abo oHoBrneHoro cepTudikaTta
no 2 abo 4 6nictepu BignoBigHoCTi abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
B kopobuj; no 10 €sponelicbkin bapmakonei: ana A®l; onsa BuxigHOro
TabneTok y 6nicTepi, marepiany/peareHTy/npOMDKHOIO MPOAYKTY, L0
no 3 Gnictepu B BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; Anst 4ONOMiKHOT
kopobui; no 14 peyoBuHM (cepTudikat BignoBigHOCTI €BponechKin
TabneTok y 6nictepi, dapmakonei) - OHoBneHWNn cepTudikaT Big yxe
no 1 abo 2 Gnictepu 3aTBEpOKEHOro BUPOGHMKa - MOAaHHS OHOBMEHOrO
B kopobuj; no 15 cepTudikaTa BignosigHocTi €Bponeiickkint hapmakonei Ne
TabneTok y 6nictepi, R1-CEP 2009-302 - Rev 02 (3atBepmxeHo: R1-CEP 2009-
no 2 6nictepu B 302 - Rev 01) ana A®Il naHTonpasony HaTpito ceckBirigpaTy
Kopobui Bif, BXXe 3aTBepaKeHoro BMpobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD; aminu | Tvny -
3minHun 3 akocTi. CepTtudikat signosigHocTi/lE-cepTudikat
BignoBigHoCTI €Bponeiichkin apmakonei/MmoHorpadii.
MopaHHsa HoBOro abo oHoBMEHOro cepTudikara
BignoBigHocTi abo BUNy4YeHHs cepTudikaTa BignoBigHOCTI
€Bponeicbkin dapmakonei: gna A®l; ons BuxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYOTbCS Y BUpobHUUTBI APIl; onst gonomixHoi
peyoBUHYM (cepTuddikaT BignoBigHOCTI €EBpoNenChKii
dapmakonei) - OHoBneHWn cepTudikaT Bif yxe
3aTBEpOKEHOro BUPOGHUMKa - MOAaHHS OHOBMEHOMO
cepTudcikaTa BignosigHocTi €Bponelickkini hapmakonei Ne
R1-CEP 2009-302 - Rev 03 anst A®I naHTonpasony HaTpito
ceckBirigparty Bif Bxe 3aTBepaxeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD.
90. | NAMABEPUH | kpuctaniyHun MpAT Ykpaina Pekoppaarti IHgacTpia ITanisa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - - UA/0722/01/01
Yy NMOPOLLIOK "®papmaune Ximika | Pamec'toTika 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
FIAPOXNOPU | (cybecTaHuis) y BTUYHA C.ni.En. BignoBigHocTi €Bponeichkini hapmakonei/MoHorpadii.
i} nakeTax noABiiHMX dpipma 3MiHW, NoB'A3aHi 3 HEOOXIQHICTIO NPUBEAEHHS Y
nonieTMneHoBmnx "OapHuus” BiAMNOBIAHICTb A0 MoHorpadii AdPY abo €BponericbKol

ansi
hapmaLeBTUYHOro
3aCTOCYBaHHS

apmakonei, abo iHLOoi HaLioHanbHOI hapmakonei Aepxasu
€C (iHWi 3MiHN) AONOBHEHHSA METOAIB KOHTPOMIO Ta
cneuudikauii APl nokasHMkoM «30BHILLHI BUrMSA PO3YMHY
(2 % m/06 y BoAj)» Ta BUNYYEeHHs Noka3HukiB «[po3opicTb
PO34nHY», «KonbopoBiCTb PO34MHY», «PO3UnHHICTLY, «Onuc
po3uuHy (1/15 m/06 y xnopodopmi)», «PeyoBuHM, Lo nerko
06BYrNOIOTLCS», BiANOBIAHO A0 BUMor €®. 3MiHu | Tuny -
3miHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo [ONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha ADI, abo BUXigHUA/MPOMiXKXHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BMPOGHMUTBa AD| (BUNYYEHHS HE3HAYHOTO MOKa3HUKa SIKOCTI
(Hanpwknaa BUIYyYeHHs 3acTapifioro NokasHuKa)) BUNyYeHHs!
nokasHuka «lgeHTudikauisa B» (USP<197U>) 3 meTopis
KOHTPOnHO SKOCTi Ta cneundikadii AP, y BignosigHocTi Ao
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Homep
peecmpayiliHo2o
noceio4yeHHs1

opuriHanbHMX maTtepianis BUpoOHuKa. 3MiHuM | Tuny - 3MiHu 3
sikocTi. A®I. KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs
A®I abo BMxiaHOro MaTepiany/npomixxHoro
npoaykTy/peareHTy, O BUKOPUCTOBYETLCS Y NPOLECI
BUPOOHMLUTBa AD| (HE3HAYHI 3MiHW Y 3aTBEPIKEHNX
MeTofax BUNpobyBaHHSA) BHECEHHS peAaKLUiiHAX YTOYHEHb B
MeToam KoHTponto sikocTi API 3a nokasHukoM «Po3mip
YaCTMHOKY, Y BiANOBIOHOCTI 40 OpuriHanbHUX MaTtepianis
BUpo6HMKa. 3MiHu | Tuny - 3miHu 3 skocTi. ADI. KoHTponb
A®l. 3miHa y napameTpax cneumadikauin Ta/abo gonycTtummx
MeX, BU3Ha4eHux y crneumndikauisx Ha A®l, abo
BUXIOHWMI/MPOMDDKHWUIA NPOOYKT/peareHT, Lo
BUKOPUCTOBYIOTLCA Y Npoueci BupobHuuTtea ADI (iHWwi 3miHM)
CynyTHS 3miHa - 3MiHN 3 skocTi. A®I. KoHTponb A®I. 3miHa y
MeTodax BunpobyBaHHst APl abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMIKOPVCTOBYETbLCS y npoueci BUpobHuutea A®I (iHLwi 3mMiHW
y MeTofax BunpobyBaHHs (BKItoyatoum 3amiHy abo
nonoBHeHHs1) A®l abo BUXigHOrO/NPOMIDKHOrO NPOAYKTY)
BHECEHHS 3MiH Ta pefaKLUiiHNX YTOYHEHb 40 METOAIB
KOHTpOSto Ta cneumndikauii A®| 3a nokasHMkamm
«loeHTndikauis A», «lgeHTndikauis C», «pH», «BtpaTta B
Maci npu BucyLlyBaHHi», «CynbdaTtHa 3onay, «HacunHa
ryctuHay, «KinbkicHe BU3Ha4YeHHs», y BiANOBIAHOCTI A0
opuriHanbHNX maTtepianis BUpo6Huka. 3miHu | Tuny - 3miHu 3
akocTi. A®Il. Kontponb A®I. 3miHa y meToagax BunpobyBaHHs
A®I| abo BuxigHOro matepiany/npoMixxHoro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
BMpo6HMUTBa ADI (iHWi 3MiHM y MeToaax BUNpobyBaHHS
(Bkntoyaroumn 3amiHy abo gonosHeHHs1) A®I abo
BUXigHOro/npomixkHoro npoaykty) CynyTHsi 3amiHa - 3miHu 3
akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha ADI, abo BUXigHUIA/MPOMIXHWIA

NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLECI
BUpo6HMUTBa ADI (iHLWi 3MiHW) BHECEHHSA 3MiH B MeTOAN
KOHTpOrM0 Ta HopMmyBaHHS AD| 3a NokasHUKOM «3anuLLKOBi
KiNTbKOCTi OpraHiyHMX pO34MHHWMKIBY, Y BIANOBIAHOCTI OO
opvriHanbHWUX maTepianis BUpo6HMKa. CynyTHSA 3miHa: 3MiHK
3 akocTi. A®l. KoHTponb A®I. 3MiHa y napameTpax
crneundikai Ta/abo JONyCTUMUX MEX, BUSHAYEHMUX Y
crneundikauiax Ha A®I, abo BUXigGHNIA/NPOMIKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLEC
BMpO6HMUTBa ADI (iHLLI 3MiHW)

91.

NMAPALIETAM
on-
OAPHULSA

Tabnetku no 200 mr,
no 10 Tabnetok y
KOHTYPHIl
YapyHKOBIN
ynakosLi; no 1 abo
no 10 KOHTYPHUX
YapyHKOBMX

MpAT
"®Papmaue
BTUYHA
dipma
"OapHuus”

YkpaiHa

MpAT "®apmaueBTnu4Ha

dipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLuiiHux maTtepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dpapMakoHarnsay.
3MiHa y KOpOTKil XapaKTepuCTULi NikapcbKoro 3acody, TEKCTI
MapKyBaHHs Ta IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS Ha
niacTasi perynsipHo OHOBIIOBAHOrO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3acTocyBaHHs Nnikapcbkoro 3acoby B nicnsipeecTpauiniui

Ne 10 - 6e3
peuenma;

