MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis
16.03.2022 Ne 492

IIpo aep)kaBHY peecTparliio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyHO0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /10 peecTpaljiiHUX MaTepiajiB

BiamnosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapceKi 3aco0m», MyHKTIB 5,
7, 9, 10 Tlopsagky paepkaBHOI peectpailii (TiepepeecTpariii) JiKapcbKuX 3aco0iB,
3aTBep/KeHOro roctaHoBoto Kabinety MinicTpiB Ykpainu Bif 26 TpaBHs 2005 poky
Ne 376, ab3ary aABafiiTh ChOMOTO IMANMYHKTY 12 myHKTy 4 IlonokeHHS TIpO
MiHicTepcTBO OXOpOHU 3[]0POB’sl YKpaiHU, 3aTBep/KeHoro mocTaHoBow KabiHety
Minictpie Ykpainu Big 25 OGepe3ns 2015 poky Ne 267 (B pepakiii 1mocTaHOBU
KabGinery MinictpiB Ykpainu Big 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIIepTU3X peecTpalliiHuX MarepiaiiB JiKapchbKUX 3aco0iB (MeAuUHUX
iMmyHobGiosloriuHMx  mperapariB), 110 TOAAHI Ha [lep)KaBHY  peecTpallito
(mepepeecTpaliit0) Ta BHECEHHS 3MiH [0 peeCTpaliiHUX MaTepiasiB, TMPOBeJeHUX
[ep>kaBHAM TIANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUKM LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIB II0ZI0 eheKTHUBHOCTi, Oe3reuyHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCbKOIO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpaiiii) abo BHeCeHHsI 3MiH JI0 peeCTpalliiHMX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
YKpaiHM miKapcbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rigHO 3
riepesikoM (JoAaTok 1).

2. IlepepeecTpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHud JiKapckKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JJoAaToK 2).
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTokK 3).

4. KoHTpOJIb 38 BUKOHAHHAM LIbOT'O HaKa3y MOK/IaCTU Ha Meplioro 3acTylHUKa
Minictpa Komapiay O.O.

MiHuicTp BikTop JIAIIIKO



MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIYHUX NPEMNAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Aopatok 1

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»

Bif 16.03.2022 Ne 492

Ne Ha3ssa nikapcbko20 ®opma sunycky (nikapcbka 3asaBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n 3acoby ghopma, ynakoska) 3asBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocsi0oYeHHs1
1. MOKCU®DTOKCALIMHY | nopoluok (cy6ecTaHuis) y TOB YkpaiHa ApareH Naiid IHAia peecTpauis Ha 5 - He UA/19271/01/01
rigrpoxnoprunp NoABINHMX NOMieTUNEHOBUX "®APMEKC CaliiHc lMpiBat pokiB nionseae

naketax gns reyn" Nimiten
hapMaLeBTUYHOTO
3acToCyBaHHSA

2. HITPOKCONIH KpycTaniyHuii NopoLLoK TOB "TK YkpaiHa HaHkiH Ogucceii KnTaii peecTpadis Ha 5 - He UA/19272/01/01
(cybeTaHuis) y noagiiHMX "ABpopa" Kewmikan IHgacTpi pokiB nidnsieae
nosieTUNEHOBUX Millkax Ans Ko., N14.
hapMaLeBTUYHOIO
3acTOCyBaHHsA

B.o. I'enepanbHoro gupexkropa /lupekropary
(apManieBTHYHOTr0 3a0e3mevyeHHs

IBan 3AZIBOPHUX




NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUNYHUX IMYHOBIO/TIOINYHNX NMPEMAPATIB), AKI BHOCATbLCHA
A0 LEP>XABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif 16.03.2022 Ne 492

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka cpopma,
YnakoskKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHs

Homep
peecmpayjiliHo2o
NnocBi04Y€eHHs1

AKBA®EPPO/1

cupon 10 mr/mn; no
125 mny 6aHui; no 1
6aHLi 3 cuponom
pasom 3 MipHUM
CTakaH4MKOM y
nauuj 3 KapToHy

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NiKkapCbKoro
3acoby y posginax: "®apmMakosiorivHi
BnacTmeocTi", "MpoTmunokasaHHsA",
"Ocob6nMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rofysaHHA rpyaar”, "MepenosysaHHA",
"Mo6iuHi peakwyji" BignoBigHO Ao iHhopmauii
00 MEANYHOIO 3aCTOCYBaHHS
pediepeHTHOrO JliKapCbKOro 3acoby
(MANBTODEP®, cupon).
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BigNoBiAHO
[0 MNopsAaky 3aiiicHeHHs hapMakoHarisgy,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/16285/01/01

ANETUCTM

cupon no 125ry
donakoHi; no 1
oNakoHy 3 MipHUM
CTaKkaH4YMKOM B
KOpOOGLii 3 KAPTOHY

Bpounascbke
nignpPUeEMCTBO
niKapcbKknx
Tpas
"TEPBANO/b
"AT

Monblwa

BMPOGHULITBO 3a
MOBHUM LMK/IOM 6€3
BMNyCKa cepil:
Bpounascbke
nigNpPUeEMCTBO
nikapcbKux Tpas
"T'ep6anons" AT,
MonbLua;

Monbwa

nepepeecTpavisi Ha HeOOMEXEHUIA TePMiH
OHoB/EeHO iHghopmaLito B IHCTPYKLi ans
MeAMYHOI0 3aCTOCYBaHHS NikapCbKoro
3acoby y posginax "®apmMakosnoriyHi
BNaCTUBOCTI" (YTOYHEHHS iHCpopmaLii),
"MokasaHHs" (YTOUYHEHHS iHdopMmaLi),
"MpoTunokasaHHs", "B3aemogis 3 iHLWMMK
NiKapcbKnUMu 3acobamu Ta iHLi BUan

6e3
peuenma

rionsizae

UA/16160/01/01




iHWK1MK MexaHi3mamn”, "MNepefosyBaHH:A",

"Mo6iyHi peakwyii" BignoBigHO Ao iHhopmauii
pedyepeHTHOro ikapcbKoro 3acoby

(MAPKATH, po3uuH ans iH'ekuji, 5 mr/mn).

MepioguyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO
J0 Mopsagky 3fiicHEHHs dhapMakoHarnsgy,

Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
BWMYCK Cepil: B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
BpounaBscbke "3acTocyBaHHSA y nepiof BariTHOCTi abo
nignpYeMCTBO roflyBaHHs rpyaar”(yTouHeHHs iHdopmauii),
nikapcbknx Tpas "Cnoci6 3acTocyBaHHS Ta A03U" (YTOUHEHHS
"FEPBAMNO/bL" AT, iHdhopmadii), "AiTn" (yTouHeHHs iHchopmaui),
Monbwa "Mo6iuHi peakuii" BiANOBIAHO A0 MaTepianis
peecTpavuiiHoro JocChbeE.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO
[0 MNopsgaky 3aiiicHeHHs hapMakoHarsgy,
3aTBepAXeHOro Hakaszom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB 3
6esneku.
3. BEH3UAAMIHY | nopolok CninbHe YkpaiHa (BMpPOGHMLTBO IHAis nepepeecTtpawis Ha HeobMeXxeHuli TepMiH - He UA/16527/01/01
FAPOXNOPUA | (cybeTaHuis) y YKpaiHCbKO- HaniBNpoaykTy) nionsizae
noABiliHMx icnaHcbke KEOAP J>KAHAHI
nonieTnIeHoBmX nignpMeMCTBO XEMMNACT
Milkax aas "Cnepko NBT.NTA., IHais;
hapMaLeBTUYHOIO YkpaiHa" (BUPOGHULTBO Ta
3acToCyBaHHs KOHTPO/1b, BUMYCK
cepii)
LieHtayp
dapmacboTikani3
MBT. /174., IHAISA
4, BYMNIHEKAIH- PO34UH AN1s iH e, My6niuHe YkpaiHa My6niyHe YkpaiHa nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/16019/01/01
IBOBAP 5 mr/mn, no 5 mn B akuioHepHe akuioHepHe OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT Ans peyernmom nidnsieae
amnyni; no 5 amnyn TOBapuCTBO TOBapUCTBO MeAMYHOr0o 3aCTOCYBaHHS NiKkapCbKoro
B KaceTi; no 2 "HaykoBo- "HaykoBo- 3acoby y posginax "®apmakonorivHi
KaceTu B mauLi BMPOGHNUNIA BMPOGHNYNIA LLEHTP BnactmsocTi", "MNoka3aHHA" (YTOYHEHHS
LEeHTp "BopLyariBcbKuii iHhopmawii), "B3aemogis 3 iHW1Mu
"BopLuariscbk XiMiKo- nikapcbknmy 3acobamu Ta iHLi BUAW
WA XiMiKo- thapmaLeBTUYHWi B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
hapmaueBTny 3asof” "3paTHICTb BNAMBATMU Ha LWBUAKICTb peakLil
HWiA 3aBog" npy KepyBaHHi aBTOTPAHCNOPTOM abo




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

3aTBepAXEHOro Hakaszom MiHictepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMK, 3a3HaYeHMmn y
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

BUHAY3A

niocpinizat ana
pO34nHYy AnA

iH ekyii no 100 mr; 1
hnakoH 3
nioghinizatom y
KapTOHHIA Kopoo6Li

[-p Peapi'c
Nab6opaTtopic
nTg

IHAis

f-p Peppi'c
NabopaTopic /Tg,
(Bupo6Hnunii Bigain

_7)

IHais

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHOB/EHO iHhopMaLLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NiKkapCbKoro
3acoby y posginax "lMNokasaHHaA", "3aaTHICTb
BMAVBaTV Ha LWBMAKICTb peakuii npun
KepyBaHHi aBTOTpaHCMopToM abo iHWWMK
MexaHismamu”, "Cnocib 3acTocyBaHHA Ta
no3n", "Mo6iuHi peakuii" BignoBigHoO A0
iHdhopMmawuii pechepeHTHOro nikapcbkoro
3aco6y (VIDAZA® 100 mg powder for
injection, B YkpaiHi He 3apeecTpoBaHuii).
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBIgHO
0o MNopsaky 34iicHeHHA hapmakoHarnsgy,
3aTBepAXeHOro Hakaszom MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/16042/01/01

rNILEPUHY
TPUHITPAT
PO34MH 5% B
ETAHO/I

PO34uH (Ccy6CTaHLis)
y a/tloMiHieBMX abo
mMeTaneBux 6aHkax
ans
hapMaLeBTUYHOIO
3acTocyBaHHS

ToBapucTso 3
obmexeHoro
BignoBigabHi
CTHO
"flocnigHwin
3aB0[,
"rHunc”

YkpaiHa

OIPAPMA
®PAHYIC

ITanisa

nepepeecTpawis Ha HeobMeXeHuli TepMiH

He
nidnsieae

UA/16500/01/01

EHTEPOXXEPMI

HA®

kancynu; Ne 12, Ne
24 (12x2): no 12
Kancyn y énictepi;
no 1 a6o 2 6nictepn
B KapTOHHI Kopobui

TOB "Onenna
Xenckea
YkpaiHa"

YkpaiHa

CaHodpi C.p.n.

ITanis

nepepeecTpauisi Ha He0OBMeXeHW TEPMIH
OHoB/eHO iHdhopMalLito 3 6e3neku

3aCTOCYBaHHS fitl040T PEYOBWHN B IHCTPYKLLT

[ON15 MeANYHOro 3acTocyBaHHS y po3ginax

"Ocob6NMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiof BariTHocTi abo

rofyBaHHs rpyaato”(yTouHeHHs iHchopmal,ii),
"34aTHICTb BNAMBATW Ha LIBUAKICTb peakuii

6e3
peyenma

nidnsieae

UA/4234/02/01




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

npv KepyBaHHi aBTOTPaHCNOPTOM abo
IHLWMMKU MexaHi3mamun'" (YTOYHEHHS
indpopmauii) Ta "MobiuHi peakwuii” BigNoBigHO
[0 maTepianiB peecTpauiiiHoro focChe.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO
[0 MNopsgaky 3aiiicHeHHs hapMakoHarisgy,
3aTBepAXeHOro Hakaszom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB 3
6esneku.

NNMNrPUKC®

Tabnetkn no 20 mr;
no 25 TabneTok y
6nictepi; no 2 abo
no 4 6nictepu B
nauuj 3 KapToHy

AT "I'piHgekc"

Nartia

AT "IpiHaekc"

Nartgia

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby BignoBigHO [0 pedhepeHTHOro
nikapcbkoro 3aco6y (HeipomianH®,
Tabnetku no 20 Mr) y po3gini "rMoo6iyHi
peakujii”.

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBILHO
0o MNopsaky 34iicHeHHA hapmakoHarnsgy,
3aTBepAXEHOro Hakaszom MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTbL:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.

3a
peyerimom

He
niossieae

UA/16096/01/01

NEB3IPIH

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKOI0, M0 5 Mr
no 10 TabneTtok y
6nictepi; no 1 a6o 3
6nictepu y
KapTOHHIA KOopooLi

Mera
NaiidpcaiteHcis
(ABcTpanis)
Mri N1a.

ABcTpanis

leTepo /1a63
Nimiten

IHAis

nepepeecTpaisi Ha He0BMEXeHWt TEPMIH.
OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans
MeZMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby y posginax "®apmakonoriyHi
BnactmsocTi", "MNoka3aHHA" (YTOYHEHHS
iHhopmawii), "B3aemogis 3 iHW1Mun
nikapcbknmy 3acobamu Ta iHLi BUAN
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BaritTHocTi abo
rogyBaHHs rpyaato”, "Cnocié 3actocyBaHHs
Ta gosun", "MepenosyBaHHs", "TOGIYHI
peakuii" BignoBigHO A0 iHhopMmaui

6e3
peyenma

nionsieae

UA/15776/01/01




Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
pedhepeHTHOro nikapcbkoro 3acoby (Xyzal 5
mg tablets, B YkpaliHi He 3apeecTpoBaHuii).
MepioanyHICTb NOAaHHSA PerynsipHo
OHOBJ/THOBAHOrO 3BITYy 3 6e3neku, BigNOBIAHO
[0 Mopsagky 3aiicHeHHs dhapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
10. NEBOMEHTO/1 | nopoLuok TOB "®K YkpaiHa Apopa Apomarikc IHgis MepepeecTpauis Ha HeOGMEXEHWUA TEPMIH - He UA/16167/01/01
KpucTanivyHmi "BIOTEK" Met. 114. niossieae
(cybcTaHuis) y
noABiNHMX
nonieTMneHoBux
MiLLKax Anas
chapmaLeBTU4YHOro
3acTocyBaHHs
11. NEPKAHIgMNI MOPOLLIOK leTepo [par3 IHAjis leTepo [par3 IHAis nepepeecTpawis Ha HeobMeXxeHuli TepMiH - He UA/15959/01/01
HY (cybcTaHuis) y Nimitep Nimiteq niossieae
FAPOXNOPUA | noagiiHux
FEMITIAPAT nonieTuIeHoBMX
nakeTax, Lo
BK1ajalTbCsa y
TLMB naketu, ans
chapmaL,eBTU4YHOro
3acTocyBaHHs
12. NIHE3O0NI4, TabneTkn, BKpUTI KPKA, a.4., CnoBeHis BMPOBHMUTBO "in CnoBeHis MepepeecTpavisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/16130/01/01
KPKA NNiBKOBOIO HoBo mecTO bulk", nepBrHHe Ta OHOB/IEHO iH(hopmaLito B IHCTPYKUIT Ans peuyenmom niossieae

060/10HKOt0, N0 600
Mmr no 10 TabneTok y
6nictepi, no 1
6nictepy B
KapTOHHI KOpooLi

BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUMNYCK cepil:
KPKA, a.4., Hoso
mMecTo, CrnoBeHis;
KOHTpO~b cepii:
KPKA, a.4a., Hoso
mMecTo, CnoBeHis

MeMNYHOro 3aCTOCyBaHHA NiKapCbKoro
3acoby y po3sginax "lokasaHHsa",
"MpoTunokasaHHA", "B3aemogis 3 iHWMu
nikapcbkMmn 3acobamu Ta iHLWi BUAK
B3aemMogiin”, "Ocob/MBOCTi 3acToCyBaHHS"
"Mo6iuHi peakwyii" BignoBigHO Ao iHhopmauii
LL{OA0 MENYHOI0 3aCTOCYBaHHSA
pedoepeHTHOro JlikapcbKoro 3acoby
(BNBOKC, TabneTku, BKpUTI MNIBKOBOH
060/10HKOI0).

MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BigNoBiAHO
[0 Mopsaaky 3aiicHeHHs chapmakoHarnsgy,
3aTBepXeHOro Hakazom MiHictepcTea
OXOPOHW 340P0B’A YKpaiHu Big 27 rpyaHs




Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHS PerynsipHuX 3BiTiB 3
6esneku.
13. NOCAPTAH MOPOLLIOK TOB "KYCYM YkpaiHa Bacyaxa dapma IHAis nepepeecTpawis Ha HeobMeXxeHuli TepMiH - He UA/16317/01/01
KANIO (cybcTaHuis) y PAPM" Xem NimiTeq, nionsizae
noABiliHMx
nonieTMIeHoBmX
nakeTtax Ans
chapmaLeBTU4YHOro
3acTOCyBaHHs
14. MIAPIATIKYM- Kpansi o4Hi 5 mr/mn dapma HimeuuunH dapwma LUTYNbH HimeyunHa nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/15635/01/01
WTYNbH Ny no 0,4 Mn y TIo6uMK- LtynbH MM6X a 6X OHOB/IEHO iH(hopMmaLito B IHCTPYKLUIT Ans peuenmom nionsieae
KpanenbHuui; no 5 MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
THOOWK-KpanenbHLb, 3acoby B po3ginax "lMpoTunokasaHHs",
3'elHaHMX y 6N0K; "3acTocyBaHHSA y nepiof BariTHOCTi abo
no 1 6noky (Ne5) B roflyBaHHs rpyaar”(yTouHeHHs iHpopmauii),
QTIOMIHIEBIN "Mepepo3yBaHHA" BigNOBIAHO A0 iHhopmaL,i
ynakoBLi abo no 6 CTOCOBHO 6€e3neku, sika 3a3HayeHa B
610kiB ( Ne30 KOXHi mMaTepiasiax peecTpauiiHoro ocke Ta
2 6nokn B PO3LUMPEHO TEKCTOBY YaCTUHY Ha3BM
/IIOMIHIEBIN hapmakoTepaneBTUYHOI rpynu 3rigHo 3
ynakoBLi) abo no 12 MiXXHapogHUM knacuguikatopom BOO3 6e3
6n0okiB (Ne 60 KOXHi 3MiHn kogy ATX y po3sgini
2 6n0kn B "@apmakoTepanesTnyHa rpyna. Kog ATX".
aOMIHIEBIN MepioanyHICTb NOAaHHSA perynsipHo
ynakoBLi) y OHOBJ/IHOBAHOrO 3BITYy 3 6e3neku, BigNoBiAHO
KapTOHHIA nayuj; no [0 MNopsaky 3aiiicHeHHsT hapMakoHarnsay,
0,4 Mn y THOKK- 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
KpanesbHuuj; no 5 OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
TIOBUK- 2006 poky Ne 898, 3apeecTpoBaHoro B
KpanenbHuLb, MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHs 2007
3'egHaHuX y 6710K; poky 3a Ne 73/13340 (y pefakuii Hakasy
no 12 6nokis (Ne 60 MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
KOXHi 2 6710k1 B 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
a/IIOMIHIEBIN 3riHO 3i CTPOKaMu, 3a3HaYeHnMn y
ynakoBLi) y nepioguYHOCTI NOAAHHS pPerynspHUX 3BITiB 3
KapTOHHIN navyj; no 6e3neku.
5 KapTOHHUX NayvokK B
TepmonniBLj
15. HADOTUDIHY NOPOLLOK MpAT YKpaina YyHUiH XyanoHT Kutaii nepepeecTpaisi Ha He0OBMeXeHWi TEPMIH - He UA/16368/01/01
FAPOXNOPUA | kpucTasiyHuii "TexHonor" LLleHxem niossieae
(cybeTaHuis) y dapmacsbloTikan Ko.,
nonieTnIeHoBUX nTp.

naketax ans
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
hapmaLeBTUYHOro
3aCTOCyBaHHs!
16. OKCUMETA30 NOPOLLOK CninbHe Ykpaina CiTilkc IHais nepepeecTpaisi Ha HeOBMEXEeHW TEPMIH - He UA/16537/01/01
niHY KpucTaniyHmi YKpaiHCbKO- Naiidpcaittcms MBT. nionsizae
FIAPOXNOPUA, | (cybeTaHuis) y icnaHcbke nra.
noABIHMX nignpMeMCTBO
nonieTuIeHoBMX "Cnepko
Millkax ans YkpaiHa"
hapMaLeBTUYHOIO
3acToCyBaHHs
17. MNIPUAOKCA/Ib | nopoLuok ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/16505/01/01
-5-®O0OCDHAT (cybeTaHuis) y 06MEXEHO 06MEXeHOo nidnsieae
MilLKax 3 BignoBigabHi Bi4NoBiAa/IbHICTIO
nonieTnneHoBol CTIO "PAPMXIM"
nniBk1 Ans "OAPMXIM"
hapmaLeBTUYHOrO
3aCTOCYBaHHs!
18. MPErABANIH NOPOLLOK XIKAN IHgis XIKAN NIMITEL IHais MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH - He UA/16465/01/01
(cybcTaHuis) y NIMITEL niosisieae
nakeTax noABiliHMX
nonieTUIeHOBMX
ans
hapmaueBTUYHOro
3acTOCyBaHHs
19. PUBACTUIMIH | nopoLuok ToBapucTso 3 YkpaiHa IHTepkbtom, C.A. IcnaHis nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/16154/01/01
Y TAPTPAT (cybeTaHuis) y [04aTKOBOK nionsieae
naketax i3 niBku BiANOBiAA/TbHI
nosnieTuneHoBoi Ans CTI0
hapmaueBTUYHOro "IHTEPXIM"
3acTOCyBaHHs
20. CEHALEKCWH- | Tabnetku no 140 wr; AT YkpaiHa AT "ly6Hnchapm" YkpaiHa nepepeecTpavisi Ha HEOGMEXeHNIA TEPMiH Ne 10, Ne 20 Ne 10, Ne UA/16128/01/01
®OPTE no 10 TabneToK y "Ny6Hnhapm"” OHoBneHo iHchopmalyto B IHCTPYKLi Anst - 6e3 20 —
Gpictep 10 2 360 B enmonn oo s v | pedenma; | minreas
10 6/j|CTep|B y pﬂiK'ngbKI/lMpl/l 3aco6amit Ta iHi BUAM §3aemo,qi17|", Ne 100 - 3a Ne 100 —
nauyi; no 10 _ "Cnoci6 3aCTOCYBaHHS Ta 403" (YTOUHEHHS peuenmom ke
TabneToK y rictepi iHthopMmalii), "Mepefo3yBaHHs", "MoGiuHi peakwji" nionsizae
BiZJNOBIAHO [0 OHOB/EHOT iH(hopMaLLii 3 6e3nekn
3aCTOCYBaHHS fjl040l PeYOBMHM.
rlepiO,Cl,W-IHiCTb noAaHHA perynapHo OHOB/1KOBAHOIo
3BiTy 3 6e3neku, BigNoBiAHO Ao MNopaaky
3pilicHeHHA hapmakoHarnsgy, 3aTBeppKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[40POB’s YKpaiHu
Bif 27 rpyaHs 2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHa 2007 poky
3a Ne 73/13340 (y pegaxuii Haka3y MiHicTepcTea
OXOPOHM 340POB's YKpaiHu Bif, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKamu,
3a3Ha4YeHMN Y NepiognMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.
21. CUMETUKOH Kpanni opasbHi, 40 ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa nepepeecTpaLjisi Ha HEOGMEXEHWI TePMIH 3a He UA/16197/01/01
mr/mn, no 30 My 06MEXEHOI0 06MEXKEHOI0 OHoBrieHo iHchopmalyito y pospinax peyenmom nionsizae
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
chnakoHi; no 1 BiANOBiAA/TbHI BiANOBIAA/IbHICTIO "®apmakoTepaneBTuyHa rpyna’(yTo4HeHHs
thnakoHy y kopobL;i 3 cTio "®apmaLeBThyHa iHchopmawii), "®apmakonoriuHi BnacTueocTi”
KapTOHY "dapmaLesTy thipma "BepTekc”, (yTOUHEHHS IHhopMaU), "TIOKA3AHHA"(yTOUHEHHS
uHa dhipma YkpaiHa |r_|qaopmau,|_|), MpoTtunokasaHHsa", Ba_ael\_/lo,u,lﬂ 3
" M HLIMMK NiKapCbKMK 3acob6amu Ta iHLLi BUan
Beprexkc (B”p06H_'_’_'L_’-TBO 3 B3aemogiii", "Oco6MBOCTi 3aCTOCyBaHHS",
npogaykuii in bulk "3acTocyBaHHs y nepiog BariTHOCTi a60 rofyBaHHsi
ToBapucTsa 3 rpyaa” (yTouHeHHs iHdhopmauii), "3aaTHicTb
06MeXeHo BMNMBATK Ha LWBMAKICTb peakLii Npu KkepyBaHHi
BiNOBIfaLHICTIO aBTOTPAHCMNOPTOM a60 iHLWKUMK
“dapmaLesTnuHa MexaHi3mamm" (yTOUHEHHS inJongui'D, "Cnoqi6
KoMnanis 3acToCyBaHHA Ta A031"(YTOUHeHHs iHdhopmalLii),
" o "[iTn"(yTouHeHHs iHchopmali), "Mepeao3yBaHHs",
3popos'a”, "Mo6GiYHi peakwyii" IHCTPYKLT AN MeAUUYHOTO
YkpaiHa) 3aCTOCYBaHHS /iKapPCbKOro 3acoby BiAnoBigHO A0
OHOB/IEHOI iH(hopMaLii Lwoao 6e3nekn
3aCTOCYBaHHS fjl040T PeYOBMHM.
MepioANYHICTb NoJaHHA PErynsipHO OHOB/OBAHOTO
3BiTy 3 6e3neku, BigMoBiAHO Ao MNopaaky
34iiCHEHHS (hapMakoHarnsay, 3aTBepAKeHoro
Haka3om MiHicTepcTBa OXOPOHU 3[40POB'A YKpaiHu
Bif 27 rpyaHs 2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHa 2007 poky
3a Ne 73/13340 (y pegaxuii Haka3dy MiHicTepcTBa
OXOPOHM 340POB'A YKpaiHu Bif, 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HaYeHNMM Y NepiofUYHOCTI NoJaHHs
PErynsipHuX 3BiTiB 3 6e3MeKu.
22. TEMMICAPTAH | kpuctaniyHuii TOB "KYCYM Ykpaina Bacyaxa ®apma IHais nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/16321/01/01
MOPOLLIOK PAPM" Xem NimiTeq, nionsi2ae
(cybeTaHuis) y
noABiliHMX
nosieTnIeHoBUX
Milkax s
hapmaueBTUYHOIO
3acTocyBaHHA
23. LIAHOKOBA/A | kpucTasiyHuii ToBapucTBO 3 YkpaiHa HONCIH Kutai MepepeecTpauis Ha HEOGMEXEHWUA TEPMIH - He UA/16178/01/01
MIH nopoLuok abo 06MeXeHo BIOTEKHONO4XI niossieae
KpucTtanu BiANOBiAabHI (rPYM) KO., NTA
(cybcTaHuis) y CTiO
nosieTuIeHoBMX "®apmaueBTn
nakeTtax gns YyHa KOMMaHis
hapmaLeBTUYHOro "3p0pos'a"
3aCcToCyBaHHs

B.o. I'enepanbHoro gupexkropa /lupekropary
(apmaneBTHYHOTO 3a0e3meyeHHs IBan 3A/IBOPHUX




NMEPENIK

Aopatok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx

MaTepianis»

Bif, 16.03.2022 Ne 492

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIONIONYHUX MPEMAPATIB), LLLOAO AKUX BY/I BHECEHI 3MIHU 1O
PEECTPALINHNX MATEPIANIB, AKI BHOCATLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbK/X 3ACOBIB YKPAIHU

1,5 mr/10 mr no 15

Tabnetok y 6nictepi;
no 2 abo 6 6nictepis
Y KOpoOLj 3 KapTOHY

Ceps'e IHpacTpii, PpaHLis;

[MakyBaHHA Ta BUNYCK

cepii: Cepg'e (IpnaHgis)
IHgacTpic /114, Ipnaxgis

XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT AN MefUYHOro
3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMM [aHUMK 3
AKOCTI, LOKMIHIYHUMU, KIHIYHUMUW AaHUMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiHM BHECEHO A0
IHCTPYKUT A9 MeAMYHOro 3acTOCyBaHHS
nikapcekoro 3acoby APUGAM® 1,5 mr/10 mr go
po3sginis "lMNpoTunokasaHHA" (BUAaNeHHA "nepiog,
rofyBaHHs rpyagr" ske sBuknageHe npodinbHomMy
po3aini), "B3aemogist 3 iHWMMW NiKapCbKMMUN
3acob6amu Ta iHLWi BUAW B3aemogiii" (fofaBaHHSA
B3aBEMOZII1), "3acTocyBaHHS y nepiog, BariTHOCTi
abo rogysBaHHA rpyaa” (3miHa hopmytoBaHHSA 3
"NpoTunokasaHuii" Ha "He pekoMeHAoBaHuiA" nig,
yac rogysaHHs rpyAto, a Takox pefiakTopcbki
YTOYHEHHS TeKCTY), "Oco6NNBOCTI 3aCTOCyBaHHS"
(BHeceHHs iHdhopmaLii Npo 3acToCyBaHHSA
cropTcMeHaMu Ta nauieHTamm 3 neviHKkoBOHo
eHuedanonatrero), "MobivHi peakuii" (BHECEHHS
iHchopmaLii NPo MOX/MBICTb BUHUKHEHHS TOCTPOT
3aKpUTOKYTOBOI rnaykomu) BiAMOBIAHO A0
marepianiB peecTpauiiHoro gocke. BBefeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.
3MiHun Il TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. 3MiHu y KOpoTkili
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLiT 415 Mefn4HOro
3aCTOCyBaHHSA Y 3B'A3KY i3 HOBUMMW JaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KIIHIYHUMU AaHUMN Ta
AaHnuMu 3 hapMakoHarisgy - 3MiHM BHeCEHO A0

Ne Hassa Popma sunycky 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa YmosBu Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
1. APNDOAM® 1,5 Tabnetku 3 e PpaHuis B1pOGHMLTBO, KOHTPO/b PpaHuia/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13798/01/01
MI/10 M MofupikoBaHUM Na6opatyap AKOCTI, NaKyBaHHA Ta Ipnangis 3Mminu |l TUny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI | peyenmom
BUBINIbHEHHSM, NO CepB'e BUNyCK cepii: labopaTtopii Ta thapmakoHarisgy. 3MiHM y KOPOTKiii




13

n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

IHCTPYKU|T 4719 MEANYHOro 3aCTOCYBaHHSA
nikapcekoro 3acoby APUGAM® 1,5 mr/10 mr go
po3ginis "Oco6MBOCTI 3acTOCyBaHHA" (BHECEHHS
iHchopmawii, Wo rinokaniemis moxe 6yTn
NPUYNHOIO BUHVUKHEHHS M'A30BUX PO3NagiB,
30Kkpema pabaomionisy), "Mo6iyuHi peakuji”
(BHECEHHA faHNX NMPO MOX/UBICTb BUHUKHEHHS
M'A30BOI cnabkocTi Ta pabaomionisy) BignosigHoO
[0 MatepianiB peecTpauiiHoro gocke. BeegeHHs
3MiH NPOTArOM 6-TW MICALIB NiCNS 3aTBEPAKEHHS.
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eeKTUBHOCTI
Ta chapmakoHarnsigy. 3miHa y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLii 415 MeAnyHOro
3aCTOCYBaHHA Ha MifgcTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neKkn NikapCbKoro
3aco6by, abo gocnifxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios,
abo K pe3ynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeAeHVX BignoBigHO A0 NnaHy negiatpuydHmnx
pocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHWM OPraHom) - 3MiHu
BHECEeHO [0 iHCTPYKLIi A1s MeanyHoro
3acTocyBaHHS fikapcbkoro 3acoby APUGAM® 1,5
Mr/10 Mr 4o po3ginis "B3aemogis 3 iHWMK
nikapcbknMmM 3acobamu Ta iHLWi BUAW B3aeMogiii"
(BHeceHHs iHdhopmaLii PO MOXMBICTb
BUHWKHEHHSA Tinokaniemii Ta rinomarniemii 1a
HEOOXiAHICTb MOHITOPYBaHHS PIBHSA LMX
MiKpOE/sIEMEHTIB Yy CupoBaTL,i KpoBi npu
3aCTOCyBaHHi pa3om 3 npenaparamu
HanepcTsaHkK), "Oco6/IMBOCTI 3aCTOCYBaHHSA"
(BHeceHHs iHdhopmaLi, Wo rinokaniemis Ta
rinomarHiemist Mmoxxe 6yTn pecpakTepHOL0 40
nikyBaHHS), "Mo6iyvHi peakwii" (BHECEHHS
iHchopMmawii Npo No6iyHI peakLii 3 60Ky 06MiHY
peyoBUH Ta MeTaboniamy, a TakoX AesiKi iHLLi
no6iyHi peakujii, 30Kpema peakwji rinepyyT/IMBOCTi)
BiZNOBIAHO [0 pekomeHAaaLin PRAC. BBeaeHHs
3MiH NPOTAroM 6-TW MICALB NiC/1A 3aTBEPAKEHHS.