Ne 100 — 3a
peuenmom

UA/4369/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YNakoBOK Yy nauui; no nepion, abo sk pesynbTaT OUiHKM 3BiTY 3 AOCHiOKEHD,
10 TabneTok y npoBeAeHVX BiANOBIAHO A0 NnaHy nediaTpuyHnx
KOHTYPHUX pocnigpkeHb (PIP) (3MiHy y3rogkeHo 3 KOMNEeTEHTHUM
YapyHKOBMX YNOBHOBaXXeHNM opraHoMm). 3MiHu BHECEHI A0 iHCTPYKLii Ans
ynakoBkax MeAMYHOro 3acTOCyBaHHS NikapCbkoro 3acoby y po3ainu
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnueocTi 3acTocyBaHHA", BignoBigHoO 40
OHOBMEHOI iHhopMaLlii 3 6e3neku Ailo4oi PEHOBUHN.
BBegeHHs 3MiH NpoTsArom 6-Tu MicsUiB Micnsi 3aTBEPAKEHHS
92. | NAPALETAM | tabnetku no 500 wmr, MpAT YkpaiHa MpAT "®apmaueBTnyHa YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny - be3 UA/4369/01/03
on- no 10 Tabnetok y "®apmaue dipma "JapHunua" 3MiHn wopo 6esnekn/edekTMBHOCTI Ta bapMakoHarnsay. peuenma
OAPHULUA KOHTYPHI BTUYHA 3MiHa y KOpOTKili XapaKTepucTULi Nikapcbkoro 3acoby, TEKCTi
YapyHKOBIN dipma MapKyBaHHA Ta iHCTPYKLii ANS MEAMYHOro 3acToCyBaHHA Ha
ynakosL; o 1 "OapHuus" nigcTaBsi perynspHoO OHOBMIOBAHOTO 3BiTYy 3 6e3neku
KOHTYPHI nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
YapyHKOBIlN ynakoBLj 3acTocyBaHHS Nikapcbkoro 3acoby B nicnsipeecTpauiiiuii
y nayui; no 10 nepion, abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAXKEHb,
TabneTok y npoBefeHVX BiANOBIQHO A0 NnaHy negiaTpuyHux
KOHTYPHMUX pocnigpkeHb (PIP) (3MiHy y3rog)keHo 3 KOMNEeTEHTHUM
YapyHKOBUX YNOBHOBAXEHNM opraHoM). 3MiHW1 BHECEHI A0 iHCTPYKLii Ans
ynakoBKax MELMYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby y po3ginu
"B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta iHWi Buan
B3aemogin", "OcobnueocTi 3acTocyBaHHA" BigNOBIAHO A0
OHOBJEHOI iHpopmaLlii 3 6esneku 4ilo4oi peHoBUHM.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB Nicns 3aTBEpPOXKEHHS
93. | MEPTYCUH cupon, in bulk: no MAT Ykpaina MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - - UA/9554/01/01
100 r y conakoHi abo | "Manuuda 3MmiHu 3 skocTi. FoToBMIA Nikapcbkuii 3acié. KoHTponb
6aHuj, no 48 pm" [OMNOMIKHMX pevyoBUH. 3MiHa napameTpiB cneundikauin
nakoHiB abo 6aHOK Ta/abo [oNyCTUMMX MeX AN AOMNOMIKHOI PEYOBUHW (iHLLi
y kopobi 3MiHW) BUNYYeHHS iHopMalLlii oo NpoBeaeHHs
KapTOHHOMY BMNpobyBaHHSA ANs ineHTudiKaLii KOXXHOro TapHOro Micud i3
Cneundpikauii gonomixxHoi pevosuHn ETAHOJT (96 %)
94. | NEPTYCUH cupon, no 100 ry MAT YkpaiHa MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/0749/01/01
nakoHax abo "Tanuuda 3MmiHn 3 skocTi. FoToBMI Nnikapcbkuii 3aci6. KoHTponb peuenma
6aHkax; mo 100 ry pm" [OMNOMIKHMX pevoBUH. 3MiHa napameTpiB cneundikauin
bnakoHi abo GaHuj; Ta/abo AoNyCTUMUX MeX Ans AONOMKHOI PEYOBUHY (iHLLi
no 1 dnakoHy abo 3MiHW) BUNYyYeHHSs iHopmalLlii LoAo NpoBedeHHs
6aHui y nayui BUNpobyBaHHsA Ans ineHTMdiKaLii KOXXHOro TapHOro MicLd i3
Cneuudikauii gonomixHoi pedosuHn ETAHOJT (96 %)
95. | MONI3AHON cycneHsist oparnbHa, AT YkpaiHa Ixenedapm CA, lNpeuis; Ipeuis BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | Tuny - - UA/18481/01/01
40 mr/mn in bulk: no "®apmak” Padapm CA, Mpeuis ALMiHiCTpaTMBHI 3MiHU. Buny4yeHHS BUPOBHWYOIT AinbHULI
105 mn y cbnakoHi (Bkntovatoum ainbHuui ans A®l, npomixxHoro npoaykty abo
no 42 conakoHu y roTOBOrO NiKapCcbKoro 3acoby, AiNbHULI Ansi NPOBEeAEHHS
TPaHCMNOPTHIN nakyBaHHs, BUPOOHMKa, BiAMOBiAaNbLHOroO 3a BUMYCK Cepiit,
ynakoBLji MicLie NpoBeEeHHS KOHTPOMHO cepii) abo nocTayanbHUKa
BVXiQHOrO Marepiany, peareHTy abo JONOMiXXHOI pe4yoBUHU
(SIKLLO 3a3HaYeHO y [OCbE) BUITyYEHHS BITACHUKOM [OChE,
komnaHieto Genepharm SA, Npeuisi BUPOGHWYOT AiNbHUL
M3 JSC «Grindeks», Natsis (gingHka |). BeeaeHHs 3miH
npoTarom 6-Tn MicauiB 3 AaTv 3aTBepaKeHHs. 3MiHn | Tuny -
3MiHU 3 sikocTi. [oToBMI Nikapcbkuid 3aci6. 3MiHn y
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BUPOGHMLTBI. 3MiHa iMnopTepa/amiHu, LLO CTOCYOTbCS
BWMYCKY Cepil Ta KOHTPOSIO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHA AiNbHULI, Ha sKin
3AINCHIOETHCA KOHTPOSL/BUMNPODBYBaHHA cepii) JoaaBaHHS
anbTepHaTuBHOI goaaTtkoBoi AinbHuui M3 QACS LTD.,
"peuis, BignoBiganbHOI 3a KOHTPOIb CEPil NPOAYKTY.
BBepneHHs 3MiH NnpoTsarom 6-Tu Micauis 3 gatm
3aTBEPOKEHHSI.

96.

NONI3AHON

CyCrneH3ist opanbHa,
40 mr/mn no 105 mn
y donakoHi; no 1
dnakoHy y nauui

AT
"dapmak”

YkpaiHa

AT "dapmak”,
YkpaiHa

(BMPOOHMLTBO 3 MPOAYKLi
in bulk cbipM-BMPOGHWMKIB
xeHedpapm CA, Mpeuis

abo PAD®APM CA, peuis)

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny -
AZMiHIiCTpaTuBHI 3MiHW. BunyyeHHs BUPOOHMYOI AinbHML
(Bkntoyatoum ginbHuui ans A®l, npomixkHoro npoaykty abo
roTOBOro MikapcbKoro 3acoby, AinbHWLI AN NPoBeAeHHS
nakyBaHHs, BUpobOHMKa, BiANOBiAanbLHOro 3a BUMYCK cepin,

MicLie NPOBEAEHHS KOHTPOMIO cepii) abo nocTtavanbHUKa
BUXiOHOrO MaTepiany, peareHTy abo LONOMiIXKHOI pe4yoBMHM
(AKLLLO 3a3HaYEeHO Y AOCHE) BUIyYEHHSI KOMMaHIE
[xenedpapm CA, peuis BUpOGHMYOI AinbHALI AKLiOHEpHe
ToBapucTBo «I piHaekcy, Nateis (ginaHka |). 3viHa BHeceHa
B po3ain "BMpoBHUK" B IHCTPYKLO ANs MeanyHoro
3aCTOCYBaHHS NiKapCbKOro 3acoby Ta SK HaCcMigoK - y TEKCT
MapKyBaHHs yakoBKM Nikapcbkoro 3acoby. BBegeHHs 3MiH
nNpoTArom 6-T MicsiLiB 3 4aTu 3aTBEPKEHHS. 3MiHu | Tuny -
3MiHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. 3miHu y
BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYHTbCS
BUNYCKY cepil Ta KOHTPOMIO SAKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHA AiNbHWLI, Ha SKin
3AiNCHIOETLCS KOHTPOMb/BUNPOGYBaHHS cepii) AoaaBaHHs
anbTepHaTMBHOI gopaTkoBoi AinbHuui M3 QACS LTD.,
'peuis, BiANOBiAanbHOI 3a KOHTPOMb Cepii NPOAYKTY.
BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis 3 gatu
3aTBEPOKEHHS.

3a
peuernmom

UA/18482/01/01

97.

NONI3AHON

CyCneH3sisi oparnbHa,
40 mr/mn no 105 mn
y chnakoHi; no 1
dnakoHy y nayui

AT
"®apmak”

Ykpaina

AT "®apmak”, YkpaiHa

(BMPOBHMLTBO 3 NpOAYKLi
in bulk cipm-BUpoGHMKIB
IxeHedpapm CA, peuis

abo PAGAPM CA, Mpeuis)

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKoro 3acoy, TeKCTi
MapKyBaHHS! Ta IHCTPYKUIii ANS MEAMYHOrO 3aCTOCYBaHHS Ha
niacTasi perynspHo OHOBIIOBAHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acody B nicnsipeecTpauinHuii
nepiofl, abo sik pe3ynbTaT OUiHKK 3BiTY 3 OCHIXEHD,
npoBeAeHuX BiANOBIAHO A0 NnaHy negiaTpuyHux
pocnimkeHb (PIP) (3MiHy y3roakeHo 3 KOMNETEHTHUM
YMNOBHOBaXeHNM opraHoM) 3MiHU BHeCeHi Ao IHCTpykuii aons
MeAMYHOro 3acToCyBaHHSI Nikapcbkoro 3acoby Ao po3ainy
"B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta iHLWi Buam
B3aemogin" Wwopao 6e3nekn 3acTocyBaHHS Ai040i PEHOBUHM.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPOKEHHS.

3a
peuernmom

UA/18482/01/01

98.

NonIMIK®

TabneTku, BKPUTI
o6onoHkoto, no 10
TabneTtok y bnicrepi;
no 1 6nictepy B

TOB
«MEQ®A
PM NTO»

YkpaiHa

KYCYM XENTXKEP NBT

nTh

IHAis

BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MiHu Wwopo 6esnekn/edekTMBHOCTI Ta dbapMakoHarnsaay.
3MiHa y KOpPOTKil XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIii ANns MeAMYHOro 3acTOCYBaHHA Ha

3a
peuernmom

UA/7657/01/01
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KapTOHHIN ynakoBLi

nigcraBsi perynsipHo OHOBMIOBaHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3acTocyBaHHSA Nikapcbkoro 3acoby B nicnsipeecTpauiiiuii
nepion, abo sk pesynbTaT OUiHKM 3BiTY 3 AOCHiAKEHb,
npoBeAeHVX BiANOBIAHO A0 NnaHy negiatpuyHux
pocnigpkeHb (PIP) (3MiHy y3rogkeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHN BHECEHO A0 IHCTPyKLii
AOnsi MEQUYHOTO 3acTOCYBaHHS fikapcbkoro 3acoby Ao
po3ainy "MobGiyHi peakuii" BianoBigHO 40 pekomeHaaLin
PRAC. BBeaeHHsi 3MiH npoTaroM 6-Tu micsauiB nicns
3aTBEPKEHHS;
CynyTHs1 3MiHa
- 3MiHK Wwopno G6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay.
BHeceHHsi abo 3miHa(u) oo 3060B'A3aHb Ta yMOB BUAaui
peeCTpauUinHOro NocBiAYEHHS, BKNtoYatoum MNnaH ynpasniHHA
pu3nKkamm (3aCTOCYBaHHsI TEKCTY, SIKUIA NOTOXKEHUN 3
KOMMETEHTHUM OpraHoM) - 3asiBHUKOM HalaHO OHOBIIEHUN
MnaH ynpaeniHHA puankamu Bepcis 2.2 3MiHM BHECEHO 80
yactuH: | «3aranbHa iHdopmauisy, || «Cneuundikauis 3
6esnekn», CV «[llicnapeecTtpauiviini goceig», CVIII
«Pestome npobnem 6e3nekn», Il «MnaH 3
dapmakoHarnagy», V «3axoam 3 MiHimisauii pusukie», VI
«Pestome nnaHy ynpasniHHsa pusukammy, VII «dogatku»

99.

NPAOAKCA®

Karncynu TBepai no
75 wmr: no 10 kancyn
y bnicTepi; no 1 abo
3, abo 6 bnictepiB y
KapTOHHiI kopobui

BepiHrep
IHrenbxaw
M
IHTepHeLw
HN TMBX

HimeuvuuH
a

BepiHrep IHrenbxamm
®apma 'mbX i Ko. KI

HimevuunHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -
3miHu 3 skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHA APl abo BMXiAHOrO MaTepiany/npoMiKHOro
NpOAYKTY/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECI
BMPOGHMLUTBa AD| (HE3HAYHI 3MiHW Y 3aTBEPOXKEHNX
mMeToAax BUNpobyBaHHSA) - oAABaHHS anbTepHaTUBHOIO
BUKOPUCTaHHSA a30Ty, SK AOMNOMIKHOTO ra3y Ans BU3HAYEHHS
xpomatorpadiyHoi yictot n-HCF (cknagHoro
rekCuneHoBoro edipy XropByrneLeBoi KUCnoTu), BUXiGHOTO
matepiany A®Il, nabiraTpaHy eTekcunaTy meaunary (2-ro
nokoniHHa B4 ta B3). [ina pnosysaHHs MNpagakca®, kancynu
TBepai no 110 mr Ta no 75 mr

3a
peuernmom

UA/10626/01/01

100.

NPAOAKCA®

Karncynu TBepai no
110 mr: no 10
kancyn y 6nicrepi;
no 6 Gnictepis y
KapTOHHIl kopobui

BepiHrep
IHrenbxaw
M
IHTepHeLw
HN MMBX

HimeuvuuH
a

BepiHrep IHrenbxanm
®apma 'mbX i Ko. KI

HimevuunHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3miHu 3 skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHsA APl abo BMXiAHOrO MaTepiany/npoMiKHOro
NpoAYyKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLIECi
BUPOGHMLUTBA ADI (HE3HAYHI 3MiHU Y 3aTBEPAKEHUX
mMeTofax BUNpobyBaHHS) - oAaBaHHS anbTepHaTUBHOMO
BUKOPUCTaHHS a30Ty, SK AOMNOMDKHOTO ra3y Ans BU3HAYEHHS
xpomaTorpadiyHoi ynctotn n-HCF (cknagHoro
reKCUIeHoBoro eqgipy XJI0pByrneLeBoi KUCNoTH), BUXIOHOIO
matepiany A®Il, nabiraTpaHy eTekcunaTy meaunary (2-ro
nokoniHHa B4 ta B3). [Ana nosysaHHs MNpagakca®, kancynu
TBepgi no 110 mr Ta no 75 mr

3a
peuernmom

UA/10626/01/02

101.

NPAOAKCA®

Kancynu TBepgi no
150 mr: no 10
kancyn y 6nicrepi;
no 3 abo no 6

BepiHrep
IHrenbxaw
M
IHTepHeLwl

HimeuvuuH
a

BepiHrep IHrenbxanm
®apma 'mb6X i Ko. KI

HimevuunHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -
3miHn 3 akocTi. ADPI. KonTponb A®I. 3miHa y meTogax
BunpobyBaHHsA APl abo BMXigHOrO MaTepiany/npomMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NpoLueci

3a
peuernmom

UA/10626/01/03




42

[IponoBkeHHs nogaTka 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
GnictepiB y HN TmMBX BUpobHMUTBa AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHUX
KapTOHHiN Kopobui mMeToaax BUNpobyBaHHs) - xpoMaTtorpadivyHoi YCToTH n-
HCF (cknagHoro rekcuneHoBoro eqgipy XfopByrieLeBoi
KucnoTu), BuxigHoro matepiany A®l, gabiratpany
eTekcunarty mesunaty (2-ro nokoniHHa B4 ta B3). na
[o3yBaHHs [Npagakca®, kancynu 1Bepai no 150 mr
102.| NPIOPUKC- nioginizoBaHun "makcoCwmi Benuka "makcoCmiTKnsnH Benebrisa BHECEHHS 3MiH 40 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/16549/01/01
TETPA™ MOPOLLIOK ANsA TKnsamH Bputanis Bionogxikans C.A. 3MiHu 3 siKocTi. FoToBMI Nikapcbkuid 3acib. Cuctema peuenmom
KOMBIHOBA | iH’ekuin; 1 donakoH 3 Ekcropt KOHTeWHep/3aKynoptoBanbHWiA 3acio. 3MiHa napameTpis
HA NOPOLLUKOM Y JlimiTen crneungikaii Ta/abo 4ONyCTUMUX MEX NEePBUHHOI YNaKOBKM
BAKLIMHA KOMMMEKTi 3 roTOBOIO fikapcbKoro 3acoby (A0NOBHEHHS cneuudikaLii
ansa PO34MHHMKOM (BoAaA HOBMM MOKa3HWKOM 3 BiAMNOBIAHMM METOAOM BUNPOOYBaHHS).
NMPO®ITAKT ans iH'ekuin) no 0,5 [opnaeaHHs BUNpobyBaHHs B (Glass Grains Test) oo tecty
WUKWU KOPY, mn (1 gosa)y Hydrolytic Resistance Test gna unniHapy wnpuua ans
EMNIQEMIYHO | nonepeaHbo npuBeAEHHS Y BiANOBIAHICTb A0 BUMOr MoHorpadii Ph. Eur.
ro HanoBHEHOMY 3.2.1 Ha BUpOGHWUin ainbHWUi KaTaneHT, benbrisi. 3MiHu |
NAPOTUTY, Lwnpuui (y KoMnnexTi Tuny - 3MiHK 3 sKocTi. [oToBMI Nikapcbkui 3acib. Cuctema
KPACHYXU 3 BOMA rofkamum KOHTeHep/3aKkynoptoBanbHWiA 3acio. 3MiHa napameTpis
TA BITPSIHOI | a6o 6e3 ronok) a6o crneundikaii Ta/abo 4ONyCTUMUX MEX NEePBUHHOT YNaKOBKU
BICIMWA, y amnynax y roTOBOrO MiKapCbKOro 3acoby (AONOBHEHHS crneumdikaLii
XUBA BaKyyMHin HOBMM MOKa3HWKOM 3 BiAMNOBiAHMM METOLOM BMNPOOYBaHHS).
ATEHYWUOBA | cTepunbHii [opnaBaHHs BUNpoOyBaHHs |dentity by Total Ash Ta
HA ynakosLj; o 1 NpuBEAEHHS KpUTEPIiB MPUNHATHOCTI 3@ MOKa3HUKOM
BaKyyMHil Extractable zinc ans yulineHioBaya NopLUHs Wwnpuua y

CTEepPUnbHIN ynakoBsLi
Y KapTOHHI KopobLi;
1 donakoH 3
MOPOLLKOM Yy
KOMMMEKTi 3
PO34YMHHMKOM (BOAA
Aans iH’ekyin) no 0,5
mn (1 gosa)y
nonepeaHLo
HanoBHEHOMY
LUNpULI Y BaKyyMHIin
CTEepUnbHIn
ynakosui; no 1
BaKyyMHil
CTEepPWIbHIN ynakoBsLi
Y KapTOHHIlA kopobLi;
1 donakoH 3
MOPOLLKOM Yy
KOMMMEKTi 3
PO34YMHHMKOM (BOAA
ans iH’ekyin) no 0,5
mn (1 gosa) B
amnyri y BaKyyMHil
CTEePUnbHIN
ynakosui; no 1
BaKyyMHil
CTEepWIbHIN ynakoBsLi

BigNoBigHICTb 40 BUMOr MoHorpadii Ph. Eur. 3.2.9 Ha
BUPOGHMYIN ainbHWLUI KaTaneHT, benbrisa
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[IponoBkeHHs nogaTka 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Y KapTOHHI kopobui
103.| NPOCTAH TabneTku, BKpUTI MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/8262/01/01
o6onoHkoto, no 5 mr, | "TexHonor 3miHun 3 skocTi. CepTtudcikat BignosigHocTi/lE-cepTudikat | peuenmom
no 10 TabneTok y " BiANOBIAHOCTI €Bponencokint hapmakonei/moHorpadii.
6nicTtepi, no 1 abo 3 MopaHHs HoBoro abo OHOBIEHOIO cepTudikaTa
Gnictepn y nayui 3 BignoBigHOCTI abo BUNyYeHHs cepTudikaTa BignoBigHOCTI
KapToHy €sponelicbkin bapmakonei: ana A®l; onsa BuxigHOro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponechKin
dapmakonei) - HoBui ceptudikaT Big HOBOro BUPOOHWMKa
(3aMiHa abo [ONOBHEHHS) NoAaHHA HOBOTO cepTudikaTta
BignoBigHocTi €Bponeicbkin dhapmakonei Ne R1-CEP 2013-
238 - Rev 00 gns gitoyoi peyoBmHM iHacTepuay Bi HOBOrO
anbTepHaTUBHOro BMpoOHuka Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., China.
104.| NPOCTAH TabneTkn, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3miHu | Tuny - - UA/15473/01/01
o6onoHkoto, o 5 mr, | "TexHonor 3minHun 3 skocTi. CepTtudikat BignosigHocTi/llE-cepTudikat
in bulk Ne 8000 y " BiANOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
naketax i3 nniBku MopaHHsa HoBOro abo oHOBMEHOro cepTudikara
nonieTuneHoBoi; No BignoBigHocTi abo BUNy4YeHHs cepTudikaTa BignoBigHOCTI
1 nakety y €Bponelicbkin hapmakonei: ans A®l; onsa BuxigHoro
KOHTEWHepi marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, L0
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; anst 4ONOMiXHOI
peyoBuHM (cepTudikat BigNoBIigHOCTI €BpPONENChKil
dapmakonei) - HoBui cepTudikaT Big HOBOro BUpOOHMKa
(3amiHa abo [ONOBHEHHS) NOAaHHA HOBOTO cepTudikarta
BignoBigHocTi €Bponericokin dapmakonei Ne R1-CEP 2013-
238 - Rev 00 gns gitoyoi peyoBuHmM chiHacTepuay Big HOBOrO
anbTepHaTuBHOro BUpobHuka Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., China.
105.| NPOTE®NAS3I | cynosuTopii; no 5 TOB "HBK Ykpaina TOB "HBK "Ekodbapm” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/4220/02/01
o® cynosuTopiiB No 3 r "Exkodapm 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta bapMakoHarnsgy. | peyenmom
y bricTtepi; no 1, abo " BeepneHHs abo 3miHn Ao y3aranbHeHVX AaHnX Npo cuctemy
2, abo 3 brictepn y dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
navui 3 KapToHy cucTtemy chapmakoHarnsay, 3MiHa ynoBHoOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHSA hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapMakoHarnsay 3asiBHUKa Anst 30iNCHEHHSI
bapmakoHarnsgy B YkpaiHi, aKwo BoHa BigMiHHa Bif
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3a 34iICHEHHS
bapmakoHarnsgy (BKM4Yarym KOHTaKTHI gaHi) Ta/abo 3aMiHu
y po3MmilLieHHi macTep-gaina cuctemu papmakoHarnsay).
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHUKA, BiAMNOBiAaNbLHOI 3a
cbapmakoHarnsg,.
[itova pepakuin: BpoyH TeTaHa AHapiiBHa. lNponoHoBaHa
pegakuisa: Kotaw CeitnaHa TumodiiBHa. 3MiHa KOHTAKTHUX
[aHnX YyNOBHOBaXXEHOI 0co0u, BiANOBiAanbLHOI 3a
¢hapmakoHarnsg.
106.| NYPEMOH® PO34UH ANS iH'eKUN, OpraHoH Lsenuapi | Betrep ®apma-PepturyHr | Himeuumna/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/5023/01/01
833 MO/mn; no CeHTpan A 'm6X i Ko. KI', HivewunHa | Higepnanau 3miHu 3 gkocTi. APl. KoHtponb A®I. 3miHa y meTogax peuernmom
0,420 mn (300 Ict T'm6X (BUPOBHMLITBO BunpobyBaHHa APl abo BMxigHOro MaTtepiany/npoMixxHOro