APNDOAM® 1,5
Mr/5 MI

Tabnetku 3
mMoandikoBaHUM
BVBI/TbHEHHSAM, MO
1,5 mr/5 mr no 15
TabneTtok y 6nictepi;
no 2 a6o 6 6nictepis
Y KOpO6Lj 3 KapTOHY

e
Nab6opatyap
Ceps'e

PpaHuis

B1po6HMLTBO, KOHTPO/b
SAKOCTI, NaKyBaHHA Ta

BWMYCK cepii: Jlaboparopii
Ceps'e IHpacTpii, PpaHLis;

MakyBaHHA Ta BUMYyCK
cepii: Ceps'e (IpnaHgis)
IHgacTpic /114, IpnaHgis

PpaHuia/
IpnaHgjs

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3minu |l Tuny - 3MiHn WoAao 6e3nekn/edpeKTBHOCTI
Ta dpapmakoHarnagy. 3MiHu y KOpoTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeAUYHOro
3aCTOCyBaHHSA Y 3B'A3KY i3 HOBUMMW AaHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiHM BHECEHO A0
IHCTPYKUT 4719 MeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby APUPAM® 1,5 mr/5 mr fo

3a
peyenmom

UA/13799/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1

po3ginis "lNpoTrnokasaHHA" (BUAaneHHs "nepiog,
roAyBaHHs rpyagr” ake BuknageHe npodinbHoMy
po3aini), "B3aemogis 3 iHWUMMK NiKapCbKMMMN
3acobamu Ta iHLWi BUAY B3aeMOZiN" (0AaBaHHSA
B3BBEMOZji1), "3acTocyBaHHS y nepiog, BariTHOCTi
ab60o rogyBaHHA rpyaa” (3miHa chopmyitoBaHHS 3
"MpoTunokasaHnii" Ha " He pekoMeHZoBaHuiA" mig,
yac rogyBaHHs rpyato, a TakoX pefakTopcbki
YTOUYHEHHS TeKCTy), "Oco6anBOCTi 3aCTOCyBaHHA"
(BHeceHHs iHdhopmaLlii PO 3acTOCyBaHHSA
crnopTcMeHaMu Ta nauieHTamm 3 neviHKoBOHo
eHuedanonatureto), "MobiuHi peakuii" (BHeCEHHS
iHhopMaLii Npo MOX/MBICTb BUHMKHEHHS TOCTPOT
3aKpUTOKYTOBOI rnaykomu) BiANoBIAHO A0
marepianiB peecTpauiiHoro gocke. BBefeHHst 3MiH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPMKEHHS.
3MmiHu Il TUNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHu y KopoTkild
XapaKkTepucTuLi NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHOro
3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM AaHUMK 3
SIKOCTi, AOK/MIHIYHMMM, KTIHIYHMMKW AaHUMK Ta
AaHuMu 3 hapMakoHarnsgy - 3MiHuM BHECEHO A0
IHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby APUPAM® 1,5 mr/5 mr o
po3gainie "Oco6MBOCTi 3acToCyBaHHA" (BHECEHHS
iHchopmawii, Lo rinokaniemis moxe 6yt
NPUYNHOIO BUHVKHEHHS M'A30BUX PO3N1agiB,
30Kkpema pabaomionisy), "Mo6iyuHi peakuji”
(BHECEHHSA fAaHNX NMPO MOX/UBICTb BUHUKHEHHS
M'i30B0Oi cnabkocTi Ta pabaomionisy) BiANOBIAHO
[0 matepianiB peecTpadiiHoro focke. BeegeHHs
3MiH NPOTArOM 6-TW MiCALB NiCNA 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHN Wopao 6e3nekn/edyeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn NiKapCbKoro
3acoby, abo focnigxeHb 3 6e3neky 3aCTOCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIAKEHD,
npoBefeHnX BigNoBIAHO A0 NAaHy negiaTpuyHmX
pocnipxeHs (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHUM YNOBHOB&XEHNM OPraHoMm) - 3MiHn
BHECEHO [0 iHCTPYKLIi 415 MefnNYHOro
3acTocyBaHHs Nnikapcbkoro 3acoby APUGAM® 1,5
Mr/5 Mr fo po3ginis "B3aemogis 3 iHWMmn
nikapcbknMmn 3acobamu Ta iHWi BUan B3aeMogiii"
(BHECEHHS iHdhopMmaLlil NPO MOXNBICTb
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no 0,3 mr (9 600 000
MO); 5 chnakoHis 3
niocpinizatom y
KomnekTi 3 5
amnynamm
PO3YMHHMKA N0 2 M
(HaTpito xnopua,
po3unH 0,54%) y
6nictepi; no 2
6nictepu y nayui

3aci6. 3MiHN y BUPOGHULTBI. 3MiHa
iMnopTepa/3MiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJTO0 AKOCTi FOTOBOTO /liKapPCbKOro 3acoby
(3amiHa abo fofdaBaHHS AiNbHULI, Ha AKil
3[iICHIOETLCA KOHTPO/b AKOCTI/BUNPOBYBaHHSA
cepii ans 6ionoriyHOro/iMyHoMN0riYHOro
nikapcbKoro 3acoby, Ta 6yab-Koi AiNbHUL, Ha
AKili 3aCTOCOBYETHCA GiONOMNYHWIA/IMYHONOTYHWIA
MeTog BUNPo6yBaHHS) - BHECEHHSA 3MiH A0
p.3.2.P.3.1 BMpOGHUKK, a came - BUNYUEHHS
BMNpOOGYBanbHOI Naboparopii BiaAiny KOHTPO0
AkocTi TOB «BIO®PAPMA-IHBECT», y 3B'A3KY i3

Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
BUHWKHEHHSA Tinokaniemii Ta rinomarniemii 1a
HEOOXiAHICTb MOHITOPYBaHHS PIBHSA LMX
MiKpOE/sIEMEHTIB Yy CupoBaTL,i KpoBi npu
3aCTOCyBaHHi pa3om 3 npenaparamu
HanepcTsaHkK), "Oco6/IMBOCTI 3aCTOCYBaHHSA"
(BHeceHHs iHdopmaLi, Wo rinokaniemis Ta
rinomarHiemist Mmoxxe 6yTn pecpakTepHOL0 40
nikyBaHHS), "Mo6iyvHi peakwii" (BHECEHHS
iHchopMmawii Npo No6iyHI peakLii 3 60Ky 06MiHY
peyoBUH Ta MeTaboniamy, a TakoX AesKi iHLLi
no6iyHi peakuii, 30Kpema peakwji rinepyyT/IMBOCTI)
BiZNOBIAHO [0 pekomeHAaaLin PRAC. BBeaeHHs
3MiH NPOTAroM 6-TW MICALB NiC/1A 3aTBEPAKEHHS.
3. BET®EP 1A NopoLUOK ANs TOB "3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15462/01/01
nntoc po3unHy gns iH'ekuii | "BIO®PAPMA" 3MiHn |l TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknil | peyenmom
no 6000000 MO (30 3aci6. 3MiHM y BUPO6HULTBI. 3MiHa
MKr),1 dp1akoH 3 iMnopTepa/3miHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
NOPOLLKOM Y KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
KOMMNekTi 3 1 (3amiHa abo fodaBaHHS AiNbHULI, Ha AKil
amnynow 3 3[iCHIOETLCSI KOHTPOJIb SIKOCTI/BUNPOGYBAHHS
PO3YMHHMKOM Mo 1 cepii gns 6ionoriyHOro/iMyHoONoriYHOro
mn (Boga ans nikapcbKoro 3acoby, Ta 6yAb-aKoi AiTbHNL, Ha
iH'eKLil cTepubHa) AIKili 3aCTOCOBYETLCS GIONOMNYHNIA/IMYHONOTYHWIA
y 6nicTepi; no 1 MeToZ BUnNpobyBaHHs) - BHECEHHS 3MiH A0
6nictepy y nauui 3 p.3.2.P.3.1 BUpo6HuKHY, a came - BUTyYEHHS
KapToHy; 4 chnakoHu BMNPO6YBasILHOT Nabopatopil Bigainy KOHTPOsIo
3 NOPOLLKOM Y skocTi TOB «BIOPAPMA-IHBECT», y 3B'A3kY i3
KOMNEKTi 3 4 NPUMUHEHHAM AiS/IbHOCTI Ta arecTadieto
amnynamu 3 BMNPO6YBasILHOT Nabopatopil Bigainy KOHTPOsI0
PO3YMHHMKOM Mo 1 akocTi TOB «$3 «BIOPAPMA»
mn (Boga ans
iH'eKLil cTepubHa)
y 6nicTepi; no 1
6nictepy y nauui 3
KapToHy
4, BET®EP®-1B niocpinizat gna TOB "3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/13962/01/01
po3unHy ans iH'ekuii | "BIO®APMA" 3MiHu Il TUny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbknili | peyenmom
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Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

NPUMUHEHHAM AiS/IbHOCTI Ta arecTtalieto
BMNpoO6YyBabHOI nabopatopii BiaAiny KOHTPOso
AKkocTi TOB «®3 «BIOPAPMAY

BET®EP®-1A

PO34YUH AN1S iH'EKLA
no 12 000 000 MO;
5 wnpwuyis (06'emom
1 mn) y 6nictepi; no
2 6nicTepu B nauLi

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3 "BIOPAPMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu Il TUNYy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHVM y BUPOOHULTBI. 3MiHA
iMnopTepa/aMiHu, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPOJIH0 SAKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo godaBaHHS AiNbHULI, Ha AKil
3[iICHIOETBLCS KOHTPO/Ib SKOCTI/BUNPOGYBaHHSA
cepii gns 6ionoriyHOro/iMyHo0r4yHOro
nikapcbKoro 3acoby, Ta 6yAb-aKoi AibHNL, Ha
AKili 3aCTOCOBYETLCA GiOOMNYHWIA/IMYHONOTIYHWIA
MeTo[ BUNPO6YBaHHS) - BHECEeHHA 3MiH 10
p.3.2.P.3.1 BUpobHuK®, a came - BUNyYEHHS
BMNpo6yBanbHOI naboparopii Biaainy KOHTPOso
sAKkocTi TOB «BIO®PAPMA-IHBECT», y 3B'A3Ky i3
NPUMUHEHHAM AiS/IbHOCTI Ta arecTalieto
BMNpoO6yBanbHOI naboparopii Biaainy KOHTPOso
aKkocTi TOB «®3 «BIODAPMA»

3a
peyenmom

UA/13963/01/02

BO3Ynid

TabneTkn, BKpUTI
N/1iBKOBOO
060/10HKOt0, N0 100
Mr; no 14 TabneTok
y 6nictepi; 2
6nictepn y
KapTOHHI kopo6Lyj;
no 120 TabneTtok y
donakoHi, 1 dpnakoH
Y KapTOHHiIli KOpoobLi;
no 14 tabnetok y
6nictepi 3
MapKyBaHHSIM
iHO3eMHOI0 MOBOIO;
no 2 6nictepu y
KapTOHHI Kopoo6Li 3
MapKyBaHHAM
iHO3EMHOI0 MOBOIO 3i
CTUKEPOM
YKpaiHCbKOH MOBOKO

MOAR3EP

ENY. CI. T]1.

KOPMOPENLL
H

CLIA

BUPOGHMLTBO, NaKyBaHHS,
KOHTPO/b SIKOCTi Ta BUMYCK
cepii: Mdpaiizep
MeHtochekuypuHr
Loiiuneng Mm6X,
HimeuuunHa; BUpOBHULITBO,
KOHTpOsb AKocTi: Ekcenna
M6X & Ko. KT,
Himeuunna

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3miHu |l TUny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHu y KOpoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCyBaHHS Y 3B'AA3KY i3 HOBUMMW AaHUMK 3
AKOCTI, AOKNIHIYHUMM, KTIHIYHUMUN AaHMU Ta
AaHumu 3 hapmakoHarnsgy - 3MiHM BHECeHO B
IHCTPYKLiI0 AN51 MeANYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ainy "OcobmBocTi
3acTocyBaHHA". BBefeHHA 3MiH NpoTArom 3-x
MicsLiB nicns 3atBepmkKeHHs. 3MiHu Il Tuny -
3MiHu Wwopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTKiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS! Ta IHCTPYKUiT AN MeguyHOro
3aCTOCyBaHHS Yy 3B'A3KY i3 HOBUMMW AaHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
JaHvmu 3 chapmakoHarnsgy -
3MiHV BHECEHO B IHCTPYKLiO 4519 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"dapmakosioriyHi BnactmsocTi", "OcobnmBoCTi
3acTocyBaHHs" Ta "lNob6iyHi peakuii”. BBegeHHs
3MiH NPOTAroM 3-X MicsLIB NicNs 3aTBEPKEHHS.

3a
peyernmom

UA/17245/01/01

BO3Ynid

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKO10, N0 500
mr; no 14 TabneTok
y 6nictepi, 2

MOAVSEP
ENY. CI. 111,
KOPMOPENLL
H

CLIA

BUPOGHMLTBO, NakyBaHHS,
KOHTPO/1b SIKOCTi Ta BUMYCK
cepii: Mdpaiizep
MeHtodekIypUHT
HoiiuneHa MmM6X,

HimeuunHa

BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis:
3miHu |l TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHN y KOpoTKild
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS1 Ta IHCTPYKUil AN MeiM4yHOro

3a
peyenmom

UA/17245/01/02
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
6nictepu y HimeuunHa; BMpo6GHNLTBO, 3aCTOCYBaHHSA Y 3B’AA3KY i3 HOBYMM AaHMU 3
KapTOHHI Kopobuyj; KOHTpOb AKoCTi: Ekcenna AKOCTI, AOKMIHIYHUMU, KNIHIYHUMUW AaHUMK Ta
no 30 TabneTok y Mv6X & Ko. KT, JaHvMmu 3 chapmakoHarnsagy - 3MiHM BHECEHO B
chnakoHi, 1 donakoH Himeuunna IHCTPYKL,il0 ANS MeANYHOro 3acTOCyBaHHS
Y KapTOHHiIli KOpoobLLi; nikapcbKoro 3acoby A0 po3sainy "OcobmBoCTi
no 14 tabnetok y 3acTocyBaHHs". BBeieHHS 3MiH NpoTArom 3-x
6nictepi 3 MicAUIB Micna 3aTBepXeHHS. 3MiHu Il Tuny -
MapKyBaHHAM 3MiHu Wopao 6e3nekn/edeKTUBHOCTI Ta
iHO3EMHOI0 MOBOIO; thapmakoHarnsgy. 3MiHu y KopoTKil
no 2 6nictepu y XapaKTepucTuLi NikapcbKoro 3acoby, TeKCTi
KapTOHHI Kopobui 3 MapKyBaHHA Ta IHCTPYKLii A8 MegU4HOro
MapKyBaHHSAM 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBYMM AaHUMU 3
iHO3eMHOK MOBOIO 3i SIKOCTi, AOK/MIHIYHMMK, KTIHIYHMMKW AaHUMK Ta
CTVIKepoM JaHuMm 3 chapmakoHarnsgy -
YKpPaiHCbKOH MOBOK 3MiHV BHECEHO B IHCTPYKLiO 4719 MeANYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby Ao po3ainis
"apmMakonoriyHi BnactusocTi", "Oco611BoCTi
3actocyBaHHs" Ta "lMNob6iyHi peakuii”. BBegeHHs
3MiH NpOTArom 3-x MicsiLiB NicNsl 3aTBEPAKEHHS.
8. BAHKOMILUWH- niocpinizat ana MicTpan AHrnis BEM Inay CaH. Be Tik. TypeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/18265/01/02
BICTA PO3UunHY Ana Kenitan A.C. BMUNPABIEHHS TEXHIYHOT NOMUAKM Y cnevmdikawi peyenmom
iHcpysiii no 1000 mr; MeHepKMeHT MK$A N3 3a nokasHrkom «bakTepiasibHi
1 ckNsiHWiA onakoH 3 NimiTen €HOO0TOKCUHU»
niocpinizatom,
MmicTKicTio 20 Mn B
KapTOHHI KOopoo6Li
9. BAHKOMILUWH- niogpinisat gns Mictpan AHrnis BEM lnau CaH. Be Tik. TypeuunHa BHECEHHS 3MiH [0 peecTpaLljiiiHux maTtepianis: 3a UA/18265/01/01
BICTA pO34MHy N Kenitan A.C. BUNPABNEHHS TEXHIYHOT NOMUNKM Y cneumndikadi peyenmom
iHchysiii no 500 mr; 1 MeHeaXMeHT MKA N3 3a nokasHUkom «bakTepiasibHi
CKNSAHMI (hNakoH 3 Nimiteq €HZI0TOKCUHMW»
niocpinizaTom,
MicTkicTio 10 mn B
KapTOHHI/ Kopobui
10. rPUNAYT NopoLUOK AN1s €Bpo IHais ®AC Nimiten, IHAis; IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/15361/01/01
FAPSUNIA HAMIA | opaibHOro posumnHy Naiicokep EBepTomKeH Maiich 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii peyenma
no 6 r y nakeTuky; Mpai.it CaeHcms Jliviteg, IHais 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
no 10 nakeTukiB y NimiTen iMnopTepa/3miHu, Lo CTOCYIOTbLCA BUMYCKY cepii Ta

KapTOHHilA KOpo6L

KOHTPOJIH0 SAKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gogaBaHHsi BUPOOHUKA, WO
BiANOBIgaE 3a BBE3€HHSA Ta/abo BMNyck cepil) -
Bkntoyaroun KoHTposb/BunpobyBaHHA cepii -
BBEJEHHS 40AaTKOBOro BUPOGHMKA,
BiANOBIAA/ILHOrO 3a KOHTPO/IL/BUNPOBYBaHHSA cepil
Ta BUNycK cepii: EBepTomkeH aiid CaeHcun3
Nimiteq, IHAIA. 3MiHWM BHECEHI B IHCTPYKLitO 415
MeJZIMYHOro 3aCTOCYBaHHS NMiKapCbKoro 3acoby y
po3zinu "BupobHuk", "MicLe3HaxomKeHHs
BMPOOHMKa Ta agpeca MicLs NpoBapKEHHSsT oro
OisANbHOCTI", IK HACAiAO0K nosiBa 404aTKOBOro
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1

nakyBaHHs A/15 iHLWOro BUPO6HUka. 3MiHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichkkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkit hapmakonei: ans A®l; ons
BUXIAHOIO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI
A®I; ons 4ONOMIXKHOT peqyoBuHU (cepTudikar
BiANoBiAHOCTI EBponeiickbkili hapmakonei) -
HoBwii cepTudikat Big HOBOro BUpOGHUKA (3amiHa
ab0 [JONOBHEHHS) - BBEAEHHS 40AATKOBOrO
BMpo6HUKa A®I Ha [IP ®eHinetpuHy rigpoxniopuz
— Malladi Drugs & Pharmaceuticals Limited Unit-3,
India CEP R1-CEP 2003-179-Rev 04. 3miHu | Tuny
- 3MiHu 3 sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa po3Mipy cepil (BKoYaum
Jiana3oH po3Mmipy cepii) roToBOro /ikapcbkoro
3aco6y (3MeHLeHHA a0 10 pasiB)- BBEAEHHS
[04aTKOBOro, 3MEHLLIEHOro po3mipy cepii J13:
3aTBepmxeHo: 250000 nakeTukis (1500 kr),
3anpornoHoBaHo: 250000 nakeTwukis (1500 kr),
150000 nakeTwkiB (900 Kr). 3miHW | TUny - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3aMiHa abo BBeEeHHS 40AaTKOBOI
AiNbHULI BUPOBHMLTBA [/19 YacTUHW abo BCbOro
BMPOGHNYOro NpOLLeCcy roTOBOrO NiKapCbKoro
3acoby (AinbHMLSA, Ha SiKili NPOBOAATLCA By Ab-SKi
BUPOGHWUI CTagii, 38 BUHATKOM BUMYCKY Cepili,
KOHTPOJTHO AKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS, 4151 HECTEPUSIbHUX NiKaPCbKUX
3aco06iB) — BBEEHHS [04ATKOBOro BUPOGHUKa /13,
BiANOBIAa/IbHOrO 3a BUPOGHMLTBO
Hepo3dhacoBaHOI NPOAYKLii, NepBUHHE Ta
BTOPWHHE nakyBaHHsA /13: EBepTomkeH Jlaiid
CaeHcus NlimiTe, IHaia. CynyTHA 3MiHa - 3MiHM 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3amiHa abo BBeAEHHA [0AaTKOBOI
AiNbHWLI BUPOBHMLTBA [/18 YacTHK abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro
3aco6y (4ibHMUA 419 BTOPUHHOTO NaKyBaHHS) -
3MiHu 3 SKOCTi. F0TOBMIA NikapCbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3aMiHa abo BBeEHHS 40AaTKOBOI
AiNbHULI BUPOBHMLTBA [/19 YacTuHM abo BCbOro
BMPOGHNYOro NpOLLeCcy roTOBOrO NiKapCbKoro
3aco06y (4iIbHUUA 418 NepPBUHHOTO NakyBaHHS).
3MiHn | TUNY - 3MiHn 3 aKocTi. CepTudikat
BignosigHocTi/ E-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA




Hassa

3assHUK

19

n/n

JliKapcbKO20

3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

11.

IDKA3

HOBOro abo OHOB/IEHOTO cepTudiikara
BiANoBIAHOCTI a60 BUYYeHHS cepTudikaTa
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ons BUXiAHOTO
mMatepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[OMOMDKHOT peyoBMHY (cepTuddikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HouiA cepTudpikat
Bifl BX€e 3aTBEPKEHOr0 BUPOOHUKA - NOJaHHSA
HoBoro CEP Ha A®| ®eHipamiHy maneat RO-CEP
2015-030-Rev 00 Big, 3aTBEPAKEHOrO BUPOOHUKA
Supriya Lifescience Ltd., India. 3miHu | Tuny -
3MiHn 3 sKocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BMXigHOro Martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; Ana 4ONOMIKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
HoBuii cepTuchikat Bif BXXe 3aTBEPAXEHOr0
BMPOGHUKA - nofaHHsA HoBoro CEP Ha AdI
Mapauetamon R1-CEP 2000-144-Rev 05 Big,
3aTBepAKeHoro BMpo6Huka Sri Krishna
Pharmaceuticals Limited, India. 3minu Il Tuny -
3MiHn 3 sKocTi. A®l. Bupo6HMLUTBO. 3MiHa
BMpPOOHUKA BUXiAHOrO/NMPOMIXXHOro
NpoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPO6HMYOMY npouieci A®I, abo 3miHa BUPO6HUKa
(BKNtOYAtOUM, ge HeobxigHO, MicLe NpoBeAEeHHS
KOHTponto skocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignoBigHOCTI EBPONECHKIi
thapmMakonei y 3aTBepyKeHOMY [40CbE)(BBEAEHHS
HOBOro BMpo6HUKa APl 3 HafaHHAM MacTep-
thaiina Ha A®l) (B.l.a.1. (6) Il)
— BBE/IEHHS 0AaTKOBOro BUpPo6HUMKa AdI
AckopbiHoBoi kncnotn Reckon Organics Private
Limited, India (3aTBepmxeHo: Amoli Organics
Private Limited, India)

nocsio4YeHHs

TabneTkn, BKpUTI
060/10HKOI0; MO 28
Tabnetok (24
TabneTku CBITN0-
poxeBsoro + 4
Tabnetkn (nnauebo)
6in10ro Konbopy) y

Baiep Al

HimeyunHa

[MepBWHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/Tb
AKOCTI, BUNYCK cepii gns
aKTUBHOI TabneTku;
nepBrHHEe Ta BTOPVHHE
nakyBaHHs, BUMYyCK cepii

ans "nnaue6o": baviep AT,

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3miHu |l Tuny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI
Ta (papmakoHarnsgy. 3MiH1 y KOpOoTKili
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCyBaHHS Yy 3B'A3KY i3 HOBUMMW AaHUMK 3

AKOCTI, AOKNIHIYHUMM, KTIHIYHUMUN JaHMU Ta
6nictepi 3 HimeuyunHa; BupobHuuTtso AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
CaMOK/1eiKo Hepo3dacoBaHoi iHCTPYKLU|i A8 MeANYHOro 3aCTOCYBaHHSA

3a
peyermom

UA/5468/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

cTpiukoto; no 1
6nictepy y
KapTOHHI navui

NpoAykKuii Ta NpoBeAeHHs
KOHTPOIO AKOCTi ANsi
«nnaue6o»: baiiep AT,
HimeuunHa; Bci ctagii
BUpOGHMLUTBA AN
aKTUBHOI TabneTkn Ta
«nnauebo»: baliep
Baiimap Mm6X i Ko. KT,
Himeuunna

nikapcbKoro 3acoby Ao po3ginis "OcobnmsocTi
3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta 03Kn",
"[iTn". BBEAEHHS 3MiH NpoTArom 3-x MicAuiB nicns
3aTBep/MKeHHsA. 3miHn Il Tuny - 3miln Wwoao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
3MiHV y KOPOTKii XapakTepUCTMLL NiKkapCbKoro
3ac00y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MeANYHOr0 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMK 3 KOCTI, AOKAIHIYHUMM, KAIHIYHMKN
JaHuMu Ta AaHumu 3 chapmakoHarnagy - 3minu
BHECEeHO [0 iHCTPYKLIi A1s MeanMyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"apmakonoriyHi BnactmsocTi”, "OcobuBi 3axoan
6e3nekn”. BBeleHHS 3MiH NPOTArom 3-x MicsLiB
nicns 3aTBepkKeHHs.

12.

APOTABEPUH
DOPTE

Tabnetku, no 80 wr,
in bulk: no 9000 a6o
15000 TabneTok y
KOHTeliHepax
naacTMacoBmx

ToBapucTso 3
06MexeHot
BiANOBIga/TbHI
cTio
"GapmaueBTu
YyHa KoMmnaHis
"3p0poB'a”

YkpaiHa

ToBapncTBO 3 06MEXEHOI0
BiANOBIA&/IbHICTIO
"locnigHwin 3asof

"rHunct

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHa 3asiBHMKa (B1lacHMKa peecTpaviiHoro
nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
Ne 460): 3aTtBepmxeHo: ToBapMCTBO 3 0OGMEXEHOID
BiAnoBiganbHicTo "AocnigHuii 3aBog, "MTHLJ/IC",
YKpaiHa. 3anponoHosaHo: TOBapuCTBO 3
06MeXeHoHo BignosiganbHicTio "®apmaleBTuyHa
KoMnaHis "300poB'a”, YkpaiHa. BBeeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMAKEHHS.
3MiHn | TURY - 3MiHN Wopao 6e3nekn/ed)eKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn oo
y3araslbHeHVX gaHux npo cucremy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cuctemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6MU, BifgnoBiganbHOI 3a
3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHvKa ANs 34jACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBa)XeHOT 0c06W, BignoBifanbHOT 3a
3[jiCHEeHHs1 hapMakoHariaay (BKIKYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa ynoBHOBaXKEHOI 0CO6Y 3asiBHUKA,
BiANOBiAabHOI 3a thapmakoHarnsag. firoya
pepakuis: MnakciHa OneHa BonogumupisHa.
MponoHoBaHa pepfakuis: LesyeHko OneHa
IropiBHa. 3MiHa KOHTaKTHVUX AaHUX YNOBHOBaXKEHOI
0co6u 3as1BHMKA, BiANOBiAA/IbHOT 32 34iNCHEHHS
chapmakoHarnsgy.

UA/12184/01/01

13.

APOTABEPUH
DOPTE

Tabnetkn, no 80 wr,
no 10 TabneTok y
6nictepi; no 1
6nicTepy B KOPOOL,i 3

KapTOHy; no 10

ToBapucTso 3
0b6MexeHo
BignoBigasbHi
cTio

"papmaueBtu

YkpaiHa

BCi cTagii BUpO6HMLTBA,
KOHTPO/b SIKOCTi, BUNYCK
cepii:
ToBapuCTBO 3 0OGMEXEHOID
BifNOBiAA/IbHICTIO

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHa 3asBHYKa (BnacHWKa peecTpaviiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460): 3aTtBepmxeHo: ToBapMCTBO 3 0OMEXEHOID

BignoBiaanbHicTO "fdocniaHunii 3aBog “MHUJ/C",

6e3
peyenma

UA/10344/01/02
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
Tabnetok y 6nictepi; YyHa KoMMaHis "AocnigHnin 3aBog YkpaiHa. 3anponoHoBaHo: ToBap1CcTBO 3
no 2 6nictepu B "3p0pos'a" "rHuUnC, 06MeXeHolo BignoBiganbHiCTO "®apmaueBTnyHa
KOpOO6Lii 3 KAPTOHY; YkpaiHa; BCi ctagii KoMnaHis "310pos'a”, YkpaiHa. BBefieHHs 3MiH
no 20 TabneTok y BMPOGHMLITBA, KOHTPO/Ib NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS.
6nictepi; no 1 AKOCTI, BUNYCK cepil: 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eeKTUBHOCTI
6nictepy B KOpobu;i 3 ToBapuCTBO 3 0OMEXEHOID Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
KapTOHy BiNOBIAA/IbHICTIO y3ara/ibHeHNX JaHnx Npo cucTemy
"dapmaLeBTNYHa chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux
KoMnaHis "310pos'a”, npo cuctemy hapmakoHarnsgy, smiHa
YkpaiHa YMOBHOB&aXeHOT 0cobw, BignoBiganbHOI 3a
34iicCHeHHA hapMakoHarnagy; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiJabHOI 3a
3pjiicHeHHs hapmakoHarnagy (Bkyarym
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-halina cuctemy papMakoHarnisay) -
3MiHa yNnoBHOBaXKEHOI 0CO6YM 3asiBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsag. [iroya
pepakuis: MnakciHa OneHa BonogumupisHa.
MponoHoBaHa pepfakuis: LLeByeHko OnexHa
IropiBHa. 3MiHa KOHTaKTHMX JAaHUX YNOBHOBaXKEHOT
0Cco6U 3asiBHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy.
14. EHTEPOXXEPMIH | kancynu, Ne 12, Ne TOB "Onenna YkpaiHa CaHodpi C.p.n. ITania BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/4234/02/01
A® 24 (12x2): no 12 Xenckea 3MiHK | TUNy - AAMIHICTpaTUBHI 3MiHW. 3MiHa peuyenma
Kancyny énicrepi; YkpaiHa" HalilMeHyBaHHs Ta/abo agpecu Micua

no 1 a6o 2 6nictepu
B KapPTOHHIi Kopo6Lyi

NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BkIoyaum
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHSN
KOHTPOJO SIKOCTI. (ZisNIbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOpPTEpP, BK/IOUAOUM BUMYCK Cepili) -
3MiHa Ha3BW AinbHuULi M3 Ta yTOYHEHHST agpecu
BMPOGHMLTBA, 6€3 3MiHM MicLs BUPOOHULTBA.
3MiHW BHECEHO B IHCTPYKLiO A1 MeAUYHOro
3aCTOCYBaHHS LLOA0 HaliMeHyBaHHA Ta
MiCL,e3HaxX0MKEeHHSI BUPOGHMKA 3 BiANOBIAHUMY
3MiHaMK y TEKCTi MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby. BeeAeHHs 3MiH NpoTarom 6-
TV MicsILiB nicns 3aTBEpMKEHHS; 3MiHuW | Tuny -
AIMiHICTpaTWBHI 3MiHU. 3MiHA HaliMEeHYBaHHSI
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/TKOYaKOUM, 3a HEOOXIAHOCTI, MicLe
nNpoBefleHHSA KOHTPOJI0 AKOCTI), a60 BNacHuka
macTep-aiina Ha Adl, abo noctayanbHuKa
Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
NpPOAYKTY, L0 3aCTOCOBYIOTLCA Y BUPOOGHULTBI ADI
(AKLWO 3a3HAaYeHO Y A0ChE Ha NMiKapcbknii 3acib) 3a
BiICYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y A0CbE) - 3MiHA
Ha3BW BUPO6HKKa AP (Cymill crop
nonipe3ancteHTHoro wramy Bacillus clausii - 2 x
109), 6e3 3miHM Micus BUpo6HULTBa BBEAEHHS
3MiH NpOTArom 6-T1 MicALIB Nicna 3aTBEPAKEHHS
15. EHTEPO)XXEPMIH | nopowok ans TOB "Onenna YkpaiHa CaHodpi C.p.n. ITania BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/4234/03/01
A® cycneHsii opasibHOT; Xenckea 3MiHu | TUNYy - 3MiHK Wonao 6e3nekn/eteKTUBHOCTI peuyenma
Ne 10 (2x5): no 2ry YkpaiHa" Ta hapmakoHarnsagy (iHwi 3miHn) - 3MiHW BHECEHO
cauwe; no 10 cawe B IHCTPYKL,itO0 419 MEAMYHOrO 3aCTOCYyBaHHS
(koxHi 2 cawwe niKkapcbKoro 3acoby A0 po3ainy "dapmakonorivHi
po3'efHYIOTLCA BnacTmBocCTi" (yTouHeHHs wramis Bacillus clausii).
MYHKTUPHOIO NiHIEID) BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
B KapTOHHI Kopo6Lyi 3aTBEpKEHHA. 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, flikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeJMNYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBMMM
OaHUMK 3 IKOCTI, AOKMIHIYHUMU, KiHIYHAMMN
JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHu
BHECEHO B iHCTPYKLitO AN MEANYHOTO
3acToCyBaHHS NiKapCbKoro 3acoby A0 po3ainy
"PapmMakonorivyHi BnactusocTi'. BBeeHHS 3MiH
NpOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.
16. EHTEPOXXEPMIH | kancynu, Ne 12, Ne TOB "Onenna YkpaiHa CaHodpi C.p.n. ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/4234/02/01
A® 24 (12x2): no 12 Xenckea 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/ePeKTUBHOCTI peuyenma
Kancyn y 6nictepi; YkpaiHa" Ta chapmakoHarnsagy. 3miHa y KopoTkili

no 1 a6o 2 6nictepu
B KapPTOHHIi Kopobui

XapaKTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOBJ/IKOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
NiKapcbKoro 3acoby B nicspeecTpauiinnii nepiog,
ab0 K pe3ynbTar OLiHKM 3BITY 3 OCNIAKEHD,
npoBeAeHWX BigNoBigHO A0 NnaHy neaiatpuydHmnx
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMNETEHTHNUM YNOBHOBa&XXEHUM OpPraHoMm) - 3MiHu
BHECEHO B iHCTPYKLit0 415 MEAUYHOrO
3acTocyBaHHA NiKapcbkoro 3acoby Ao posginy
"Mo6iyHi peakuji" 3rigHO 3 OHOB/IEHOD
iHbopMmaLieto 3 6e3nekn 3acTocyBaHHA Aitoyol
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-TW MicsLiB
nicns 3atBeppkeHHsA. 3MiHu | Tuny - 3MiHK Woao
6e3nekun/edhekTMBHOCTI Ta papMakoHarnagy (iHwi
3MiHW) - 3MiHW BHECEHO B iHCTPYKL,il0 o1
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "®apmMakonoriuHi BnactmsocTi"
(yTouHeHHs wtamis Bacillus clausii). BBegeHHs
3MiH MPOTAroM 6-TW MiCALIB NiCMIA 3aTBEPMAKEHHS.
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
3miHu |l Tuny - 3MiHK Wopao 6e3nekn/edpeKTBHOCTI
Ta (papmakoHarnsgy. 3MiHu y KOpoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMMW AaHUMK 3
AKOCTI, AOKNIHIYHUMM, KIHIYHUMU AaHUMU Ta
JaHumu 3 dhapmakoHarniagy - 3MiHu BHECEHO B
IHCTPYKLil0 AN51 MeANYHOT0 3aCTOCYBaHHS
nNiKapcbKoro 3acoby Ao po3ainy "dapmakonorivHi
B/acTMBOCTI". BBeeHHS 3MiH NPOTArom 6-Tn
MicALiB Nicnsa 3aTBepAKEHHS.
17. ENOBIOKPUH PO34nH A5 iH'EKLA TOB "®3 YkpaiHa TOB "®3 "BIO®APMA" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/17088/01/01
no 1000 MO; no 1 "BIO®APMA" 3MiHu |l TUny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbknii | peyenmom
M/1 B nonepeaHbo 3aci6. 3MiHN y BUPOGHULTBI. 3MiHa
HanoBHeEHOMY iMnopTepa/3MiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
Lnpuuy; no 5 KOHTPOJTIO AIKOCTi FOTOBOTO /1iKapCbKOro 3acoby
nonepegHsL0 (3amiHa abo foAaBaHHS AiNbHULI, Ha AKil
HanoBHEHMUX 3[iCHIOETLCA KOHTPO/b AKOCTI/BUNPOBYBaHHSA
wnpuuiB y 6nictepi; cepii ans 6ionoriyHOro/iMyHoMOriYHOro
no 1 6nictepy y nikapcbKoro 3acoby, Ta 6yab-AKoi AifIbHUL, Ha
nauuj; no 1 mn B AKili 3aCTOCOBYETHCA GiONOMNYHWIA/IMYHONOTYHWIA
amnyni; no 5 amnyn MeToZ BUNpobyBaHHs) - BHeCeHHs 3MiH Jo
y 6nicTepi; no 1 p.3.2.P.3.1 BMpOGHUKK, a came - BUNyYEHHS
6nictepy y nauuj BMNPOOGYBanbHOI Naboparopii BiaAiny KOHTPO0
skocTi TOB «BIO®APMA-IHBECT», y 3B'A3KY i3
NPUNVHEHHAM AiS/IbHOCTI Ta aTecTauieto
BMNpPOOGYBanbHOI Naboparopii BiaAiny KOHTPO0
akocTi TOB «®3 «6I0OPAPMA»
18. EMOBIOKPUH PO3YUH A1s1 iH'EKLLA TOB "3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/17088/01/02
no 2000 MO; no 1 "BIOPAPMA" 3MiHn |l TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknil | peyenmom
M/1 B nonepegHbo 3aci6. 3MiHM y BUPO6HULTBI. 3MiHa
HanoBHEHOMY iMnopTepa/3miHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
wnpuuy; no 5 KOHTPO/I0 SIKOCTi FOTOBOrO MiKapCbKOro 3acoby
nonepegHL0 (3amiHa abo foAaBaHHS AiNbHULI, Ha AKil
HanoBHEHMX 3[iACHIOETBCSI KOHTPOSIb SIKOCTI/BUNPOGYBAHHS
wnpuuis y 6nictepi; cepii gns 6ionoriyHOro/iMyHoONOriYHOro
no 1 6nictepy y nikapcbKoro 3acoby, Ta 6yab-aKoi AibHNL, Ha
naJui; no 1 mn B SIKili 3aCTOCOBYETHCS GIONOMNYHNIA/IMYHONOTYHWIA
amnyni; no 5 amnyn MeToZ BUNpobyBaHHS) - BHECEHHS 3MiH A0
y 6nicTepi; no 1 p.3.2.P.3.1 BUp0o6HWKHY, a came - BUTyHEHHS
6nictepy y nauuj BMNPO6YBasILHOT Nabopatopii Bigainy KOHTPOsI0
skocTi TOB «BIOPAPMA-IHBECT», y 3B'A3kY i3
NPUNWHEHHAM AiS/IbHOCTI Ta aTecTaujieto
BMNPOBGYBasILHOT Nabopatopii Bigainy KOHTPOsI0
sKocTi TOB «P3 «BIODAPMA»
19. EMOBIOKPUH PO34UH A5 iH'EKLLA TOB "3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/17088/01/03
no 4000 MO; no 1 "BIO®APMA" 3MiHu Il Tuny - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbknii | peyenmom

M1 B nonepeaHbo
HanoBHEHOMY

3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMmnopTepa/aMiHuy, W0 CTOCYTLCA BUNYCKY cepil Ta
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
Lnpuuy; no 5 KOHTPOJTIO SIKOCTi FOTOBOTO /1iKapPCbKOro 3acoby
nonepegHsL0 (3amiHa abo fofaBaHHS AiNbHULI, Ha AKil
HanoBHEHMUX 3AiiCHIOETLCS KOHTPOb SIKOCTI/BUNPOGYBaHHS
wnpuuiB y 6ricTtepi; cepii ans 6ionoriYyHOro/iMyHONOriYHOro
no 1 6nictepy y nikapcbKoro 3acoby, Ta 6yab-AKoi AiIbHUL, Ha
nauuj; no 1 mn B AKiA 3aCTOCOBYETLCS 6i0NOMYHUIA/IMYHONOTIYHWIA
amnyrni; no 5 amnyn MeToz BUNpobyBaHHs) - BHeCeHHs 3MiH J0
y 6nictepi; no 1 p.3.2.P.3.1 BMpOGHUKK, a came - BUNYYEHHS
6nictepy y nauuj BMNpOOGYBanbHOI Nabopatopii BiAAiny KOHTPOo
aKocTi TOB «BIO®APMA-IHBECT», y 3B'A3Ky i3
NPUNVHEHHAM AiS/IbHOCTI Ta aTecTaujieto
BMNpOoOGYBanbHOI Nabopatopii BiAAiNy KOHTPO/0
akocTi TOB «$3 «BI0OPAPMA»
20. EMOBIOKPUH PO34UH A5t iH'EKLLIIA TOB "3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/17088/01/04
no 10000 MO; no 1 "BIOPAPMA" 3MiHn |l TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknil | peyenmom
M1 B nonepesHbo 3aci6. 3MiHM y BUPO6HULTBI. 3MiHa
HanoBHEHOMY iMnopTepa/3miHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
wnpuuy; no 5 KOHTPO/I0 SIKOCTi FOTOBOrO /liKapCbKOro 3acoby
nonepegHbLO (3amiHa abo fodaBaHHS AiNbHULI, Ha AKil
HanoBHEHMX 3[iCHIOETLCSI KOHTPOJIb SIKOCTI/BUNPOGYBAHHS
wnpuuis y 6nictepi; cepii gns 6ionoriyHOro/iMyHoONoriYHOro
no 1 6nictepy y nikapcbKoro 3acoby, Ta 6yAb-aKoi AiTbHNL, Ha
naJui; no 1 mn B AIKili 3aCTOCOBYETLCS GIONOMNYHNIA/IMYHONOTYHWIA
amnyni; no 5 amnyn MeToZ BUnNpobyBaHHs) - BHECEHHS 3MiH A0
y 6nicTepi; no 1 p.3.2.P.3.1 BUpo6HuKHY, a came - BUTyYEHHS
6nictepy y nauuj BMNPO6YBasILHOT Nabopatopil Bigainy KOHTPOsIo
AkocTi TOB «BIO®PAPMA-IHBECT», y 3B'A3kY i3
NPUMUHEHHAM AiS/IbHOCTI Ta arecTadieto
BMNPO6YBasILHOT Nabopatopil Bigainy KOHTPOsI0
sKocTi TOB «P3 «BIODPAPMA»
21. 3IKNAPA Kpem 3,75 %; no 250 MEJA AB Lsewis 3M Xenc Kea Nimiteq Benuka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15272/01/01
Mr B calle; no 14 BpuTaHis 3MiHu Il TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI | peyenmom

calle B ynakosLii

Ta thapmakoHarnsgy. 3MiHM y KOPOTKii
XapaKTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCYBaHHS reHepuUYHMX/ribpuaHux/6ionodibHnx
nikapcbKNx 3aco6iB Nicns BHECEHHS: Tiel camol
3MiHU Ha pechepeHTHUIA npenapart (3MiHa, Ky
HeobXxifHO B NofasibLLoMy 06rpyHTYBaT! HOBUMU
[04aTKOBMMU AaHUMK (Hanpukiaz, NnopiBHAHHICTb
6ionorivyHMX nikapcbkmx npenaparis)) - 3MiHW
BHECEHO [0 IHCTPYKLii 418 MenyHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"apmakonoriyHi BnactusocTi", "OcobnmnBoCTi
3acTocyBaHHA", "Cnocib 3acTocyBaHHs Ta 4o3un"
BiANOBIAHO A0 pe3yNbTarTiB KIiHIYHUX AOCNIIKEHD
pedrepeHTHOrOo likapcbkoro 3acoby Anjapa
CTOCOBHO [,0BFOCTPOKOBUX ehekTiB AitoHoi
peyoBuHK "iMikBiMoa". 3miHu Il TMny - 3MiHK WoA0
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHN Y KOPOTKill XapakTepucTuLi NikapCcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOr0 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
OaHUMK 3 SAKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
JaHvMK Ta faHumuy 3 hapmakoHarnagy - 3miHm
BHECEHO [0 iHCTPYKLIi 415 MefnMyHOro
3acToCcyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"®apmakonorivyHi B1acTMBOCTI", "3acTocyBaHHs y
nepiog, BariTHoCTi abo rogyBaHHs rpyaar”,
"3[aTHICTb BNAMBATU Ha LWBUAKICTL peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWMMK
mMexaHismamu", "Cnoci6 3acTocyBaHHS Ta go3un",
"Mo6iyHI peakuir”

22.