44 [IponoBkeHHs nogaTka 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MO/0,36 mn) abo Hepo3adacoBaHoi npoayKkTy/peareHTy, L0 BUKOPUCTOBYETHLCS Y NPOLIECI
0,780 mn (600 npoaykuii Ta nepBMHHa BUPOOHMUTBa AD| (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MO/0,72 mn) y yrnakoBKa, KOHTPOJSIb MeToAax BUNpobyBaHHS).
KapTpumki; no 1 SKOCTi, TECTYBaHHS 3MiHM B MeTogi koHTponto sikocTi A®I choniTponiHy GeTa 3a
KapTpuoxy y CTepUnbHOCTI Ta nokasHukom «Molecular size and oligomer contamination», y
BigKpUTOMY BakTepianbHNX 3B’A3Ky 3i 3MiHOI XpomaTtorpadivHoi KornoHkM Superdex 75
NnacTMKOBOMY FOTKY €HOO0TOKCHHIB rOTOBOro 10/300 GL (po3mip 4acTtok 13 Mkm) Ha Superdex 75 Increase
B KOMMMEKTi 3 nikapcbkoro 3acoby 10/300 GL (po3mip 4actok 9 Mkm). 3MiHu | TUny - 3MiHu 3
rosikamu, no 2 (KOHTPOJSIb SKOCTI Ta sIKocTi. [oToBMI Nikapcbknii 3acib. KOHTponb roToBoro
KOMMMEKTW ronoK — 2 TeCcTyBaHHs cTabinbHOCTI), nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHSA
KapTOHHi KOPOGKM BidyanbHa iHcrekuis); roTOBOrO fikapcbKoro 3acoby (He3HayHa 3miHa y
(koXXeH KOMMNEKT Mo Bettep ®apma-depTuryHr 3aTBEpAKEHNX MeTodax BUNPoOyBaHHS). 3MiHM B MeTogj
3 ronku, KoxHa 'M6X i Ko. KI', HimeuyuunHa KOHTponto sikocTi 113 3a nokasHukammn «BmicT oniromepy»
rorka B (BUpo6HMLTBO Ta «Bwmict cyboamHuui» (HPSEC), y 3B’a3Ky 3i 3miHOO
iHamBigyansHomy Hepo3dacoBaHoI xpomaTorpadiyHoi konoHku Superdex 75 10/300 GL (poamip
nnacTMKoBOMY npoaykuii Ta nepBuHHA yacTok 13 Mkm) Ha Superdex 75 Increase 10/300 GL (po3mip
KOHTelHepi) y ynakoBKa, KOHTPOIb 4acToK 9 MKMm).
KapTOHHIN navyui SIKOCTi, TECTYBaHHS
CTepunbHOCTI Ta
bakTepianbHUX
€HJO0TOKCHHIB rOTOBOrO
nikapcbkoro 3acoby
(koHTpOnb sKOCTI Ta
TecTyBaHHs cTabinbHoCTI),
BidyanbHa iHcnekuis);
Bettep ®apma-®PepTuryHr
Mv6X i Ko. KT, HimeuunHa
(BidyanbHa iHcnekuis);
Bettep ®apma-®PepTuryHr
Mv6X i Ko. KI', HimeuunHa
(KOHTpOnb sIKOCTI,
TECTyBaHHS CTEPUIIbHOCTI
Ta bakTepianbHMX
€HJ0TOKCUHIB roTOBOrO
nikapcbkoro 3acoby
(koHTpOnb sKOCTI Ta
TeCcTyBaHHs cTabinbHOCTI),
BidyanbHa iHcrekuis); H.B.
OpraHoH, Hinepnanam
(koHTpOnb sIKOCTI Ta
TecTyBaHHs cTabinbHOCTI,
BTOPWHHA YMakoBKa,
[03BiN Ha BUNYycK cepii)
107.| PECMUKC® PO34UH OparnbHUiA, OPrAHO OAE A Ti Ci ®apma C.p.n. ITanisa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | Tuny - bes UA/12305/01/01
CMNPEN 10 mr/0,2 mn, no 13 CWH 3miHu 3 sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikart peuenma
MIT PO3YUHY Y NAADCA BignoBigHocCTi €Bponeickkini hapmakonei/MoHorpadii.
nakoHi 3 EHCUN3 MopaHHsa HoBOro abo oHoBMEHOro cepTudikara
[03y4nM (E® 3ET 1) BignoBigHocTi abo BUny4eHHsi cepTudikaTa BignosigHoCTi
npucTpoem; no 1 €Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
nakoHy B MaTepiany/peareHTy/NpoMiXXHOrO NPOAYKTY, L0
KapTOHHI kopobui BUKOPUCTOBYHOTbCS Y BUpobHUUTBI ADI; Ansi gonoMixxHoT
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[IponoBkeHHs nogaTka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep

peecmpayiliHo2o

peyoBuHM (cepTudikat BignoBigHOCTI €BpONECHKil
dapmakonei) - OHoBneHun cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOBHUKa -
nofaHHs oHoBneHoro ceptudikaty CEP (R1-CEP 2002-117-
Rev 02) Big yxe 3aTBepmxeHoro BupobHuka Erregiere
S.p.A., ltaly gna A®l ambpokcony rigpoxnopuay.
3aTtBepaxeHo: CEP (R1-CEP 2002-117-Rev 01)
B3anponoHosaHo: CEP (R1-CEP 2002-117-Rev 02). Janum
oHoBrneHHam CEP, BignosigHo go ICH Guideline "Q3D
Elemental impurities", HaBoauTbCA y3aranbHEHHs 3
KOHTPOIMIO PU3UKIB LLLOAO eNeMEHTaPHNX AOMILLOK. 3MiHu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA Nikapcbkuit 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4OMYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (BHECEHHs1 3MiH 10 4OCkE Nicns
OHOBJEHHS 3aranbHOl CTaTTi Ha roTOBY JiKapCbKy oOpMy Y
[dY/Esponencekini hapmakonei) 3miHM B cneumdikadii Ta
MeToAax KOHTPOSo 3a nokasHnkoMm «MikpobionoriyHa
ynmcToTa» - NPUBEAEHHS Y BiANOBIAHICTb A0 Ait04MX BUMOT
EP. CynyTHs 3miHa - 3miHuM 3 skocTi. [0TOBMI NikapCbKui
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS roTOBOrO fikapcbKoro 3acoby
(oHOBMEHHA Npoueaypu BUNpobyBaHHA Anst NPUBEAEHHS Y
BiANOBIAHICTb 3i 3MiHEHO 3aranbHot ctatTeto AdY abo
€Bponeicbkoi hapmakonei) 3miHu | Tuny - 3miHK 3 sAKoCTi.
[oToBWI Nikapcbkuin 3aci6. KOHTponb roToBOro nikapcbKoro
3acoly (iHwi 3miHn) nepeknapg po3ginie «Cneundikauis» Ta
«MeToam koHTponto sikocTi» MKA 3 pocincebkoi Ha ykpaiHCbKy
MOBY. BHECEHHSI HE3HAYHNX YTOYHEHb B METOAMN KOHTPOIO
ONs rapMoHisauii 3 po3ginamu peecTpauinHoro 4ocbe
3.2.P.5.1. Specification(s) Ta 3.2.P.5.2. Analytical methods.

noceio4yeHHs1

108.

PITOCCE®
nnoLy

cupon, 7 Mr/mm; no
100 mn y dpnakoHi,
no 1 cpnakoHy 3
MipPHOIO FTOXKOHO B
navuj

MpAT
"®papmaue
BTUYHA
dipma
"OapHuus"

Ykpaina

MpAT "®apmaueBTuyHa
cipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny -
3MmiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3acib. CTabinbHiCTb.
3MiHa y TepmiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOIO MiKapCbKOro 3acoby (30inbLUeHHSA TepMiHY
npuaaTHOCTI FOTOBOrO Mikapcbkoro 3acoby) - [nst Toprosoi
ynakoBKku (NiATBEPAKYETECH AaHUMMN pearibHoro vacy) -
36inbLUeHHS TepMiHY NPUAATHOCTI FTOTOBOrO NiKapCbKOro
3acoby (3aTBepxeHo: TepMiH NpugaTHocTi 1,5 poku;
3anpornoHOBaHO: TEPMiH NpUAaTHOCTI 2 pokn). BBeaeHHst
3MiH NpOTSArom 6-Ty MicsILiB MicNsi 3aTBEPAKEHHS

be3
peuenma

UA/18588/01/01

109.

POMIBAKAIH-
BICTA

pPO34MH Ans iH'ekuin,
7,5 mr/mn; no 10 mn
PO3YMHY B amnyni,
no 5 amnyn B
KapTOHHIl kopobui

MicTtpan
Kenitan
MeHemxm
EeHT
Nimiten

AHrnia

ANTAH

®APMACBIOTIKANS, C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpauinHMX MmaTtepianis: BUNPaBneHHs
TEXHIYHUX NOMMIOK, 3rigHo n.2.4. po3giny VI Hakazy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii Hakazy MO3

Ykpainu Big 23.07.2015 p Ne 460) — BunpaBneHHsi TEXHIYHOT

MOMMITKW, MOB’S3aHO 3 HEKOPEKTHUM NepeHECeHHsIM
iHdopmauii 3 maTepianis BUpobHUKa O METOAIB KOHTPOTIO,
OOnyLLEeHHs NOMWITKU NPY HanucaHHi cneumdikauii Ha
BUMYCK Ta Ha TEPMiH NPUAATHOCTI, @ came Yy Noka3HuKax
AKOCTi «MexaHiYHi BKIHYEHHSA: HEBUAMMI YaCTUHKN» Ta
«bakTepianbHi eHAOTOKCUHU»

3a
peuernmom

UA/19490/01/01




46 [TponoBkeHHs qogaTKa 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
110., CUHKOTAN M'dKi )KenaTuHoBI AnbneH HimeyuunH BiANOBIganbHWI 3a BUNYCK Himeuyunna BHECEHHS 3MiH [JO peecTpauiMHuX maTepianis: 3mMiHa be3 UA/17367/01/01
kancynu; no 10 dapma a cepii KiHLeBOro NpoayKTy, 3asBHuka 13 (MIBI) (BnacHvka peecTpauiiHoro peuenma
kancyn B 6nictepi, MM6X nepBUHHE Ta BTOPUHHE nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460)
no 2 abo 4 6nictepu nakyBaHHS:
B KapTOHHIN kopobui Op. MNyctae KnsiH M'mbX &
Ko. KI', HimewuuHa;
BUPOBHMK CyMmiLLi edipHMX
onini in bulk:
Oionnbbepr KoHueHTpa
'm6X & Ko. KT,
Hime4yuunha;
BUPOGHMK,
BigNOBiganbHUIM 3a
iHKancynsauito:
AAHOA M'm6X, HimeuumHa;
BUPOGHMK,
BiAnoBiganbHWi 3a
HaHeCeHHS 0BOMOHKN,
nepByHHE Ta BTOPUHHE
nakyBaHHs:
Bisenbxose Mm6X,
HimeuwunHa
111.| CNASMEKC® | Tabnetku, BKpUTI Op. HimeuumH Op. Ndonerep HimeuunHa BHECEHHS 3MiH 4O peecTpaLlinHMx maTtepianis: BunpaeneHo 3a UA/11835/01/02
NniBkOBOIO Mdpnerep a ApuHanmittens M'moX TEXHIYHY NOMUIIKY Y TeKCTi MapKyBaHHS MePBUHHOI YNaKoBKN | peuyernmom
oboroHkoto, no 15 ApuHaimit nikapcbkoro 3acoby (n.5. HanmeHyBaHHst BUpobHUKa i, 3a
mr; no 10 TabneTok Tens HeobXiQHOCTI - 3asiBHMKA ) LLIOAO HanWCcaHHSA Ha3Bn
y bnicTepi; no 3 M6X BMpOGHMKa: aitoda pepakuis - Dr. Pfleger Arzneimittel GmbX;
Gnictepn y 3anponoHoBaHa pepakuis - Dr. Pfleger Arzneimittel GmbH.
KapTOHHiI kopobui 3a3HaueHe BUNpaBrieHHst BiAnoBigae matepianam
peecTpauinHoro JochbeE.
112 CTPENTOUN | tabnetkmn no 0,5r no MAT Ykpaina MAT «MoHdapm» YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/7121/01/01
o 10 TabneTok y "MoHdap AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
cTpunax abo Mm" appecu 3asiBHUKA (BnacHWKa peecTpauiiHoro nocBig4eHHs)
6nictepax; no 10 3MiHa agpecu 3asiBHUKa B 3B’A3Ky 3 NpoBeAeHHAM pedopmu
TabneTok y cTpuni; JeueHTpanisauii B YkpaiHi Ta 3MiHOK MexX panoHiB.
no 2 abo 10 cTpunis BBefeHHs 3MiH NPOTArom 6-Tv MicsILiB MiCNs 3aTBEPOXKEHHS.
y nayui 3 KApTOHy; 3miHu | TMNy - AgMiHIiCTpaTMBHI 3MiHWU. 3MiHa HalMeHyBaHHS
no 10 TabneTok y Ta/abo agpecu MicLsl NPOBaXXEHHSI QisNbHOCTI
6nicTepi; no 2 abo BMPOGHMKa/imnopTepa roToBoro nikapcbkoro 3acoby,
10 6nicTepiB y nayui BKITHOYAKOUM AiNbHUL BUNYCKY cepii abo micLe npoBeaeHHs
3 KapTOHY. KOHTPONMIO SIKOCTI. (AisiNbHICTb, 3a Ky Bignosigae
BMPOGHMK/iIMNOpTEp, BKIOYAKUM BUMYCK CEPIll) 3MiHa
agpecu BUpoGHMKa roTOBOrO fikapCbKoro 3acoby B 3B’'s13Ky 3
npoBeAeHHsM pedopMu AeleHTpanidadii B YkpaiHi Ta
3MiHOI0 MeX palnioHiB. BBegeHHs 3MiH NpoTsrom 6-Tu micauis
nicns 3aTBepokeHHs. 3MiHn | Tuny - 3MiHu 3 axocTi. FoToBun
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauin Ta/abo gonycTUMNX Mex
roTOBOrO NiKapCbKoro 3acoby (BHECEHHS 3MiH 0 JOChE
nicns OHOBMEHHS 3aranbHOi CTaTTi Ha rOTOBY NiKapCcbKy
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[IponoBkeHHs nogaTka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