NNMUrPUKC®

PO34NH A5 iH'EKLIN,
5wmr/mMn; no 1 mns
amnyni; no 5 amnyn
y YapyHKOBIV
ynakoBLi (NiaaoHi);
no 2 YyapyHKOBI
ynakoBku (NiafoHn)
y nauli 3 kKapToHy

AT "T'piHaekc"

Natgis

AT "IpiHgekc", Natsis
(BUPOGHWK, SKUIA
Bignosigae 3a BUMNycK
cepii, BK/oYaum
KOHTPO/b
cepii/BunNpobyBaHHs);
XBM ®apma c.p.o.,
CnoBayuuHa (BMPO6HUK
roTOBOrO fiKapCbKoro
3acoby (Bci cTagji
BMPOGHMYOro npoLiecy,
KpiM BUMycky cepii))

Narsis/
CnoBayumHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MmiHu | TUNY - 3MiHKW 3 SKOCTi. FOTOBUIA NiKAPCbKN
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa po3mipy cepil
(BKHOYAtOUM fiana3oH po3mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) -
BBEJEHHS 404AaTKOBOro po3mipy cepii 13 gns
no3yBaHHa 5 mr/mn. 3atBepgxeHo: 100 n (83 333
amnynu). 3anponoHosaHo: 100 n (83 333
amnynu); 192 n (160 000 amnyn). 3milm | TUnYy -
3MiHK 3 SKOCTi. F0TOBMIA NikapCbkuii 3aci6. 3MiHW y
BMPOOHULTBI. 3MiHM Y NpoLeci BUpobHMLUTBa
roTOBOro MikapCbKOro 3acoby, BKIYaun
NPOMIDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA NP
BUPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpobHULTBA) -
BHECEHHS 3MiH y npouec BupobHuyTtea N3 gns
[03yBaHHA 5 mr/mMn Ta 15 mr/mn, 30kpemMa: 3miHa
yacy HarnoBHEHHS PO3YMHY ANs iH'eKLii 3 12 roavH
00 30 rogunH

3a
peyermom

UA/13534/01/01

23.

NNNrPUKC®

PO3YUH AJ1s1 iH'EKLLINA,
15 mr/mn; no 1 mn B
amnyni; no 5 amnyn
Y YapyHKOBIA
ynakoBLi (NigaaoHi);
no 2 yapyHKOBI
ynakoBku (nigaoHun)
y nauui 3 KapToHy

AT "T'piHgekc"

Natsis

AT "I'piHaexc”, NaTsis
(BUPOOBHYIK, sKUI
Bignosigae 3a BUNycK
cepii, BK/OYaum
KOHTPO/b
cepii/BunpobyBaHHs);
XBM ®apma c.p.o.,
CnoBayunHa (BMPOOHUK
rOTOBOrO JliKapCbKOro
3acoby (Bci ctagji
BMPOBHMYOrO nNpouecy,
KpiM BUMyCKy cepii))

Narsis/
CnosayuyvHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 AKOCTi. FoTOBUIA NiKAPCbKNI
3aci6. 3mMiHM y BUpo6HULTBI. 3MiHa po3mipy cepii
(BK/KOYAlOUM Aiana3oH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbLweHHs fo 10 pasis
NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) -
BBEJEHHS 404aTKOBOro po3mipy cepii 13 gns
[o3yBaHHA 5 mr/mn. 3aTBepmkeHo: 100 i (83 333
amnynu). 3anponoHosaHo: 100 n (83 333
amnynu); 192 n (160 000 amnyn). 3MiHu | Tuny -
3MiHK 3 SKOCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHW Y Npoueci BUpobHULTBA
rOTOBOrO JliKapCbKOro 3acoby, BKIYaum
MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOBHMLITBI rOTOBOrO J1iKapCbKoro 3acoby

3a
peyenmom

UA/13534/01/02
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
(He3HayHa 3miHa y npoueci BUpo6HNULTBA) -
BHECEHHS 3MiH Yy npouec B1upobHuuTea M3 ans
[03yBaHHA 5 mr/mMn Ta 15 mr/mn, 30kpemMa: 3miHa
yacy HarnoBHEHHS PO34MHY ANS iH'eKLii 3 12 roavH
40 30 rogunH
24. IPUHOTEKAH- KOHLeHTpaT ans MicTpan AHrnis AkTasic ITanis C.n.A. ITanis BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/14240/01/01
BICTA NPUroTyBaHHs Kenitan 3MmiHu | TUNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKN peyenmom
pO34MHy oNns MeHeaXMeHT 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
iHcpy3ii, 20 mr/mn; Nimiteq npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro
no 5 mn (100 mr) nNikapcbKoro 3acoby (iHLWi 3MiHN) - OHOB/EHHS
a6o no 15 mn (300 po3giny 3.2.P.8.2. MpoTokon nicnsipeecTpadiiHoro
mr), abo 25 mn (500 BMBYEHHS CTabiNIbHOCTI Ta 3060B'A3aHHS LLOA0
Mr) y donakoHi; no 1 cTabinbHoCTI
donakoHy B
KapTOHHI/ Kopoobui
25. NOrEKCON- PO34UH AN1S iH'EKLA MicTpan AHrniA 1400/ 11AY 4ONYM CAH TypeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/18233/01/01
BICTA no 350 mr oy Ha 1 Kenitan BE TIAX AL 3MiHu | TUnYy - 3MiHK Wonao 6e3nekn/etPeKTUBHOCTI peyenmom
mn no 50 mn, abo no | MeHemXMeHT Ta chapmakoHarnsagy. 3miHa y KopoTkili
100 mn, a6o no 200 Nimiten XapaKTepucTuLi NikapcbKoro 3acoby, TeKCTi
MY CKNSiHOMY MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
thnakoHi; no 1 3aCTOCYBaHHSA Ha MigcTasi perynspHo
chnakoHy y OHOBJ/IKOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
KapTOHHIA KOopooLi 3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
NiKapcbKoro 3acoby B nicspeecTpauiinnii nepiog,
ab0 K pe3ynbTar OLiHKM 3BITY 3 OCNIAKEHD,
npoBeAeHWX BigNoBigHO A0 NnaHy neaiatpuydHmnx
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMNETEHTHNUM YNOBHOBa&XXEHUM OpPraHoMm) - 3MiHu
BHECEHI A0 IHCTPYKLi ANna MeanyHoro
3aCcTOCyBaHHA NMikapcbKoro 3acoby y po3gin
"Oco61MBOCTI 3aCTOCYBaHHS" BigNoBigHO A0
OHOB/EHOT iH(hopMmaLii 3 6e3neku Aitoyol
pEeYoBUHM
26. NOrEKCON- PO34UH AN151 iH'EKLLIA MicTpan AHrniA 140/ 11AY 4ONYM CAH TypeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/18233/01/02
BICTA no 300 mr oy Ha 1 Kenitan BE TIA>X AL 3MiHu | TUny - 3MiHK Wonao 6e3nekn/etPeKTUBHOCTI peyenmom
M1 no 50 mn a6o no MeHemKMeHT Ta hapmakoHarnsgy. 3mMiHa y KopoTkii
100 My CKIsiHOMY NimiTen XapaKTepucTuLli NikapcbKoro 3acoby, TEKCTi

thnakoHi; no 1

donakoHy y
KapTOHHiA Kopoo6Li

MapKyBaHHS Ta iHCTPYKLii 415 MeAnYHOro
3aCTOCYBaHHSA Ha MigcTaBi perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku NikapcbKoro
3aco6by, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
NiKapcbKoro 3acoby B nicspeecTpauiinnii nepiog,
ab0 K pe3ynbTar OLiHKM 3BITY 3 JOCNIAKEHD,
npoBefieHnX BigNOBIAHO [0 NNaHy negiaTpuyHmX
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMETEHTHVMM YNOBHOB&XEHNM OpraHoMm) - 3MiHn
BHECEHI [0 IHCTPYKLIT 418 MeANYHOro
3acTOCyBaHHS NikapCbKOro 3acoby y po3gain
"Oc06/1MBOCTi 3aCTOCYBaHHS" BiANOBIAHO A0
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
OHOBJIEHOT iHdhopMaLii 3 6e3neku aiyol
PeYOoBWHM
27. KAPBAJEKC 300 | Tabnetku TOB «BAYLU YkpaiHa 1. dapma Mm6X ABCTpist BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 3a UA/6914/01/02
M PETAP/, NPOJIOHroBaHoI fji XENC» 3MmiHu | TUNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKN peyenmom
no 300 mr, no 10 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
Tabnetok y 6nictepi; iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
no 10 6nictepiB y KOHTPO/IH0 SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
KapTOHHIA KOpooLi (3amiHa abo foAaBaHHS AiNbHULI, Ha AKil
3[iCHIOETLCA KOHTPO/IL/BUNPOBYBaHHA cepil) -
3aMmiHa AifbHWLi, Ha AKil 34iCHIOETbCA
KOHTpONb/BUNPO6YBaHHA cepii M3 3 G.L. Pharma
GmbH, Arnethgasse, Austria Ha Osterreichische
Agentur fur Gesundheit und Ernahrungssicherheit
GmbH — IMED-Graz, MIHY, Austria.
3arBepmkeHo: G.L. Pharma GmbH. Address:
Arnethgasse 3, A-1160 Vienna Country: Austria.
3anponoHoBaHo: Osterreichische Agentur fur
Gesundheit und Ernahrungssicherheit GmbH —
IMED-Graz, MIHY. Address: Beethovensrtasse 6,
A-8010 Graz Country: Austria
28. KAPBAJEKC 600 | Tabnetku TOB «BAYLL YkpaiHa .. dapma Mm6X ABCTpIst BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/6914/01/01
MI PETAPA NPOIOHroBaHoI Aji XENC» 3MiHu | TUNY - 3MiHKM 3 AKOCTI. FOTOBUIA NiKAPCbKNi peyenmom
no 600 mr, no 10 3aci6. 3MiHN y BUPOGHULTBI. 3MiHa
Tabnetok y 6nictepi; iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
no 10 6nictepiB y KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
KapTOHHIA KOopooLi (3amiHa abo fofaBaHHS AiNbHULI, Ha sKil
3[iICHIOETLCA KOHTPO/IL/BUNPOBYBaHHA cepil) -
3aMiHa AifbHWLi, Ha AKilA 3QiCHIOETbCA
KOHTpONb/BUNPO6YBaHHSA cepii M3 3 G.L. Pharma
GmbH, Arnethgasse, Austria Ha Osterreichische
Agentur fur Gesundheit und Ernahrungssicherheit
GmbH — IMED-Graz, MIHY, Austria.
3arBepmkeHo: G.L. Pharma GmbH. Address:
Arnethgasse 3, A-1160 Vienna Country: Austria.
3anponoHoBaHo: Osterreichische Agentur fur
Gesundheit und Ernahrungssicherheit GmbH —
IMED-Graz, MIHY. Address: Beethovensrtasse 6,
A-8010 Graz Country: Austria
29. KAPBE/IC Kpansi opasibHi, MPO®APMA ManbTa [p. F'yctas KnsiiH TM6X & HimeuunHa BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 6e3 UA/13314/01/01
po34unH no 30 mn, no IHTEpHeLHN Ko. KI 3MiHu | TUNY - 3MiHKM 3 SKOCTI. FoTOBUIA NiKAPCbKUi peyenma
50 mn, no 100 mny TpenanHr 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
doNaKoHi, NimiTeq (BK/KOYAOUM gianas3oH po3Mipy cepii) roToBOro

3aKynopeHomy
npo6koto-
KpanenbHuLeto; no 1
dhnakoHy B
KapTOHHI navui

nikapcbKoro 3aco6y (36inbweHHs go 10 pasis
MOPIBHAHO i3 3aTBEPLKEHNM PO3MIPOM) -
36i/IbLLUEHHSI MaKCMasTbHOTO po3Mipy cepii IMN3.
3arsepaxeHo: 200 - 1000 n; 3anponoHosaHo: 200
- 8000 n: 6 666 — 266 666 chnakoHis no 30 m; 4
000 — 160 000 chnakoHiB no 50 m; 2000 — 80 000
oniakoHiB no 100 mn
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
30. KAPOOCAN® 10 TabneTku, BKpUTI MeHapiHi INiokcembypr Brpo6HuuTBO "in bulk”, Himeuunna/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/3433/01/01
Mr NNiBKOBOIO IHTepHeLLoHan nepBuMHHE Ta BTOPUHHE IcnaHis 3MiHu | TUnNYy - 3MiHK 3 akocTi. CepTudikaT peyenmom
060/10HKOt0, No 10 OnepeiiwoHc nakyBaHHs, KOHTPOSIb Ta signosigHocTi/lE-cepTudikar BignosigHoOCTI
Mr, no 14 tabnetok Nokcembypr Bunyck cepii: JAIYI €Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
y 6nictepi; no 1 abo C.A. CAHKIO HOPOYI M'm6X, HOBOro abo OHOB/MEHOro cepTudpikata

no 2 6nictepu B
KapTOHHI/ Kopoo6Li

HimeuuunHa; MepBuHHE Ta
BTOPVIHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK cepii:
BEP/IH-XEMI AT,
HimeuumnHa; NlabopaTtopioc
MeHapiHi C.A., IcnaHis;
Bupo6bHumyTBo "in bulk",
nepBuHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/b Ta
BUNYCK cepii: MeHapiHi-
doH XeiigeH M'v6X,
HimeuunHa

Bi4NOBIAHOCTI ab0 BUNyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTy, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBMHU (CepTudikaTt BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHWiA
cepTudikaT Bif yxe 3aTBepAXEeHOro BUPOOHUKA -
noJaHHA OHOB/IEHOro cepTudpikarta BiANoBiAHOCTI
€sponelicbkili hapmakonei Ne R1-CEP 2013-268-
Rev 01 ana A®l onvecapTaHy Me[oKCOMIy Bif
BXe 3aTBepaKeHoro BupobHuka Zhejiang Tianyu
Pharmaceutical Co., Ltd. Ak Hacnigok, BUIyyYeHHs
nokasHuka «Related substances: Triphenylmethyl
chloride». 3miHu | TUNy - 3MiHW 3 SKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONEechbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignosigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BMXiAHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa fONOMIXHOT pevyoBuHN (cepTudpikat
BiZiNOBIAHOCTI €Bponelickkili hapmakoner) -
OHoBeHWI cepTUdiKaT Bif yxe 3aTBEPAKEHOr0
BUPOGHMKA - NOAAHHA OHOB/IEHOrO cepTudpikata
BiANOBIgHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2013-268-Rev 00 (3aTBepgxeHo: RO-CEP
2013-268-Rev 03) ans A®Il onmecapTaHy
Me[0KCOMINY Bif, BXe 3aTBepAKEHOro BUPOGHMKa
Zhejiang Tianyu Pharmaceutical Co., Ltd. Ak
Hacnifok, yTOYHEHHS afpecy BUpobHMKa (CTano:
ZHEJIANG TIANYU Pharmaceutical Co. Ltd.,
Jiangkou Development Zone, Huangyan District,
China-318 020 Taizhou City, Zhejiang Province).
3MiHn | TUNY - 3MiHn 3 sKocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BYKOPUCTOBYHOTLCH Y BUPOOHMUTBI API; Ansa
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
[OMOMDKHOT peyoBMHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif yxe 3aTBepAXEHOro BUPOOHUKA -
NnoAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2012-398-
Rev 01 (3aTBeppxeHo: R1-CEP 2012-398-Rev 00)
ana APl onvecapTtaHy MefjoOKCOMINy Bif BXe
3aTBepaxeHoro BupobHuka Daiichi Sankyo Co.
Ltd. Ak Hacnigok, 3miHn y cneyudikauii Ta MeToai
BUMPOOYBaHHA 3a NMOKa3HUKOM «[JOMiLLKM
HiTpo3amMiHn» (NDMA Ta NDEA)
31. KAPAOCA/N® 10 TabneTkun, BKpUTI MeHapiHi INokcembypr Bupo6HuuTBO "in bulk”, Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/3433/01/01
Mr NNiBKOBOO IHTepHeLloHan NnepBrHHE Ta BTOPVHHE Icnanis 3MiHu | TURY - 3MiHN Wopao 6e3nekn/ed)eKTUBHOCTI peyenmom
060n10HKot0, Mo 10 OnepefiwoHc nakyBaHHs, KOHTPO/b Ta Ta hapmakoHarnsgy. BeegeHHsa abo 3miHun go
Mr, no 14 tabnetok Nokcembypr Bunyck cepii: JAIYI y3araJlbHeHUX AaHux npo cuctemy
y 6nicTepi; no 1 abo C.A. CAHKIO HOPOYT M'm6X, thapmakoHarnsgy (BBeAEHHS y3araslbHeHNX JaHux
no 2 6nictepu B HimeuuunHa; MepBuHHE Ta npo cuctemMy papmakoHarnsgy, amiHa
KapTOHHI/ KopoobLi BTOPWHHE NaKyBaHHS, YMNOBHOB&XeHOT 0cobw, BiANoBifabHOI 3a
KOHTPO/Ib Ta BUMYCK Cepii: 3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
BEP/NIIH-XEMI AT, hapmakoHarnsgy 3asiBHUKa s 34iliCHEHHS
HimeuuunHa; JlabopaTopioc hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
MeHapiHi C.A., IcnaHis; Bifl yNOBHOBa)XeHOT 0c06W, BignoBifanbHOT 3a
Bupo6bHuyTeo "in bulk", 3[jiCHEeHHs1 hapMakoHaraay (BkIKyarum
nepBuHHE Ta BTOPUHHE KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
naKyBaHHs, KOHTPO/b Ta MacTep-aiina cuctemy papMakoHarnisay) -
BUNYyCK cepii: MeHapiHi- 3MiHa KOHTaKTHOT 0CO6U 3aABHUKA,
®oH XeligeH MvbX, BiANOBIAabHOI 3a thapmakoHarnsag, B YkpaiHi.
HimeuunHa [itoua pepakuis: Moniuak OneHa BikTopiBHa.
MponoHoBaHa pepakuis: Kyyep MapuHa
BacuniBHa. 3mMiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0co6u 3as1BHMKA, BiANOBIAA/IbHOT 32 34iCHEHHS
hapmakoHarnsay B YkpaiHi
32. KAPAOCAN® 20 TabneTku, BKpUTI MeHapiHi INiokcembypr Bupo6HuuTBO "in bulk”, Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/3433/01/02
Mr NNiBKOBOIO IHTepHeLoHan nepBuHHE Ta BTOPUHHE IcnaHis 3MiHu | TUnYy - 3MiHKM 3 aAkocTi. CepTudikaT peyenmom
060/10HKO10, Mo 20 OnepeiiwoHc nakyBaHHs1, KOHTPO/b Ta BignosigHocTi/ITE-cepTudpikart BignosigHoCTi
mr, no 14 TabneTok Jrokcembypr Bunyck cepii: JAIYI €Bponeiickkin hapmakonei/moHorpadii. NMogaHHs
y 6nicTepi; no 1 abo C.A. CAHKIO HOPOYI M'm6X, HOBOro abo OHOB/IEHOTO cepTudikata

no 2 6nictepu B
KapTOHHI/ KopoobLi

HimeuuunHa; MepBuHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPO/b Ta BUMYCK Cepii:
BEP/IH-XEMI AT,
HimeuuunHa; JlabopaTopioc
MeHapiHi C.A., IcnaHis;
Bupo6bHuuyTeo "in bulk",
nepBrHHE Ta BTOPVHHE
nakyBaHHS, KOHTPO/Ib Ta
BUNYyCK cepii: MeHapiHi-
doH XeiigeH MvbX,
HimeuyunHa

BiAgNoBigHOCTI ab0 BUNyYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili hapmakonei: gns
A®I; ona BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif yxe 3aTBepAXeHOro BUPOOHUKa -
noJaHHA OHOBJ/IEHOro cepTuddikara BiAnoBiAHOCTI
€sponelicbkiit hbapmakonei Ne R1-CEP 2013-268-
Rev 01 ana A®Il onvecapTaHy MefoKCOMIny Bif
BXXe 3aTBepaKeHoro BnpobHuka Zhejiang Tianyu
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Pharmaceutical Co., Ltd. Sk Hacnigok, BUny4YeHHs
nokasHuka «Related substances: Triphenylmethyl
chloride». 3MiHn | TURNY - 3MiHK 3 SKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiZANOBIAHOCTI EBpONeichkili
hapmakonei/moHorpadii. MogaHHA HoBoOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
BUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; Ana 4ONOMIKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbki hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yXe 3aTBEPAXEHOro
BMPOGHMKA - NOAAHHSA OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2013-268-Rev 00 (3aTBepaxeHo: RO-CEP
2013-268-Rev 03) ans A®l onmecapTaHy
Me[I0KCOMIiNy Bif, BXe 3aTBEPAKEHOr0 BUPOGHMKa
Zhejiang Tianyu Pharmaceutical Co., Ltd. Ak
HacnifoK, yTOYHEHHs afpecy BUpo6Huka (cTano:
ZHEJIANG TIANYU Pharmaceutical Co. Ltd.,
Jiangkou Development Zone, Huangyan District,
China-318 020 Taizhou City, Zhejiang Province).
3MiHn | TUnYy - 3MiHn 3 aKkocTi. CepTudikat
BignosigHocTi/IE-cepTudikart BignosigHoCTi
€Bponeicbkiit hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOTO cepTudiikara
BiANoBIAHOCTI a60 BUYYeHHS cepTudikaTa
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ons BUXigHOTO
mMatepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTuddikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTuddikaT Bif yxe 3aTBepAXEHOr0 BUPOOHUKA -
NnoAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2012-398-
Rev 01 (3aTBeppxeHo: R1-CEP 2012-398-Rev 00)
ana APl onvecapTtaHy MefjoOKCOMInNy Bif BXe
3aTBepaxeHoro BupobHuka Daiichi Sankyo Co.
Ltd. Ak Hacnigok, 3miHn y cneyudikauii Ta MeTogi
BUMPOOYBaHHA 3a NMOKa3HUKOM «[JOMiLLKK
HiTpo3amMiHn» (NDMA Ta NDEA)

33.

KAPAOCA® 20
Mr

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, No 20
mr, no 14 TabneTok
y 6nictepi; no 1 abo
no 2 6nictepu B

MeHapiHi
IHTEpHeLLoHan
OnepeiioHc
Iokcembypr
C.A.

Tokcembypr

Bupo6bHunyTeo "in bulk”,
NnepBrHHE Ta BTOPVHHE
nakyBaHHs, KOHTPO/Ib Ta
Bunyck cepii: JAIYI
CAHKIO HOPOYT M'm6X,

HimeyuunHa; MepBuHHE Ta

Himeyunna/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHn | TURY - 3MiHN Wopao 6e3nekn/edyeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3araslbHeHVX gaHux npo cucremy
chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3miHa

3a
peyermom

UA/3433/01/02
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
KapTOHHI/ Kopoo6Li BTOPWHHE NaKyBaHHS, YMOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a
KOHTPO/b Ta BUNYCK cepil: 34iicCHeHHA hapMakoHarnagy; KOHTakTHOT 0cobu 3
BEPIIH-XEMI AT, chapmakoHarnsay 3asBHvKa A8t 34iACHEHHS
HimeuumnHa; NlabopaTtopioc thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
MeHapiHi C.A., IcnaHis; Bif], yNOBHOB&XeHOT 0co6u, BiANOBiJabHOI 3a
Bupo6HuuTBO "in bulk”, 3pjiicHeHHs hapmakoHarnagy (Bkiyarum
NnepBrHHE Ta BTOPVHHE KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
nakyBaHHs, KOHTPO/b Ta macTep-haiina cuctemmn chapmakoHarnsgy) -
BUMNYCK cepii: MeHapiHi- 3MiHa KOHTaKTHOT 0CObM 3asBHMKA,
doH XeiigeH M'v6X, BiANOBIAaNbHOI 3a thapmakoHarnsg B YKpaiHi.
HimeuuunHa [itova pepakuis: Monisuak OneHa BikTopiBHa.
MponoHoBaHa pepfakuis: Kyuyep MapuHa
BacuniBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOI
0co6U 3asiBHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnagy B YkpaiHi
34. KAPOOCAN® 40 TabneTku, BKPUTI MeHapiHi INokcembypr Brpo6HuuTBO “in bulk”, Himeuunna/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/3433/01/03
Mr NNiBKOBOIO IHTepHeLLoHan nepBuHHE Ta BTOPUHHE IcnaHis 3MiHu | TUNYy - 3MiHKM 3 akocTi. CepTudikaT peyenmom
060/10HKO0, NO 40 OnepenwoHc nakyBaHHs, KOHTPOSIb Ta BignosigHocTi/l E-cepTudikar BignosigHoOCTI
Mr, no 14 tabnetok Nokcembypr Bunyck cepii: JAIYI €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
y 6nicTepi; no 1 abo C.A. CAHKIO HOPOY M'm6X, HOBOro abo OHOBNEHOro cepTudpikata

no 2 6nictepu B
KapTOHHIA KOopoo6Li

HimeuuunHa; MepBuHHE Ta
BTOPVIHHE NaKyBaHHS,
KOHTPO/b Ta BUMYCK cepii:
BEP/IH-XEMI AT,
HimeuumnHa; NlabopaTtopioc
MeHapiHi C.A., IcnaHis;
Bupo6bHnyTeo "in bulk",
nepBUHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/b Ta
BWMNYCK cepii: MeHapiHi-
doH XeiigeH M'v6X,
Himeuunna

Bi4NOBIAHOCTI ab0 BUYyYeHHSs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®l; onsa BUXigHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUpObHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt Bi4noBIigHOCTI
€Bponeiicbki hapmakonei) - OHOBAEHW
cepTudikaT Bif yxe 3aTBepAXeHOro BUPobHUKa -
noJiaHHs OHOB/IEHOrO cepTuddikarta BiANoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2013-268-
Rev 01 ana A®l onvecapTaHy Me[oKCOMIy Bif
BXe 3aTBepKeHoro BupobHuka Zhejiang Tianyu
Pharmaceutical Co., Ltd. Ak Hacnigok, BUnyyYeHHs
nokasHuka «Related substances: Triphenylmethyl
chloride». 3miHu | TUNy - 3MiHK 3 SKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOB/IEHOrO cepTudikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ans Adl; ons
BMXigHOro mMarepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTHCS Y BUPOOHULTBI
ADI; onsA 4ONOMIXHOT peqyoBuHN (cepTudpikat
BiANOBIAHOCTI EBponeiickbkin thapmakonei) -
OHOoB/eHWI cepTUdikaT Bif yxe 3aTBEepAKEHOro
BUPOGHMKA - NOAAHHS OHOB/IEHOrO cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2013-268-Rev 00 (3aTBepgxeHo: RO-CEP
2013-268-Rev 03) ans A®Il onmecapTtaHy
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Me[I0KCOMIiNy Bif, BXe 3aTBEPAKEHOr0 BUPOGHMKa
Zhejiang Tianyu Pharmaceutical Co., Ltd. Ak
HacnifoK, yTOYHEHHs afpecy BUpo6Huka (cTano:
ZHEJIANG TIANYU Pharmaceutical Co. Ltd.,
Jiangkou Development Zone, Huangyan District,
China-318 020 Taizhou City, Zhejiang Province).
3MiHn | TUnYy - 3MiHn 3 aKkocTi. CepTudikat
BignosigHocTi/IE-cepTudikart BignosigHoCTi
€Bponelicbkiii hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOTO cepTudiikara
BiANoBiAHOCTI ab0 BUYYeHHS cepTudikaTa
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ons BUXigHOTO
mMartepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTuddikaT Bif, y)xe 3aTBepAXeHOro BUPOOHUKA -
NnoAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2012-398-
Rev 01 (3aTBeppxeHo: R1-CEP 2012-398-Rev 00)
ana APl onvecapTtaHy MefjoOKCOMInNy Bif BXe
3aTBepaxeHoro BupobHuka Daiichi Sankyo Co.
Ltd. Ak Hacnigok, 3miHn y cneyudikauii Ta MeTogi
BUMPOOYBaHHA 3a NMOKa3HUKOM «[JOMiLLKK
HiTpo3amMiHn» (NDMA Ta NDEA)

35.

KAPAOCAN® 40
Mr

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, No 40
mr, no 14 TabneTok
y 6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI/ KopoobLi

MeHapiHi
IHTEpHeLLoHan
OnepeiioHc
Iokcembypr
C.A.

Jokcembypr

Bupo6bHnyTeo "in bulk",
NnepBrHHE Ta BTOPVHHE
nakyBaHHs, KOHTPO/Ib Ta
Bunyck cepii: JAIYI
CAHKIO HOPOYT M'm6X,

HimeuuunHa; MepBuHHE Ta

BTOPVHHE NaKyBaHHS,

KOHTPO/Ib Ta BUMYCK Cepii:

BEPJTIH-XEMI AT,

HimeuuunHa; JlabopaTopioc

MeHapiHi C.A., IcnaHis;
Bupo6bHuyTeo "in bulk",
nepBrHHE Ta BTOPVHHE
nakyBaHHS, KOHTPO/1b Ta
BUNYyCK cepii: MeHapiHi-
doH XeiigeH Mvb6X,
HimeyunHa

Himeyuunna/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TURY - 3MiHN Wopao 6e3nekn/ed)eKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3araslbHeHVX gaHux npo cucremy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6MU, BifgnoBiganbHOI 3a
3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHVKa ANs 34jACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0c06u, BignoBifanbHOI 3a
3[jiCHEeHHs1 hapMakoHariaay (BkIKYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIAabHOI 3a thapmakoHarnsag, B YkpaiHi.
[itoua pepakuis: Moniuak OneHa BikTopiBHa.
MponoHoBaHa pepakuis: Kyyep MapuHa
BacuniBHa. 3MiHa KOHTaKTHUX faHNX KOHTaKTHOT
0co6u 3as1BHMKA, BiANOBiAA/IbHOT 32 34iCHEHHS
hapmMakoHarnsay B YkpaiHi

3a
peyermom

UA/3433/01/03

36.

KNOAV®EH

PO34nH A1 iH ek,
25 mr/mn no 3 mny

TOB "YOPN[,
MEAVLINH"

Ykpaina

Medpap Inau CaH. A.LL.

TypeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHM | TMNy - 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkni

3a
peyenmom

UA/16930/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

amnynax, no 5
amnys y KOHTYpHIiA
YapyHKOBIl
ynakosL; 1
KOHTYpHa YapyHKoBa
ynakoBka B
KapPTOHHI KOpooLyi

3aci6. 3miHM y BUpOOHULTBI. 3MiHa po3mipy cepii
(BK/IKOYAlOUM Aiana3oH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (iHWi 3mMiHW) - BBEAEHHS
[0AaTKOBOrO PO3Mipy Cepii roTOBOro Nikapcbkoro
3acoby. 3aTBepaxeHo: 60 n. 3anponoHoBaHo: 60
n; 600 n (187 500 amnyn).

37.

KNOCTUNBETIT
®

Tabnetku no 50 mr;
no 10 TabneTok y
chnakoHi; no 1
donakoHy B
KapTOHHI ynakosL,i

3AT
PapmaneBTuy
HWIA 3aBOA,
ETIC

YropumHa

3AT dapmaueBTUYHNI
3aBog ElIC

YropLmHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
BvinpaBneHo TexHiYHy MOMWKY Y TEKCTi
MapKyBaHHS yNakoBK/ NikapCbKoro 3acoby LoAo
Ha3BW Ail0Y0i PeYOBUHU, AOMNYLLEHY MPK
nepepeectpauii (Hakaz MO3 Ykpainn Ne 1327 Big,
02.07.2021):
3arBepaKeHo:

BTOPWHHA ynakoBKa
1. HA3BA NTIIKAPCbKOIoO 3ACOBY
Knoctun6erit®
Clostilbegyt®
KnodpemiHy uutpar
50 mr
2. KINBKICTb AIK040l PEHOBWIHU
1 TabneTtka MicTUTb 50 Mr k/1odpeMiHy UMTparty;
nepBMHHA ynakoBka
1. HA3BA JIIKAPCbKOIO 3ACOBY
Knoctun6erit®
KnodgpeMiHy umTpar
3anponoHoBaHo:

BTOPMHHA ynakoBka
1. HA3BA NIIKAPCbKOIO 3ACOBY
Knoctun6erit®
Clostilbegyt®
KNomicpeHy umTpar
50 mr
2. KINBbKICTb AIK0YOIl PEHOBWIHU
1 Tabnetka MicTuTb 50 Mr K/1OMicheHy uuTparty;
nepBMHHA ynakoBka
1. HA3BA NTIIKAPCbKOIoO 3ACOBY
Knoctunéerit®
KNomidpeHy uutpat

3a
peyenmom

UA/4600/01/01

38.