cdopmy y [IdY/EBponeicbkint hapmakonei) CynyTHs 3miHa -
3MiHu 3 sikocTi. MoToBWI nikapcbkuii 3acit. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y meTopax
BUNPOoOYyBaHHSA roTOBOIO NiKapcbkoro 3acoby (ans
npuBegeHHs y BignoBigHicTb 3 AdY abo €Bponencbkoo
hapmakoneeto Ta BUNyYeHHS NOCUINaHHSA Ha 3acTapinun
BHYTPILLHI MeTog BUNpoByBaHHs i Moro Homep)
npuBeaeHHs cneumdikauii 13 3a p. «MikpobionoriyHa
yucToTa» Ao BUMOr Aitoyoro BuaaHHa Y. MocninosHa
3MiHa — BUNMY4YeHHS TEKCTY METOAMKM BUNPOOyBaHHS 3a
nokasHukom «MikpobionoriyHa YncToTa» 3 MeToaiB
KOHTPOIIO SKOCTi. BBEAEHHS 3MiH NpOTSArom 6-Tu Micsauis
nicns 3aTBepAXKEHHS.
3MiHn | TUny - 3miHK 3 AkocTi. FoToBMI Nikapcbkuii 3aci6.
KoHTponb roToBoro fikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauii Ta/abo JonNycTUMMX MEX FOTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHK) BBEAEHHS NepioANYHOCTI
npoBeAeHHsi BUNpobyBaHb 3a nokasHukoMm «MikpobGionorivyHa
yYncTOTa», a came: KOHTPOIb AaHOro TECTY NPOBOASATL Afst
nepLUOi Ta KOXHOI HACTYMHOI AECATOI cepii, ane He pigwe
HiX 1 cepiq B pik. BBeaeHHst 3MiH NpoTArom 6-tu Micauis
nicnsa 3aTBepaXeHHsi. 3miHu Il Tuny - 3miHn 3 skocTi. API.
BupobHuuTtBo. 3MiHa BUPOGHMKa BUXIAHOrO/MPOMIKHOIO
npoaykTy/peareHTy, WO BUKOPUCTOBYIOTECS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpoGHUKa (BKMoYatouu, ae
HeobXiaHO, MicLie NpoBeAeHHS KOHTPOIo sikocTi) ADI (3a
BiiCyTHOCTI cepTudikaTa BignoBigHOCTI €Bponeinchkii
hapmakonei y 3aTBepaXeHOMY A0Chbe)(BBEAEHHSI HOBOIO
BMpoGHMKa AP| 3 HagaHHAM macTep-chaiina Ha API)
3amiHa BUpobHuka cybcTaHuii ctpentounay «Nanhai Beisha
Pharmaceutical Co., LTD, Kutan Ha «Wugan Pharmaceutical
(Suzhou) Co., Ltd», Kutai B 38’A3Ky 3 HeperynspHumMm
noctaBkamu cybcTaHLii Big 3aTBEpOKEHOro BUPOGHMKa
(3atBepokeHo: «Nanhai Beisha Pharmaceutical Co., LTD,
Kutai; Zhejiang Chemsyn Pharm. Co., Ltd, Kutai;
3anponoHoBaHo: «Wugan Pharmaceutical (Suzhou) Co.,
Ltd», Kutait; Zhejiang Chemsyn Pharm. Co., Ltd, Kutan).
BBefeHHs 3MiH NpOTArom 6-T MicsILiB Micnsi 3aTBEPAXKEHHS.

113.

Cynb®ALUN
HATPIIO

kpanni o4Hi 30 % no
10 mMny
nnacTyKoBOMY
donakoHi; no 1
dnakoHy y nauui 3
KapTOHY

TOB "®3
"BIODAP
MA"

YkpaiHa

TOB "$3" BIOPAPMA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3miHu | Tuny -
3MmiHu 3 sikocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
[OMOMIXXHMX pevyoBUH. 3MiHa napameTpiB cneundikauin
Ta/abo AoNyCTUMUX MEX Anst AONOMKHOI PeYOBUHM
(BUNy4YeHHs 3i cneumdikalii He3Ha4YHOro NokasHuka
(ranpwvknapg 3actapinoro nokasHuka)). Bunyyerns n. Baxi
MeTanu 3i cneuudikauii AONOMIKHOT pe4oBUHU
"XnopuctoBogHesa kucnota". BunyyeHHs n. BigHocHa
rycTuHa 3i cneuudikadii 4ONOMDKHOT pe4oBUHU
"XnopuctosogHesa kucnota" BunyyeHHs n. Baxki metanu 3i
cneun@ikaLii 4oNoMiXXHUX pevoBuKH "Hatpito Tiocynbdat”.

3a
peuernmom

UA/5006/01/01

114.

TAProUMa®

niocpinizat ans
PO34MHY Ans iH eKuin

TOB
"CaHodi-

YkpaiHa

CAHO®I C.P.JI.

ITanis

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | Tuny -
3MiHK 3 sikocTi. [oTOBMIA Nikapcbkuii 3acib. 3miHK y

3a
peuenmom

UA/9229/01/02
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

no 400 mr 1 conakoH
3 niodinizatom y
KoMnnekTi 3 1
amMnynok
PO34MHHMKa no 3,2
mn (Boga ons
iH'€KLiN) B KAPTOHHI
Kopoo6uUi

ABeHTIC
Ykpaina"

BUPOBHMUTBI. 3MiHM y NpoLeci BUpOGHMLTBA rOTOBOMO
nikapcbkoro 3acoby, BKMHOYaUM NPOMIXKHUIA NPOAYKT, LLO
3aCTOCOBYETLCS MPY BUPOBHULITBI FOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3miHa y npoueci BUpoOHMLTBA).
BBeaeHHsa anbTepHaTUBHOrO BUPOBHMYOTO MNpoLecy, Lo
NoB’A3aHuUiA 3 HOBOK BUPOOHMNYOI 30HOK 3 BUKOPUCTaHHSAM
TexHororii isonsTopa. MeToto i3onsTopis € 3abe3neveHHs
acenTUYHUX YMOB, CTBOPEHHS hisnyHOro 6ap’epy Mix
BMPOGHWUYMM NPUMILLIEHHSM, onepaTopamu Ta
TEXHOIOT4YHOK 30HO, @ TaKOX YCYHEHHS PU3MKY
3abpyaHEeHHS onepaTopiB Ta HAaBKONMLLHBOTO CEpefoBULLA.
[opaBaHHs anbTepHaTUBHOI 30HK BUpobHMLUTBa («NFD1»
Hogi cy6nimauinHi cywapku 1) — nig i3sonsTopHi TexHonorii,
3MiHW Y BUpOBHUYOMY MPOLIECI: - OHOBMIEHA NonepeaHs
iHdbopMalLisi npo onepalii 3a paxyHok obnagHaHHS,
BCTaHOBIEHOr0 Ha HOBOMY arlbTEpPHAaTUBHOMY BUPOOHULTBI;
- OHOBMEHWI eTan NPUroTyBaHHS PO34MHY: AeTarnbHe
nopasaHHs KinbkocTi WFI; - oHoBneHu etan cinbTtpauii
PO34MHY: AeTanbHi KPUTEPIT NPUNHATHOCTI NEPEBIPKN
uinicHocTi cinbTpa — nicns dinbTpadii (Nepwmn dinbTp); -
OHOBNEHWI eTan QinbTpauii po3ynHy: AeTanbHi KpuTepil
NPUAHATHOCTI NepeBipKM LiNICHOCTI dinbTpa — Ao i nicnsa
dinbTpauii (apyrvn dinbTp) i TecT Ha GioHaBaHTaXeHHs
nepeg ctepunisadiiHoto dinbTpauieto (apyruii inbTp);

- OHOBMEHWI KPOK HanoBHEHHS! (KOHTPOIb Barv HaroBHEHHS
BUKOHYeTbCA Ha 100% 3a JOMOMOrol PO3NMBHOI MaLUMHMU,
BCTaHOBEHOI Nif i30NSTOPOM); - OHOBMEHWI LUK
niogoinizauii 3a paxyHok nioginizauii (ocHaLleHoi
aBTOMaTUYHOK CUCTEMOIO 3aBaHTaXXEHHSA/PO3BaAHTaXEHHS),
BCTaHOBIIEHOI B HOBWIA 30Hi anbTepHaTUBHOIO BUPOGHMLTBA.
3MiHu | TUny - 3miHK 3 AkocTi. FoToBMIA NikapcbkuiA 3aci6.
3MiHM y BUpobHMUTBI. 3MiHa po3mipy cepii (Bknoyaoum
fianasoH po3mipy cepii) roToBoro nikapcbkoro 3acoby
(36inbLieHHs go 10 pasiB NOPIBHSHO i3 3aTBEPKEHUM
po3smipom). 3MiHa po3mipy cepii roToBOro NpoayKTy y 3B’s3Ky
i3 BBEAEHHSIM HOBOI BUPOGHWYOT 30HN 3 BUKOPUCTaAHHAM
TexXHoMoril i3onsTopa, a caMe JoAaBaHHS anbTepHaTUBHOMO
TEoPEeTUYHOro po3mipy cepii 34272 cnakonun (339 nitpis).
MeToto foaaBaHHsa anbTepHaTUBHOIO po3mipy cepii 34272
nakoHu (339 n) € NigBULLIEHHS 3aBaHTaXXEHOCTI i THYYKiCTb
npotecy BupobHuuTea nopowky M3, 3aBaskv obnagHaHHIo,
LLIO BUKOPUCTOBYETLCS HA MakCUMarbHi NOTYXXHOCTI i
BCTaHOBMHETLCS B HOBIi BUPOBHWYIN 30HI 3 BUKOPUCTAHHSIM
TEeXHonorii idonsiTopa.

115.

TAPLIEBA®

TabneTku, BKPUTI
NniBKOBOIO
obornoHkoto, no 100
mr, no 10 TabneTok
y 6nicTtepi; no 3
Gnictepu B
KapTOHHI kopobui

. Xodhpm
aHH-J1s
Pow Jlta

LLisewuapi
a

Bupo6HuLTBO
Hepo3adacoBaHol
npoayKLuii, nakyBaHHS,

BUNpo6YBaHHS KOHTPOIIO

SAKOCTI:
Oenbcapm MinaHo,
C.P.J1., Itanis;

ITanis/
LLseviuapis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs1 Ta/abo
agpecu Micus NPOBaMKEHHS AiSnbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKITOYaK0UM AinbHUL BUNYCKY cepii abo MmicLe npoBeAeHHs
KOHTPOIMIO AKOCTI. (QisNbHICTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTEp, HE BKITOYA0YM BUMYCK cepil) - 3MiHa

3a
peuernmom

UA/5372/01/02
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[IponoBkeHHs nogaTka 2

Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BunpobyBaHHsA KOHTPOSO iHOekcy B agpeci BUpobHuyoi ginbHuui densgapm MinaHo,
SIKOCTi, NaKyBaHHs1, BUMYCK C.P.J1,, Itanis BignoeiganbHoi 3a BUpOBHULTBO
cepii: Hepo3dpacoBaHOi NpoayKLUii, NakyBaHHs, BUNPOOyBaHHsI
. XodhdpmaHH-J1s PoLwu KOHTPOIMIO SIKOCTi. BBeAEHHS 3MiH NpoTsArom 6 micsuiB nicns
JIta, Weenuapis; 3aTBepaKeHHs
BupobHuLTBO
Hepo3adacoBaHol
npoaykuii, BUNpobyBaHHs
KOHTPOTIO SIKOCTi:
. XodhdpmaHH-J1s PoLwu
JIto, Weenuapis;
Bunyck cepit:
. XodhdpmaHH-J1s PoLwu
JIto, Weenuapis
116, TAPLUEBA® TabneTkn, BKpUTI d.Xocbpm | Lseruapi Bupo6HMLTBO ITanis/ BHECEHHS1 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/5372/01/03
NMiBKOBOO aHH-J1a A Hepo3dacoBaHoi LLisenuapis AamiHicTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo peuernmom
obornoHkoto, no 150 Pow Nta nNpoAykKuii, NnakyBaHHs, agpecu Micusi NPOBAMKEHHS AiSNbHOCTI
mr, no 10 TabneTok BUNPOBYBaHHS KOHTPOIO BMpOGHMKa/imnopTepa roToBoro nikapcbkoro 3acoby,
y bnicTtepi; no 3 SAKOCTi: BKIT0YAK04M AiNbHULI BUNYCKY cepii abo micue npoBeaeHHs
Gnictepu B Henbdapm MinaHo, KOHTPOIMIO SIKOCTI. (QisiNbHICTb, 3a Ky Bignosigae
KapTOHHiIN kopoOLi C.P.N., Itanis; BUPOGHMK/IMNOPTEP, HE BKIOYAOUM BUMYCK Cepii) - 3MiHa
BunpobyBaHHsi KOHTPOIHO iHaekcy B agpeci BUpobHWYOi AinbHuui enbdapm Minaxo,
SIKOCTI, NaKyBaHHS, BUMYCK C.P.J1., Itanisa BignosiganbHoi 3a BUPOGHULTBO
cepil: Hepo3dacoBaHoi NPoAyKLii, NakyBaHHs1, BUNpobyBaHHs
&.XodpdpmaHH-a Pow KOHTPOIIO SIKOCTi. BBEAEHHS 3MiH NnpoTarom 6 micauis micns
JIta, Weenuapis; 3aTBEPOKEHHS
BupobHuuTBO
Hepo3dacoBaHoi
npoaykuii, BUNpobyBaHHs
KOHTPOTIO SIKOCTi:
&.XodpdpmaHH-Na Pow
Iita, Weenuapis;
Bunyck cepii:
&.XodpdpmaHH-a Pow
Iita, Weenuapis
117.| TEFPALQ TabneTtkn, BKpUTI leTepo IHAis leTepo J1ab3 Jimiteq IHAis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/16596/01/01
NniBKOBOO Jla63 3MmiHu 3 sikocTi. FoToBUMIA Nikapcbkuii 3acib. CTabinbHICTb. peuenmom
obornoHkoto, no 50 Nimiteq 3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
Mr; roTOBOrO JikapCbKoro 3acoby (36inbLUeHHs TepMiHy
no 30 TabneTok y npuaaTHOCTI rOTOBOrO Mikapcbkoro 3acoby) - [ns Toprosoi
KOHTeWHepi, no 1 ynakoBKku (MiATBEPAKYETLCH 4AHUMU pearbHOro Yacy)
KOHTeViHepy B 36inbLUeHs TepMiHy npuaaTtHocTi T3 (ans Toprosoi
KOPTOHHII kopobLyj; ynaKkoBKW).
no 10 TabneTok y [itova pepakuis: TepMiH npugaTHOCTI: 2 poku. MNponoHoBaHa
6nictepi, no 8 pepakuia: TepMiH NpuaaTHOCTI: 3 pokW. 3MiHM BHECEHI B
GnictepiB y IHCTPYKLUilO ANs MeANYHOro 3aCTOCYBAHHS MiKapCbKOro
KapTOHHi kopobui. 3acoby y po3ain "TepmiH npugaTHocTi". BBeAeHHst 3MiH
npoTsArom 3-x MicsauiB 3 ATV 3aTBEPOKEHHS.
118, TEHOTEH TabneTku no 20 TOB YkpaiHa 3AT CaHToHika JlutBa BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3miHu Il Tuny - be3 UA/4206/01/01
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk Kpaina

eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

TabneTtok y 6nicrepi;
no 1 abo 2 Gnictepu
Y KapTOHHilA Kopoobui

"Martepia
Meauika-
YkpaiHa"

3MmiHun 3 akocTi. A®l. BupobHuuteo. 3miHa BUpoOHUMKa
BWXiAHOro/NMPOMiXKHOro NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTLCSA Y BUPOBHMYOMY npoueci AdI, abo 3miHa
BMPOGHMKa (BKIoYakoun, Ae HeobxigHo, MicLe NpoBeaeHHs
KOHTporto sikocTi) AP (3a BiAcyTHOCTI cepTudikara
BigNoBIgHOCTI €BponeWchkin hapmakonei y 3aTBepaKEHOMY
nocbe)(iHwWi 3MiHm) -

BBEOEHHS 40AATKOBOI AiNbHULI NPOBEAEHHSI KOHTPOIO
NeBHUX NapamMeTpiB BUXiAHOro NpoayKTy Ans BUPOOHMLTBA
A®I, a came: Tepnel Pharma Services Limited (Parameters:
“Distribution of Molecular Size” and “Microbiological quality”),

a TakoX nodaHHsi oHoBneHoro n. 3.2.S.2.4.KoHTporsib
KPUTUYHUX CTagil i NPOMDKHOT NpoayKLii, WO He TArHe 3a
c06010 3MiH.

peuenma

119.

TEHOTEH
AMTAYMN

Tabnetku no 20
TabneTtok y 6nicrepi;
no 2 6nictepn y
KapTOHHiI kopoOLi

TOB
"Martepia
Meawka-
YkpaiHa"

YkpaiHa

3AT CaHToHika JlntBa

BHECEHHS 3MiH 4O peecTpauinHuX maTepianis: 3miHu Il Tuny -
3MiHu 3 skocTi. A®l. BupobHuuteo. 3MiHa BUpoBGHUMKa
BVXiAHOrO/MPOMIXKHOrO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci AdI, abo 3miHa
BMPOGHMKa (BKIOYakoun, Ae HeobxigHo, MicLe NpoBeaeHHs
KOHTporto sikocTi) AP (3a BiACyTHOCTI cepTudikaTa
BignoBigHOCTI €Bponeiicbkin hapmakonei y 3aTBepaKeHOMY
[ocbe)(iHWi 3MiHW) BBEAEHHSI OAAaTKOBOI AiNbHML
NpOBEAEHHS KOHTPOJSIIO MEBHNX NapameTpiB BMUXIQHOIO
npoaykTy Ans BupobHuutea A®l, a came: Tepnel Pharma
Services Limited (Parameters: “Distribution of Molecular
Size” and “Microbiological quality”), a Takox nogaHHs
oHoBreHoro n. 3.2.S.2.4. KoHTponb KpUTUYHKX CTagi i
NPOMiXKHOI NPoAYKLii, Lo He TArHe 3a coboto 3MiH.

6e3
peuenma

UA/8588/01/01

120.

TEUEHTPUK
®

KOHLIeHTpaT Ans
pO34MHY Ans
iHdpysin no 1200
mr/20 mn, no 20 mn
y cbnakoHi; no 1

dnakoHy y
KapTOHHIN kopobui

. Xodhpm
aHH-J1s
Pow NTta

LLiseviuapi
A

Himewuunna/
LLisevinapis

BupobHuuTBO
Hepo3sdacoBaHol
npoaykuii, NnepBuHHe
nakyBaHHs1, BUNpobyBaHHs
KOHTpOnto siKocTi: PoLu
LiarHocTukc M6X,
HimeuyunHa; BupobHnuteo
Hepo3adacoBaHol
npoaykuii, nepBnHHe
nakyBaHHs!, BTOPVHHE
nakyBaHHs1, BUNPOByBaHHsI
KOHTPOIMIO SKOCTi, BUMYCK
cepil:
d.XodhdpmaHH-J1s PoLwu
JIta, Wsenuapis

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHu | Tuny -
3MmiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3aci6. 3miHK y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo AONYCTUMNX MEX,
BCTaHOBIEHUX Y cneundikauisx, nig Yac BUpobHuuTBa
roTOBOroO NMikapCbKoro 3acoby (BUNy4YeHHS HECYTTEBOrO
BUNpobyBaHHs B NpoLeci BUpOOHULTBA) - BUINyYEHHS
HecyTTeBOro BUnNpobyBaHHs B nMpoueci BUpobHMLTBa
nikapcbkoro 3acoby Ha BUpoOHWYil AinbHULi PoLu
HiarHocTuke MMBX, HimeyunHa 3okpema: ineHTudikauist ons
BXIiJHOI Ail040i peyoBUHM aTe3onisymaby; pefakuiiHn 3MiHW.
BBeaeHHs 3MiH NpoTArom 6-Tu MicaLiB Nicns 3aTBEPOXKEHHS

3a
peuernmom

UA/15872/01/01

121.

TIOMEKC

kpem, 10 mr/r; no 30
r B Ty6i; no 1 1y6i B
KapTOHHIN nayui

3AT
«®Papmnira
»

JInToBCbKa
Pecny6bnik
a

JTabopaTtopioc basi —
IHaycTpia ®apmaueyTika,
C.A.

MopTyranis

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHu | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo
agpecy 3asiBHMKa (BnacHyKa peecTpaLiiHoro NocBig4YeHHs).
3MiHa agpecu 3asiBHUKA (BNacHUKa peecTpauinHoro
nocBig4YeHHs1). 3MiHM BHeCeHi B IHCTPYKLUilo ANst MEAUYHOrOo
3aCTOCYBaHHS NikapCcbKoro 3acoby y po3ainu "3asBHuk",
"Micue3HaxomKeHHs 3asiBHMKA" 3 BiANOBiAHMMYM 3MiHAMK B
TEKCTi MapKyBaHHS ynakoBOK. BBeAEeHHsi 3MiH NpoTArom 6-tm