KOHEFPA
LENIOKC

TabneTkn XyBaslbHi
no 50 mr, no 1
Tabnetuiy énicrepi;
no 1 6nictepy B
KapTOHHI KopobLyj;
no 4 Tabnetkn y
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHI/ KopoobLi

€Bpo
Navichkep NTg,

Benuka
BpuTaHis

F'eHechapm CA

peuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUnYy - 3MiHK Wono 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHM y KOPOTKii
XapaKTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCYBaHHS reHepuyHMX/ribpuaHux/6ionodibHnx
nikapcbKNx 3aco6iB Nicns BHECEHHS: Tiel camol
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye HafaHHs XO4HUX HOBUX A0AATKOBUX
[aHuX) - 3MiHM BHECEHO A0 IHCTPYKUIT ANns

3a
peyenmom

UA/14511/01/02
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby B
po3ginu: "Ocob/MBOCTI 3aCTOCYBaHHSA" Ta
"34aTHICTb BNAMBATY Ha LWBMAKICTb peakLii npun
KepyBaHHi aBTOTPaHCMOPTOM abo iHWMMK
MexaHismMamu" BifnoBigHO [0 OHOB/IEHOT
iHchopmawii LWoA0 MeANYHOT0 3aCTOCYBaHHSA
pedhepeHTHOro nikapcbkoro 3acoby (BIATPA®).
BBefeHHs 3MiH NpOTAYrom 6-Tv MicsiLiB 3 faTu
3aTBEPKEHHS.
39. KOHEIPA TabneTku XyBasbHi €Bpo Benuka leHedpapm CA pevis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/14511/01/03
AENHOKC no 100 mr, no 1 Navichkep NTg, BpuTaHis 3MiHu | TUNYy - 3MiHK Wonao 6e3nekn/eteKTUBHOCTI peyenmom
TabneTui y 6nictepi; Ta hapmakoHarnagy. 3MiH1 y KOpoTKi
no 1 6nictepy B XapaKkTepucTuLi NikapcbKoro 3acoby, TeKCTi
KapTOHHI Kopobuyj; MapKyBaHHS Ta IHCTPYKLii AN18 MegU4HOoro
no 4 Tabnetkn y 3aCTOCYBaHHS reHepuyYHMX/ribpuaHux/6ionodibHnx
6nictepi; no 1 abo nNiKapcbKNxX 3aco6iB Micns BHECEHHSN Tiei camol
no 2 6nictepu B 3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
KapTOHHI/ KopoobLi noTpebye HafaHHs XO4HWUX HOBUX A0AATKOBMX
AaHunx) - 3MiHM BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby B
po3ginu: "Oco6/MBOCTI 3aCTOCYBaHHS" Ta
"34aTHiCTb BNAMBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMMK
MexaHisMamu' BignoBigHO A0 OHOBEHOT
iHchopMmaw,ii LWoA0 MeANYHOrO 3aCTOCYBaHHS
pedrepeHTHOrOo Jlikapcbkoro 3acoby (BIAIPA®).
BBefeHHs 3MiH NpoTaYrom 6-Tu micauis 3 gatm
3aTBEPKEHHS.
40. NA3UKC® Tabnetkun no 40 mr TOB "CaHodhi- YkpaiHa 3eHTiBa MpaiiBiT flimiTes IHAis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/4871/01/01
Ne 45 (15x3): no 15 ABEHTIC 3MiHu | TMny - 3MiHK Wo[o 6e3nekn/edPeKTUBHOCTI peyenmom
TabneTok y cTpuni, YkpaiHa"

no 3 ctpunu y
KapTOHHI/ KopoobLi

Ta hapmakoHarnsgy. BeegeHHsa abo 3miHun go
y3arasibHeHVX fiaHnx Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy hapmakoHarnsagy, amiHa
YNOBHOBA&XEHOI 0C06M, BigNoBiganbHOI 3a
3[iicHeHHs hapmakoHarnsgy; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobW, BignoBifabHOI 3a
3[jiCHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTep-aiina cuctemu papmakoHarnsgy) -
3MiHa ynoBHOBaXKeHOi 0CO6U 3asBHUKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg.

[itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pefakuis: XogakiBcbka TeTsaHa
BsiyecnasiBHa. 3MiHa KOHTAKTHUX JAHUX
YMNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a hapmakoHarnag,.
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
41. NAMI®EH® Tabnetkn no 250 wmr, MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/6136/01/01
no 7 TabneTtok y "®ITOPAPM" 3MiHu | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKUi peyenmom
6nictepi; no 1 a6o 2, 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
abo 4 6nictepn y (BKOYALOUM fiana3oH po3Mmipy cepii) roToBOro
nauui 3 KapToHy nikapcbKoro 3acoby (3MeHLweHHs o 10 pasis) -
BBEJEHHS 404aTKOBOro po3mipy cepii MN3.
3aTtBepmkeHo: 50 Kr.
3anponoHoBaHo: 25 kr — 7809 ynakoBok (no 7
Tabnetok B 6aicTepi, no 1 6nictepy B nauu,i); 3905
ynakoBoK (no 7 TabneTok B 6riicTepi, no 2
6nictepun B nayui); 1952 ynakoBok (no 7 TabneTok
B 6nicTepi, no 4 6nictepn B nayui) 50 kr — 15618
ynakoBoK (no 7 TabneTok B 6riicTepi, no 1
6nictepy B naydi); 7809 ynakoBok (No 7 TabneTok
B 6nicTepi, no 2 6nictepy B nayw,i); 3905 ynakoBoK
(no 7 TabneTok B 6/1icTepi, No 4 6aictepy B nayl,)
42, NAMIDPEH® renb 1% no15r MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/6136/02/01
abo no 30 ry Ty6i; "OITOPAPM" 3MiHu | TUNY - 3MiHK 3 AKOCTi. FoTOBUIA NiKAPCbKNI peyenma
no 1 Ty6i B nauui 3 3aci6. 3mMiHM y BUpo6HULTBI. 3MiHa po3mipy cepii
KapToHy (BK/KOYAtOUM Aiana3oH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (3mMeHweHHs 1o 10 pasis) -
BBEEHHS AoAaTKOBOro po3mipy cepii N3 - 400 kr
(26933 ynakoBok no 15; 13466 ynakosok rno 30 r).
3MiHu | TUnY - 3MiHK 3 AKOCTi. FoTOBUIA NiKAPCbKNI
3aci6. 3miHM y BUpo6HULTBI. 3MiHa po3mipy cepii
(BK/KOYAtOUM gianasoH po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLweHHs fo 10 pasis
MOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) -
BBEeJEHHS O0AATKOBOro po3mipy cepii 13 - 200 kr
(13466 ynakoBok no 15; 6733 ynakosok no 30 r).
[itoua pepakuis: 300 kr. MNponoHoBaHa pejakuis:
200 «kr (13466 ynakoBok no 15; 6733 ynakoBok no
30 r); 300 kr (20200 ynakoBok no 15; 10100
ynakoBok no 30 r); 400 kr (26933 ynakoBok no 15;
13466 ynakosok ro 30 r)
43. NATAHOKC® Kpanni o4Hi 0,005 % Anpax- Xopsaris AppaH-TaneHcbkuit Xopsartis BHECEHHS 3MiH [0 peecTpaLljiiiHux maTtepianis: 3a UA/12401/01/01
no 2,5 M1 po3unHy y [aneHcbKuii Na6oparopiit 4.4. 3MiHu | TURY - 3MiHN Wopao 6e3nekn/edieKTUBHOCTI peyenmom
donakoHi- Na6opaTopiii Ta hapmakoHarnsagy (iHwi 3miHn) - 3aTBepaKeHHA
KpanenbHuui; no 1 4.4, anbTepHaTUBHOIO TEKCTY MapKyBaHHS NePBUHHOT
abo 3 dpnakoHa- Ta BTOPUHHOI YNakoBOK YKPaiHCLKOK MOBOIO 415
KpanenbHuLj y [104aTKOBOro NakyBaHHA NikapCbkoro 3acoby 3
KapTOHHI/ KopoobLi BHECEHHAM iHthopMmalii LWoA0 3a3HauYeHHs
OAMHUUb BUMIpIOBaHHSA y cuctemi Sl.
44, NEBOKOM Tabnetku TOB "ACIHO YKpaiHa TOB "®apma Ctapt” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/7844/01/01
PETAP[, NPOIOHTOBaHOI Aji, YKPAIHA" 3MiHu | TUny - 3MiHKn 3 AKkocTi. CepTudiikaT peyenmom

BKPWTI NNiBKOBOIO
o60osoHkoto, 200
mr/50 mr, no 10
TabneTtok y bnicrepi,

BignosigHocTi/l E-cepTudikat BignosigHoCTi
€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI a60 BUYyYEHHS cepTudiikaTa




36

Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
no 3 a6o no 10 BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
6nictepis B

KapTOHHI navui

A®I; ansa BUXigHOro
marepiany/peareHTy/npomMiHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBMHU (CepTudikaTt BignoBIigHOCTI
€sponelicbkili hapmakoner) - HoBuii cepTudikar
Bifi HOBOrO BMPOGHMKa (3aMiHa abo [ONOBHEHHS) -
BBEJEHHS afibTepHATUBHOrO BUPOOHUKa AD|
nesogona 3 nogaHHAM Hosoro CEP Ne R1-CEP
2005-161 - Rev 04 Big B1po6HMKa Divi's
Laboratories Limited. 3miHn | Tvny - 3MiHu 3
AKoCTi. A®I. KoHTponb AdL. 3miHa y napameTpax
cneuudikauin Ta/abo AONYyCTUMUX MEX,
BU3HaYeHNX y crneundikauisx Ha A®l, abo
BUXIZHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTBLCSA y Npoueci BUpobHuuTea Ad|
(iHWi 3miHW) - 4ONOBHEHHS cneumndikauii AdD|
Nesogona Big BUpo6Huka [isi'c Jlaboparopic
Nimitea, IHAia, npumiTkoto: - «Onuc, «pH»,
«CynpoBigHi foMmillku», «BTpaTta B Mmaci npu
BUCYLLYBaHHI», «KinbKicHe BU3HaYeHHs» Ta
«MikpobionoriyHa ynctoTa» - 1 KOHTPOb
napameTpy 34iliCHIOETLCSA NPY NEPEKOHTPOIO
cy6cTaHLii; «lgeHTudikauis» - 2 onyckaeTbes
NpoBOAMTM TECT MeToA0M PamaHiBcbkoi
cnekTpomeTpil (EP 2.2.48). Mpoueaypa
npoBefieHHs TecTy Ta Bif6ip Npob onucaxi y
BignosigHux COr1; 3miHn | TUNYy - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI
(iHLWi 3MiHK) -

YTOYHEHHS iHhopMaLlil CTOCOBHO HAHECEHHS
HOMepy cepii Ta TeEPMiHY NPUAATHOCTI Ha CTagisax
«®dacyBaHHs» Ta «[laKyBaHHs», WO 06yMOB/IEHO
TEXHO/OTYHOK MOX/IUBICTIO HAHECEHHS HOMEpY
cepii Ta TepMiHy NpUAATHOCTI — METOAOM ApPYKY B
[OMNOBHEHHA [0 METOAY HaHECEHHS BIATUCKY.
3MmiHu | TUNY - 3MiHKM 3 AKOCTI. FOTOBMIA NiKAPCbKNI
3aci6. 3MiHM Yy BUPO6HULTBI (iHLLi 3MiHW) -
BHECEHHS 3MiH [0 po3giny 3.2.P.3.5, wo
nonAralTb y HE3HAYHI 3MiHI OMUCY NPOMIDKHUX
NpoAyKTIiB: Macu 1A TabneTyBaHHs 6€3 MarHito
CTeapaTy, Macu gns TabneTyBaHHs, TabneTok
afep. HesnayHa 3miHa BUCOTU TabneTok
Hepo3ghacoBaHuX. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONEechbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignosigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: ans A®l; nns
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BMXigHOro Martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; Ana 4ONOMIKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbki hapmakone) -
OHOB/EHWIA cepTUdikaT Bif yXe 3aTBEPAXEHOro
BMPOGHUKA - nofaHHsA oHoBrieHoro CEP Ne R1-
CEP 2000-012-Rev 08 ana A®l kapbigona Big Bxe
3aTBepAKeHoro BMpobHuka Bachem SA,
LBeliuapis (3aTBepmxeHo: Ne R1-CEP 2000-012-
Rev 07). 3minu | Tvny - 3miHu 3 AkocTi. API.
KoHTponb A®I. 3miHa y MeTogax BUNPOOyBaHHS
A®I ab0 BuUxigHOro matepiasy/npomMixHoro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa A®I (iHLWi 3MiHW y MeToAax
BMNpoGyBaHHSA (BK/1HOYAOUMN 3aMiHy abo
[0noBHeHHs1) A®| abo BMXiAHOro/NnpoMiKHOrO
NPOAYKTY) - BBEAEHHS a/IbTEPHATVBHOI METOANKN
BMNpobyBaHHA A1 A®| Kap6igonu 3a nokasH1KOM
«ligpasuH» metogom BEPX po Bxe
3aTBepmxeHoro metogy TLUX ans BUpo6HuKa
Bachem SA, LLBeliLapis, HOpPMyBaHHA 3a/MLLEHE
6e3 3MiH. 3MiHu | TUnYy - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPob roToBOro NikapcbKoro
3aco06y (iHWi 3MiHK) - 3aTBEPAKEHHS METOAIB
KoHTposto /13 JleBokom peTapg, TabneTku
NPOJIOHIOBAHOT Aji, BKPUTI NIIBKOBOK 060/I0HKOIO,
200 mr/50 Mr yKpaiHCbKOI0 MOBOHO

45,

JIEBOKOM
PETAP/[,

Tabnetku
NPONOHIoBaHOI Aji,
BKPUTI NNIBKOBOO
060/10HKOH, 200
mr/50 mr; no 10
TabneTtok y 6nictepi;
no 3 aéo no 10
6nictepis B
KapTOHHIM nayu,i

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKkTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neKkn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
NiKapcbKoro 3acoby B nicspeecTpauiinnii nepiog,
abo K pe3ynbTar OLiHKM 3BITY 3 JOCNIAKEHD,
npoBeAeHWX BignoBigHO A0 NnaHy negiatpuydHmnx
pocnipxeHb (PIP) (iHwwi 3MiHW) - 3MiHM BHECEHO A0
IHCTPYKUIT ANS MEAWNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis: "MokasaHHA",
"MpoTunokasaHHs", "B3aemogis 3 iHLWMMun
nNikapcbkvMK 3aco6amMu Ta iHLWi BUAY B3aeMOiiA",
"Oco61MBOCTI 3aCTOCyBaHHA", "3acTOCYBaHHSA Y
nepiog BariTHOCTi abo rogyBaHHs rpy4ar”,
"34aTHiCTb BNAMBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMMK
mexaHismamun", "Cnoci6 3acTocyBaHHs Ta go3n",
"Aitn", "MepenosyBaHHs", “MNo6iyHI peakuii” woao
6e3nekn 3acToCyBaHHA [il04MX PeYOBUH IeBoAONM

3a
peyenmom

UA/7844/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Ta kapbigonn. BeegeHHs 3miH npoTsirom 6-Tu
MicaLiB Nicns 3aTBepAKEHHS.

46.

NICOBAKT .
KOMMOAIT CNPEN

cnpeli OpOMYKO3HWUIA,
po34mH no 30 mny
hNakoHi 3 TEMHOTo
CK/la 3 HaCoCOM-
posnuaoBayem Ta
annikatopom, no 1
donakoHy y
KapPTOHHI KOpooLyi

BocHanek A.4.

BocHis i
epuerosuH
a

BocHanek g.4.

BocHis i
epueroBuH
a

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu Il Tuny - 3MiHn 3 akocTi. A®l. BUpo6HMUTBO.
3MiHM B npoueci BUpobHuuTtBa AP (iHLWi 3MiHK) -
MoaaHHA HOBOI Bepcii MacTep-haiina Ha gjtouy
peuoBuHy Lysosyme Hydrochloride (ASMF 385-
01-04 Version 1 (14.10.2016)) Big 3aTBEpAXEHOrO
BMpo6HMKa BOUWHUIS ENTHOVEN B.V.,
Higepnanan

6e3
peyenma

UA/18160/01/01

47.

NTIOKOIA®

masb, 1 mr/rno 30 r
masi y Ty6i, no 1 Ty6i
Y KapTOHHiIli kopobui

YENTADPAPM
ApuHalimitTen
b 'M6X

Himeyunna

Temmnep Itania C.p.J1.

ITanisa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHa 3asiBHMKa (BNacHMKa peecTpauiniHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460). BBeieHHS1 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmXeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHux Npo
cucTemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX faHux Npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy;
KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa
[ANA 3iiCHEeHHs dhapMakoHarnsay B YKpaiHi, sKLLo
BOHa BiMiHHa Bif, yNOBHOBa)KeHOI 0cobw,
BiANOBIAA/IbLHOI 32 34iicCHEHH:A dapmakoHarnsgy
(BK/IHOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXeH0i 0cobu
3as1BHVIKa, BigNoBigaibHOI 3a hapMakoHarnsg.
[itoua pegakuisn: Berit Nautrup Andersen.
MponoHoBaHa pepgakuia: Dr. Juliane Niessen-
Erkel. 3MiHa KOHTaKTHWX AaHWNX YNOBHOBaXKEHOI
oco6u, BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKA, BiAgnoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [itoua pegakuis:
BeHrep /llogmuna AHatoniiBHa. MponoHoBaHa
pepakuis: BiTkoBcbka TeTsaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHYKA,
BiANOBIAabHOI 3a thapmakoHarnsag, B YkpaiHi.
3MiHa Micusa 34iliCHeHHSI OCHOBHOI Aisi/IbHOCTI 3
thapmMakoHarnagy. 3miHa MicLLe3Haxo4KeHHS
mMacTep-thaiina cuctemm hapmakoHarisgy Ta horo
Homepa

3a
peyenmom

UA/4471/01/01

48.

NIOKOIA®

Kpem, 1 mr/rno 30 r
B Ty6i; no 1 Ty6i B
KapTOHHIM navi

YEMNNTAPAPM
ApuHaimitTen
b M6X

HimeyunHa

Temmnep Itania C.p.n.

ITanisa

BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis:
3MiHa 3asiBHMKa (BNacHMKa peecTpauintHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460). BeefieHHs1 3MiH NPOTArom 6-T1 MicALIB
nicns 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHKn Woa0
6e3nekn/eddeKTMBHOCTI Ta chapmakoHarnaaay.

3a
peuyenmom

UA/4471/04/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BeefeHHs1 ab0 3MiHW [0 y3arasibHEHNX JaHux Npo
cuctemy thapmakoHarnagy (sBegeHHs
y3arasibHeHVX AaHunx Npo cuctemy
hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 (hapMakoHarnsay 3asBHuKa
[ONA 34jiCHeHHs dhapMakoHarnsgy B YKpaiHi, Ko
BOHa BiZIMiHHa BiJ, yNTOBHOBaXKEHOI 0CO6Y,
BiZiNOBIAANbHOI 3a 34jiICHEHHS hapmakoHarnsay
(BK/IHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLLeHHi MacTep-chaiina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobu
3aABHYVKa, BiANoBiganbHOT 3a hapmakoHarnsg,
[Oitoua pepakuin: Berit Nautrup Andersen.
MponoHoBaHa pegakuis: Dr. Juliane Niessen-
Erkel. 3MiHa KOHTAKTHUX AaHWX YNOBHOB&XEHOI
ocobu, BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKA, BifnoBigaibHOI 3a
thapmakoHarnsg B Ykpaini. [itoya pegakuis:
Benrep Jllogmuna AHaToniiBHa. MponoHoBaHa
pefakuis: BiTkoBcbka TeTsiHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHYKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag B YkpaiHi.
3MiHa MicLs 34jiACHEHHS OCHOBHOT AiANIbHOCTI 3
thapmakoHarnsgy. 3MiHa MiCLEe3HaxX0MKeHHS
macTep-haiina cuctemun dpapmakoHarnsgy Ta moro
Homepa

49,

NONEPAMIA

Tabnetku no 2 wmr;
no 10 TabneTtok y
6nictepi; no 2
6nictepu B nayuyj

MAT
"KviBmegnpen
apat”

YkpaiHa

MAT "Kvismegnpenapart”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy (iHwi 3miHn) - BeegeHHs
a/IbTEPHATUBHOIO TEKCTY MapKyBaHHS YNakoBKy
NikapcbKoro 3acoby [04aTKOBO A0 BXe
3aTBEPKEHOIO TEKCTY MapKyBaHHs. BBeeHHs
3MiH NPOTAroM 6-TW MiICALB Nic/1A 3aTBEPAKEHHS.

6e3
peyenma

UA/7581/01/01

50.

NOPAHIH

PO34MH ANA POTOBOI
NOPOXHWHYK; no 100
ma, 120 mny
dhnakoHi; no 1
donakoHy y nauui 3
KapToHy

TOB
"TepHodhapm"

YKpaiHa

TOB "TepHodapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3miHv) - BBefeHHs
[04AaTKOBOrO TEKCTY MapKyBaHHs yNakoBKu
NiKapCbKoro 3acoby i3 3a3Ha4YeHHAM noroTuny
OVCTpMG“ioTopa Ha A0AATOK A0 BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHS.

6e3
peuyenma

UA/17765/01/01

51.

NOPATAAVH

MOPOLLOK
(cybcTaHuis) y
nakeTax noABiliHMX
nonieTUIEHOBNX
ans
hapmaueBTUYHOro
3acToCyBaHHs

Yewmo l6epika,
C.A.

Icnanis

KIMIKA CIHTETIKA, C.A.

IcnaHis

BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis:
3MiHu | TUNYy - 3MiHK 3 akocTi. CepTudikaT
signosigHocTi/lE-cepTudikar BignosigHoCTI

€Bponeiickkiin papmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikata

BiANOBIAHOCTI @60 BUNYyYeHHs cepTudikara

Bi4MOBIAHOCTI €Bponelichbkili hapmakonei: gns

A®l; ansa BuxigHoro

UA/17786/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
matepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana
[0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif yxe 3aTBepAXeHOro BUPO6HUKa -
noAiaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkint hapmakonei Ne R1-CEP 2008-172 -
Rev 02 (3aTBepmxeHo: R1-CEP 2008-172 - Rev
01). Ak Hacnigok, 3MiHWM y MeToAax BU3HAYEHHS 3a
nokasHukamm «lgeHTudikauis» Ta «CynpoBigHi
OOMILLKM». 3MiHW | TUny - 3MiHK 3 SKOCTi. AdI.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpoGyBaHb/nepiody 36epiraHHs abo ymMoB
36epiraHHa A®| (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[0Cbe cepTudikaTa BignoBiaHOCTI EBponeiichkiit
dhapmakonei, Wwo BKIoYae nepiog NOBTOPHOIO
BMNPO6YBaHHs) (Nepiog NOBTOPHOrO
BuNpobyBaHHA/nepios 36epiraHHs) - 3miHa ymoB
36epiraHHs - 3MiHa yMoB 36epiraHHs Ad®l, a came:
3MiHa TeMnepaTypHOro pexumy 3bepiraHHs
(3aTBEpAXEHO: B OpuriHanbHOl ynakoBke npu
Temneparype He Bbile 25°C; 3anponoHoBaHo: B
OpUrMHaUTLHO YnakoBke nNpy Temnepatype He
Bbilwe 30°C).
52. NOPATAAVH Tabnetku no 10 mr; MAT YkpaiHa MAT "KuiBmegnpenapar” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/7014/01/01
no 10 TabneTtok y "Kuismegnpen 3MiHu | TUNYy - 3MiHK Wonao 6e3nekn/eteKTUBHOCTI peuyenma
6nictepi; no 1 apat" Ta thapmakoHarnsgy (iHwi 3miHn) - BeegeHHs
6nictepy B naui a/IbTEPHATUBHOIO TEKCTY MapKyBaHHS BTOPUHHOT
yNakoBKM NikapCbKOro 3acoby A0AaTKOBO A0 BXe
3aTBEPKEHOr0 TEKCTY MapkKyBaHHs. BBefeHHs
3MiH NPOTAroM 6-TW MiICALB Nic/1A 3aTBEPAKEHHS.
53. MATHIHO Kpuctanu TOB "Makko Yecbka TOB "Makko OpraHikc" Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/4534/01/01
xnoeunpa (cybcTaHuis) y OpraHikc" Pecny6nika Pecny6nika 3MiHn | TURY - 3MiHn 3 sKocTi. CepTudikat
FEKCATIAPAT MiLLIKax BignosigHocTi/lE-cepTudikar BignosigHocCTi
nosieTuNeHoBux, €Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
BMILLEHUX Y NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
TpULWapoBuii BiANOBIAHICTL A0 MoHorpadii APY abo
nanepoBuii MiLLOK €Bponelicbkoi hapmakonei, abo iHwoT
ONs BUpobHMUTBA HauioHasbHOT hapmakonei gepxasun €C (3MmiHa y
CTEePWIbHUX Ta cneuudikauisix, NnoB'A3aHa 3i 3MiHamu B JdY, abo
HecTepuIbHUX €Bponeiicbkili hapmakonei, abo iHLwil
nikapcbknx oopm HauioHasbHIN chapmakonei gepxasu €C) -
BUAaIeHHSA 3i cneumdikavii Ta MeTOAIB KOHTPOSIO
nokasHuka "ApceH" 06yMOB/IEHO NPUBEAEHHAM Y
BiANOBIAHICTb A0 BUMOr MoHorpadii €EP
54. MAWZEK/A TabneTku, BKPUTI MaiinaH IHais MaiinaH labopatopi3s IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/17912/01/01
nAiBKOBOO Na6opaTopi3 Nimiten 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii peyenmom
060/10HKOHD, Mo 60 Nimiteq 3aci6. CTabinbHICTb. 3MiHa y TepMiHax

Mr no 28 TabneTok y

npuaaTHocTi a6o ymoBax 36epiraHHs roToBoro
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
Hemnpo3opomy NiKapcbKoro 3acoby (36i/bLUEHHS TEPMIHY
nosieTuneHoBoMy npuaaTHOCTI TOTOBOTO Jlikapcbkoro 3acoby) - Ans
h1akoHi 6naknTHOro TOProBoi ynakoBku (NiATBEPMAKYETLCA faHUMU
Konbopy 3 peasibHOro yacy) - 36i/1bLUeHHS TEPMIHY
6n1aKkMTHOO NpWAATHOCTI FOTOBOrO J1iKapCLKOro 3acoby Ans
Henpo3opo TOProBOi ynakoBku 3 24 micAuis Ao 36 micauis.
noninponisieHoBO BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
KPYLLIKOIO B 3aTBEPAKEHHS.
KapTOHHili Kopo6Lli
55. MAHTI TabneTku XxyBasbHi; tOHinaé, N CLIA TOB HOC dapmadis MonbLa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/6751/01/01
no 10 TabneTtok y 3MiHM | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii peuyenma
6nictepi; no 1 a6o 3 3aci6. 3MiHM y BUPOOHULTBI. 3MiHM BUNPO6YBaHb
6nictepu y abo gonycTMMKX MEX, BCTAHOB/IEHUX Y
KapTOHHI Kopobuyj; crneundikalisx, nig yac BUPO6HULTBA FOTOBOrO
no 8 TabneTok y nikapcbKoro 3acoby (BUIYyYEHHSI HECYTTEBOIO
6nictepi; no 1, abo BMNPOGYBaHHS B NpoOLIeCi BUPOOHULITBA) -
2, ab6o0 3, abo 4 BHeceHHs 3MiH fo Po3giny 3.2.P.3.4 KOHTposb
6nictepu y KPUTWYHMX CTagii i NpOMKHOT NpoayKLii
KapTOHHIA Kopoo6Li (3.2.P.3.4.1 MED-342 Simethicone GS), a cawve,
BUAA/IEHHA 3aCTapifioro napameTpa Baxki
MeTanu, SK HacnifoK, oHoBneHHs p.3.2.P.5.5
Characterisation of Impurities (Manti, Chewable
tablets)
56. MENNAMIA TabneTku no 2 mr, BocHanek A.4. BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/14307/01/01
no 15 tabnetok y lepueroBuH epuerosuH 3MiHu | TUnYy - 3MiHKM 3 aAkocTi. CepTudikaT peyenmom
6nictepi, no 2 a a BignosigHocTi/ITE-cepTudpikart BignosigHoCTi

6nictepu B
KapTOHHI navi

€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiAgNoBigHOCTI ab0 BUNyYeHHs cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili hapmakonei: gns
A®I; ona BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif y)xe 3aTBepXeHOro BUpOOHWMKa -
noJaHHA OHOBJ/IEHOro cepTuddikara BiAnoBiAHOCTI
€sponelicbkiit hbapmakonei Ne R1-CEP 2006-172-
Rev 00 (3aTBeppxeHo: RO-CEP 2006-172-Rev 03)
Ons pjto4voi pevosrHn Glimepiride Big Bxe
3aTBepmKeHoro Bupo6Huka Glenmark Generics
Limited, IHgiA. 3miHW | TUny - 3MiHK 3 AKOCTI.
CepTtudoikat BignosigHocTi/l' E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BUTyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbki hapmakonei: ans A®l; ons
BUXiAHOro matepiany/peareHTy/npomMiKHOro
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1

NPOAYKTY, WO BUKOPVUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa fONOMIXHOT pevyoBuHN (cepTudpikat
BiZiNOBIAHOCTI €Bponelickkili hapmakoner) -
OHoBeHWI cepTudikaT Bif yxe 3aTBEPAKEHOr0
BUPOGHMKA - NOAAHHA OHOB/IEHOrO cepTudpikata
BiNOBIgHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2006-172-Rev 02 ans Aito4oi pevoByHA
Glimepiride Big BXe 3aTBEpXEHOro BUPO6HYKA,
AK HacnigoK 3MiHa Ha3su BnacHvka CEP Ta 3miHa
Ha3BW BUPOGHMYOT AinsHku 3 Glenmark
Pharmaceutical Limited, IHgis Ha Glenmark Life
Sciences Limited, IHgis. 3miHu | Tuny - 3miHun 3
akocTi. CepTtudikaTt BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BMXigHOro Martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; Ana 4ONOMIKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yXe 3aTBEPAXEHOro
BMPOGHMKA - NOAAHHSA OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2006-172-Rev 01 ans gjto4oi pe4yoBrHN
Glimepiride Big, BXe 3aTBEpA)KEHOro BUPOBHYIKA,
AKWIA 3MiHMB Ha3By 3 Glenmark Generics Limited,
IHais Ha Glenmark Pharmaceutical Limited, IHAis1.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii
3aci6. CtabinbHICTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro
NiKapCbKOro 3acoby (36iNbLUeHHS TEPMIHY
npuaaTHOCTI TOTOBOTO Jlikapcbkoro 3acoby) - Ans
TOProBOi yNakoBKW (MigTBEPLKYETLCA AaHUMU
peasibHOro yacy) - 36i/bLIeHHS TEPMIHY
npuaaTtHocTi M3 (3aTBepMAXeHO: 2 pOKK;
3anpornoHoBaHo: 3 poku). 3MiHN BHECEHi 40
IHCTPYKL|i 415 MeAUYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin "TepMiH
npuaatHocTi". 3MiHu | TUny - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL, /likapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAMYHOro 3acTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3ac06iB nicns BHECEHHA TiET camoi 3MiHU Ha
pechepeHTHMI Npenapar (3mMiHa He NoTpebye
HafaHHSA XOAHNX HOBWX AOAATKOBUX JaHWX)-
3MiHM BHECeHi 10 iIHCTPYKLIi AN MegnyHoro
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
3acTocyBaHHS NiKapCcbKoro 3acoby y po3ginm
"MpoTunokasaHHA", "3acTocyBaHHSA Y nepiog,
BariTHOCTI abo rogyBaHHA rpyaat”, "Cnocio
3acTocyBaHHs Ta go3u", "MobiuHi peakwyi
BigNoBiAHO A0 iHdhopMaLii pedepeHTHOro
nikapcbkoro 3acoby AMAPU/I®.
57. MENNAMIA Tabnetkn no 3 mr, BocHanek a.4. BocHist i BocHanek g.4. BocHis i BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/14307/01/02
no 15 tabneTtok y [epueroBuH epLerosuH 3MiHu | TUNYy - 3MiHK 3 akocTi. CepTudikaT peyenmom
6nictepi, no 2 a a BignosigHocTi/l E-cepTudikar BignosigHOCTI

6nictepu B
KapTOHHI navi

€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUIYyYeHHSs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BUXigHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUpObHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt BignoBIigHOCTI
€Bponeiicbkil hapmakonei) - OHOBMEHW
cepTudikaT Bif y)e 3aTBepXeHOro BUpoOHWMKa -
noJiaHHs OHOB/IEHOrO cepTuddikarta BiANoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2006-172-
Rev 00 (3aTBeppxeHo: RO-CEP 2006-172-Rev 03)
4ns pitovoi pevosrHK Glimepiride Big Bxe
3aTBepmAKeHoro BMpo6Huka Glenmark Generics
Limited, IHgjiA. 3miHW | TURY - 3MiHK 3 AKOCTI.
CepTtudoikat BignosigHocTi/l'E-cepTudikat
BIANOBIAHOCTI EBPONENChbkil
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BUXIAHOIO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI
A®I; oA 4ONOMIXKHOT peqyoBUuHM (cepTudikar
BiANoBIAHOCTI EBponeiickbkili hapmakonei) -
OHoBEeHWI cepTUddiKaT Bif yXe 3aTBEPAKEHOr0
BMPOGHMKA - NOAAHHS OHOB/IEHOTO cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2006-172-Rev 02 ans Aito4oi peyoBrHN
Glimepiride Big, BXe 3aTBepA)KEHOro BUPOGHNKa,
AK HAcNifoK 3MiHa Ha3BK BnacHuka CEP Ta 3miHa
Ha3BW BUPOGHMYOT AinsHku 3 Glenmark
Pharmaceutical Limited, IHgjs Ha Glenmark Life
Sciences Limited, IHgja. 3miHy | TUNY - 3MiHK 3
akocTi. CepTucpikaT BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOB/IEHOrO cepTudikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; nns
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n/n

JliKapcbKO20

Hassa

3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BMXigHOro Martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; Ana 4ONOMIKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbki hapmakone) -
OHOB/EHWIA cepTUdikaT Bif yXe 3aTBEPAXEHOro
BMPOGHMKA - NOAAHHSA OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2006-172-Rev 01 ans gjto4oi pe4yoBrHN
Glimepiride Big, BXe 3aTBEpA)KEHOro BUPOBHYIKA,
AKWIA 3MiHMB Ha3By 3 Glenmark Generics Limited,
IHais Ha Glenmark Pharmaceutical Limited, IHAis1.
3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii
3aci6. CtabinbHICTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro
NiKapCbKOro 3acoby (36iNbLUeHHS TEPMIHY
npuaaTHOCTI TOTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi yNakoBKW (MiATBEPLKYETLCA AaHUMU
peasibHOro yacy) - 36i/bLIeHHS TEPMIHY
npuaaTtHocTi M3 (3aTBepMAXeHO: 2 poKw;
3anpornoHoBaHo: 3 poku). 3MiHN BHECEHi 40
IHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3gin "TepMiH
npuaatHocTi". 3MiHu | TUny - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL, /likapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
Me[MNYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3ac06iB nicns BHECEHHA TiET camoi 3MiHU Ha
pechepeHTHMI Npenapar (3mMiHa He NoTpebye
HafaHHSA XOAHNX HOBWX AOAATKOBUX JaHWX)-
3MiHM BHECeHi [0 iIHCTPYKLii 4N MegnyHoro
3aCcTOCyBaHHs NiKapCbKoro 3acoby y po3ginm

"MpoTrnoka3aHHs", "3acTocyBaHHA Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta fo3u", "TobiuHi peakwi"
BiANOBIAHO A0 iHopMmaL,i pechbepeHTHOro
nikapcbkoro 3acoby AMAPU/I®.

58.