3a
peuernmom

UA/19132/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MicsUiB Micnsa 3aTBEpAXEHHS
122| TOPBAKAPL | Tabnetku, BKpUTi TOB Ykpaina BCi eTanu BUpOGHMLTBA, Yecbka BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/15927/01/01
® KPUCTAN nniBKOBOK "CaHodi- NepBMHHE Ta BTOPUHHE Pecnybnika AZMiHIiCTpaTuBHI 3MiHW. BunyyeHHs1 BUPOOHMYOI AinbHUL peuenmom
obonoHkoto, no 10 ABeHTiC naKyBaHHs1, KOHTPOsb Ta (Bkntovatoun ginbHULi ans A®l, npomMixxHoro npoaykTy abo
mr, Ne 30 (15x2), Ne Ykpaina" Bunyck cepin M3: roTOBOrO fikapCbKoro 3acoby, AinbHWL Ans NpoBeAeHHs
90 (15x6): no 15 TOB "3eHTiBa", Yecbka nakyBaHHs, BUpPOOHMKa, BiANOBiAanbLHOro 3a BUMYCK Cepii,
TabneTok y 6nicTepi, Pecny6nika MicLie NpPoBEeAEHHS KOHTPOMIo cepii) abo nocTayansbHuka
no 2 abo 6 6nictepis BMXiZHOTO MaTepiany, peareHTy abo JONOMiXXHOI pe4YOBUHM
B KapTOHHIN KopobLi (AKLLO 3a3HaYeHO y AOCLE) - BUINYYEHHSI BUPOOHUKA, WO
BifnoBigae 3a BTOPMHHe nakyBaHHsi — ITA BUpoGHUUMiA
KoonepaTtuB iHBanigie, Yecbka Pecnybnika. BBeaeHHs 3miH
npoTsaromM 6-Tu MicsaLiB Nicnsa 3aTBepaAXeHHs
123.| TOPBAKAPL | tabnetku, BKpuUTi TOB Ykpaina BCi eTanv BMpobHMLTBa, Yecbka BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/15927/01/02
® KPUCTAN NMiBKOBOO "CaHodi- nepByHHE Ta BTOPUHHE Pecnybnika AaMiHiCTpaTVBHI 3MiHW. BunyyeHHs BUpOBHMYOT AinbHUL peuernmom
o6onoHkoto, no 20 ABeHTIC nakyBaHHS, KOHTPOSb Ta (Bkntovatoum ginbHUUi gns A®l, npomixkHoro npoaykTy abo
mr Ne 30 (15x2), Ne YkpaiHa" Bunyck cepin M3: roToBOro MikapcbKoro 3acoby, AinbHULi AnA NpoBEAeHHS
90 (15x6): no 15 TOB "3eHTiBa", Yecbka nakyBaHHsi, BUpOOHWMKa, BiANOBIAANbHOIo 3a BUNYCK cepiin,
TabneTtok y 6nicrepi, Pecny6nika MicLie NpoBefeHHs KOHTPOo cepii) abo nocTtavanbHuKa
no 2 abo 6 6nictepis BVXiAHOro marepiarny, peareHTy abo JONOMiXHOI pe4OBUHM
B KAPTOHHI Kopobui (IKLLO 3a3HAYEHO Y AOCbE) - BUINyYeHHS BUPOOHWMKA, Lo
BignoBigae 3a BTOPMHHe nakyBaHHs — OITA BUpoGHUYMIA
KoonepaTtue iHBanigie, Yecbka Pecnybnika. BBeaeHHs 3MiH
NpoTSArom 6-Tn MicsAUIB NicNs 3aTBEPKEHHS
124/ TOPBAKAPLO | tabnetku, BKpUTI TOB YkpaiHa BCi eTanu BMpoGHMLTBA, Yecbka BHECEHHS 3MiH 10 peecTpaLliliHix maTepianis: 3miHu | Tuny - 3a UA/15927/01/03
® KPUCTAN NniBKOBOO "CaHodi- nepBvHHE Ta BTOPUHHE Pecnybnika AOMiHiCTpaTMBHI 3MiHW. Buny4yeHHS BUPOGHMYOT AinbHUL peuenmom
obornoHkoto, no 40 ABeHTiC nakyBaHHs1, KOHTPOIb Ta (Bkrtovatoum ainbHuui Ana A®Il, npomixxHoro npoaykTty abo
mr, Ne 30 (10x3): no YkpaiHa" Bunyck cepin M3: roTOBOro MikapCbKoro 3acoby, AiNbHWLI ANA NpoBeAeHHs!
10 Tabnetok y TOB "3eHTiBa", Yecbka nakyBaHHsi, BUpOOHWMKa, BiANOBIAANbHOro 3a BUMYCK cepin,
6nictepi, no 3 Pecnybnika MicLie NpOBeEeHHS KOHTPOIO cepii) abo nocTavanbHUKa
Gnictepu B BMXiQHOro Matepiany, peareHTy abo JONOMiXXHOI pe4OoBUHM
KapTOHHiIN kopooLi (IKLLO 3a3HAYEHO Y AOChE) - BUINyYeHHS1 BUPOOHWMKa, Lo
BiAMOBiAae 3a BTOPMHHE nakyBaHHs — [ITA BupobHnynin
koonepaTtuB iHBaniais, Yecbka Pecny6nika. BBeaeHHs amiH
npoTsArom 6-T1 MicsLIB Nicns 3aTBEPKEHHS
125 TPU3UMIH PO34UH ANS iH'eKuin, TOB HB® Ykpaina BiAMOBiAanbHWIA 3a YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3MiHu | Tuny - 3a UA/9897/01/01
100 mr/mn, no 5 mn "MIKPOXI BMPOGHMLUTBO Ta 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta bapMakoHarnsgy. | peyenmom
B amnyni; no 5 M" KOHTPOrb/BUNPOOYBaHHS BeeneHHs abo 3miHM J0 y3aranbHeHVX AaHnX Npo cuctemy
amnyrn y kaceTi; no 2 cepii, He BKIOYaun dapmakoHarnsay (BBeAEHHS y3aranbHEeHUX AaHuX npo
KaceTu y nayui 3 BUnyck cepii: NMpuBaTHe cucTtemy chapmakoHarnsily, 3MiHa ynoBHoBaXeHoi ocobu,
KapTOHYy aKuioHepHe TOBapuCTBO BiANOBIAanNbHOI 3a 3AiCHEHHS dhapMaKkoHarnsay; KOHTaKTHOI
"Jlekxim-XapkiB", YkpaiHa ocobu 3 hapmakoHarnagy 3asiBHUKa ANS 34iIMCHEHHS
BiANoBiganbHUI 3a bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
BUPOOHMLTBO Ta YNOBHOBaXXEHOI 0COOU, BiANOBiAaNbHOI 3@ 3AiINCHEHHS
KOHTPOInb/BUNPOOYBaHHSA bapmakoHarnsgy (BKMYaryM KOHTaKTHi AaHi) Ta/abo 3miHu
cepii, BKINOYaym BUNYCK y po3MmilLieHHi macTep-gaina cuctemu papmakoHarnsgy).
cepii: TOB HB® 3MiHa ynoBHOBaXeHOi 0cobu 3asiBHUKA, BiANOBiAaNbLHOI 3a
"MIKPOXIM", YkpaiHa cbapmakoHarnsg,.
[Hitoua pepgakuisi: )Kyp6a Jlinis BonogumupisHa.
MponoHoBaHa pepakuia: €sctpaTtoBa IpmHa IropiBHa. 3miHa
KOHTaKTHMX JaHWX YMOBHOBaXKEHOI 0COOU 3asiBHNKA,
BignoBiganbHoi 3a dpapmakoHarnsag. 3miHa
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MicLe3HaxXo4KeHHA MacTep-anna cuctemu
apmakoHarnsgy. 3miHa micus 34iNCHEHHSA OCHOBHOI
0isNbHOCTI 3 papMakoHarnagy.
126.| ®EHINIE®PU MOPOLLIOK MpAT Ykpaina Mannagi Apars EHg IHAis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHu | Tuny - - UA/16233/01/01
HY KpucTanivyHmn "Nekxim- dapmactoTikans Jlimiteq, 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
rIQPOXNOPU | (cybeTaHuis) y Xapkis" (FOHIT-3) BignoBigHOCTI €Bponewickbkin hapmakonei/MmoHorpadii.
o noABiNHMX MopaHHsa HoBoro abo oHoBrneHoro cepTudikaTta
nonieTunNeHoBmx BiANoBigHOCTI abo BUnyYeHHsi cepTudikarta BignoBigHOCTI
MilLKax ans €Bponecbkin dapmakonei: gna APl; ons BUxigHoro
hapmaLeBTUHHOrO marepiany/peareHTy/NpOMiIKHOIO MPOAYKTY, LLO
3acToCyBaHHS BMKOPVCTOBYIOTbCS Y BUPOOHMUTBI APl; Ans AONOMIKHOI
peyoBuMHM (cepTudikat BignoBigHOCTI €BponeichbKin
capmakonei) - OHoBneHu cepTudikar Big yxe
3aTBEpPAKEHOro BMPOOHMKa. MNoaaHHsi OHOBNEHOro
cepTudikata BignoBigHOCTI €Bponenchkin hapmakonei Ne
R1-CEP 2003-179 - Rev 04 (3atBepaxeHo: R1-CEP 2003-
179 - Rev 03) ansa A®I 3i 3miHoO Y agpeci BUPOGHMYOI
OiNbHUL.
127.| ®NABOBIP® | cupon, no 30 mn, TOB "HBK Ykpaina TOB "HBK "Ekodbapm” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - bes UA/5510/01/01
abo no 50 mn, abo "Ekodhapm 3MiHn wopo 6esnekn/edeKTMBHOCTI Ta bapMakoHarnsay. peuyenma
no 60 mny " BBegeHHs abo 3MiHM 40 y3aranbHEeHUX 4aHnX Npo CUCTeMY
dnakoHax 3 ckna dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
abo nnactuky; no 1 cuctemy cbapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
dnakoHy pasom 3 BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
[03Y04OK EMHICTIO ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
y nayui 3 KapTOHY dapmakoHarnsaay B YKpaiHi, AKLWO BOHA BiAMiHHa Bif
ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 3aiNnCHEHHS
cbapmakoHarnsgy (BKMYarym KOHTaKTHi AaHi) Ta/abo 3MiHu
y po3MmilLieHHi macTep-danna cuctemu papmakoHarnsgy).
3MiHa ynoBHOBaxeHOi ocobu 3asiBHUKaA, BiANoBiganbHoi 3a
cbapmakoHarnsg,.
[Hitoya pepakuis: BpoyH Tetana AHgpiiBHa. MNponoHoBaHa
pepakuis: Kotaw CeitnaHa TumodiiBHa. 3MiHa KOHTaKTHUX
[AaHnX yNoBHOBaXeHOi ocobu, BianoBiganbHoi 3a
¢bapmakoHarnsg.
128.[ XEMINOP PO34MH AN POTOBOI AT YkpaiHa AT "®apmak" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - bes UA/10910/02/01
nopoxxHuHK no 100 "®apmak” 3miHu 3 gkocTi. FoToBUIA nikapcbkuii 3aci6. Onuc Ta cknag. peuenma
My donakoHi; no 1 3miHa y cknagi (4ONOMiIKHUX pevyoBMHAX) FOTOBOrO
hnakoHy y navui 3 nikapcbkoro 3acoby (cmakoBi Jo6aBku abo 6apBHUKH) -
KapTOHY [onaBaHHS, BUNy4YeHHs abo 3amiHa - 3aMiHa JOMOMIKHOT
PEYOBUHM ONis aHicoBa Ha onito 6afbsiHy y CKnagi roToBoro
nikapcbkoro 3acoby. 3MiHU BHECEHI B iIHCTPYKLito Anst
Me[MYHOro 3aCTOCYBaHHS nikapcbKoro 3acoby y po3gin
"Cknag" 3 BiANOBIAHUMW 3MiHAMU B TEKCTi MapKyBaHHS
ynakoBoK. BBeAeHHsi 3MiH NpoTAroM 6-Tu micsauiB nicns
3aTBEpPOKEHHS
129. XENIJIOP cnpen Ans poToBoi AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - bes UA/10910/01/01
NOPOXHWHK no 20 "®apmak” 3miHu 3 sikocTi. MoToBUIA Nikapcbkuid 3acib. Onuc Ta cknag. peuenma
mn abo no 50 mny 3miHa y cknagi (4ONOMiIKHUX pevyoBMHAX) FOTOBOrO
dnakoHi; no 1 nikapcbkoro 3acoby (cmakosi o6aBku abo 6apBHUKN) -
dnakoHy y nauui 3 [opaBaHHsi, BUNy4YeHHs1 abo 3amiHa - 3aMiHa foNoMiXKHOI
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHY PEYOBUHM ONis aHicoBa Ha onito 6aabsiHy y CKnagi roToBoro