META®OPA® -

SR

Tabnetku,
NPOJIOHroBaHoI A,
no 1000 mr no 10
TabneTtok y 6nictepi,
no 3 abo 6 6nictepis
y nauui

AT

"KNIBCbKWI

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KI/I'I'B(VZI:KI/II/I
BITAMIHHAW 3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MmiHu | TUNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKN
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa po3mipy cepil
(BKtOYAtOUM fiana3oH po3mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) -
BBE/IEHHS [0ATKOBMX PO3MIpIiB Cepii roTOBOro
nikapcbkoro 3acoby. 3aTBepakeHo: 1 333 yn. Ne
30 abo 667 yn. Ne 60. 3anponoHosaHo: 1 333 yn.
Ne 30 a6o 667 yn. Ne 60, 3 334 yn. Ne 30 a6o 1
667 yn. Ne 60, 6 667 yn. Ne 30 a6o 3 333 yn. Ne
60, 10 000 yn. Ne 30 a6o 5 000 yn. Ne 60

3a
peyermom

UA/18616/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
59. MIOA3O0/AM- PO3YUH A1 iH'EKLINA, Mictpan AHrnis BEM lnau CaH. Be Tik. TypeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/18463/01/01
BICTA 5 mr/mn no 15 wmr; no Kenitan A.C. 3MiHu | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKUi peyenmom
3 mn B amnyni; no 5 MeHeaXMeHT 3aci6. CtabinbHICTb. 3MiHa y TepMiHax
ammnys y KapTOHHIl Nimiteq npuaaTHocTi abo ymoBax 36epiraHHsl roTOBOro
KopooLi nikapcbKoro 3acoby (36iNbLUEHHS TepMiHY
NpUAAaTHOCTI FOTOBOrO /iKapcbKoro 3acoby) - Ans
TOProBOi yNakoBKW (MigTBEPLKYETLCA AaHUMU
peanbHOro vacy) - 36i/bLUEHHS TEPMIHY
nNpuAaTHOCTI FOTOBOrO NiKAPCLKOro 3acoby 3 3
pOKIiB A0 4 pOoKiB, LLO NiATBEPAKYETLCA AaHMU
CTabiNbHOCTI peasibHOro yacy. 3aTBepaKeHo:
TepMiH NpugaTtHocTi: 3 poku. 3anpornoHOBaHO:
TepMiH NpMAATHOCTI: 4 POKK
60. MIAA30/AM- PO3YUH AJ151 iH'EKLLINA, MicTpan AHrnis BEM Inay CaH. Be Tik. TypeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/18463/01/02
BICTA 5 mr/mn no 50 mr; no Kenitan A.C. 3MiHu | TMNy - 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkni peyenmom
10 mn B amnyri; no MeHeKMeHT 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
5 aMnyn y KapTOHHilA NimiTen npuaaTtHocTi abo ymoBax 36epiraHHsi roTOBOro
Kopoo6ui NiKapcbKoro 3acoby (36iMbLUEHHS TEPMIHY
npuaaTHOCTI TOTOBOrO Jlikapcbkoro 3acoby) - [Ans
TOProBOi yNakoBKW (MiATBEPLKYETLCA AaHUMU
peasibHOro yacy) - 36iMbLUEHHA TEPMIHY
npuAaTHOCTI FOTOBOrO NikapcbKoro 3acoby 3 3
POKiB A0 4 poKiB, WO NIATBEPAKYETLCA AaHUMU
CTabiNbHOCTI peasibHOro Yacy. 3aTBepAKeHo:
TepMiH NpuaaTHOCTI: 3 poKK. 3anponoHOBaHO:
TepMiH NpuMAATHOCTI: 4 poKu
61. MIKCTAPA® 30 cycneHsis gns A/T Hoeo [aHis Brpo6HuMK [Lanis/ BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/2682/01/01
HM iH'ekyiin, 100 MO/mn; Hopgaick Hepo3hacoBaHoOro PpaHuin 3MiHu | TURY - 3MiHN Wopao 6e3nekn/edieKTUBHOCTI peyenmom

no 10 mn y donakoHi;
no 1 donakoHy B
KapTOHHIA Kopoo6Li

NPOAYKTY, HaNOBHEHHSA B
h1akoHW, NepBUHHA
ynakoBKa, KOHTPOSIb AKOCTI
Ta BignoBifanbHWIA 3a
BMNYCK Cepiil KiHLEeBOro
npoaykty: A/IT HoBo
Hopgaick, faHisi; BUpo6HuK
NpPOAyKLii 32 NOBHUM
uukiom: Hoso Hopgick
MpogatokcboH CAC,
®paHLis; BUpobHuk ans
MapKyBaHHs Ta yrnakoBKu
(oNakoHiB, BTOPUHHOIO
nakyBaHHs: A/T Hoso
Hopgick, daHis

Ta hapmakoHarnsagy (iHwi 3miHn) - 3MiHW BHECEHO
00 IHCTPYKUiT AN MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3zinis "OcobnmsocTi
3acTocyBaHHs", "Mo6ivHI peakuii” LWOA0 pU3NKY
PO3BUTKY AiNoAMCTpodii Ta aminoifgosy Lukipu
BiANOBIAHO A0 pekomeHaauin PRAC EMA. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicALiB nicns
3aTBepmKeHHs. 3miHu Il Tuny - 3MiHn Wwoao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHM Y KOPOTKill XapakTepucTuLi NikapCcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeJIMYHOro 3aCTOCYBaHHA Y 3B’AA3KY i3 HOBUMMU
OaHuMK 3 KOCTI, AOKAIHIYHUMU, KAIHIYHUMKN
JaHvMK Ta fjaHumuy 3 hapmakoHarnsagy - 3miHm
BHECeHO 10 IHCTpyKLii Ana MeanyHoro
3acToCyBaHHS NikapcbKoro 3acoby [0 po3ainis
"Oco6anBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHA Ta [03u" BignoBigHo A0 iHdhopMaui,
LLIO MICTUTbCSI B KOPOTKIll XapakTepucTumLi
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
npoTAarom 6 MicAUiB NicNsa 3aTBEPAKEHHS.
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
62. MINAPAKOP- PO3YUH A1 iH'EKLINA, ToBapucTBO 3 YkpaiHa ToBapnCTBO 3 0OMEXEHOID YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/12536/01/01
HOBO®APM 100 mr/mn; no 5 mn 06MeXeHo BignoBiganbHICTIO (hipma 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
y donakoHi; no 5 BiANOBIga/IbHI "Hosodthapm-BiocnHTes" BMPOGHWYOI AiNbHUL (BKNHOYAKUN [iNbHAL ANS
h1aKoHIB y cTio chipma A®I, npomiXHOro NpoAyKTy abo rotoBoro
KOHTYPHil "HoBodhapm- nikapcbKoro 3acoby, AinbHULI 415 NPOBeAEeHHS
YapyHKOBIi BiocuHTes" nakyBaHHs, BUPO6HWKa, BifNOBifa/IbHOTO 3a
ynakoBsLi; no 1 a6o BUMYCK CepiiA, MicLie NPOBEeAEHHS KOHTPOSIIO cepii)
Nno 2 KOHTYpPHi ab0 nocrtavyasibHMKa BUXiAHOTO MaTepiany,
YapyHKOBI ynaKoBKu peareHTy abo AONOMDKHOI PEYOBUHY (SIKLLIO
B nauu, 3a3Ha4yeHo y A0CbE) - BunyyeHHs BupobHunka Ad|
mMenbaoHito CHINA CHEM CO. LTD, KuTaii.
3arBepmkeHo: MenbaoHii 100 mr (CHINA CHEM
CO. LTD, Kurtaii, Chemrio International Limited,
KuTaii), 3anponoHoBaHo: MenbaoHiii 100 mr
(Chemrio International Limited, Kutait)
63. MOHTENYKACT- | Tabnetku, BKpUTI TOB "TeBa YkpaiHa TOB TeBa OnepeiiwH3 Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/12439/02/01
TEBA NNiBKOBOIO YkpaiHa" MonaHpg 3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii peyenmom
060n10HKot0, No 10 3aci6. 3miHM y BUpoOHULTBI. 3MiHa po3mipy cepii
Mr, No 7 TabneTok y (BKtOYAtOUM fiana3oH po3mipy cepii) roToBoro
6nictepi; no 4 nikapcbKoro 3acoby (36inbweHHs go 10 pasis
6nictepu B MOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) -
KapTOHHIA KOopoo6Li BBE/EHHSA A0AATKOBOro po3mipy cepii NN13 - 1 900
000 Tabnetok. 3arBepmxeHo: 480 000 TabneTtok,
950 000 TabneTok. 3anponoHoBaHo: 480 000
TabneTok, 950 000 Tabnetok, 1 900 000 TabneTok
64. MYKO/NBAH PO3YUH AJ1s1 iH'EKLLINA, ToBapucTBo 3 YkpaiHa KOHTPONb SKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/0713/01/01
7,5 mr/mn no 2 mn B 06MexeHo cepii: 3miHa 3asBHMKa (BNacHvKa peecTpauiiHoro peyenmom
amnyni; no 5 amnyn BignoBigasIbHi ToBapuCTBO 3 0OMEXEHOID noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
y nauyLi 3 KapToHy; CTH0 BIANOBIA&/IbHICTIO Ne 460). BBeeHHSI 3MiH MPOTAroM 6-Tu MicALiB
no 2 M1 B amnyni; "®bapmaueBTu "focnigHnin 3aBof nicnsa 3aTBepmXeHHs. 3MiHu | Tuny - 3miHn Wwoao
no 5 amnyny YyHa KommnaHis "rHUnC, 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
6nictepi; no 1 "3po0pos'a" YkpaiHa,; BBeneHHs1 ab0 3MiHM A0 y3arasibHEHUX JaHKX Npo

6nictepy y nauui 3
KapToHy

BCi cTagii BUpO6HMLTBA,
KOHTPOJb AKOCTi, BUMYCK
cepii:
ToBapnCTBO 3 0GMEXEHOID
BifNOBiAA/IbHICTIO
"®apmaueBTuyHa
KoMnaHis "310pos'a”,
YKpaiHa

cucTemy chapmakoHarnsgy (BBefeHHs
y3aras/ibHeHUX faHnx Npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa
[ANA 3iiCHEeHHs dhapMakoHarnsay B YKpaiHi, AKLLo
BOHa BiMiHHa Bif, yNOBHOBaXKeHOI 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHA dapmakoHarnsgy
(BK/IIOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOi 0cobu
3as1BHVKA, BignoBigaibHOI 3a hapmMakoHarnsg.
[itoua pepakuisn: MnakciHa Onexa
BonogvmupisHa. MponoHoBaHa pefakuis:
LLleBueHKo OneHa IropiBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XEHOI 0CO6M 3asBHIKa,
BignoBiga/bHOI 3a 3AiACHEHHS] hapMaKoHarnsay.
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
65. HATPIO po3uuH ANns iHgysiii, | ToBapucTso 3 YkpaiHa ToBapnCTBO 3 0OMEXEHOID YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/8438/01/01
xnoeupg 9 mr/mn, no 100 mn 06MeXeHo BignoBiganbHICTIO (hipma 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
a6o 200 mn, abo BiANOBIga/IbHI "Hosodthapm-BiocnHTes" BMPOGHWYOI AiNbHUL (BKNHOYAKUN [iNbHAL ANS
250 mn, a6o 400 mn, cTio chipma A®I, npomiXHOro NpoAyKTy abo rotoBoro
a6o 500 mny "HoBodhapm- nikapcbKoro 3acoby, AinbHULI 415 NPOBeAEeHHS
nnswkax; no 250 mn BiocnHTes" nakyBaHHs1, BUPOGHWKa, BifNoBigabHOro 3a
ab6o 500 mn, abo BUMYCK CepiiA, MicLie NPOBEeAEHHS KOHTPOSIIO cepii)
1000 mn y naketax ab0 nocrtavyasibHMKa BUXiAHOTO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHY (SIKLLIO
3a3Ha4yeHo y A0CbE) - BunyyeHHs BupobHunka Ad|
Hatpito xnopugy (Akzo Nobel Salt A/S (Ak3o
Ho6ens Cont A/C), [aHis, esco - european salt
company GmbH & Co. KG (ecko - toporieH cont
KoMnaHi F'm6x eHg, Ko. KI), HimeuyuunHa).
3aTtBepmkeHo: Hatpito xnopug - 9 mr
(Salinen Austria AG, AcTpisi, Akzo Nobel Salt
A/S, JaHis, esco - european salt compane GmbH
& Co0.KG, HimeyurHa). 3anponoHoBaHo:
Hartpito xnopug - 9 mr (Salinen Austria AG,
ABCTpist)
66. HATPIO PO3YNH A5 iH'EKLIN, MpuBatHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/13557/01/01
xnoeuna 9 mr/mn, no 5 mn B akujioHepHe TOBapUCTBO "“JleKxiM- 3MiHu | TUnYy - 3MiHK 3 akocTi. CepTudikaT peyenmom
amnyni; no 10 TOBapuCTBO Xapkis" BignosigHocTI/I E-cepTudikar BignosigHoCTi
amnyn y nayui 3 "Nlekxim- €Bponeiicbkil thapmakonei/moHorpadii. MogaHHA
KapToHy 3 Xapkis" HOBOro abo OHOB/IEHOTO cepTudiikata
neperopogkamu; no Bi4NOBIAHOCTI ab60 BUYYeHHs cepTudikaTa
5 mn B amnyni; no 5 BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: gns
amnyn y 6nictepi; no A®I; ans BMXigHOro
2 6nictepun y nayui 3 mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
KapToHy; no 5 mn B BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
amnyni; no 100 [OMOMIKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
amnyn B Kopobui 3 €Bponeiicbkili hapmakonei) - OHOBNEHW
neperopogkamu; no cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHWMKa -
10 mn B amnyri; no noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
10 amnyn y nayui 3 €Bponeiicbkili hapmakonei Ne R1-CEP 2008-105 -
KapTOHY 3 Rev 02 (3atBepmxeHo: R1-CEP 2008-105 - Rev
neperopozkamu; no 01) ona A®I HaTpilo xnopuay Bif Bxe
10 mn B amnyni; no 3aTBEPKEHOr0 BUPOGHYMKA Y 3B'A3KY 3i 3MiHO
5 amnyn y 6nictepi; HalilMeHyBaHHs BnacHuka ceptudikary
no 2 6nictepu y
nauLi 3 KapToHy; No
10 mn B amnyni; no
100 amnyn B
Kopobui 3
neperopogkamu
67. HEOIreEMO/JE3 pO34uH ANA iHdy3il ToBapucTBO 3 YkpaiHa ToBapuCTBO 3 0OMEXEHOID YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/9724/01/01
no 200 mn, a6o no 06MmexXeHo BignoBigasbHICTIO thipma 3MiHY | TUNY - AGMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
250 mn, ab6o no 400 BiANOBIga/TbHI "Hosodchapm-BiocnHTes" BMPOGHWYOI AinbHML (BKNHOYAKUN LinbHNL ANS
M1, abo no 500 mn y CTH0 hipma A®|, NpomidXXHOTo NPoAYKTY abo roToBoro
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

nnadwkKax

"HoBodhapm-
BiocnHTe3"

nikapcbKoro 3acoby, AibHNL AN NPOBEeAEHHS
nakyBaHHs1, BUPOBHWKaA, BifNoBiganbHOro 3a
BUMYCK Cepili, MicLie NPOBELEHHS KOHTPOSIO cepii)
abo noctavasibHMKa BUXiAHOrO MaTepiasy,
peareHTy abo AOMOMKHOT pe4YoBUHY (SIKLLO
3a3HaYeHO Y OCbE) - BUSTyYEHHST BUPOOHMKa ADI
nosigoHy (TOB «AK CiHTBiTa», Pocilicbka
depepauis, International Specialty Products (ISP
Technologies Inc.) (IHTepHewHn CnewwmnanTi
Mpopgaktc (Ali-Ec-Mi TekHonomkuc, IHk.), CLLUA),
HaTpito xnopugy (esco - european salt company
GmbH & Co. KG (ecko - topornieH conTt KoMnaHi
'M6x eHg Ko. KI), HimeuunHa), kanito xnopugy
(BAT «BocTokBIT», Pociiicbka ®efepadisi).
3areepmxeHo: MNosigoHy (TOB «AK CiHTBiTa»,
Pocilicbka ®epepauis, International Specialty
Products (ISP Technologies Inc., CLWWA, BASF SE,
HimeuuunHa) Hatpito xnopug (Salinen Austria AG,
ABCTpisi, esco - european salt company GmbH &
Co. KG (ecko - toponieH cont komnaHi FTM6x eHp,
Ko. KI), Himeuuunna) Kanito xnopug, (BAT
«BocToksiT», Pocilicbka ®egepauis, Macco
Organiques, s.r.o., Yecbka pecnybnika).
3anponoHosaHo: MosigoHy (CLUA, BASF SE,
Himeuumna) Hatpito xnopug (Salinen Austria AG,
AscTpist) Kanito xnopug (Macco Organiques, S.r.0.,
Yecbka pecny6ika)

68.

HEOMIUWH

aepo3osb Ans
3aCTOCyBaHHs Ha
LUKIpY, CyCneH3is,
11,72 mr/r;no 16 1
abono32r
cycneHsii B
aepo30/1IbHOMY
6as1oHi 3 KnanaHom
Ta
pO3nuBabHOK
r0O/10BKOIO 3
nosinponisieHoBNM
KOBMaykom; no 1
GasIoHy B KapTOHHIlA
Kopoo6ui

TapXOMiHCbKM
|7|
thapmaveBTuy
HWIA 3aBOA,
"Monbha" AT

Monba

TapXOMiHCbKWiA

chapmaueBTUUHWIA 3aBOf,

"Monbgpa" AT

Monbwa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNY - 3MiHKM 3 aKkocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUIYyYeHHSs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®l; onsa BUXigHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
€Bponeiicbki hapmakonei) - OHOBMEHW
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANoBiAHOCTI
€sponeiicbkin hapmakonei Ne R1-CEP 1999-184 -
Rev 03 (3aTBepmkeHo: R1-CEP 1999-184 - Rev
02) ana A®| HeomiuuHy cynbaTy Bif BXe
3aTBepaxeHoro Bupo6Hnka PHARMACIA &
UPJOHN COMPANY, USA, Ta, siKk Hacnigok,
YTOUHEHHS y afipeci Ta Ha3Bi BUPOOHUKa (CTano:
PHARMACIA & UPJOHN COMPANY LLC, USA).

3a
peyenmom

UA/15600/01/01

69.

HE®POTEKT

PO34MH ANns iHQY3iid;

dpeseHiyc

HimeyunHa

PpeseHiyc Kabi ABcTpis

ABCTpIs

BHECEeHHS 3MiH 10 peecTpauiiHux maTtepianis:

3a

UA/10733/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

no 250 mn a6o no
500 M1y dhN1akoHi;
no 10 chnakoHiB y
KapTOHHI/ Kopoo6Li

Kabi
Hoiunang
M6X

m6X

3MmiHu | TUNY - 3MiHK 3 SKOCTI. FOTOBMIA NiKAPCbKNI
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHW Y npoueci
BMPOGHULITBA rOTOBOTO NiKapPCbKOro 3acoby,
BK/TO4AI0UY MPOMIXKHUI MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOrO
nikapcbKkoro 3acoby (iHwWi 3MiHW) - BHECEHHS 3MiH
40 p.3.2.P.3.3 Onuc Bupo6H1yoro npotecy Ta
KOHTPOJII0 Npouecy BUPOGHULITBA, a caMe- 3MiHa
yacis 36epiraHHs NPOMDKHOrO MPOAYKTY.
3arBepaKeHo:
3.2.P.3.3 Onuc BUpo6HMYOro npotecy Ta
KOHTPO/IO npoLiecy BUpo6HULTBA
(2) MpurotyBaHHA Hepo3thacoBaHOro pPo3ynHy
(bulk solution)
Po3uunH 36epiratoTe B aTMocdepi a3oTy He AoBLUE
12 roAvH y HakonnyyBasibHOMY pe3epByapi i He
[o0BLUe 4 rofnH Y HanoBHIOBa/IbHOMY pe3epByapi.
3anponoHoBaHo:
3.2.P.3.3 Onuc Bupo6HUYOro npotecy Ta
KOHTPO/0 NpoLecy BUPO6HNLTBA
(7) Yacw 36epiraHHs
MoyaTok NPUroTyBaHHA- KiHeLb TPaHCMOPTYBaHHS:
<12 rogunH
MouaTok TpaHCNOPTYBaHHSA — KiHELb HANMOBHEHHS:
< 42 rognH
MoyaTok HanoOBHEHHS (Ha cepilo aBTok1aBa -
noyaTok aBTOK/1aByBaHHA (Ha cepito aBToKNasa) :
< 8 roguH

peyernmom

70.

HIMENT AH

Tabnetku no 100 wr,
no 10 TabneTtok y
6nictepi; no 1 a6o 3,
ab6o 10 6nicTepiB y
KOpOO6Lii 3 KapTOHY

TOB
"ACTPA®APM

YKpaiHa

TOB "ACTPA®APM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TUnY - 3MiHK 3 AKOCTi. FoTOBMIA NiKAPCbKNI
3aci6. 3miHM y BUpo6HULTBI. 3MiHa po3mipy cepii
(BKKOYAtOUM Aianas3oH po3Mipy cepii) rotToBoro
nikapcbKoro 3acoby (36inbLweHHs go 10 pasis
MOPIBHSAHO i3 3aTBEPKEHUM PO3MIpPOM) -
BBEJEHHS 4,04aTKOBOro po3mipy cepii 3.
3aTBepXeHo:
TeopeTnyHuiA po3mip cepii:
110 000 OAN3
OuikyBaHuii po3mip cepii:
100 000 OAN3
10 000 Ne10 (10x1)
3 333 Ne30 (10x3)
1 000 Ne100 (10x10)
3anponoHoBaHo:
TeopeTnyHuii po3mip cepii:
110 000 OAN3
OuikyBaHuii po3mip cepii:
100 000 O4N3
10 000 Nel10 (10x1)
3 333 Ne30 (10x3)

3a
peyenmom

UA/9759/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

1 000 Ne100 (10x10)

Ta
TeopeTnyHWii po3mip cepii:
525 000 O4N3
OuikyBaHuii po3mip cepii:
500 000 O4N13
50 000 Ne10 (10x1)

16 666 Ne30 (10x3)

5 000 Ne100 (10x10)

71.

HI®YPOKCA3NA

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, M0 200
mr no 10 TabneTtok y
6nictepi, no 1 a6o 2
6nictepu B nauuj

MAT
"KviBmegnpen
apat”

YkpaiHa

MAT "Kvismegnpenapart”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Wonao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy (iHwi 3miHn) - BeBegeHHs
a/lbTEPHATUBHOIO TEKCTY MapKyBaHHS NiKapCbKoro
3acoby ans ynakokv NelO nofaTkoBoO A0 BXe
3aTBEPKEHOr0 TEKCTY MapkyBaHHs. BBefeHHs
3MiH NPOTAroM 6-TW MICALB Nic/1A 3aTBEPAKEHHS.

3a
peyenmom

UA/1370/01/01

72.

HILEPIO/1IH

TabneTkn, BKpUTI
060/10HKO0, M0 10
mr no 10 TabneTtok y
6nictepi; no 3
6nictepu B nayuj

NAT
"Tannudapm”

YKpaiHa

MAT "Tanuuchapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 AKOCTi. FoTOBUIA NiKAPCbKNI
3aci6. KOHTpOonb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTogax BUNpobyBaHHA roTOBOrO
NiKapcbKoro 3acoby (He3HauyHa 3miHa y
3aTBEPMKEHNX METOAaX BUNPOGYBaHHS) -
He3HauHi 3MiHM B MeToZax KoHTposto /13 3a
nokasHukamm «OAHOPIAHICTb A030BaHNX
OAMHULBY», «PO3YNMHEHHS», «CTOPOHHI AOMILLKM»
Ta «KinbKicHWiA BMiCT», a came: ®apmakoneinHuii
CcTaHAapTHUI 3pa3ok (©C3), wo
BUKOPWCTOBYETLCA [/19 MPUTOTYBaHHA PO3UMHIB
NOPIBHAHHSA, NMPOMNOHYETLCA 3MiHUTK Ha PC3/PC3,
LLIO Bignosigae 3arasnbHiin MoHorpadii APy 5.12
CraHfapTHi 3paskun

3a
peyenmom

UA/5252/01/01

73.

HOBOCTE3VH

PO34MH ANA iH EKLNA,
no 2,5 mr/mn no 200
M/ Y NAsILIKaX

ToBapucTso 3
0bMexeHo
BignoBigasIbHi
cTHo thipma
"HoBoghapm-
BiocnHTes"

YkpaiHa

ToBapuCTBO 3 OOMEXEHOID
BiAMOBiga/bHICTIO thipma
"HoBodhapm-biocuHTes"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis:
3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AiNbHNL (BKIKOYAKUN AiNbHAL ANS
A®I, npomiXHOro NpPoayKTy abo rotoBoro
niKapcbKoro 3acoby, AiNbHULI A/151 NPOBEAEHHS
nakyBaHHs, BUPOGHUKa, BifMOBIAaIbHOMO 3a
BUNYCK Cepili, MicLie NPoBefEHHS KOHTPOSIO cepii)
ab0 nocTtavasibHMKa BMUXiAHOTO MaTepiany,
peareHTy abo AOMNOMIKHOT pe4YoBUHY (SIKLLO
3a3HaYeHo Y A0CbE) - BunyyeHHsa BUpo6Huka API
6yniBakaiHy rigpoxsopugy Shandong Hualu
Pharmaceutical Co., Ltd., Kutaii. 3atBepxeHo:
Bynisakainy rigpoxnopugy (Excella GmbH & Co.
KG, HimeuunHa, Shandong Hualu Pharmaceutical
Co., Ltd., KuTait). 3anponoHoBaHo:
Bynisakainy rigpoxnopugy (Excella GmbH & Co.
KG, HimeuyumHa)

3a
peuyenmom

UA/15457/01/02

74.

HOBOCTES3UH

PO34YMH ANS iH EKLj,

ToBapucTso 3

YKpaiHa

ToBapucTBO 3 06MEXEHOID

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis:

3a

UA/15457/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
no 5 mr/mn; no 5 mn obmexeHot BiANOBiAaNbHICTIO thipma 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyueHHs peyenmom
y thnakoHax; no 5 BignoBigasbHi "HoBodhapm-biocuHTes" BUPOBHNYOT AiNbHULI (BKIOYAOUN AiNbHULI A5
h1aKoHiB y cTiO chipma A®I, npomixXHOro NpPoAyKTy abo rotoBoro
KOHTYPHIl "HoBodhapm- nikapcbKoro 3acoby, AibHNL AN NPOBEeAEHHS
YapyHKOBIl BiocuHTes" nakyBaHHs1, BUPOBHWKaA, BifNoBiganbHOro 3a
ynakosLij; no 2 BUMYCK Cepili, MicLie NPOBELEHHS KOHTPOSIO cepii)
KOHTYPHi YapyHKOBI abo noctavasibHMKa BUXiAHOrO MaTepiasny,
ynakoBKM B nauj 3 peareHTy abo AOMOMIKHOT pe4YoBUHY (SIKLLO
KapToHy; no 10 mn 3a3Ha4yeHo y A0ckeE) - BunyueHHs BupobHunka Ad|
abo 20 mny 6yniBakaiHy rigpoxnopugy Shandong Hualu
dhnakoHax; no 5 Pharmaceutical Co., Ltd., Kutaii. 3aTBepxeHo:
onakoHIiB y ByniBakaiHy rigpoxnopugy (Excella GmbH & Co.
KOHTYPHIl KG, HimeuunHa, Shandong Hualu Pharmaceutical
YapyHKOBIl Co., Ltd., KuTait). 3anponoHoBaHo:
ynakoBLi; no 1 ByniBakaiHy riapoxnopugy (Excella GmbH & Co.
KOHTYPHIl KG, HimeuuunHa)
YapyHKOBIll yrnakoBLi
B Nayuj 3 KapTOHY
75. HOBOCTE3VH PO34YUH A1 iH'EKLIN, ToBapucTBoO 3 YkpaiHa ToBapuCTBO 3 0OGMEXEHOID YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/15582/01/01
CHNIHAN XEBI 5mr/Mnno 4 mny 06MeXeHo BignoBigasbHICTIO thipma 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
thnakoHax; no 5 BiANOBIga/TbHI "Hosodchapm-BiocnHTes" BMPOGHWYOI AinbHML (BKNHOYAKUN LiNbHAL ANS
h1aKoHIB y cTio chipma A®I, npomiXHOro NpPoAyKTy abo roToBoro
KOHTYPHIl "HoBodhapm- niKkapcbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
YapyHKOBI BiocuHTes" nakyBaHHs, BUPOGHWKa, BiAMNOBifa/IbHOTO 3a
ynakosui; no 1 BUMYCK Cepiid, MicLie NPOBeAEHHS KOHTPOSIO cepii)
KOHTYPHIl ab0 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
YapyHKOBIl yrnakoBLj peareHTy abo AONOMDKHOI PEYOBUHY (SIKLLIO
y nayui 3 KapToHy 3a3Ha4yeHo y A0CbE) - BunyyeHHs BupobHuka Ad|
6yniBakaiHy rigpoxnopuay Shandong Hualu
Pharmaceutical Co., Ltd., Kutain. 3atBepaxeHo:
6yniBakaiHy rigpoxsiopug B nepepaxyHky Ha
6e3B0AHY peyoBUHY 5Mr (BUpobHuK: Excella
GmbH & Co. KG, HimeuunHa, Shandong Hualu
Pharmaceutical Co., Ltd., Kutaii).
3anponoHoBaHo: byniBakaiHy rigpoxsiopuz B
nepepaxyHky Ha 6e3B04HY peqyoBuHy 5mr
(Bupo6HUKK: Excella GmbH & Co. KG, HimeyuunHa)
76. oniAaA HACIHHA onis, no 100 mny ToBapucTBO 3 YkpaiHa KOHTPONb SKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/3517/01/01
FAPBY3A donakoHi, no 1 06MEXeHOo cepii: 3MiHa 3asiBHMKa (BNacHMKa peecTpauiniHoro peuyenma
ch1akoHy B KOpOO6LLi BignoBigasIbHi ToBapuCTBO 3 0OMEXEHOID noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
3 KapTOHy; no 2,5 mn CTH0 BiANOBIAA/ILHICTIO Ne 460). BBeeHHS1 3MiH MPOTAroM 6-Tu MicALiB
abo 5 mny cawe, no | "dapmauestu "NocnigHuii 3aBog nicns 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHKn Wo40
20 cawe B Kopob6ui 3 YyHa KommnaHis "rHUnC, 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
KapToHY "3popos'a” YKpaiHa,; BBeneHHs1 ab60 3MiHM A0 y3arasibHEHUX JaHKX Npo
BCi cTagii BUpO6HMLTBA, cucTemy chapmakoHarnsgy (BBefeHHs
KOHTPO/b SIKOCTi, BUNYCK y3aras/ibHeHUX faHux Npo cucTemy
cepii: thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
ToBapuCTBO 3 0OGMEXEHOID BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnagy;
BifNOBiAA/IbHICTIO KOHTaAKTHOT 0CO6M 3 chapMakoHarnsay 3asiBHMKa
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
"®apmavueBTUYHa [ONA 34jiCHeHHs dhapMakoHarnsgy B YKpaiHi, Ko
KoMnaHis "3g0pos'a”, BOHa BiZIMiHHa BiJ, yNOBHOBaXKEHOI 0CO6Y,
Ykpaina BiZiNOBIAANbHOI 3a 34jiICHEHHS hapmakoHarnsay
(BK/IHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLLeHHi MacTep-chaiina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobu
3aABHVKa, BignoBiganbHOT 3a hapmakoHarnsg,
[itova pegakuis: MNnakciHa OneHa
BonognmupisHa. MponoHoBaHa pefakuis:
LLleByeHko OneHa IropiBHa. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXXEHOT 0CO6W 3asiBHYKA,
BiNOBiAA/IbHOI 3a 3liICHEHHS hapmakoHarnsgy.
77. OMATAAVH EKO | kpanni ouHi, po3unH, | BapliaBcbkuii Monbwa BapLuaBchbkuii MonbLa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/19029/01/01
1 mr/mn, no 5 mn hapmaueBTny hapmaLeBTMYHKI 3aBOS, 3MiHu | TUNYy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii peyenmom
PO3UMHY Yy HWI 3aBOS, Monbcha AT 3aci6. 3MiHM y BUpOOHULTBI. 3MiHM Yy npoueci
nonieTuaeHoBomy Monbcha AT BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby,
doNnakoHi- BK/IO4AK0UY MPOMIXHUIA NPOAYKT, L0
KpanesibHULj 3aCTOCOBYETLCA NPV BUPOBHMLTBI TOTOBOTO
MICTKiCTIO 5 M1 3 nikapcbKoro 3acoby (iHWi 3MiHK) - BHECEHHS 3MiH B
KPYLLIKOO 3 npoLec BUPOGHULITBA NiKapCcbKoro 3acoby,
rapaHTiiHum 30Kpema: BUNYYEHHS TEXHOMONYHOro Haawky 3%
Kinbuem, no 1 a6o 3 A®| (OnonaTtaguH) 3a paxyHoK onTumisaii
chnakoHn y BMPOGHNYOro NpoLecy roToBOro NPOAYKTY, AKUi
KapTOHHI KOpooLi (Hapgnnwok) 6yB BBEAEHWI NpU PO3PO6LL FOTOBOrO
NPOAYKTY.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
78. OPHI30N® pO34uH NS iHQy3il, NAT YkpaiHa MAT "Tanuudapm™ YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12227/01/01
5mr/mnno 100 mny | "lanuudapm" 3MiHu | TUNY - 3MiHK 3 IKOCTI. ToTOBUIA NiKapPCbKUi peyenmom

naswui; no 1
NNAWLI B nayuj

3aci6. Cuctema KoHTeliHep/3akynopoBabHuWi
3aci6. 3miHa napameTpiB cneuudikauiii Ta/abo
[OMYyCTUMMX MEX NEePBUHHOT YNakoBKy rOTOBOrO
niKapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHS 3MiH
[0 matepianiB peecTpauiiHoro Aocke, a came y p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3aci6: - n. «ApceH» ans NAawok (piakoHis)
CK/ISIHMX KOHTPOtoBaBCS (DiPMOI0 BUPOOHUKOM.
Ha nignpuemctsi MAT «annucapm» BUHUKIA
HEOOXiHICTb KOHTPO/IOBATN CaMOCTINHO M.
«ApceH». 3rigHo gjtovoro BugaHHa AdY 2.0, n.3.2.
«ApCeH» KOHTPO/IOETLCA 3a A0MOMOro aTOMHO-
abcopbuiiHoro cnektpomeTtpa (AAC) 3
TiApPUIbHOIO YCTAHOBKOK, OAHAK Ha NignpUEMCTBI
HasiBHWI1 aTOMHO-a6copbLiliHWi cnekTpomeTp
Analytik Jena nov AA300, sikuii He o6nagHaHui
riAPUIBbHOK YCTAHOBKOW, TOMY AaHy MeTOAUKY
afianTyBaTy 10 HAasBHOrO Ha MignpUeEMCTBI
aTOMHO-eMICIIHOro cnekTpomeTpa 3 iHAYKLiHO
3B’sA3aH0t0 nnasmoto AEC-I3IM ansa nposefeHHs
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

KOHTPO/IO apCeHy. - 3 MeTOK 3abe3neyeHHs
BXiZJHOrO KOHTPO/IIO NAALIOK 3a N. «TOBLYMHA
CTiHK/ Ta TOBLUMHA AHa» Ha NigNPUEMCTBI
3aKyrn/sieHo TOBLLMHOMEP, BiAMOBIAHO BUHMKNA
HeobXiAHICTb BHECTU 3MiHM B cneuudikauito, Wwoao
BUKOHAHHS KOHTPOJIO (Ha AaHuii Yac KOHTPOsb
NpoBOAUTb hipMa-BMPOGHWK); - NPUBEAEHHS M.
«ligponiTuyHa cTilikicTb» o Bumor AdY. CynyTHs
3MiHa - 3MiHu 3 siKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CurcTeMa KOHTelHep/3aKynoproBasibHUIA 3aci6.
3MiHa y MeTofax BUNPO6YBaHHA NepBUHHOT
yMakoBKM rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHK
y MeTofax BunpobyBaHb (BK/IOYaoum 3amiHy abo
[oflaBaHHs))

79.

OCMO/TAN®

PO34nH ANs iHdY3il
no 200 mn, 400 mny
nAsLWKax
(dbnakoHax)

TOB
"APTEPIYM
nTaor

YkpaiHa

NAT "Tannadpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MmiHu | TUNY - 3MiHKW 3 SKOCTi. FOTOBUIA NiKAPCbKN
3aci6. CucTeMa KoHTeliHep/3aKynoptoBasibHUA
3aci6. 3miHa napameTpis cneuudikauiii Ta/abo
[OMYCTUMMX MEX NEePBUHHOT YNakoBKy rOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHSA 3MiH
00 MaTepianiB peecTpauiiHoro focke, a came y p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynopoBasIbHUIA
3aci6 BHECeHi 3MiHU A0 cneumdikalii Ta MeToAis
KOHTPONIO 4115 NAAWOK (h1akoHiB) CKNSAHMX: 3a M.
«ApCeH» - MeTOANKY AN NPOBELEHHS KOHTPOSIO
apceHy afanToBaHO A0 HasiBHOTO Ha NiANPUEMCTBI
aTOMHO-EMICIIHOrO cnekTpomeTpa 3 iHAYKLiNHO
3B’s13aHO0 nnasmoto AEC-I3MM (mokasHmK
KOHTPONIOBABCA (PipMOI0 BUPOGHUKOM); 3a M.
«TOBLUMHA CTiHKM Ta TOBLLMHA AHa» Ha
niANPVMEMCTBI 3aKynjieHo TOBLYMHOMIp, BigNoBigHO
BMHUK/1A HEOOXIAHICTb BHECTU 3MiHU B
cneuudikaLiio, LWOA0 BUKOHAHHS KOHTPONO (Ha
[aHuni Yac KOHTPO/b NPOBOAUTL chipMa-
BUPOGHUK); - NpuBeAeHHA Nn. «ligponituuHa
CTikicTb» [0 BUMOT ®Y. CynyTHA 3MiHa - 3MiHM 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa Yy
MeTofax BUNPO6YyBaHHSA NEPBUHHOT yNaKoBKM
rOTOBOrO JliKapCbKoro 3acoby (iHLi 3MiHW Y
MeToAax BUNpobyBaHb (Bk/ItoYaoun 3amiHy abo
[oAaBaHHs))

3a
peyermom

UA/18256/01/01

80.

OCTEOrEHOH

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, M0 10
Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHI ynakosL,i

M'ep ®abp
MegnkameHT

PpaHuis

Mep ®abp MegnkameHT
MpoaakLH

PpaHuin

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/etPeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHn go
y3araslbHeHVX gaHux npo cuctemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cucteMy dpapmakoHarnsgy, amiHa
YNOBHOBaXKEHOI 0Co6M, BignoBiganbHOI 3a

3a
peyenmom

UA/2977/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa Ans 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0c06MW, BignoBifabHOI 3a
3[jiCHEeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTtep-aiina cuctemy papMakoHarnisay) -
3MiHa KOHTaKTHOT 0CO6U 3aABHUKA,
BiANOBIAabHOI 3a thapmakoHarnsag, B YkpaiHi.
[itoua pepakuis: Konomieub OneHa MukonaiBHa.
MponoHoBaHa pepfakuis: Bptoxoseup IprHa
BanepiiBHa. 3MiHa KOHTaKTHUX JaHWUX KOHTaKTHOT
0co6u 3as1BHMKA, BiANOBIAA/IbHOT 32 34iNCHEHHS
hapmMakoHarniagy B Ykpaii.

81.

MAHIFACTPO®

TabneTku
racTpopesnCTeHTHi
no 20 mr, no 7
TabneTtok y 6nictepi,
no 2 a6o 4 6nictepu
B KapTOHHIlA
Kopo6ui; no 14
Tabnetok y 6nictepi,
no 1 a6o 2 6nictepn
B KQpPTOHHI kopo6Li

CaHpo3
dapmachboTika

n3 a4

CnoBeHis

Jex papmauieBTMYHA
KoMnaHisi 4.4., CnoBeHis
(BUpO6HMLTBO "in bulk",
ynakoBka, TeCTyBaHHS,
BWMYCK Cepil; ynakoBka,

BUNYyCK cepii);
BMPO6HMUTBO "in bulk”,
yMakoBKa, TeCTyBaHHS:
I'eHBeoH Inak CaHali Be

TikapeT A.C., TypeuuunHa;

TeCTyBaHHS:

C.K. CaHpo3s C.P.J1.,

PymyHis

CnoseHis/
TypeuunHa/
PyMyHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecy Micus
NpPOBaf)KEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoyaum
AOinbHULI BUNYCKY cepii abo micLe NpoBefeHHs
KOHTPO/IO AKOCTI. (ZisNIbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOpTEp, He BK/IOYaKUM BUMYCK Cepiid)
- 3MiHa Ha3Bu Ta agpecu BUpo6Huka M3
(B1po6HMLTBO "in bulk", ynakoBka, TeCTyBaHHS),
6e3 3MiHN MicLA BUPOGHMLTBA: 3aTBEpAXEHO:
CaHpo3 Inak CaHali Be TikapeT A.C., TypeuunHa /
Sandoz llac Sanayi ve Ticaret A.S., Turkey,
IHoeHlo Maxanesi, l'e63e MNnacTikuinep OpraHize
CaHaii bonresi, Atatypk Bynsapi 9. Kagae Ne 2,
'e63e — Kokaeni, 41400, TypeyuunHa / Inoenue
Mahallesi, Gebze Plastikciler Organize Sanayi
Boelgesi, Atatuerk Bulvari 9. Cadde No:2, Cebze-
Kocaeli, 41400, Turkey. 3anponoHoBaHo: eHBEOH
Inak CaHaii Be TikapeT A.C. / Genveon llac Sanayi
ve Ticaret A.S. IHoeHI0 Max., 'e63e MnacTikuinep
OCB Max. 9. Kagae Ne 2, 41400 Ne63e — Kokaeni,
TypeuuunHa / Inoenue Mah. Gebze Plastikciler OSB
Mah. 9. Cadde No:2, 41400 Cebze-Kocaeli,
Turkey

3a
peyermom

UA/13512/01/01

82,

MAHIFACTPO®

TabneTkn
racTpopesnCTeHTHi
no 40 mr, no 7
Tabnetok y 6nictepi,
no 2 abo 4 énictepn
B KapTOHHIi
Kopo6ui; no 14
TabneTtok y 6nictepi,
no 1 a6o 2 6nictepu
B KQPTOHHIli KopobLi

CaHpos
dapmacbioTika

n3 Aa.4a.

CnoseHis

Nek chapmaneBTNYHA
KomMmnaHis 4.4., CnoseHis
(BMpOGHMLTBO "in bulk",
ynaKkoBKa, TeCTyBaHHS,

BMNYCK CepiT;
ynakoBka, BUNyck cepii);
BMPOGHMLTBO “in bulk",
yNaKkoBKa, TeCTYBaHHS:
CaHpos lnak CaHaii Be
TikapeT A.C., TypeyyuHa;

CnoseHisa/
TypeuunHa/
PyMmyHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicuA
NPOBaKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BkIovaum
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOJO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBifae
BMPOGHMK/IMNOPTEP, HE BK/IOUAOUM BUMYCK Cepild)
- 3MiHa agpecu BupobHuka 13 CaHgos pyn
Carnuk YpyHnepi lnaknapi CaH. Be Tik. A.C. ,

3a
peyenmom

UA/13512/01/02
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
TeCTYBaHHS: TypeuumnHa (BMpo6bHMLTBO "in bulk”, TecTyBaHHs),
C.K. CaHpgos C.P.J1., 6€3 3MiHN MicLiA BUPOGHMLTBA: 3aTBEPXKEHO:
PymyHis; 'e63e OpraHizes IHgacTpian PerioH IxcaH Jene
BMPOGHMLTBO "in bulk", Kapae Ne 900. Cokak, TP-41480 e63e-Kokaeni,
TEeCTyBaHHS: TypeuuunHa / Gebze Organized Industrial Region
CaHgos N'pyn Carnvk Ihsan Dede Cadde No. 900. Sokak, TR-41480
YpyHnepi Inaknapi CaH. Gebze-Kocaeli, Turkey. 3anponoHoBaHo: [e63e
Be Tik. A.C., TypeyunHa OpraHisep IHpacTpian PerioH IxcaH dene Kagae
Ne900. Cokak TP-41400 'e63e-Kokaeni,
TypeuuunHa / Gebze Organized Industrial Region
Ihsan Dede Cadde No. 900. Sokak TR-41400
Gebze-Kocaeli, Turkey
83. MAHIFACTPO® TabneTku CaHpos CnoBeHis Nek chapmaveBTyHA CnoBeHis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/13512/01/02
racTpopesnCTeHTHI dapmacbioTika KoMmnaHis 4.4., CnoseHis TypeyunHa 3MiHY | TUNY - AQMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 40 mr, no 7 n3 a.4a. (B1po6HMLTBO "in bulk", HalilMeHyBaHHs Ta/abo agpecy Micus
Tabnetok y 6nictepi, yMakoBKa, TeCTYBaHHS, NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
no 2 abo 4 énicrepu BMNYCK Cepil; ynakoBka, roToOBOro NikapcbKoro 3acoby, BKIYaun
B KapTOHHIi BUMNYCK cepi); AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHSN
Kopo6ui; no 14 BMPOGHMLTBO "in bulk", KOHTPOJO SIKOCTI. (ZisNIbHICTb, 3a 5Ky BiAnoBigae
Tabnetok y 6nictepi, ynakoBKa, TeCTYBaHHS: BMPOGHMK/IMNOPTEpP, HEe BK/IOYAKUM BUMYCK Cepild)
no 1 a6o 2 6nictepn F'eHBeoH Inak CaHaii Be - 3MiHa Ha3BM Ta agpecun BMpPo6Huka M3
B KapPTOHHI Kopo6Li TikapeTt A.C., TypeuuuHa; (Bnpo6HMLTBO "in bulk", ynakoBka, TeCTyBaHHS),
TeCTyBaHHS: 6e3 3MiH1 Micusl BUpoOHULTBA: 3aTBEPIKEHO:
C.K. CaHpo3s C.P.J1., CaHpo3 Inak CaHaii Be TikapeT A.C., TypeyunHa /
PymyHis; Sandoz llac Sanayi ve Ticaret A.S., Turkey,
BMpO6HMUTBO "in bulk”, IHoeHt0 Maxanesi, 'e63e MNnacTikyinep OpraHise
TEeCTyBaHHS: CaHain bonresi, Atatypk bynsapi 9. Kagae Ne 2,
CaHgos N'pyn Carnvk I'e63e — Kokaeni, 41400, TypeuyumHa / Inoenue
YpyHnepi lnaknapi CaH. Mabhallesi, Gebze Plastikciler Organize Sanayi
Be Tik. A.C., TypeuunHa Boelgesi, Atatuerk Bulvari 9. Cadde No:2, Cebze-
Kocaeli, 41400, Turkey. 3anponoHoBaHo: eHBEOH
Inak CaHaii Be TikapeT A.C. / Genveon llac Sanayi
ve Ticaret A.S. IHoeHI0 Max., M'e63e MnacTikuinep
OCB Max. 9. Kagae Ne 2, 41400 Ne63e — Kokaeni,
TypeuuunHa / Inoenue Mah. Gebze Plastikciler OSB
Mah. 9. Cadde No:2, 41400 Cebze-Kocaeli,
Turkey
84. MAHIEH niocpinizat ana Acnipo ®apma IHais Acnipo ®apma flimiteq IHAis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/18545/01/01
PO34nNHY A5 iH'EKLRA Nimiteq TexHiuHy NOMUIIKY BUMPaB/IEHO B iHCTPYKLIT AnA peyenmom
no 40 Mr y donakoHi, MeAMYHOro 3aCTOCyBaHHA Ta TEKCTi MaKyBaHHS Ha
no 10 chnakoHiB y BTOPUHHI yNakoBL,i /likapCbKoro 3acoby.
Kopoobui 3aTBepAkeHo: AOMOMIKHA PEYOBMHA: ANHATPIIO
efetar, HaTpito rigpokeug, (418 kopurysaHHa pH).
3anponoHoBaHO: JOMNOMIXHI pEHOBUHW: ANHATPIIO
efieTar, HaTpito rigpokcug (415 kopuryBaHHs pH)
85. NMANABEPUHY PO34UH A5 iH'EKLLNA, ToBapucTBo 3 YkpaiHa KOHTPO/b SIKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6110/01/01
rigpoxnoprump 20 mr/Ma no 2 mn B 06MeXeHo cepii: 3MiHa 3asBHMKa (BNacHMKa peecTpauiiHoro peyenmom
amnyni; no 10 BignoBigasibHi ToBapuCTBO 3 06GMEXEHO noceigueHHs) (3rigHo Hakaly MO3 Big 23.07.2015
amnyn y nadui 3 CTH BifNOBiAA/IbHICTIO Ne 460). BBeiEHHS 3MiH NPOTAroM 6-T1 MicsLiB
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
KapToHy; No 2 MN B "®apmaueBTu "[locnigHuii 3aBog nicnsa 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn Wwoao
amnyni; no 10 YyHa KoMMaHis "rHuUnC, 6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy.
amnyn y 6nictepi; no "3popos's” YkpaiHa,; BBeneHHs1 abo 3MiHM A0 y3arasibHEHUX JaHKX Npo
1 6nicTepy B nauuj 3 BCi cTagii BUpO6GHMLTBA, cucTemy chapmakoHarnsgy (BBefeHHs
KapToHy KOHTPO/b SKOCTI, BUNYCK y3arasibHeHUX JaHux Npo cucTemy
cepii: hapmakoHarnsgy, 3miHa yrnoBHOBaXeHoi 0cobu,
ToBapuCTBO 3 0OGMEXEHOID BiANOBIAA/IbHOI 3a 34iiCHEHH:A dhapmakoHarnsgy;
BiANOBiA&/IbHICTIO KOHTaKTHOI 0cO6U 3 hapMakoHarnsay 3asBH/Ka
"®apmMaLeBThyHa [ANA 34iiCHEHHA dhapmakoHarnsgy B YkpaiHi, AKwo
KoMnaHis "3gopos'a”, BOHa BiIMiHHA BiZ, yNTOBHOBaXKEHOT 0CO6Y,
Ykpaina BiANOBIAA/ILHOI 3a 34iiCHEHHA papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3MiHa ynoBHOBaXXeHOoI 0cobu
3a8BHVIKa, BignoBifanbHOT 3a hapmakoHarnsag,
[itoua pegakuyisa: MnakciHa OneHa
BonogvmupisHa. MponoHoBaHa pefakuis:
LLleBueHko OneHa IropiBHa. 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXXEHOT 0CO6Y 3asiBHNKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA dapmakoHarnsgy.
86. NEr-®INCTUM PO3YNH A5 iH'EKLIN, TOB "3 YkpaiHa TOB "®3 "BIO®APMA" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15552/01/01
6 mr/0,6 mn; no 0,6 "BIO®APMA" 3MiHu |l TUny - 3MiHK 3 AKoCTi. [OTOBWIA Nikapcbknii | peyenmom
M (6 Mr) y 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
nonepeaHsL0 iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
HarnoBHEHOMY KOHTPOJTIO0 AKOCTi FOTOBOTO /1iKapCbKOro 3acoby
wnpuyi; no 1 (3amiHa abo foAaBaHHS AiNbHULI, Ha AKil
nonepeaHsL0 3[iCHIOETLCA KOHTPO/b AKOCTI/BUNPOBYBaHHSA
HarnoBHEHOMY cepii gns 6ionoriyHOro/iMyHOMOriYHOro
Lwnpuuy y énictepi; nikapcbKoro 3acoby, Ta 6yab-AKoi AifIbHUL, Ha
no 1 6nictepy B AKili 3aCTOCOBYETHCA GiONOMNYHWIA/IMYHONOTYHWIA
KapTOHHI kopo6uyj; MeToZ BUNpobyBaHHs) - BHeCeHHs 3MiH Jo
no 0,6 mn (6 mr) y p.3.2.P.3.1 BMpOGHUKK, a came - BUNyYEHHS
donakoHi; no 1 BMNPOGYBa/IbHOT NabopaTopil BigAiny KOHTPOsIO
chnakoHy y 6nictepi; skocTi TOB «BIO®APMA-IHBECT», y 3B'A3KY i3
no 1 6nictepy B NPUNVHEHHAM AiS/IbHOCTI Ta aTecTauieto
KapTOHHI/ KopoobLi BMNPOOGYBanbHOI Naboparopii BiaAiny KOHTPO0
akocTi TOB «®3 «6I0OPAPMA»
87. NMEHECTEP® TabneTkn, BKpUTI 3eHTiBa, K.C. Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6000/01/01
060/10HKOI0, N0 5 Mr Pecny6nika Pecny6nika 3miHa 3asBHMKa (BNacHvKa peecTpauiiHoro peyenmom

Ne 30 (15x2): no 15
TabneTtok y 6nictepi;
no 2 6nictepun y
KapTOHHIA Kopoo6Li

noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460). BBeeHHS1 3MiH MPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmXeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBeieHHs1 a60 3MiHM A0 y3arasibHeHUX JaHux Npo
cucTemy chapmakoHarnsgy (BBefeHHs
y3aras/ibHeHUX faHux Npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnagy;
KOHTaKTHOI 0co6u 3 chapmakoHarnagy 3asBHuKa
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

[ONA 34jiCHeHHs dhapMakoHarnsgy B YKpaiHi, Ko
BOHa BiZIMiHHa BiJ, yNOBHOBaXKEHOI 0CO6Y,
BiZiNOBIAANbHOI 3a 34jiICHEHHS hapmakoHarnsay
(BK/IHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLLeHHi MacTep-chaiina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobu
3aABHVKa, BignoBiganbHOT 3a hapmakoHarnsg,
[Litova pepakuin: Xogakiscbka TeTaHa
BsiuecnagiBHa. MNponoHoBaHa pefakuis: Jllogmuna
®ininosa, MD / Ludmila Filipova, MD. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobU,
BiANOBIAaUIbHOI 3a hapmakoHarnag. BeegeHHs
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi.
MponoHoBaHa pepgakuis: Amepi biona [hxecci.
BBefeHHs! KOHTAKTHMX JaHMX KOHTaKTHOT 0co6u
3asBHMKa, BiANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaliHi. 3MiHa 34iiCHEHHS1 OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnsgy. 3MiHa MiCLEe3HaX0MKeHHS
macTep-haiina cuctemun dpapmakoHarnsgy Ta moro
Homepa. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edhekTnBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHK) -

OHOB/IEHHA TEKCTY MapKyBaHHsS NEPBUHHOI Ta
BTOPVHHOT yNaKoBKM /TiKapCbKOro 3acoby.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALUiB nicns
3aTBEPKEHHS.

88.

NEPUHAONPUN-
TEBA

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO10, No 2,5
mr, no 30 TabneTok
Y KOHTeliHepi; no 1
KOHTEliHepy B
Kopoobui

TOB «TeBa
YKpaiHa»

YkpaiHa

AT dapmaueBTUUHNI
3aBog TEBA

YropwmHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKkTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neKkn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
NiKapcbKoro 3acoby B nicspeecTpauiinnii nepiog,
abo K pe3ynbTar OLiHKM 3BITY 3 JOCNIAKEHD,
npoBeAeHWX BignoBigHO A0 NnaHy negiatpuydHmnx
pocnigpkeHb (PIP) (iHwi 3MiHW) - 3MiHU BHECeHi A0
IHCTPYKUT 4719 MEANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
BiNOBIAHO 4O OHOBAEHOI iHGhOopMaLi Woao
6e3neku gjtoyoi pevyoBUHU. BBeAEHHS 3MiH
NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHu) - 3MiHU BHECEHI
[0 IHCTPYKLiT 415 MeANYHOro 3aCToCyBaHHS
NiKapcbKoro 3acoby y po3ginn "dapmakonoriyHi
BracTmBocTi", "Oco6/MBOCTi 3aCTOCYBaHHA" -
pefaryBaHHs TEKCTY PO3/iNiB 3rigHO 3 KOPOTKO

3a
peyenmom

UA/14919/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

XapakTepuCTUKOIO NiKapCbKoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/IA 3aTBEPAXEHHS.

89.

NEPUHAOMNPUN-
TEBA

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKOI0, M0 5 Mr,
no 30 TabneTok y
KOHTeliHepi; no 1
KOHTEliHepy B
Kopoo6ui

TOB «TeBa
YkpaiHa»

YkpaiHa

AT dapmaueBTUYHNI
3aBog TEBA

YropumHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHn | TUNY - 3MiHN Wopao 6e3nekn/ed)eKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIAKEHD,
npoBefeHnX BigNoBIAHO A0 NAaHy nefiaTpuyHmX
pocnipkeHb (PIP) (iHWi 3miHK) - 3MiHM BHECEHI f0
IHCTPYKL|i 415 MeAUYHOr0o 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ain “robivHi peakuii”
BiANOBIAHO 40 OHOBMEHOI iHChopMaLi Woao
6e3nekun gjtoyoi pevyoBnHU. BBeAEHHS 3MiH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eteKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHn) - 3MiHU BHECEHI
[0 IHCTPYKLiT 4159 MeANYHOro 3aCTOCyBaHHS
niKapcbKoro 3acoby y po3ainm "dapmakonoriyHi
BracTmsocTi", "Oco6/MBOCTi 3aCTOCYBaHHA" -
peparyBaHHS TEKCTY PO34iNiB 3riAHO 3 KOPOTKOH
XapakTepucTUKOIO NikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTArOM 6-TW MiCALB NiCNs 3aTBEPMAKEHHS.

3a
peyermom

UA/14919/01/02

90.

NEPUHAOMNPUN-
TEBA

TabneTku, BKPUTI
NNiBKOBOIO
o60n0Hkoto, no 10
mr, no 30 TabneTok
Y KOHTelHepi; no 1
KOHTeliHepy B
Kopoo6Li

TOB «TeBa
YKpaiHa»

YkpaiHa

AT dapmaueBTUUHNI
3aBog TEBA

YropumHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUnYy - 3MiHK Wono 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOBJ/IKOBAHOTO 3BITY 3 6e3neKkn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
NiKapcbKoro 3acoby B nicspeecTpauiinnii nepiog,
abo K pe3ynbTar OLiHKM 3BITY 3 OCNIAKEHD,
npoBeAeHVX BigNoBigHO A0 NnaHy nejiatpuydHmnx
pocnigpkeHb (PIP) (iHwi 3MiHW) - 3MiHU BHECeHi Ao
IHCTPYKUT 4719 MEAMYHOro 3aCTOCyBaHHA
nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
BiNOBIAHO 4O OHOBEHOI iHGhopMaL,i Woao
6e3neku gjtoyoi pevyoBuHU. BBeAEHHS 3MiH
NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta papmakoHarnagy (iHwi 3miHW) - 3MiHN BHECEeHi
[0 IHCTPYKUiT 415 MeANYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ain "dapmakonoriyHi

BN1ACTUBOCTI", "OCO6/IMBOCTi 3aCTOCYBaHHS" -

3a
peyenmom

UA/14919/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

peparyBaHHS TEKCTY PO34iNiB 3riAHO 3 KOPOTKOHD
XapakTepucTUKOIO NikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPMAKEHHS.

91.

NIMA®YLNH®

kpem, 20 mr/r; no 30
ry 1y6i; no 1 Ty6i B
KapTOHHI/ KopoobLi

YEMNTADAPM
ApuHaiimitten
b FM6X

HimeuunHa

Temmnep Itania C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHa 3asiBHMKa (B1lacHMKa peecTpaviiHoro
nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
Ne 460). BBeeHHSI 3MiH NPOTArom 6-T1 MicALUIB
nicns 3aTBeppKeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeefeHHs1 ab0 3MiHW A0 y3arasibHeHUX JaHux npo
cuctemy chapmakoHarnagy (BBegeHHs
y3araslbHeHVX gaHnx npo cucremy
hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 (hapMakoHarnsay 3asiBHuKa
[ONsa 3ajicHeHHs dhapMakoHarnsgy B YKpaiHi, KLLo
BOHa BifjMiHHa Bif, yNIOBHOBa)XeHOT 0co6H,
BiANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarnsay
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHI MacTep-chaiina cuctemm
hapmakoHarnisgy) - 3MiHa ynoBHOBaXXeHOI 0cobu
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[itova pegakuis: Berit Nautrup Andersen.
MponoHoBaHa pegakuis: Dr. Juliane Niessen-
Erkel. 3MiHa KOHTAKTHUX AaHVX YNOBHOBaXEHOI
ocobw, BignoBigabHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKA, BifgnoBigaibHOI 3a
hapmakoHarnsg B Ykpaini. [itoua pegakuis:
Benrep Jllogmuna AHaToniiBHa. MponoHoBaHa
pefakuisi: BiTkoBcbka TeTsiHa BiTaniiBHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHYKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg B Ykpaii.
3MiHa MicuA 34iICHEHHS OCHOBHOI AisNIbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLEe3HaX0MKeHHS
macTep-haiina cuctemu dpapmakoHarnsgy Ta moro
Homepa

6e3
peyenma

UA/4370/02/01

92,

NIMA®PYLNH®

cynosuTopii
BariHasibHi no 100
Mr; no 3 cynosutopii
y cTpuni; no 1 a6o
no 2 cTpunun y
KapTOHHIM nayu,i

YEMNTADAPM
ApuHaiimitTen
b M'M6X

HimeyunHa

Temmnep Itania C.p.n.

ITanisa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHa 3asBHMKa (BNacHMKa peecTpauiiHoro
nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
Ne 460). BBeieHHS1 3MiH NPOTAroM 6-Tu MicALUiB
nicns 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeegeHHs1 ab0 3MiHW A0 y3arasibHeHUX JaHux Npo
cuctemy chapmakoHarnagy (BBegeHHs
y3araslbHeHVX gaHux npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapMakoHarnsay 3asiBHMKa
0151 30JCHEHHSA dhapmakoHarnsay B YkpaiHi, Ko

6e3
peyenma

UA/4370/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BOHa BiIMiHHa BiJ, yNIOBHOBaXKEHOI 0C0o6Y,
BiANOBIAANLHOI 3a 34iiCHEHH:A papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3mMiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmMakoHarnagy) - 3MiHa ynoBHOBaXXeHOoI 0cobu
3a8BHVIKa, BigNoBifanbHOT 3a hapmakoHarnsag,
[itoua pegakuis: Berit Nautrup Andersen.
MponoHoBaHa pepakuis: Dr. Juliane Niessen-
Erkel. 3MiHa KOHTAKTHUX AaHWX YNOBHOBaXEHOI
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnfg. 3miHa
KOHTaKTHOT 0CO6M 3asiBHKKa, BifnoBiganbHOI 3a
hapmakoHarnag B Ykpaini. [itoya pegakuis:
Benrep /llogmuna AHatoniiBHa. MponoHoBaHa
pepaxuis: BiTkoBcbka TeTsaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6M 3as1BHMKA,
BiANOBIAabHOI 3a thapmakoHarnsg B YKpaiHi.
3MiHa MicuA 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
hapMakoHarnagy. 3miHa MicLe3Haxo4KeHHS
macTep-haiina cuctemu hapmakoHarnsgy Ta moro
Homepa

93.

NNASMOBEH®

pO3unH ANs iHQys3ild;
no 500 mny
donakoHi

MpAT
"®GapmaueBTu
YHa hipma
"AapHuus”

YkpaiHa

MpAT "dapmaveBTuyHa
thipma "AapHuua”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA (BK/THOYaoUK,
3a HeobXiAHOCTI, MicLe NPOBEAEHHS KOHTPOJTHO
sIKOCTi), ab0 BnacHuKka macTep-chaiina Ha A®l, abo
noctavanbHvka A®l/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (SKLLO
3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepaXeHoOMy
nocbe, abo BMPOOHMKA HOBOI AOMOMIXXHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y [AOCLE) - 3MiHA
HaliMeHyBaHHsi BUpo6HUka A®I HaTpito aueTaTy
TpurigpaTty, 6e3 3MiH1 afpecy NPOBaXKEHHS
AisnbHocTi. 3aTBepaxeHo: Dr. Paul Lohmann
GmbH KG, Germany 3anponoHosaHo: Dr. Paul
Lohmann GmbH & Co. KGaA, Germany

3a
peyermom

UA/17779/01/01

94.

MONIbKOPTO/IO
HTC

aepos3onb Ans
3acTocyBaHHSA Ha
LUKIpY, CycneHsis
(23,12 mr + 0,58
mr)/r,no 17,3 r
cycneHsii B
aepo30/1bHOMY
6asnoHi, no 1 6anoHy
Y KapTOHHiIli kopoobLi

TapXOMiHCbKK
n
thapmaveBTUy
HWIA 3aBOA,
"Monbha" AT

MonbLa

TapXOMiHCbKWiA

chapmaueBTUYHWIA 3aBOf,

"Monbgpa" AT

Monba

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI

€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBNEHOro cepTudpikata

BiA4NOBIAHOCTI ab0 BUYYeHHS cepTudiikaTa

BiANOBIAHOCTI EBponeiickkili hapmakonei: gns

A®l; ons BUXigHOro

marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo

BMKOPUCTOBYHOTbCS Y BUPO6HMUTBI API; ans

3a
peyenmom

UA/4559/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

[OMOMDKHOT peyoBMHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif yxe 3aTBepAXEHOro BUPOOHUKA -
NnoAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2000-075 -
Rev 05 (3aTBepaxeHo: R1-CEP 2000-075 - Rev
04) ana A®| TpmamMUUHONOHY aleToHIAy Bif, BXe
3aTBepKeHoro BUpo6Hrka Farmabios SpA, Italy.
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTi/ E-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana
[0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif ye 3aTBepAXeHOro BUPOOHUKa -
noAiaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkint hapmakonei Ne R1-CEP 2000-075 -
Rev 06 ans A®| TpuamunHONOHY aueToHiay Bif
BXE 3aTBepaKeHoro BnpobHuka Farmabios SpA,
Italy.

95.

NMPALAKCA®

Kancynu TBepai no
75 mr: no 10 kancyn
y 6nictepi; no 1 abo
3, abo 6 6nicTepiB y
KapTOHHI/ KopoobLi

BepiHrep
IHrenbxainm
IHTEpHeLHN

M6X

HimeyunHa

BepiHrep IHrenbxaimv
dapma M'mbX i Ko. KI

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeAUYHOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IIOBAHOIO 3BITY 3 6e3neKu NiKapCbKoro
3acoby, abo gocnimpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B MicnspeecTpaviliHvi nepios,
a60 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BigNOBIAHO A0 NNaHy negiaTpuyHmX
pocnigpxeHs (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OPraHom) - 3MiHu
BHECEHO 0 IHCTPYKUIA ANS MegUYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby (kancynm
TBepAi no 110 mr; no 75 mr) go po3giny "Mo6iyHi
peakuii" BignoBigHO A0 OHOBNEHOrO PSUSA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHS.

3a
peyenmom

UA/10626/01/01

96.

NMPAJAKCA®

Kancynu TBepai no
110 mr: no 10
Kancyn y énictepi;
no 6 6nictepis y
KapPTOHHIi KOpooOLyi

BepiHrep
IHrenbxainm
IHTepHeLwHN

X

HimeyunHa

BepiHrep IHrenbxainm
dapma 'mbX i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TURY - 3MiHN Wopao 6e3nekn/edieKTUBHOCTI
Ta chapmakoHarnsigy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro

3a
peyernmom

UA/10626/01/02
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o

3acoby yrnakoskKa) nocsi0O4YeHHs1
3aCTOCyBaHHSA Ha MifcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKu NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbKoro 3acoby B MicnsipeecTpaviliHvi nepios,
a60 AK pe3ynbTar OLiHKM 3BITY 3 JOCNILKEHD,
npoBefeHnX BigNoBIAHO [0 NNaHy negiaTpuyuHmX
pocnigpxeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OPraHom) - 3MiHu
BHECEHO A0 IHCTpyKUili Ans MegnyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby (kancynm
TBepai no 110 mr; no 75 mr) go po3giny "Mo6iuHi
peakuii" BignoBiaHO 40 OHOBNEHOrO PSUSA.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.

97. MPIOPUKC™ | niocpinizat gna nakcoCwmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 3a UA/13694/01/01
PRIORIX™ po34unHy ans anH EkcnopT BputaHis Bionoaxikans C.A. 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyueHHs peyenmom
KOMBIHOBAHA iH'exuil, 1 NimiTen BUPOBHNYOT AiNbHULI (BKNOYAOUN AiNbHULI A5
BAKUUHA ANnsA MOHOZ,030BWUI AdI, NpomiXHOro NpoaykTy abo rotoBoro
MPO®ITAKTUKUN | cdonakoH (1 gosa) 3 nikapcbKoro 3acoby, AibHNL AN NPOBeAeHHS
KOPY, niocpinizatom y nakyBaHHs1, BUPOBHYKaA, BifNoBigaNbHOro 3a
EMIAEMIYHOIO KOMMEKTi 3 BUMYCK CepiiA, MicLie NPOBEeAEHHS KOHTPOIO cepii)

NAPOTUTY TA PO34YMHHMKOM (BOAA abo noctavasibHMKa BUXiAHOrO MaTepiasny,
KPACHYXU ANs iH'eKUil) y peareHTy ab0 [ONOMiXHOI pe4OBUHY (SIKLLO
nonepeaHsL0 3a3HayeHo y Aocke) - BuganeHHs Bupo6HuYoi
HarnoBHEHOMY onepadii thiHaNbHOro NakyBaHHSA BOAW 4715 iH EKLLA
Lnpuui Ta Asoma B amnynax B 6yaisnax CRNAL ta CRNA2 Ha
rosikamy B KapTOHHIi AinbHuui CRNA, Fleurus, Belgium
Kopo6ui; 100
MOHOA,030BUX (1
[03a) o1aKkoHIB 3
niocpinizatom y
KOMM/EKTi 3
PO34YMHHMKOM (BOAA
ONs iH'eKuUiii) B
amnynax Ne 100 B
oKpeMmili ynakoBuyj; 1
MyNbTUA030BUI
donakoH (2 posn) 3
nioghinizatom y
KOMMNEeKTi 3
pO34MHHMKOM (BOAA
ONs iH'eKUili) B
amnysi; no 100 WTyK
dhnakoHiB Ta amnyn
B OKPEMMX KOpobKax
98. nYNbMO3NM® pO34nH Ans ®.XodpcpmaHH- |  LUBeiiuapis Brpo6HMUTBO CcuA/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12438/01/01
iHransin, 2,5 mr/2,5 Na Pow N1a Hepo3dhacoBaHoT Himeuuunna/ 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
MJT; Mo 2,5 M1 B NPOAYKLT: LLiBeiuapis HalilMeHyBaHHs Ta/abo agpecy MicuA

amnyni; no 6 amnyn

[xeHeHTek IHK., CLUA;

NpoBaPKEeHHS Ais/IbHOCTI BUpO6GHMKa/imMnopTepa
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
y KOHTeiHepi; no 1 MepBuHHE NaKyBaHHs, roTOBOrO /liKapCbKOro 3acoby, BKI0Yaumn
KOHTEliHepy B BUPOBHULTBO AinbHULI BUNYycKy cepii abo MicLe NpoBeAeHHS
KapTOHHIlA ynakoBL,i Hepo3chacoBaHol KOHTPOIO AKOCTI. (fiANbHICTb, 3a 5Ky BiANoBigae
NPOAYKLi: BVMPOGHMK/IMNOPTEpP, HEe BK/IOYAKUM BUMYCK Cepiid)
ByacTtok Ctepaiin - 3MiHa Ha3BW BMpOoGHUWKa /13, BignoBiganbLHOro 3a
ContowH3 IHK., CLUA; BMPOOHULITBO Hepo3dhacoBaHOi NPoAayKL;,
BTopvHHe nakyBaHHS, nepBuHHE nakyBaHHs1, 6e3 3MiHW micua
BMNYCK cepil: BUPOGHMLTBA:
& . XodpchpmaHH-/15 Pow 3arBepaxeHo: KeteneHt ®apma ContowHs /1/1C,
Ntp, Weeiiuapis; CLUA. 3anponoHoBaHo: ByacTtok Ctepaiin
Bunpo6yBaHHs KOHTPOO ConoLwH3 [Hk., CLUA. BBefieHHs 3MiH NpoTArom 6
AKOCTI: MiCALIB NIiCNSA 3aTBEPAYKEHHS.
Pow ®apma Al
HimeyuunHa;
Pow fiarHoctuke MM6X,
HimeyunHa
99. PAN3OJEr® PO3YUH AJ151 iH'EKLLINA, A/T Hoso [aHis A/T Hoso Hopgaick, AaHis [Oanis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14281/01/01
®JIEKCTAY® 100 OA/mn; no 3 mn Hopgaick (Bupo6HuuTBO, ®paHuis 3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom
Y KapTpumxi, Akui HanoBHEHHS B NMEPBUHHY Ta chapmakoHarnsagy (iHwi 3miHu) - 3MiHM BHECEHO
MICTUTbCA Y yNaKkoBKy Ta KOHTPO/1b [0 IHCTPYKLT AN MeAMYHOro 3aCTOCyBaHHS
6ararof030Biii 6asky. BignosiganbHuii 3a nikapcbKoro 3acoby Ao po3ginis "Ocob6nmnBocTi
0[HOPAa3oBiii Bunyck); A/T HoBo 3acTocyBaHHs", "Cnocib 3acTocyBaHHsA Ta 4o3n",
wnpuy-pyyui; no 1 Hopgick, daHis "Mo6ivHI peakui™ WoA0 pU3nKy po3BUTKY
ab6o no 5 wnpuy- (KomnnekTyBaHHs, ninogncTpodii Ta aminoigosy Lkipy BiANOBIAHO [0
PYYOK Y KapTOHHii MapKyBaHHs1 Ta BTOPVHHE pekomeHpauii PRAC EMA. BBeggHHS 3MiH
KopobL; nakyBaHHsi roTOBOro NpoTArom 6 MicsLiB nicns 3aTBepmpKeHHs. 3MiHu 1
NPOAYKTY. KOHTPOsb Tuny - 3MiHK Wwoao 6e3nekn/ethekTnBHOCTI Ta
SKOCTi 6aniKy roToBoro thapmakoHarnsgy. 3MiH1 y KOpOTKiii
NpoAYKTY Ta KiHLEBOro XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
roToBOro NpoAaykTy); Hoso MapKyBaHHS Ta IHCTPYKUiT AN MeAUYHOro
Hopgaick MpofrokcboH 3aCTOCyBaHHSA Y 3B'A3KY i3 HOBUMMW AaHUMK 3
CAC, dpaHujs AKOCTI, AOKMIHIYHUMU, KTIHIYHUMU AaHUMK Ta
(MapkyBaHHS Ta BTOPUHHE AaHvMu 3 chapmakoHarnagy - 3MiHM BHECEHO A0
nakyBaHHS rOTOBOroO IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS
NpoAYyKTY) nikapcbKoro 3acoby ao posainis "OcobanBoCTi
3acTocyBaHHs", "Cnoci6 3acTtocyBaHHsa Ta 4o3n".
BBefeHHs1 3MiH NpoTsArom 6 micsuis nicns
3aTBEPKEHHS.
100. | PEKYTAH po3uuH, no 100 mny | ToBapucTso 3 YkpaiHa KOHTPO/b SKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 6e3 UA/5120/01/01
donakoHi; no 1 06MexeHo cepii: 3MiHa 3asBHYKa (BnacHWKa peecTpaviiHoro peyenma
donakoHy B KOPO6L BignoBigasbHi ToBapuCTBO 3 06MEXEHO noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015
3 KapTOHY CTIo BiANOBIAANbHICTIO Ne 460). BBefeHHst 3MiH NPOTArom 6-T1 MicALUIB
"PapmaueBTu «JocnigHnii 3aBofg nicns 3atBeppkeHHsA. 3MiHu | Tuny - 3MiHK Woao
YyHa KOMMaHis THLC», 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
"3p0pos'a” YKpaiHa, BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHNX NPo

BCi cTafii BUpO6GHMLTBA,
KOHTPO/Ib SIKOCTi, BUMYCK
cepii:
ToBapnCTBO 3 0OMEXEHOD

cucTemy hapmakoHarnsgy (BBefeHHs
y3araJlbHeHVX AaHnx Npo cuctemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT 0cobum,
BigNoBiga/bHOI 3a 3AiACHEHHS] hapMaKoHarnsay;
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
BiANOBIAANBHICTIO KOHTaKTHOI 0co6u 3 hapMakoHarnsgy 3asaBH/Ka
«PapmMaLeBTuyHa [ANs 3ajiiCHeHHs dhapMakoHarnsay B YKpaiHi, AKLLo
KOMNaHis «340p0B’'s», BOHa BifJMiHHa Bif, yNOBHOBaXKEHOI 0co6Y,
YkpaiHa BiANOBIAA/IbHOI 32 34iiCHEHH:A dhapmakoHarnsagy
(BKNIHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOi 0cobu
3asBHVIKa, BigNoBigaibHOI 3a hapMakoHarnsg.
[itoua pepakuisn: MnakciHa OneHa
BonogvmupisHa. MponoHoBaHa pefakuis:
LLleBueHKo OneHa IropiBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XEHOI 0CO6U 3asBHIKa,
BifgnoBiga/IbHOI 3a 3AiACHEHHST hapMaKoHarnsay.
101. | PEMIIDKEKT PO3YUH AJ151 iH'EKLLINA, Amaxkca NTA Benvka OHko lnay CaHai Be TypeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/18821/01/01
25 mr/mn; no 0,4 mn BpuTanis TigpxapeT A.LL. 3MiHu | TMny - 3MiHK Woao 6e3nekn/etPeKTUBHOCTI peyenmom
(20 wmr), 0,6 mn (15 Ta chapmakoHarnsagy. 3miHa y KopoTkili
mr), 0,8 mn (20 mr), XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
1mn(25wmr)y MapKyBaHHS! Ta IHCTPYKUiT AN MegUYHOro
nonepeaHL0 3aCTOCyBaHHSA Ha MigcTasi perynspHo
3anoBHeHOMY OHOBJ/IHOBAHOrO 3BiTY 3 6e3neKkn NikapCbkoro
wnpuyi; no 1 3acoby, abo gocnimpkeHb 3 6e3neky 3acTocyBaHHSA
LUNpULy pa3om i3 nikapcbKoro 3acoby B MicnsipeecTpaviliHvi nepioa,
B6OYy0BaHO0 a60 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIIKEHD,
iH'EKL|iHOIO TO/IKOI0 npoBefeHnX BigNOBIAHO [0 NNaHy negiaTpuyuHmX
B KOHTYPHili pocnigpxeHs (PIP) (3MiHy y3rofxeHo 3
YapyHKOBIM KOMNETEHTHUM YNOBHOBAXEHWM OPraHom) - 3MiHu
ynakosui; no 1 BHECEHI [0 iHCTPYKLIT 4518 MeANYHOro
KOHTYPHIl 3acTocyBaHHS NikapCbKoro 3acoby y po3gin
YapyHKOBIll yrnakoBLi "Oco611MBOCTI 3aCTOCYBaHHA" BIAMNOBIAHO A0
B KQpPTOHHI kopo6Li OHOB/IEHOI iHdhopMaLii Woao 6e3nekun Airyoi
pPeYOoBNHM
102. | PEOMNONITKOKI PO34uH ANs iHgy3il ToBapucTBo 3 YkpaiHa ToBapuCTBO 3 06MEXEHO YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6264/01/01
H-HOBO®APM no 200 mn, 250 mn, 06MexeHo BiAnoBigaNbHICTIO thipma 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyueHHs peyenmom
400 mn a6o 500 mn BignoBsiganbHi "HoBodhapm-biocuHTes" BMPOGHWYOT AiNbHML (BKIKOYAKYN iNbHAL ANS
y naawyi, no 1 cTio thipma A®I, npomiXHOro nNpoaykTy abo rotoBoro
NAAWLUI B nayui 3 "Hosochapm- nikapcbKoro 3acoby, AiNbHNL AN NPoBeeHHS
KapToHy; no 200 mn, BiocnHTes" nakyBaHHs, BUPOOHWKa, BiAMoBifasibHOro 3a

250 mn, 400 mn abo
500 My nnsawkax

BUMYCK Cepiid, MicLie NPOBEeAEHHSI KOHTPOSO cepii)
ab0 nocTtavyasibHMKa BUXiAHOTO MaTepiany,
peareHTy abo AOMOMKHOT pe4YoBUHY (SKLLO

3a3Ha4YeHo y A0CbE) - BunyyeHHs BUpo6Hrka API

AekctpaHy 40 Biotika a.s., Slovakian republic Ta
HaTpilo X110puay esco - european salt company
GmbH & Co. KG (ecko - toporieH conTt KoMnaHi
'mM6x eHg Ko. KIM), HimewunHa. 3aTBepmxeHo:
[ekcTpaHy 40 — 100 wmr (Biotika a.s., Slovakian

republic, Pharmacosmos a/s, Denmark, Shanghai

Huamao Pharmaceutical Co., Ltd., China

exclusively for Pharmaspace Co., Limited, Hong
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Kong, China), Hatpito xnopug — 9 mr (Salinen,
Austria AG, esco - european salt company GmbH
& Co. KG (ecko - toponieH conT komnaHi MM6x eHg
Ko. KT'), HimeuumHa). 3anponoHoBaHo: [lekctpaHy

40 - 100 mr (Pharmacosmos a/s, Denmark,
Shanghai Huamao Pharmaceutical Co., Ltd.,
China exclusively for Pharmaspace Co., Limited,
Hong Kong, China) Hartpito xnopug — 9 mr
(Salinen, Austria AG)

103.