nikapcbkoro 3acoby. 3MiHW BHECEHI B iIHCTPYKLO Anst
Me[MYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby y po3gin
"Cknag" (BonomixkHi pe4oBMHM) 3 BigNOBIAHNMY 3MiHAMU B
TEKCTi MapKyBaHHS ynakoBoK. BBeaeHHs 3MiH npoTarom 6-Tu
MicauiB nicnsa 3aTBepAXeHHSA
130.| XOHOPOCAT | po3suuH Ans iH'exuin, TOB "®3 Ykpaina TOB "®3 "BIO®APMA" Ykpaina BHECEHHS 3MiH 40 peecTpauiiHix maTepianis: 3MiHu | Tuny - 3a UA/14288/01/01
100 mr/mn; no 2 mn "BIODAP 3MiHM 3 skocTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb peuenmom
B amnyni; no 5 MA" roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
amnyn y 6nictepi; no BMNPOBYBaHHSA rOTOBOrO NiKapCbKOro 3acoby (iHWi 3aMiHn y
2 6nictepu B navui 3 MeTohax BMNpobyBaHb (BKMOYao4umn 3aMiHy abo
KapToHY [onoBHeHHs)). 3MiHn o p. benaunosuii cnupT (MX)-3MiHN y
npo6oniaroToBLi Ta ymoBax XxpomartorpadyBaHHs.
131, UE®ANEKCU | nopoLuok ans ANKAINOI | Pecny6nik ANKANOIQ ALl Ckor'e Pecnybnika | BHECEHHS 3MiH [10 peECTpaLiNH1X MaTepianis: aMiHu | Tuny - 3a UA/0264/01/01
H oparnbHoi cycneHsii O A0 a lMiBHivyHa MiBHiYHa 3miHn 3 AkocTi. [oToBMI Nikapcbkuii 3aci6. Onuc Ta cknag. | peuernmom
ANKANOIO® 250 mr/5 mn (gns Ckon'e MakepnoHis MakepnoHis 3miHa y cknagi (4oNOMiIKHUX pevyoBMHAX) FOTOBOrO
100 mn), no 65,4 r nikapcbkoro 3acoby (cmakosi o6aBku abo 6apBHUKN) -
NOPOLLKY Y (OITaKOHi; [opaBaHHs, BUIydeHHs1 abo 3amiHa - 3aMiHa JOMOMDKHOI
no 1 cdonakoHy y peyoBuHM (apomaTtmaartopa) Flavor Raspberry 83101 P Ha
KOMMMEKTi 3 anbTepHaTVBHWUIA ManuHOBUIA apomaTusatop Raspberry
nnacTMacoBo 83462 P Big TOro x nocrayanbHuka. 3MiHM BHECEHI B
MipHOIO NTOXKKOK Y iHCTPYKUil0 4Nst MEAUYHOTO 3aCTOCYBaHHS fikapcbKoro
KapTOHHIN kopooLi 3acoby y po3gin "Cknag" (QonoMiXHI pe4oBUHM) 3
BiANOBIOHMMM 3MiHAMM B TEKCTI MApKyBaHHS1 YNakoBOK
132.| LUUKNOKYTA nak ons Hirtie TOB YkpaiHa Mmibe MmbX HimeyuunHa/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - be3 UA/18077/01/01
H® nikyBansHun, 80 «MIBE ApuHaimiTTenNb, Monbwa 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy peuenma
Mr/r; no 3 r posunHy | YKPATHA» HimeuyumHa (BUPOGHMK, (iHLWi 3MiHM) 3MiHM BHECEHI B TEKCT MapKyBaHHs Ha
y donakoHi; no 1 BiAMOBiAanbHWI 3a BTOPWHHIN ynakoBLi nikapcbkoro 3acoby y n. 17 IHLWE
dnakoHy y BUpobHMUTBO "in bulk", [oAaHHs iHdopmauii Woao0 KOMMEKTHOCTI YNaKoBKY.
komnnekTi i3 10 nepBMHHE Ta BTOPUHHE BBeaeHHs 3MiH NpoTArom 6-Tu MicauiB Nicns 3aTBEpPOXKEHHS
LnaTeniB B KaceTi, naKkyBaHHsi, KOHTPOIb cepil
TpyMayem wnaTens, Ta Bunyck cepii); CYH-
TamnoHamu Ans ®APM Cn. 3 0.0., MNonbLa
OYMLLIEHHS Ta (BMPOBHMK,
nunoYkamm gns BiAnoBiganbHUI 3a
HIrTiB y nayui BTOPWHHE NaKyBaHHS)
133.| LUTEPAN® TabneTtkn, BKpUTI AJKANOT Pecny6bnik AJIKANOIQ AL Ckor'e Pecny6bnika BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/1079/01/01
NniBKOBOI O A0 a MiBHivyHa MiBHiYHa 3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb peuenmom
obornoHkoto, no 250 Ckor'e MakenoHis MakepnoHis roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
mr no 10 TabneTok y cneumndikaLi Ta/abo JoNyCTUMMX MEX FrOTOBOro
6nicTepi; no 1 nikapcbkoro 3acoby (iHLWi 3MiHK) - BBEAEHHS NEPIOANYHOCTI
6nictepy y nayui BMNpobyBaHb 3a NokasHnkoM «MikpobionoriyHa yicToTa» y
KapTOHHIN cneumndikauii I'M13: MNepiognyHe gocnigkeHHs: aHanis
NpoBOAATb Ha KOXHIi 10-ili npomuMcnoBin cepii abo oaHin
cepii Ha piK, 3aNeXHOo Bif TOro, sike AOCHiAKEHHS HacTaHe
paHiwe; 3miHu | Tuny - 3MiHK 3 AKocTi. [O0TOBWI NiKapCbKUi
3aci6. KoHTposnb roToBoro nikapcbkoro 3acoby. 3miHa y
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MeToAax BUNpobyBaHHSA rOTOBOTO MikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpPIKEHUX MeToAax BUNPOOYBaHHS) -
- BHECEHHS HE3HAaYHUX 3MiH Y MeToA BUNpobyBaHHSA
«MikpobionoriyHa unctotay (EP.2.6.12, EP.2.6.13)
134.| UUTEPAN® TabneTkn, BKpUTI AJIKANOI | Pecny6nik AJKANOIQ AL Cror'e Pecny6nika BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/1079/01/02
NniBKOBOO oAnd a NisHivHa MiBHIYHa 3MiHu 3 sikocTi. MoToBWI nikapcbkuii 3acit. KoHTponb peuenmom
obonoHkoto, no 500 Ckor'e MakenoHis MakepnoHis roTOBOro nikapcbkoro 3acoby. 3miHa napameTpis
mr no 10 TabneTok y cneumdikauii Ta/abo JonNycTUMMX MEX rOTOBOro
6nictepi; no 1 nikapcbKkoro 3acoby (iHLi 3MiHW) - BBE4EHHSA NepioandYHOCTI
6nictepy y nayui BMNpobyBaHb 3a NokasHnkoM «MikpobionoriyHa yuctoTa» y
KapTOHHIN cneumndikauii 'M3: MNepiognMyHe gocnigxeHHs: aHanis
NPOBOAATL Ha KOXHi 10-ii npoMmcnoBi cepii abo oaHil
cepii Ha piK, 3aneXHOo BiA TOro, sike AOCHiAKEHHS HacTaHe
paHiwe; 3MiHu | Tuny - 3MiHK 3 sikocTi. FOTOBMIA Nikapcbkuii
3aci6. KoHTporb roToBOro nikapcbkoro 3acoby. 3miHa y
mMeTofax BUNpPobyBaHHA roTOBOrO fikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpPAKEHNX MeToAax BUNPObyBaHHS) -
- BHECEHHS HE3HAaYHUX 3MiH Y MeToA BUNpobyBaHHSA
«MikpobionoriyHa yictota» (EP.2.6.12, EP.2.6.13)
135/ LUIMTOCEUB® | poaunH ans iH'exwii, TOB HB® Ykpaina BiAMOBiAanNbHWI 3a Ykpaina BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/18016/01/01
100 mr/mn, no 5 mn «MIKPOXI BUPOOHMLTBO Ta 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy. | peuernmom
B amnyni; no 5 M» KOHTPONb/BUNPODBYBaHHS BeepneHHsa abo 3miHu 4o y3aranbHeHVX AaHUX Npo cuctemy
amnyn y kaceTi; no 2 cepii, He BKINYaun dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
KaceTu B mayui 3 BUNyck cepii: MNpuBaTHe cuctemy cbapmakoHarnsgy, 3MiHa ynoBHoBaXeHoi ocobu,
KapToHy; no 5 mn B akuioHepHe TOBapUCTBO BignoBiganbHoI 3a 34iNCHEHHS hapMaKoHarnsay; KOHTaKTHOT
amnyni; no 10 amnyn “Ilekxim — Xapkis”, ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
y 6nicTepi; no 1 YkpaiHa; BignosigansHun bapmakoHarnsgy B YKpaiHi, AKLo BoHa BigMiHHa Big
6nictepy B nayui 3 3a BUNYCK cepii, He ynoBHOBaXeHoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
KapToHy BKITIO4AI04M dapmakoHarnsaay (BKMoYauy KOHTaKTHI AaHi) Ta/abo 3MiHu
KOHTPOrb/BUNPOOYBaHHS y po3MmilLieHHi macTep-danna cuctemy papmakoHarnsgy).
cepii: TOB HB® 3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKaA, BiAnoBiganbHoi 3a
"MIKPOXIM", Ykpaina hapmakoHarnsg.
[Hitoua pepakuis: XKyp6a Jlinis BonogumupisHa.
MponoHoBaHa pepakuis: €BcTpaToBa IpuHa IropiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu 3asBHuKa,
BignoBiganbHoi 3a hapmakoHarnag. 3miHa
MicLe3HaxomKeHHs MacTep-gdanna cuctemm
dapmakoHarnsgy. 3miHa micusi 3AiNCHEHHST OCHOBHOI
fisgnbHOCTI 3 dhapmakoHarnsay.
136.| LUTPONAK® | Ttabnetku, no 6 abo MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny - bes UA/3002/01/01
- BAPHULUA no 10 Tabnetok y "dapmaune cipma "[apHuusa” 3MiHn Woao 6e3nekun/edhekTUBHOCTI Ta hapMakoHarnsgy. peuenma
KOHTYpPHIn BTUYHA 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
YapyHKOBIW dipma MapKyBaHHS! Ta iHCTPYKUIii ANS MEAMYHOrO 3aCTOCYBaHHS Ha
ynakosLj; no 1 "OapHuus" nigcTasi perynspHo OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
KOHTYpPHIn nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
YapyHKOBIW ynakoBLi 3acTocyBaHHS NikapCbKoro 3acody B nicnsipeecTpauinini
B nauuj; no 6 abo no nepion, abo sk pesynbTaT OLiHKM 3BiTY 3 AOCNIOKEHb,
10 TabneTok y npoBeAeHNX BiANOBIAHO A0 NnaHy negiaTpuyHuX
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1

KOHTYPHMUX pocnigpkeHb (PIP) (3MiHy y3rogkeHo 3 KOMNEeTEHTHUM

YapyHKOBUX YMOBHOBaXEHNM OpraHoM). 3MiH1 BHECEHO B iHCTPYKLiO Ans

ynakoBKax. Me[NYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby Ao po3ainis

"B3aemogisi 3 iHW1MK nikapcbkumm 3acobamu Ta iHLWi Buan

B3aemogin", "OcobnmeocTi 3acTocyBaHHS" BignoBigHO A0
OHOBJEHOI iHhopMmalii 3 6e3nekun 3acTocyBaHHS gito4oil
peyoBMHM fnikapcbkoro 3acoby. TepMiH BBEAEHHS 3MiH -

npoTsArom 6 MicsUiB Nicns 3aTBEPIKEHHS.

B.o. leHepanbHOro aupekropa [ijupekroparty
chapmaueBTUYHOro 3abe3neyeHHs

IBaH 3SAIBOPHUX