PUTrEBIAOH

TabneTku, BKPUTI
060/10HKOI0 NO 21
Tabnetuiy énicrepi;
no 1 a6o 3 6nictepu
pasoM i3 KapTOHHUM
dyTnapom gns
36epiraHHsA 6ricTepa
y nauui

BAT "l'epeoH
PixTep"

YropwmHa

BAT "lepeoH Pixtep"

YropwmHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu | TUNYy - 3MiHK Wonao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHM y KOPOTKii
XapaKkTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHOro
3aCTOCYBaHHS reHepuyYHMX/ribpuaHux/6ionodibHnx
nNiKapcbKNxX 3aco6iB Micns BHECEHHSN Tiei camol
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
noTpebye HaflaHHs XOLHUX HOBUX AOAATKOBUX
AaHnx) - 3MiHN BHECEHI A0 iHCTPYKLiT Ans
MeAMYHOro 3acTOoCyBaHHA /iKapCbKoro 3acoby y
po3ainu "dapmakosioriyHi BfacTuBocTi”,
"MokaszaHHs" (woao 6e3nekn), "MpoTnnokasaHHsa",
"B3aemogis 3 iHWMMM NiKapcbkumu 3acobamu Ta
iHLWIi BMAW B3aemogiin", "OcobnmsocTi
3acTocyBaHHS", "3acTocyBaHHs y nepiof
BariTHOCTI abo rogyBaHHA rpyaat”, "Cnocio
3acTocyBaHHs Ta Ao3n", "MobiuHi peakwyji” 3rigHo 3
iHchopmaLieto LL0A0 MEeANYHOTO 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (Minidril,
coated tablets, B YkpaiHi He 3apeecTpoBaHuii).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEepMKEHHS. 3MiHN | TUNYy - 3MiHW LWoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MEeAMYHOro 3aCTOCYBaHHS Ha MiAcTasi peryasipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
NiKapcbKoro 3acoby B nicspeecTpauiinnii nepiog,
abo K pe3ynbTar OLiHKM 3BITY 3 JOCNIAKEHD,
npoBeAeHWX BignoBigHO A0 NnaHy negiatpuydHmnx
pocnigpkeHb (PIP) (iHwi 3MiHW) - 3MiHU BHECeHi A0
IHCTPYKUT 4719 MeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby y po3ainum "MNpoTunokasaHHs",
"Oco6nmBOCTI 3acTocyBaHHA", "B3aemogis 3
IHLIMMKM NikapcbKMKM 3aco6amMu Ta iHLWi BUam
B3aemogiit", "MobivHi peakuii" BignosigHo A0
OHOB/IEHOT iHdhopMaLiii 3 6e3neku giyoi
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-TW MicsILiB
nicnsa 3aTBepKEHHS.

3a
peyenmom

UA/2778/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
104. | PUDOAMMILUNH/ TabneTku, BKpUTI Makneoac IHais Makneoac IHais BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/16427/01/01
IBOHIA3U, NNiBKOBOIO PapmMacbloTHK $apmacbioTukanc Jlimites 3MiHu | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKUi peyenmom
060/10HKOt0, N0 150 anc fiviteq 3aci6. Cuctema KoHTeinHep/3akynopoBasibHWiA
mr/75 mr; no 28 3aci6. 3MiHa y NepBYHHIli ynakoBLji roTOBOro
Tabnetok y 6nicrepi, nikapcbKoro 3acoby (Tvn KoHTelHepa abo
no 3 a6o 24 [loflaBaHHsA HOBOrO KOHTeNHepa) - BunyyeHHs
6nictepn y NMepBUHHOT YNakoBKU, L0 He NPU3BOAUTbL A0
KapTOHHIA ynakoBLi MOBHOrO BUYYEHHS NiKapCbKoro 3acoby 3 MEBHOO
cunoto aii abo y neBHilt nikapcbkii dhopmi -
BUJTYYEHHS [BOX BUAIB NMEPBUHHUX YNaKOBOK:
Ynakoska 1 — no 500 a6o 1000 Ta6neToK y
namiHoBaHOMY MakeTi; YnakoBka 2 — no 10
TabneTok y 6nictepi. 3MiHVM BHECEHI B iHCTPYKLUitO
ONA MeAUYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
y po3gin "Ynakoska" (BUyYeHHS NEPBUHHOI
yNakoBKK), Ta K HAaCMiJOK Y po3ainu "TepMiH
npugaTHocTi", "YMoBM 36epiraHHs". BBeAeHHS
3MiH NPOTArOM 6-TW MiCALiB NicNs 3aTBEPMAKEHHS.
105. | PYTUH KpucTaniyHmi TOB "TK YkpaiHa LWaaHbci XyeiideH Kutai BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: - UA/19057/01/01
NOpPOLLOK "Aspopa" $apmac'totikan /114. 3MiHu | TUNY - 3MiHKM 3 aKkocTi. CepTudikaT
(cybeTaHuis) y BignosigHocTi/l E-cepTudikar BignosigHOCTI
noABiiHMX €Bponelicbkin dhapmakonei/moHorpadii. 3miHu,
nosieTuIeHoBMX noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
Millkax gnas BigNoBigHICTL 40 MOHorpadii 4PY abo
hapmaLeBTUYHOro €Bponelicbkoi dhapmakonei, abo iHwoi
3aCcTOCyBaHHA HauioHanbHOT hapmakonel gepxasun €C (iHLi
3MiHW) - 3MiHX NOB’A3aHi 3 NPMBEAEHHSAM Oonucy
MeToauku «CynpoBigHi JOMiWKu» (EP, 2.2.29) y
BiANOBIAHICTb A0 akTyanbHOI MoHorpadii €EP
(oitoye BUAaHHS), a caMe BUTyYEHHS YacTUHU
TEKCTY, L0 MOMW/IKOBO 3a/INLLMBCA B OMUCI faHOT
MeTOAUKM Bif nonepeaHbOol Bepcii MmoHorpadii (EP
7.0)
106. | CAHOPVH cnpeii HasasIbHUiA, "KcaHTic Kinp Beiicik ®apma HigepnaHamn BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/17673/01/01
KCWUno nnroc po34uH, 1 mr/mn no dapma MaHtohekuypiHr 5.B. 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/ePeKTUBHOCTI peuyenma
MEHTON 10 mMn1 po3unHy y Nimiteg" Ta chapmakoHarnsagy. 3miHa y KopoTkili

CKNAHOMY (pr1akoHi 3
MeXaHiYHUM
nosinponisieHoBNM
posnunoBayem; no
1 chnakoHy B
Kopoobui

XapaKTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCYBaHHSA Ha MigcTasi perynsipHo
OHOBJ/IKOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
NiKapcbKoro 3acoby B nicspeecTpauiinnii nepiog,
ab0 K pe3ynbTar OLiHKM 3BITY 3 OCNIAKEHD,
npoBeAeHVX BigNoBigHO A0 NnaHy nejiatpuydHmnx
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMNETEHTHNUM YNOBHOBa&XXEHUM OpPraHoMm) - 3MiHu
BHECEeHO A0 IHCTpyKLii Ana MeanyHoro
3acTocyBaHHA NiKapcbkoro 3acoby Ao posginy
"Mo6ivHi peakuii” Wo0a0 6e3neKkn 3acTocyBaHHs
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
Ait040T PEYOBMHN KCU/TOMETA30/1iHY iApOX/10pnA,
BiANOBIAHO A0 pekomeHAauin PRAC. BBeageHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPMAKEHHS.
107. | CUBA3OH Tabnetkm no 5 mrno | ToBapucTBO 3 YkpaiHa ToBapuCTBO 3 0OMEXEHOID YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/3052/01/01
10 TabneTok y 06MeXeHo BiANOBIA&/IbHICTIO 3MiHu | TUNYy - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii peyenmom
6nictepi; no 2 BiANOBIga/TbHI «XapkiBCcbke 3aci6. 3miHM y BUpoOHULTBI. 3MiHa po3mipy cepii
6nictepu y kopobu,i 3 cTio thapmaueBTUyHe (BKtOYALOUM fiana3oH po3mipy cepii) roToBoro
KapToHy «XapkiBCcbke nigNPUEMCTBO «340P0B’A nikapcbKoro 3acoby (3MeHLweHHs o 10 pasis) -
thapmaveBTuy Hapogy» BBBEJEHHSA [04aTKOBOro po3mipy cepii rotosoro
He nikapcbkoro 3acoby. 3aTBepaxeHo: 26,468 Tuc.
nignpueMcTBo yn. - Ne20 (10x2) (52,937 kr). 3anponoHOBaHo:
«3[0poB’A 26,468 tuc. yn. - Ne20 (10x2) (52,937 kr); 2, 650
Hapogy» TnC. yn. - Ne20 (10x2) (5,300 kr)
108. | CIHEFPA TabneTtkn, BKpUTI HOBEN INAY TypeyunHa HOBE/ I/IAY CAHAI BE TypeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15696/01/02
NNiBKOBOO CAHAI BE TIIKAPET A.LL. 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKAPCbKNI peyenmom
060/10HKot0, No 50 TIOXAPET 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
mr, no 1 Tabnetujy A.LL. npuaaTtHocTi abo ymoBax 36epiraHHs roTOBOro
6nictepi; no 1 NiKapcbKoro 3acoby (36iNbLUeHHS TEPMIHY
6nictepy B npuaaTHOCTI TOTOBOrO Jlikapcbkoro 3acoby) - Ans
KapTOHHIli ynakoBsLyj; TOProBOi yNakoBKkW (MiATBEPLKYETLCA AaHUMU
no 4 Tabnetkn y peasibHOrO Yacy) - 36iNbLUEHHSI TEPMiHY
6nictepi; no 1 npuAaTHOCTI TOTOBOrO NikapcbKoro 3acoby 3 3
6nictepy B POKiB A0 4 pOKiB, L0 NIATBEPAKYETLCHA AaHUMU
KapTOHHI ynakosL,i peasibHOro yacy. 3MiHN BHECEHI B IHCTPYKLi0 4115
MeAMYHOro 3acTOCyBaHHA /TiKapCbKoro 3acoby y
po3zin "TepmiH npugaTHOCTI". BBeAEHHS 3MiH
NpoTArom 6-T1 MiCALIB MiC/1A 3aTBEPMAKEHHS.
109. | CIHEFPA TabneTku, BKPUTI HOBEN INAY TypeyunHa HOBE/ I/IAY CAHAI BE TypeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15696/01/03
nAiBKOBOO CAHAI BE TII>KAPET A.LL. 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii peyenmom
060/10HKO10, M0 100 TIIKAPET 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
mr, no 1 Tabnety y ALl npuaaTHoCTi abo ymoBax 36epiraHHsi roToBOro
6nictepi; no 1 NiKapcbKoro 3acoby (36iNbLUeHHS TePMIHY
6nictepy B NpPUAATHOCTI TOTOBOIO JliKapCbKoro 3acoby) - Ans
KapTOHHIl ynakoBsLyj; TOProBOi yNakoBKW (MigTBEPLKYETLCA AaHUMU
no 4 Tabnetkn y peasibHOro Yacy) - 36iNbLUEHHS TEPMiHY
6nictepi; no 1 NpWAATHOCTI TOTOBOTO JiKApCbKOro 3acoby 3 3
6nictepy B POKiB A0 4 poKiB, L0 NIATBEPLKYETLCA AaHUMU
KapTOHHIlA ynakoBLi peasibHOro yacy. 3MiHN BHECEHI B IHCTPYKLitO A11A
MeAMYHOro 3aCTOCYBaHHA /TiKapCbKoro 3acoby y
po3gin "TepmiH npugaTHOCTI". BBeAEHHS 3MiH
NpoTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.
110. | COMATUH niogpinizat gns TOB "3 YkpaiHa TOB "®3 "BIO®APMA" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/17216/01/01
pO34MHy oNns "BIODPAPMA" 3MiHu Il TUNY - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbknii | peyenmom

iHekujii no 1,3 wmr (4
MO); 1 conakoH 3
niocpinizatom y

3aci6. 3MiHV Yy BUPOOHULTBI. 3MiHA
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPO/TO0 AKOCTi FOTOBOTO /liKapCbKOro 3acoby

KOMMEKTi 3 (3amiHa abo foAaBaHHsA fiNbHULI, Ha AKiR
PO3YMHHVKOM 30iICHIOETLCSA KOHTPO/Tb AKOCTI/BUNPOBYBaHHSA
(po34uH cepii ans 6ionoriyHoro/iMyHos10r4Horo
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
meTakpesony 0,3 %) nikapcbKoro 3acoby, Ta 6yAb-AKoil AibHNL, Ha
no 1,0 mn B amnyniy AKili 3aCTOCOBYETLCS GIONOMNYHNIA/IMYHONOTYHWIA
6nictepi B naui MeToZ BUNpobyBaHHSA) - BHECEHHS 3MiH A0
p.3.2.P.3.1 BUpo6Huku, a came - BUTyYEHHS
BMNpo6yBanbHOI nabopatopii BiaAiny KOHTPOso
AkocTi TOB «BIOPAPMA-IHBECT», y 3B'A3kY i3
NPUMUHEHHAM AiS/TIbHOCTI Ta arecTalieto
BMNpoO6YyBanbHOI nabopatopii BiaAiny KOHTPOso
AKkocTi TOB «®3 «BIOPAPMAY
111. | COMATUH niodgpinizat gns TOB "3 YkpaiHa TOB "®3 "BIO®APMA" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/17216/01/02
pO34MHy oNns "BIODPAPMA" 3MiHu Il TUNYy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbknii | peyenmom
iH ey no 2,6 mr (8 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
MO); 1 conakoH 3 iMnopTepa/3aMiHu, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
niocpinizatom y KOHTPOJIH0 SAKOCTi FOTOBOrO NiKapCbKoro 3acoby
KOMMEKTi 3 (3amiHa abo godaBaHHS AiNbHULI, Ha AKil
PO3YUHHUKOM 3[jICHIOETBLCS KOHTPO/Ib SKOCTI/BUNPOGYBaHHSA
(po3uunH cepii gns 6ionoriyHOro/iMyHo0r4YHOro
meTakpesony 0,3 %) nikapcbKoro 3acoby, Ta 6yAb-aKoi AibHNL, Ha
no 2,0 mn B amnyni 'y AKili 3aCTOCOBYETLCA GiOOMNYHWIA/IMYHONOTIYHWIA
6nicTepi B naywi MeTo[ BUNPO6YyBaHHS) - BHECEeHHA 3MiH J0
p.3.2.P.3.1 BUpo6HuK®, a came - BUNyYEHHS
BMNpoG6yBanbHOI naboparopii Biadiny KOHTPOso
sAKkocTi TOB «BIO®PAPMA-IHBECT», y 3B'A3Ky i3
NPUMUHEHHAM AiS/IbHOCTI Ta arecTalieto
BMNpo6yBanbHOI naboparopii BiaAiny KOHTPOso
aKkocTi TOB «®3 «BIODAPMA»
112. | CODITI® TabneTkn, BKpUTI TOB YkpaiHa JNlabopaTopioc JleoH IcnaHis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/16220/01/01
NNiBKOBOIO "BOPBAPTC ®apwma, C.A. 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
060/10HKo10, 0,03 PAPMA" HaliMeHyBaHHs1 Ta/abo agpecy Micus
Mr/2 wmr, no 28 NpoBaf)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
(21+7) TabneTtok y rOTOBOrO JlikapcbKoro 3acofby, BKIYa4mn
6nictepi; no 1 AOinbHULI BUNYCKy cepii abo micLe npoBefeHHs
6nictepy pasom 3 KOHTPO/IO SKOCTI. (ZisNIbHICTb, 3a Ky BiAnoBigae
KasieH4apHo BMPOGHMWK/IMNOpTEpP, BK/OYaUM BUMYCK Cepiid) -
LIKanow, TpuMmadem 3MiHa agpecu BUpobHuka 113 NlabopaTopioc J1eoH
ans énictepy y ®apma, C.A., IcnaHis, 6e3 3mMiHn micus
KapTOHHIA Kopoo6Li BMPOGHMLTBA. 3MiHM BHECEHI B pPO34iN
"MicLe3HaxomkeHHs1 BUpOGHMKa Ta iioro agpeca
MiCLii NPOBaPKEHHS AISNbHOCTI" B IHCTPYKLUit0 ANs
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby, Ak
HacnigokK - BIANOBIAHI 3MiHN y TEKCTi MapKyBaHHS
YMakKoBKM NIiKapCbKOro 3acoby.
113. | CTPENTOUMA Tabnetkn no 0,5; TOB YkpaiHa TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/1090/01/01
no 10 TabneTok y "TepHodhapm" 3MiHn |l Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTBO. peyenmom

6nictepax

3MiHa BMPOGHMKA BMXigHOr0/MPOMIDKHOTO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOGHUKa
(BK/THOYaKOUM, Ae HeobXigHO, MicLe NPOBeAEeHHSs
KOHTPOKO AKOCTi) A®I (3a BigCYTHOCTI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

cepTudpikaTa BignoBigHOCTI EBPONECHKIi
thapmMakonei y 3aTBepyKeHOMY [0CbE)(BBEAEHHS
HOBOro BMpo6HUKa APl 3 HafaHHAM MacTep-
(haiina Ha A®l) - BBeileHHS 404aTKOBOrO
BMpo6HUuKa ans A®l CynbthaHinamig "Wugan
Pharmaceutical (Suzhou) Co., Ltd", Kutaii 3
HajaHHAM maiictep-chaiiny Ha A®l. 3aTBepaXeHo:
«Nanhai Beisha Pharmaceutical Co., Ltd.», Kutaii.
3anponoHosaHo: «Nanhai Beisha Pharmaceutical
Co., Ltd.», Kutain "Wugan Pharmaceutical
(Suzhou) Co., Ltd", Kutaii

114.

CTPENTOLMA,

Tabnetkn no 0,3 ;
no 10 TabneTok y
6nictepax

TOB
"TepHodhapm"

Ykpaina

TOB "TepHodchapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu |l Tuny - 3MiHn 3 akocTi. A®l. BUpo6HMUTBO.
3MiHa BMPOOHUKA BUXiZHOr0/MPOMKHOIO
nNpoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPO6HUKa
(BKNtOUAtOUM, ae HeobXxigHO, MicLe NPoBeAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignoBigHOCTI EBpONECHKIi
thapmakonei y 3aTBepyKeHOMY [0ChE)(BBEAEHHS
HOBOro BMpO6HUKa APl 3 HaaHHAM mMacTep-
(haiina Ha A®l) - BBeileHHS 40AAaTKOBOrO
BMpobHuka ans A®l CynbhaHinamig "Wugan
Pharmaceutical (Suzhou) Co., Ltd", KuTaii 3
HajaHHAM maiictep-chaiiny Ha A®l. 3aTBepaXeHO:
«Nanhai Beisha Pharmaceutical Co., Ltd.», Kutaii.
3anponoHoBaHo: «Nanhai Beisha Pharmaceutical
Co., Ltd.», Kutain "Wugan Pharmaceutical
(Suzhou) Co., Ltd", Kutaii

3a
peyermom

UA/1090/01/02

115.

CTPENTOLUAO
BA MA3b 10%

Ma3b 10 % no 25ry
Ty6i; no 1 Ty6i B
nauLi 3 KapToHy; No
25 ry Ty6ax

TOB
"TepHodapm"

Ykpaina

TOB "TepHodhapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu Il Tuny - 3MiHn 3 skocTi. A®l. BUpo6HMUTBO.
3MiHa BMPOOHUKA BUXiLHOr0/MPOMDKHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOGHUKa
(BKNtOUatoum, ae HeobxigHO, MicLe NPOBEAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignoBigHOCTI EBpONECHKIi
hapmakonei y 3aTBepyKeHOMY [0CLE)(BBEAEHHS
HOBOro BMpo6HUKa APl 3 HagaHHAM MacTep-
(paiina Ha A®I) - BBeZleHHS 40AAaTKOBOrO
BUpobHuKa ana APl CynbchaHinamig " Wugan
Pharmaceutical (Suzhou) Co., Ltd", KuTaii 3

HajaHHAM maiictep-chaiiny Ha A®l. 3aTBepAXeHO:
«Nanhai Beisha Pharmaceutical Co., Ltd.», Kutaii.

3anponoHoBaHo: «Nanhai Beisha Pharmaceutical
Co., Ltd.», Kutain "Wugan Pharmaceutical
(Suzhou) Co., Ltd", Kutait

6e3
peyenma

UA/1090/02/01

116.

CTPO®AHTUH-T

PO34MH NS iH'EKLIR,
0,25 mr/mn no 1 mn

ToBapucTtseo 3
06MEXEHO

YKpaiHa

KOHTPO/b SKOCTi, BUMYCK
cepil:

YKpaiHa

BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis:
3MiHa 3asBHUKa (BNacHMKa peecTpaLiiHoro

3a
peuyenmom

UA/0079/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
B amnyni; no 10 BiANOBIAa/TbHI ToBapnCTBO 3 0OMEXEHOID nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
amnyn y navui 3 CT0 BiANOBIA&/IbHICTIO Ne 460). BBeeHHSI 3MiH NPOTAroM 6-Tu MicALiB
KapToHy; no 1 mn B "®bapmaueBTu "[locnifHwii 3aBof, nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHn Wwoao
amnyrni; no 5 amnyn YyHa KoMMaHis "rHUAC, 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
y 6nicTepi, no 2 "3p0pos'a" YkpaiHa,; BBeneHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX Npo
6nictepu y nauyui 3 BCi CTagii BUPO6HMLTBA, cucTemy thapmakoHarnsagy (sBefieHHs
KapToHy; Mo 1 mn B KOHTPO/b SIKOCTI, BUMYCK y3ara/ibHeHNX JaHnx Npo cucTemy
amnyni; no 10 cepii: thapmakoHarnagy, 3mMiHa ynoBHOBaXeHOT 0cobu,
amnyn y énictepi, no ToBapuCTBO 3 0OMEXEHOID BiNOBiAaIbHOT 3a 34iiCHEHHSA hapmakoHarnsgy;
1 6nicTepy B nauuj 3 BiANOBIAANBHICTIO KOHTaKTHOI 0co6u 3 hapMakoHarnsgy 3asaBH/Ka
KapToHY "®apmaueBTuyHa [ANs 3aiiCHeHHs dhapMakoHarnsay B YKpaiHi, Ko
KoMnaHis "3g0poB'a”, BOHa BiMiHHa Bif, yIOBHOBaXXEHOT 0CO6MU,
YkpaiHa BiANOBIAA/IbHOI 32 34iiCHEHH:A dapmakoHarnsagy
(BKNIHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOi 0cobu
3asBHVIKa, BigNoBigaibHOI 3a hapMakoHarnsg.
[itoua pepakuisn: MnakciHa OneHa
BonogvmupisHa. MponoHoBaHa pefakuis:
LLleBueHKo OneHa IropiBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XEHOI 0CO6U 3asBHIKa,
BignoBiga/IbHOI 3a 3AiACHEHHST hapMaKoHarnsay.
117. | TAOTIKOM® Kpanni oy4Hi; no 0,3 CaHTeH AT PiHNsAHAA Nab6opatyap HOHiTEp PpaHuin BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15538/01/01

My THOOMKY- 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom

KpanenbHuL; no 10
THOG6MKiB-
KpanenbHUUb y
nakeTi; o 3 naketn
Y KapTOHHiIli kopobLi

HalimeHyBaHHs Ta/abo agpecu MicuA
NPOBaPKEHHSA AiS/IbHOCTI BUPOOHUKA (BK/THOUAOUN,
3a HeobXigHOCTI, MicLie NPOBeAEHHS KOHTPOJTHO
AKOCTI), ab0 BnacHvka macTep-chaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudpikara BignoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CLE) - 3MiHa
HaliMeHyBaHHs1 BUPOOGHMKa Ta BNacHuka MacTtep-
(paiina Ha A®| TachnynpocTy, 6e3 3MiHU MicLA
BMpobHUUTBa. 3aTBepmakeHo: Head Office Asahi
Glass Co., Ltd., JAPAN, Manufacturing site Asahi
Glass Co., Ltd., JAPAN.
3anponoHoBaHo: Head Office AGC Inc., JAPAN,
Manufacturing site AGC Inc., Chiba Plant, JAPAN.
3MiHu Il TUny - 3MiHK 3 AkocTi. ADL. (iHLWi 3MiHK) -
OHOBMEHHA BigKkpWTOI YacTuHM ASMF Ha AdI|
TacbnynpocTy, a came NogaHHA NiATBEPMKYIOUNX
[aHuX BUBYEHHS CTabiNbHOCTI Bif BUPOOHMKA
AGC Wakasa Chemicals Co., Ltd., B
[I0BrOCTPOKOBMX yMOBax Ha 36 MicsLiB, y
nonepeaHili Bepcii e focnimpkeHHs Bce e
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
TpuBaso (3aTBepmakeHo: re-test period 36 micsauis)
118. | TAOTIKOM® Kpanni oy4Hi; no 0,3 CaHTeH AT PiHNAHAA Brvpo6HMUTBO, NepBUHHE PpaHuia/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15538/01/01
My THOOMKY- Ta BTOPVIHHE NakKyBaHHS, PiHNAHAIA 3MiHu | TUnY - 3MiHK 3 AKOCTi. FoTOBMIA NiKAPCbKNI peyenmom
KpanenbHuui; no 10 KOHTPO/Ib SIKOCTI: 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
TIOBUKIB- Nab6opaTtyap tOHiTEp, iMnopTepa/3miHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
KpanenbHUUb y PpaHuis; KOHTPO/I0 SIKOCTi FOTOBOrO /liKapCbKOro 3acoby
nakeTi; No 3 nakeTn Brpo6HMK, (3amiHa abo foaaBaHHS BUPOGHKKA, Lo
Y KapTOHHiIli kopobLi BiANOBiAaNbHMIA 3a BUMYCK Bignosigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
cepii: BK/1H0YAI0UM KOHTPO/b/BUNPOGYBaHHS cepii - 3MiHa
CaHteH AT, ®iHnaHgis BMPOGHMKA BifNoBigaNbHOrO 3a BUMYCK cepil
Na6opatyp HOHiTep, PpaHLis Ha CaHTeH AT,
PiHNAHAIA Ta 3a3HAaYEHHSA dYHKLN
3aTBEPAKEHOr0 BUPOGHMKA. 3MiHU BHECEHO B
IHCTPYKUiO AN MeAMYHOro 3aCTOCYBaHHSA LLOAO
HaliMeHyBaHHS Ta MiCLe3HaXOKEHHS BUPOOHUKa
3 BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS
yrnakoBKU fikapcbKoro 3acoby. BeefeHHs 3MiH
NpOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.
119. | TEPA®/IO NOpoOLUOK ANA rCcK LLiBeiiuapis 'CK KoHcblomep Xernc, CWA BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/5436/01/01
OpPa/IbHOTO PO3UYUHY KoHcblomep IHK. 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuyenma
3i CMakoMm NicoBmx Xenckep HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
arig; 1 naket 3 CAPN (BnacHvika peecTpauiiHoro NOCBIAYEHHS) - 3MiHa
nopowkom; 10 Ha3BM Ta agpecu 3aasHuKa: 3areepaxkeHo: CK
nakeTiB 3 MOPOLLKOM KoHcbtomep Xenckep C.A. / GSK Consumer
Y KapTOHHiIli kopobui Healthcare S.A., PyT ge JleTpa, MNMpaHxeH,
LLiseiiuapisi / Route de I'Etraz, Prangins,
Switzerland. 3anponoHoBaHo: 'CK KoHcblomep
Xenckep CAPJ/1/ GSK Consumer Healthcare
SARL, Pyt ge Jletpa, 1197 MpaHxeH,
LLiBeiuapis / Route de I'Etraz, 1197 Prangins,
Switzerland. BBefeHHS 3MiH NPOTATOM 6-T1
MicsAILiB Nicnsa 3aTBepAKEHHS.
120. | TEPA®/IO BIA NOpPOLLOK A5 rCK LLiBeliyapis LENb®APM OPJIEAH dpaHuis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/5529/01/01
reuny TA OPa/ILHOIO PO3UNHY; KoHcbtomep 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenma
3ACTYAN 3I 1 naket 3 Xenckep HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
CMAKOM nopotukom; 10 CAPN (BnacHvKa peecTpauiintHOro NoCBiAYEHHS) - 3MiHA
NNMMOHA nakeTiB 3 NOPOLLKOM Ha3BM Ta agpecu 3aaBHuKa: 3arsepaxeHo: CK
Y KapTOHHi kopobuj KoHcbtomep Xenckep C.A. / GSK Consumer
Healthcare S.A., PyT ge JleTpa, MNMpaHxeH,
LLiseiiuapisi / Route de I'Etraz, Prangins,
Switzerland. 3anponoHoBaHo:
"CK KoHcblomep Xenckep CAPJ/1/ GSK Consumer
Healthcare SARL, PyT ge Jletpa, 1197 lMpaHxeH,
Lliseliuapis / Route de I'Etraz, 1197 Prangins,
Switzerland. BBegeHHS1 3MiH NpOTArom 6-Tn
MicsLB MiCNsA 3aTBEPAKEHHS.
121. | TEPA®/IO MOPOLLIOK ANt FCK LBeliuapis JNENb®APM OPJIEAH PpaHuin BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 6e3 UA/5797/01/01
EKCTPA 3I Opa/ibHOTO PO3UUHY; KoHcblomep 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
CMAKOM 1 naket 3 Xernckep HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

NMMOHA

nopotukom; 10
nakeTiB 3 NOPOLLKOM
Y KapTOHHii Kopobuj

CAPNI

(BNacHviKka peecTpauiiHoro NOCBiAYEHHS) - 3MiHa
Ha3BM Ta agpecu 3aasBHuKa: 3ateepmkeHo: CK
KoHcbromep Xenckep C.A. / GSK Consumer
Healthcare S.A., Pyt ge fleTpa, MpaHxeH,
LLiseiiuapisi / Route de I'Etraz, Prangins,
Switzerland. 3anponoHoBaHo: 'CK KoHcblomep
Xenckep CAP/1/ GSK Consumer Healthcare
SARL, Pyt fe Jletpa, 1197 lMNMpaHxeH,
Lleliuapis / Route de I'Etraz, 1197 Prangins,
Switzerland. BBegeHHs 3MiH npoTsArom 6-tn
MicALiB Nicnsa 3aTBepAKEHHS.

122.

TIBOPTIH®
ACNAPTAT

PO34NH OpasIbHUI,
200 mr/mn, no 100
M1 a6o no 200 mny
donakoHi; no 1
h1akoHy 3 MipHOIO
JIOXKOI0 B nauuj 3
KapToHy

TOB "lOpis-
Papm”

YkpaiHa

TOB "lOpis-®apm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MmiHu | TUNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKN
3aci6. CucTeMa KoHTeliHep/3aKynoptoBasibHUA
3aci6. 3MiHa po3mipy ynakoBKM rOTOBOrO
NikapcbKoro 3acoby (BU1yYeHHS yNakoBKV NEBHOIO
posmipy) -

BW/TYYEHHS nakyBaHHA Mo 5 ma ta no 10 mn B
0[HOO030BKX KOHTEiHEpax. 3MiHVN BHECEHI B
po3ain "YnakoBka" iHCTPYKUIT 415 MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ta B po3fin 6.5.
"Tun Ta BMICT NEPBUHHOI YNakoBKM" KOPOTKOT
XapakTepucTuKM NikapcbKoro 3acoby Yy 3B'A3KY 3
BWTYYEHHAM NEBHOTO PO3MIpY YNaKkoBOK, K
HacnifokK - BUTyYEHHS TEKCTY MapKyBaHHS
BIAMNOBIAHMX YNaKOBOK. BBeAEHHS 3MiH NPOTAroM
6-Tv MicAUiB nicnsa 3aTBepKeHHS. 3MiHu |l Tuny -
3MiHn 3 sKocTi. A®l. Bupo6bHMLUTBO. 3MiHa
BMPOBHUKA BUXiAHOTO/NMPOMIXHOr0o
npoaykTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPO6HUKa
(BKNtOUAtOUM, e HeobXxigHO, MicLe NPOBEAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignoBigHOCTI EBpONECHKii
thapmakonei y 3aTBepyKeHOMY [0CbE)(BBEAEHHS
HOBOro BMpOo6HuKa APl 3 HagaHHAM mMacTep-
thaiina Ha A®I) - BHECEHHS [,0AaTKOBOrO
BUpPOGHMKa A®DI Ait0H0i pevoBUHM L-apriHiHy
acnaptat Wuhan Grand Hoyo Co., Ltd, KuTaii

6e3
peyenma

UA/9941/01/01

123.

TIOTAMA®
TYPBO

pO34uH ANa iHdy3il
1,2 %, no 50 mny
donakoHi; no 1 abo
10 donakoHiB pa3om
3 3aXMCcHUM(K)
YOopHUM (1) NakeTom
(naketamun) y
Kopo6Li 3 KapTOHY

Bbopsar
dapma 'm6X i
Ko. KI

HimeyunHa

Contodpapm
dapmauoliTiwe
EpuoiirHicce Mv6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI

€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBNEHOro cepTudpikata

BiA4NOBIAHOCTI ab0 BUYYeHHS cepTudiikaTa

BiANOBIAHOCTI EBponeiickkili hapmakonei: gns

A®l; ons BUXigHOro

marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo

BMKOPUCTOBYHOTbCS Y BUPO6HMUTBI API; ans

3a
peyenmom

UA/1555/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1

[OMOMDKHOT peyoBMHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif yxe 3aTBepAXEHOro BUPOOHUKA -
nogaHHa oHoBeHoro CepTtudikaTy BifgnoBigHOCTI
€Bponeiicbkili hapmakonei RO-CEP 2009-004-
Rev 01sig BXe 3aTBEpAYKEHOrO BUPOGHMKA A1
A®| MernitoMiHOBOI CO/li O-NINOEBOT KNCNOTH
BHACNILOK 3MiHX HAa3BU BUPOGHMKa AdI i3
Laboratorio Chimico Internazionale S.P.A., Itanisa
Ha Olon S.P.A,, Itanis. 3aTBepgxeHo: RO-CEP
2009-004-Rev 00. 3anponoHosaHo: RO-CEP 2009-
004-Rev 01. 3miHu | TNy - 3MiHK 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BMXigHOro Martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; Ana 4ONOMIKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yXe 3aTBEPAXEHOro
BMPOOHUKA -
noAaHHs oHoBeHoro CepTtudikaTy BifnoBigHOCTI
€Bponeiicbkilt hapmakonei R1-CEP 2009-004-
Rev 00 Big Bxe 3aTBEpAXKeHOro BupobHuka Olon
S.P.A., ITanis gna A®| merstomiHoBOI coi a-
ninoeBoi KMCNoTn. 3miHu | TMny - 3MiHK 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONEechbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignosigHoOCTi abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BMXigHOro Marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTLCS Y BUPOOHULTBI
A®I; onsa fONOMIXHOT pevyoBuHN (cepTudpikat
BiZiNOBIAHOCTI €Bponelickkili hapmakoner) -
OHoBeHWI cepTUdiKaT Bif yxe 3aTBEPAKEHOr0
BMPOBHUKA - NofaHHA OHOBJIeHoro CepTtudikaty
BifNoBigHOCTI €Bponelickkili hapmakonei R1-CEP
2009-004-Rev 01 Big BXe 3aTBEPAKEHOIO
BMpoGHUMKa Olon S.P.A., Itania ana AdI
MEr/IIOMIHOBOI COJli O-MIMNOEBOI KNCNOTU. 3MiHN |
Tmny - 3MiHK 3 sKocTi. CepTudpikar
BignosigHocTi/IE-cepTudikat BignosigHoCTi
€Bponeicbkiii hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOTO cepTudiikata
BifNoBiAHOCTI a60 BUYyYEHHS cepTudikaTa
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

124.

TOMOIEKCO/®

BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; ansa BUXigHOro
marepiany/peareHTy/npomMiHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBMHU (CepTudikaTt BignoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHWiA
cepTudiikaT Bif yxe 3aTBepXeHOro BUPOOHWMKa -
noJaHHsa oHoBsieHoro CepTtudikaty BignoBigHOCTI
€Bponeiicbkiii hapmakonei R1-CEP 2009-004-
Rev 02 Big, BXe 3aTBEpAKEHOro B1po6Huka Olon
S.P.A,, Itania gna A®| merntomiHoBoI coni a-
NiNoeBOT KNCAOTW. 3MiHU | TNy - 3MiHM 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWUJTyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BMXigHOro Martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; Ana 4ONOMIKHOT peqoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yXe 3aTBEPAXEHOro
BMpPOOHUKA - NofaHHA oHOBMeHoro CepTtudikaty
BiANoOBIAHOCTI EBponeiickbkin hapmakonei R1-CEP
2009-004-Rev 03 Big, BXe 3aTBEPIKEHOr0
Bupo6Huka Olon S.P.A., Itania ana A®I
MEr/IlOMIHOBOT CO/i O-NINOEBOI KNCNOTH.

PO3YUH AJ151 iH'EKLLINA,
300 mr nogy/mn, no
20 mn B amnyni; no
5 amnyn y nauui 3
KapToHy; no 20 mn
a6o 50 mn, a6o 100
My ¢hnakoHi; no 1
donakoHy y nauui 3
KapTOHy

AT "dapmak”

YKpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TUnY - 3MiHK 3 AKOCTi. FoTOBMIA NiKAPCbKNI
3aci6. 3miHM y BUpo6HULTBI. 3MiHa po3mipy cepii
(BKKOYAtOUM Aianas3oH po3Mipy cepii) rotToBoro
nikapcbKoro 3acoby (36inbLweHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM PO3MIpPOM) -
BBe/leHHs1 JOAATKOBOro pO3Mipy cepii roToBOro
nikapcbKoro 3acoby - 2000 n gns fosysaHb 300 Mr
nogy/mn ta 350 mr iiogy /mn.
3arsepaKeHo:
-flozyBanHsa 300 mr iiogy/mn
65 n: (no 20 mn - 3155 don.; o 50 mn - 1275 cpn;
no 100 mn — 637 con.)
80 n: (mo 20 mn - 3884 hn.; no 50 mn - 1569 dn.;
no 100 mn — 784 don.)
160 n: (no 20 mn - 7767 dn.; no 50 mn - 31375
n.; no 100 mn — 1569 cn.)
400 n: (mo 20 mn - 19417 cpn.; no 50 mn - 7843
n.; no 100 mn — 3922 ¢on.)
500 n: (no 20 mn - 24272 ¢hn.; no 50 mn - 9804
¢n.; no 100 mn — 4902 chn.)
850 n: (no 20 mn - 41262 don.; no 50 mn - 16667

3a
peyenmom

UA/7853/01/02
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
dn.; no 100 mn — 8333 chn.)
3anponoHoBaHo:
-[o3yBaHHsA 300 mr iogy/Mn
65 n: (no 20 mn - 3155 don.; o 50 mn - 1275 cpn;
no 100 mn — 637 chn.)
80 n: (no 20 mn - 3884 hn.; no 50 mn - 1569 dn.;
no 100 mn — 784 don.)
160 n: (no 20 mn - 7767 dn.; no 50 mn - 31375
n.; no 100 mn — 1569 con.)
400 n: (mo 20 mn - 19417 cpn.; no 50 mn - 7843
n.; no 100 mn — 3922 ¢on.)
500 n: (no 20 mn - 24272 ¢n.; no 50 mn - 9804
dn.; mo 100 mn — 4902 cbn.)
850 n: (no 20 mn - 41262 con.; no 50 mn - 16667
n.; no 100 mn — 8333 ¢on.)
2000 n1: (no 20 mn - 97087 cpn.; no 50 mn - 39216
don.; no 100 mna — 19608 dn.)
125. | TOMOrEKCon® PO34NH A5 iH'EKLIN, AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/7853/01/03
3MmiHu | TUNY - 3MiHKM 3 SKOCTi. FOTOBUIA NiKAPCbKNi peyenmom

350 wmr inogy/mn, no
20 mn B amnysii; no
5 amnyn y nauui 3
KapToHy; no 20 mn
abo 50 mn, a6o 100
My chnakoHi; no 1
chnakoHy y nauui 3
KapToHy

3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa po3mipy cepil
(BKtOYALOUM fdiana3oH po3mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) -
BBEEHHS 404aTKOBOro PO3Mmipy cepii roToBoro
nikapcbKoro 3acoby - 2000 n gnsa gosysaHb 300 Mr
roay/mn ta 350 mr iiogy /mn.
3aTBepXeHo:
-[o3yBaHHsa 350 mr iiogy/Mn
65 n: (no 20 mn - 3155 pn.; no 50 mn - 1275 dn.;
no 100 mn — 637 chn.)
80 n1: (no 20 mn - 3884 ¢n.; no 50 mn - 1569 n.;
no 100 mn — 784 con.)
160 n: (no 20 mn - 7767 dn.; no 50 mn - 31375
¢n.; no 100 mn — 1569 cn.)
400 n: (no 20 mn - 19417 cpn.; no 50 mn - 7843
n.; no 100 mn — 3922 ¢on.)
500 n: (no 20 mn - 24272 ¢on.; no 50 mn - 9804
n.; no 100 mn — 4902 con.)

850 n: (no 20 mn - 41262 ¢hn.; no 50 mn - 16667
¢n.; no 100 mn — 8333 chn.)
3anponoHoBaHo:

-flozyBanHsa 350 mr iiogy/mn
65 n: (no 20 mn - 3155 ¢on.; o 50 mn - 1275 cpn;
no 100 mn — 637 con.)

80 n: (mo 20 mn - 3884 hn.; no 50 mn - 1569 dn.;
no 100 mn — 784 don.)

160 n: (no 20 mn - 7767 dn.; no 50 mn - 31375
n.; no 100 mn — 1569 cn.)

400 n: (mo 20 mn - 19417 cpn.; no 50 mn - 7843
dn.; no 100 mn — 3922 don.)
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
500 n: (no 20 mn - 24272 ¢pon.; no 50 mn - 9804
n.; no 100 mn — 4902 con.)
850 n: (no 20 mn - 41262 ¢hn.; no 50 mn - 16667
¢n.; mo 100 mn — 8333 chn.)
2000 n: (no 20 mn - 97087 pn.; no 50 mn - 39216
don.; no 100 ma — 19608 dn.)
126. | TOTEMA PO34UH OpasIbHUIA; NNABOPATOPI PpaHLis IHHOTepa LLy3i ®paHuis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/7854/01/01
no 10 mn B amnyni; A IHHOTEK 3MiHu | TUny - 3MiHK 3 AkocTi. A®L. Cuctema peuyenma
no 10 amnyn B IHTEPHACB KOHTeWHep/3aKkynoptoBasbHWii 3aci6. 3MiHa y
YapyHKOBI OHAb 6e3nocepeHiin ynakosui A®I (skicHi Ta/abo
ynakosLi; no 2 KiNbKiCHI 3MiHM cknagy) - 3MiHa y 6e3nocepesHii
YapyHKOBI ynaKoBKu ynakosui A®| MapraHLio roKoHaTy BUPO6GHULTBA
B KapPTOHHI Kopo6Li Givaudan-Lavirotte, a came: fofaBaHHs Apyroro
Milka 3 LDPE/MEHLL, skuii € nogatkoBum
3axucH1M 6ap’epom. MakyBasibHUIA MaTepian,
KNI 6e3nocepesHi0 KOHTaKTye 3 AdI,
3aNMWAETLCA HE3MIHHUM (NOIeTUNEH HU3bKOT
wineHocTi, LDPE/MEHLL). Okpim TOro, 3asBHUK
0HOBMB po34in 3.2.S.6 y BigNOBIAHOCTI 3 Ailo4UnMun
cTaHgapTamu Ta Bumoramu. MoBigoMneHHs ans
3asBHuKiB, ToMm 2B (Notice to Applicants, volume
2B), onvcas napameTpu creumndikayii gns
NPOMNOHOBAHOr0 NMakKyBaHHS (30BHILLHI BUrIAA Ta
ifeHT1dikaLito) 3 BigNOBIAHNMMN aHANITUYHUMN
npouegypamu.
127. | TPABOMNPOCT piguHa (cy6cTaHuisn) Yewmo l6epika, IcnaHis IHaycTpiane Kimika, c.p.n. ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/12627/01/01
Y CKIIAHUX C.A. 3minu |l Tuny - 3MiHn 3 akocTi. A®l. BupobHMLUTBO
dhnakoHax ans (iHLWi 3MiHW) - 3MiHa CTOCYETbLCS BUPOGHULITBA
BUpPOGHMLTBA cy6cTaHUil (He3HauHi 3MiHKU BiANOBIAHO A0 Ai040ro
CTEePU/IbHUX Ta BMPOGHMLTBA) Ta OHOB/EHHS Bepcii DMF
HecTepu/ibHUX (3aTBepmxeHa Bepcis: 2011/09/06; oHoBeHa
nikapcbknx opm Bepcia: 2021/05/11). Ak Hacnigok 3MiHM y MKA /13
y po3ginax «Cneuudikauis» Ta «Metoan
KOHTPO/I0» 3a NokasHukamm «Onunc»,
«lpeHTudpikauis», «Nutome onTuyHe obepTaHHa»,
«Bopa», «CynbhaTHa 30na», «CynposigHi
[LOMILLKM», «3a/TULLKOBI PO3YUHHUKM» Ta
«KifnbKicHe BU3HAYEHHS»; BUMTYYEHHS NMOKa3HUKa
«Mikpob6ionoriyHa YncToTa» Ta 3MiHa y po3gini
«TepMiH NEPEKOHTPO0»
128. | TPMXONON® Tabnetkun no 250 mr dapmaveBTny Monbwa dapmMaLeBTUUHWIA 3aBO, MonbLa BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/1306/01/01
no 10 TabneTtok y HWIA 3aBOA, "MONb®APMA" C.A. 3MiHM | TNy - 3MiHK 3 SIKOCTi. [OTOBWIA Nikapcbkni peyenmom
6nictepi; no 2 "MONb®APM 3aci6. KoHTposib roToBOro NMikapcbkoro 3acoby
6nictepu B A" C.A. (iHWi 3MiHK) - OHOBNIEHHS BXE 3aTBEPKEHUX
KapTOHHIW nauuj METOAiB KOHTPOJIt0 SIKOCTi NikapcbKoro 3acooy, a
came: BUKNaAEeHHS TEKCTY AePXKaBHO MOBOIO
3rifIHO cy4acHUX BUMOT
129. | PIICTUM® PO3YUH A1 iH'EKLIN, TOB "3 YkpaiHa TOB "®3 "BIO®APMA" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3a UA/14300/01/01
0,3 mr (30 mAH "BIOPAPMA" 3MiHu |l TUny - 3MiHK 3 AKoCTi. [OTOBWIA Nikapcbknii | peyenmom
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
MO)/1 mn; no 1 mn 3aci6. 3MiHM y BUPO6HULTBI. 3MiHa
(30 mnH MO) (0,3 iMnopTepa/3miHu, Lo CTOCYIOTLCA BUMYCKY cepii Ta
mr) abo no 1,6 mn KOHTPOJIH0 SKOCTi FOTOBOrO NiKapCbKoro 3acoby
(48 mnH MO) (0,48 (3amiHa abo fodaBaHHS AiNbHULI, Ha AKil
Mr) y nonepegHb0 3[iCHIOETLCSI KOHTPOJIb SIKOCTI/BUNPOGYBaHHS
HarnoBHEHOMY cepii gns 6ioNoriYHOro/iMyHO0rN4YHOro
wnpuui; no 1 nikapcbKoro 3acoby, Ta 6yAb-AKoi AiTbHNL, Ha
nonepegHsL0 AKili 3aCTOCOBYETLCS GiONOMNYHNIA/IMYHONOTYHWIA
HanoBHeHOMY MeToZ BUNpobyBaHHSA) - BHECEHHS 3MiH A0
wnpudy y 6nictepi; p.3.2.P.3.1 Bupo6Hukn Ta, K Hacnigok, o MKA
no 1 6nictepy y N3, a came - BUNy4YeHHs BUNpobyBanbHOI
nadui 3 KapToHy nab6opaTopil Bigainy koHTposto skocti TOB
«BIO®APMA-IHBECT, y 3B'A3KY i3 NPUMUHEHHAM
LisNbHOCTI Ta aTecTauielo BUNPo6yBasibHOT
nab6opartopii Biaainy koHTposto skocti TOB «$3
«BIODPAPMA»
130. | PITOBEHE® renb ons MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/3922/01/01
30BHILUHLOrO "®ITOPAPM" 3MiHu | TUNY - 3MiHK 3 AKOCTi. FoTOBUIA NiKAPCbKNI peyenma
3acTocyBaHHs, Mo 3aci6. 3mMiHM y BUpo6HULTBI. 3MiHa po3mipy cepii
20rabono40r, (BK/KOYAtOUM Aiana3oH po3mipy cepii) roToBoro
abo no 100 r y Ty6i, nikapcbKoro 3acoby (3mMeHweHHs 1o 10 pasis) -
no 1 Ty6i y nauyj 3 BBEJEHHS 40AAaTKOBMX PO3MipiB cepii [13.
KapToHY 3aBTepaxeHo: 400 kr.
3anponoHosaHo: 200 kr — 10100 ynakosok no 20,
5050 ynakosok no 40 r, 2020 ynakosok no 100 r;
300 kr — 15510 ynakoBok no 20 r, 7575 ynakoBok
no 40 r, 3030 ynakosok rno 100 r; 400 kr — 20200
ynakoBok no 20 r, 10100 ynakosok no 40 r, 4040
ynakoBok no 100 r
131. | ®P/TYOKCETUH TabneTkn, BKpUTI ToBapucTBo 3 YkpaiHa ToBapuCTBO 3 0OMEXEHO YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/8591/01/01
o060n0HkKoto, no 20 06MexeHo BiANOBIA&/IbHICTIO 3MiHu | TUNy - 3MiHK 3 AKOCTi. A®I. KOHTposib AdI. peyenmom
Mr no 10 TabneTok B | BignoBigasbHi "AocnigHnii 3aBof 3MiHa y napameTpax crneuudpikauii Ta/abo
6nictepi, no 1 abo cTio "r'HUC", YkpaiHa (BCi [ONYCTUMMX MEX, BU3HAUYeHUX y cneuudikaLisx
no 2 6nictepa B "[ocnigHnii cTafii BApO6HMLTBA, Ha A®I, abo BYXigHWA/NPOMIKHWIA
nauLi 3 KapToHy 3aBof, KOHTPO/b SIKOCTI, BUNYCK NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS Y
"rHunC cepii); ToBapucTBo 3 npoueci BupobHuuTea AdP| (4ONOBHEHHS

obmexeHoto
BIANOBIA&/IbHICTIO
"®apmMaLeBTnyHa
KoMnaHis “3g0pos'a”,
YkpaiHa (Bci cTagii
BMPOBHMLITBA, KOHTPO/1b
AKOCTI, BUNYCK cepil)

cneumaikaLii HOBUM NOKA3HUKOM AKOCTI Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS) -
[OMNOBHEHHSA creumdikavii Ta MeTogiB BXigHOTo
KOHTpoNto AP| piyoKceTuHy rigpoxniopuay
NoKasHNKOM «P0O3Mip 4acTok». 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
thapmakonei/moHorpadii. NMoaaHHs HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
BW/IyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BMXigHOro Martepiany/peareHTy/npomikHOro
NPOAYKTY, O BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

A®I; ons 4ONOMIXKHOT peqyoBuHM (cepTudikar
BiANoBIAHOCTI EBponeiickbkili hapmakonei) -
HoBwii cepTudikat Big HOBOro BUPOGHUKA (3amiHa
ab0 AONOBHEHHS) - NOJaHHS HOBOTO cepTudikara
BiANoOBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2004-207 - Rev 05 gns A®| chnyokceTuHy
rigpoxnopvay Bif HoBoro Bupo6Huka CADILA
PHARMACEUTICALS LIMITED, India fogatkoBo
[0 3aTBepAKeHoro B1po6Hmka Quimica Sintetica,
S. A., Spain. Ak Hacnigok cneyudikauis Ta
MeToAM KOHTPOso ADI AONOBHEHO MOKAa3HUKOM
«3a/IMLLKOBI KifIbKOCTI OPraHiyHnX PO3UNHHUKIB»
3rigHo HoBoro CEP

132.

®JTYPBINPO®EH

MOPOLLIOK
(cybeTaHuis) y
MilKax noABiHMX
nosieTnneHoBux
ans
chapmaLeBTUYHOro
3acTocyBaHHs

AT "dapmak”

YKpaiHa

Xali-F'po Kemikans

dapmTek Mpaiisit NlimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - 3MiHn 3 sKocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
[OMNOMDKHOT peyoBUHY (LI 3MiHW) - NPUBEAEHHS
po3ginie MKA Ha AdI, a came «YnakoBka» Ta
«[epiog peTecTyBaHHSA» [0 AOKYMEHTaLT
BUMpPO6HMKa HY-GRO CHEMICALS PHARMTEK
PRIVATE LIMITED BignoBigHo Ao gitoyoro
CeprtucpikaTy BignoBigHOCTI €EBponeichkiii
chapmakonei R1-CEP 2017-129 - Rev 03 gnsa Adl
Flurbiprofen. 3atBepaxeHo:
YMNAKOBKA
Y miwkax noAgiliHMX NoNieTUIeHOBMX (30BHILLHIi
YOPHWIA), BKNAAEHNX Y NonieTuneHoBi 6apabaHu.
MEPIOA PETECTYBAHHA
3 poku.
3anponoHoBaHo:
YMNAKOBKA
Y miwkax noAgiiHNX NONieTUNEHOBMX, BKIAAEHNX
y nonieTnseHoBi 6apabaHu.
MEPIOA PETECTYBAHHA
5 pokiB.

UA/18987/01/01

133.

DNOAITEK

cupon 2 %; no 125
My ¢hnakoHi; no 1
donakoHy 3
[03yBa/IbHUM
CTakaH4MKOM B
KapTOHHI ynakosL,i

NabopaTtopis
IHHOTEK
IHTEepHacbiioH
anb

PpaHuis

Brpo6HWK BigNoBIgabHNI
3a KOHTPO/1b Ta BUMYCK

cepii: IHHoTepa LUysi,
®paHuisa; BUpobHuk
BiANoBiganbHU 3a
BMPO6HMLTBO in bulk,

nepBrMHHE Ta BTOPUHHE

PpaHuin

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 IKOCTI. ToTOBUIA NiKapPCbKUi
3aci6. KoHTposib roTOBOro NikapcbKoro 3acoby
(iHWi 3miHK) - OHOB/IEHHA BXE 3aTBEePIKEHNX
METOAIB KOHTPOJItO AKOCTI Nikapcbkoro 3acoby, a
came: BUK1aeHHs TEKCTY AepPXKaBHO MOBOHO
3rigHO cyvyacHMX BUMOr. 3MiHu | Tuny - 3MiHW Woa0

6e3
peyenma

UA/8082/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
nakyBaHHs1, KOHTPO/Tb 6e3nekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi
cepii: FOHiTep JikBig 3MiHW) - BHECEHHS 3MiH [0 po3Ainy “MapKyBaHHS".
MaHydekuypiHr, PpaHuis 3arBepmxeHo: MapkvMposka. 3anponoHoBaHoO:
MapkyBaHHs. 3riiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS.
134. | PNOAITEK cupon 5 %; no 125 Na6opaTopis PpaHuin Brpo6Huk BignoBiganbHNi ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 6e3 UA/8082/01/02
My chnakoHi; no 1 IHHOTEK 3a KOHTPOJ/Ib Ta BUMYCK 3MmiHu | TUNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKN peyenma
donakoHy 3 IHTEepHacbiioH cepii: IHHoTepa LLysi, 3aci6. KoHTposib roToBOro NikapcbKoro 3acoby
[03yBa/IbHUM anb ®paHuis; BUpobHuk (iHWi 3MiHW) - OHOBNEHHS BXE 3aTBEPIAKEHUX
CTaKkaH4YMKOM B BiANOBIgaIbHUIA 32 MeTOZIB KOHTPOJII0 AKOCTi NiKapCbKoro 3acoby, a
KapTOHHIA ynakoBLi BMpPO6HMLTBO in bulk, came: BUKTafeHHS TeKCTY [lep)aBHO MOBOKO
nepBuHHE Ta BTOPUHHE 3rigHO CyyacHux Bumor. 3miHu | Tuny - 3miHu Wwoao
nakyBaHHs1, KOHTPO/Tb 6e3nekun/edhekTNBHOCTI Ta chapmakoHarnagy (iHwi
cepii: FOHiTep NikBig 3MiHW) - BHECEHHS 3MiH A0 po3Ainy “MapkyBaHHS".
MaHydhekuypiHr, PpaHuis 3arBepaKeHo: MapkupoBka. 3anponoHoBaHoO:
MapkyBaHHS. 3riiHO 3aTBEPAXEHOro TEKCTY
MapKyBaHHS.
135. | XE®PEPON kancynum no 350 mr; ANIKANOIA AL | Pecny6nika AJIKANOIA AL Ckon'e Pecny6nika BHECEHHS 3MiH [0 peecTpaLljiiiHux maTtepianis: 3a UA/0263/01/01
no 10 kancyny Ckon'e MiBHIYHA MiBHiYHaA 3MmiHu | TMNY - 3MiHKW 3 AKOCTi. FOTOBUIA NiKAPCbKNi peyenmom
6nictepi, no 3 MakefioHist MakefoHist 3aci6. KOHTpO/1b rOTOBOrO NiKapCbKoro 3acooy.
6nictepm (30 3MiHa napameTpiB cneungikauilii Ta/abo
Kancyn) y nadui [OMYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
KapTOHHil (iHWi 3MiHW) - BHECEHHS 3MiH A0 cnevumdikayii npu
BMMYCKY rOTOBOrO /liKapCbKOro 3acoby 3a
nokasHukom “"MikpobionoriyHa uicToTa ", 3o0kpema:
BBE/IeHHS NePIOANYHOCTI TECTYBaHHS:
NPOBOAMTLCS Ha KOXHI 10-iii npommncnosili cepii
abo Ha ofHiii cepii Ha pik, 3 ornsgy Ha Te, ke
LOChiMKEHHs Byae paHilie
136. | LENICTA® cnpeli an1s poToBOi MpAT YkpaiHa MpAT "dapmaneBTuyHa YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/16494/01/01
NopoXHWHYK, 0,1 "bapmaueBTu ipma "dapHnus” 3MiHu | TUny - 3MiHK 3 AKOCTi. A®l. KOHTpoib AdI. peyenma
mr/mn no 50 mny YHa hipma 3MiHa y napameTpax cneuudpikauii Ta/abo
donakoHi; no 1 "NapHuus” OONyCTUMMX MeX, BU3HAYEHMX Y cneumdikavisx

donakoHy 3
Haca/ikoto-
posnuaoBayem y
nauui

Ha A®I, abo BYXigHWA/NPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS Y
npoueci BUpo6bHuuTea A®| (BUTyUYEHHS
He3Ha4yHOro nokasHuka siKocTi (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHuka)) - 3miHa y
napameTpax cneundikauii A®l MipamicTuH, a
came BU/yYEHHSI He3HAYHOTO NoKasHMKa «Baxki
MeTasin». 3MiHu | Tuny - 3MiHK 3 akocTi. AdI.
CT1abinbHICTb. 3MiHa nepiogy NOBTOPHMX
BMNpo6yBaHb/nepioay 36epiraHHs abo yMoB
36epiraHHa A®| (3a BigCYTHOCTI Y 3aTBEPAKEHOMY
[oCbe cepTudikaTa BignoBigHOCTI €BpoNeiichbKil
thapmakonei, Lo BK/IYae nepios NOBTOPHOro
BUNPOO6YBaHHSA) (iHLWi 3MiHK) - PO3in «YMOBU
36epiraHHsa» BUKIaAEHO BiANOBIAHO A0
aKTyasibHMX martepianis ipmn-sMpobHuka TOB
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

«®APMXIM». MNepBrHHA Ta BTOPUHHA YnakoBka
3a/vweHi 6e3 3MiH. 3aTBepKeHo: «B N1oTHO
YKyNOpeHHOI Tape npy Temnepartype He Bbiwwe 25
° C», 3anponoHoBaHo: «B opuriHasbHili ynakoBLji
npu Temneparypi He suLe 25 ° C»). 3MiHn | Tuny -
3MmiHu 3 aKocTi. A®l. KoHTponb A®l. 3miHa y
MeTodax BUNpobyBaHHs AD| abo BMXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTea AdI
(iHwWi 3miHM y MeTogax BUNpobyBaHHA (BK/IOYaUn
3aMiHy abo fonoBHeHHA) A®l abo
BUWXifHOro/NpoMKHOro NpoAaykTy) - CynyTHs 3miHa
- 3miHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo fgonycTUMmx
MeX, BU3HaYeHWX y cneumdikauiax Ha A®l, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea AdI
(iHLWi 3MiHW) - BHECEHHS 3MiH Ta pefakLuiiiHm1X
npaBokK A0 cneundikauii Ta MeToAiB KOHTPOSI0
A®| MipaMiCTVH 3a noKasHUKamu:
«laeHTudikauis», «pH», «CynpoBigHi OMILLKN»,
«KinbKicHe BU3HAYEHHS», TeCT «PO3UYNHHICTb»
3anponoHOBaHO BMKOHYBATW Tiflbkv AN
po3umnHHYKIB BoAa P Ta eTaHon (96%)P, wo He
cynepeunTb Bumoram Y. fo po3giny
«3aNLLKOBI Ki/IbKOCTi OpraHiYHMX PO3UYUHHUKIB
BHECEHHS YTOYHEHHS [0 TEPMIHY NPUAATHOCTI
PO34MHY MOPIBHAHHSA, [0 YMOB
XpomaTorpadyBaHHsi Ta OHOB/IEHO OAVH 3
napameTpiB NpuAaTHOCTI XpomarorpadivHol
cMcTeMHu BiAMOBIAHO pe3ynbTartiB Bastigauil
aHaNiTUYHNX METOAVK; B po3ain «MikpobionoriyHa
4YNCTOTa» BHOCATLCA YTOYHEHHS BiANOBIAHO BUMOT
€9, 26.12,5.1.4.

137.

LENICTA®

PO34MH AN1A POTOBOI
NOPOXHUHNK, 0,1
mr/mn, no 100 mn 'y
donakoHi; no 1
oNakoHy 3 MipHUM
CTakaH4MKoM Y
nauui

MpAT
"dbapmaueBTu
YyHa hipma
"fapHuus"

YKpaiHa

MpAT "dapmaneBTuyHa
dipma "apHuua"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - 3MiHn 3 aKocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
LONyCTUMUX MeX, BU3HaYeHUX Yy cnevumdikauisx
Ha A®|, abo BVXigHWIA/NPOMIKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BupobHuLTBa API (BUIYUYEHHS
HEe3Ha4YHOro NoKasHuKa SKOCTi (Hanpukiag,
BW/TyYEHHS 3aCTapifioro nokasHuka)) - 3miHa y
napametpax crneuudikauii APl MipamicTuH, a
came BUNYyYEHHS HE3HAYHOTO NoKasHMKa «Baxki
mMeTann». 3MiHu | Tuny - 3MiHn 3 akocTi. AdI.
CT1abinbHICTb. 3MiHa nepiogy NOBTOPHMX
BMNPOGYBaHb/nepiogy 36epiraHHa abo ymoB
36epiraHHa A®| (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[0Cbe cepTudiikaTa BifgnoBiaHOCTI EBponeiichbkiit

6e3
peuyenma

UA/16403/01/01




81

n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

dhapmakonei, Wwo BKIoYae nepiog NOBTOPHOIO
BUNPO6YBaHHSA) (iHLLI 3MiHW) - pO34iN «YMOBU
36epiraHHsA» BUKIaAEeHO BiANOBIAHO A0
aKTyasibHUX mMatepianis oipMu-Bnpo6Hmka TOB
«PAPMXIM». NepBMHHa Ta BTOPUHHA ynaKoBKa
3a/mLLeHi 6e3 3MiH. 3aTBepkeHo: «B ni1oTHO
YKyNOPEeHHOI Tape npu Temnepartype He Bbiwe 25
° C», 3anponoHoBaHo: «B opuriHasbHili ynakoBLji
npu Temneparypi He Bulle 25 ° C»). 3MiHn | Tuny -
3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
MeTofax BunpobysaHHa APl abo BUXIgHOIO
marepiany/npomikKHOro NPoAYKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMLTBa ADI
(iHWi 3mMiHM y MeTofax BUNPOGyBaHHA (BK/ItOYa0UN
3amiHy abo AonoBHeHHs) AD| abo
BVXiZHOrO/MPOMDKHOro NpoAaykTy) - CynyTHS 3MiHa
- 3MiHK 3 AkocTi. APL. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCSA Y npoueci BUpobHuytea Ad|
(IHWWI 3MiHK) - BHECEHHS 3MiH Ta pefakuiiHnX
npasoK A0 cneumdikavii Ta MeTofiB KOHTPOSIO
A®| MipamiCTVH 3a NoKasHuKamu:
«laeHTudikauis», «pH», «CynpoBigHi fOMILIKU»,
«KinbKicHe BU3HAYEHHS», TECT «PO3UNHHICTb»
3anponoHOBaHO BUKOHYBAaTW Tiflbkn ANA
po3umnHHYKKIB Boga P Ta eTaHon (96%)P, wo He
cynepeunTb BUMoram APY. [lo posginy
«3a/IMLLKOBI KifIbKOCTI OPraHiyHnX pO3UNHHUKIB»
BHECEHHS YTOYHEHHS [0 TePMiHy NnpugaTHocTi
PO34MHY MOPIBHAHHSA, [0 YMOB
XpomaTtorpadyBaHHs Ta OHOB/IEHO OAVH 3
napameTpiB NpuAaTHOCTI XpomatorpadivHol
cucTeMu BifNoBigHO pesynbTaTis Banigauii
aHaNiTUYHNX METOANK; B po3ain «MikpobionoriyHa
YncToTa» BHOCATLCA YTOYHEHHS BiAMNOBIAHO BUMOT
€9, 26.12,5.1.4.

138.

LE®IKC

Kancynu no 400 mr
no 5 kancyny
6nictepi; no 1
6nictepy y
KapTOHHIA Kopoo6Li

Papma
IHTEpHeLeHan
KomnaHi

VoppaaHis

Papma IHTepHelLeHan
Komnai

Wopparis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA (BK/HOYaouK,
3a HeobXiAHOCTI, MicLe NPOBEAEHHS KOHTPOJTHO
sIKOCTi), ab0 BnacHuka macTep-chaiina Ha A®l, abo
noctavanbHvka A®l/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (SKLLO
3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy

3a
peyermom

UA/4151/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
pPEYOBUHM (AKLLO 3a3HAYEHO Y [10CLE) - 3MiHA
appecy Brpo6Huka AP (Lledbikcumy (y dropmi
TpurigpaTty) Dhanuka Laboratories Ltd., India, 6e3
3MiHM MicLS BUpO6HMLTBA
139. | LE®DIKC NMOpPOLLOK ANA Papma VoppaaHis Papma IHTepHelueHan Mopparis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/4151/02/01
opasibHOT CycneHsii, IHTepHewweHan Komnai 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
100 mr/5 mn, 1 KomnaHi HaliMeHyBaHHs1 Ta/abo agpecy Micus
h/1aKOH 3 MOPOLLKOM NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA (BK/IHOYaouK,
(ansa 30 mn abo 60 3a HeobXiAHOCTI, MicLe NPOBEAEHHS KOHTPO/THO
MJ1 cycneHsii) 3 sIKOCTi), ab0 BnacHuka macTep-chaiina Ha A®l, a6o
JIOXKOI0-[103aTOPOM noctavanbHvka A®l/BuxigHoro
Y KapTOHHiIli kopoobui matepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (SKLLO
3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepaXeHoOMy
nocbe, abo BMPOOHMKA HOBOI AOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
aapecy BupobHuka Ad®I (Liedikcumy (y chopmi
TpurigpaTy) Dhanuka Laboratories Ltd., India, 6e3
3MiHM MicUsl BUPOGHMLTBA
140. | LE®YPOKCUM TabneTkn, BKpUTI CaHpo3 CnoseHis CaHpo3 'moX - Himeuuunna/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/5447/02/02
CAHAO3® nAiBKOBOO dapmachbloTika Bupo6Huya ginbHuus AscTpis 3MiHu | TURY - 3MiHK 3 AKOCTi. FOTOBUIA NiKAPCbKNI peyenmom
060/10HKOH0, Mo 250 n3 a.a. AHTHiHekuiHI TN3 Ta 3aci6. Onuc Ta cknag. 3miHa y cknagi

Mr 10 7 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIA KopooLi

XimiyHi Onepauii KyHaib

(AIXO N3 KyHano),
ABCTpIS;
BMPOOHUK iH 6asiK,
KOHTPO/b Cepii,
nakyBaHHS:
Menled dapma MvbX,
Himeuunna

(AoNoMKHMX peyoBUHAaX) rOTOBOrO NiKapCbKoro
3acoby (cMakoBi J06GaBKM abo 6apBHUKN) -
JopaasaHHs, BUTyYeHHA abo 3amiHa - 3miHa

cknafly nokputTa TabneTku, WO Mackye cMmak, 3

KpOXMasto Ha onagpaii-nokpuTTS. 3MiHN BHECEHI
[0 IHCTPYKLiT 415 MeNYHOro 3aCTOCyBaHHS

nikapcbKkoro 3acoby y po3ain "Cknagn/JonomixHi

peyoBUHK", AK HACAIZOK — Y po34in "Ocob6anBOCTi
3acTocyBaHHA"; 3 BiANOBIAHUMW 3MiHaMK [0
TEKCTY MapKyBaHHS ynakoBku. BBefieHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMAXKEHHS.
3MiHu | TUNY - 3MiHKM 3 AKOCTI. FOTOBUIA NiKAPCbKNi
3aci6. KOHTpO/1b rOTOBOrO NiKapCbKoro 3acooy.
3MiHa napameTpiB cneungikauiii Ta/abo
[OMYyCTUMMX MEX roTOBOrO NiKapcbkoro 3acoby
(BVNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3aCTapifioro NokasHvkKa, Takoro K 3anax Ta cMax,
abo igeHTUdikauis 6apBHMKIB Y CMaKOBUX
[06aB0K)) - BUNyYeHHS NokasHuka «TBepaicTb» 3i
cneuungikauii rotoBoro J13 sk 3actopinuii (Tinbkn
onsa nosu 250 mr). 3MiHu | Tuny - AOMiHiCTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu micus

NpoBaf)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa

roTOBOrO JIiKapCbKOro 3acoby, BKIoYauu
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n/n

JliKapcbKO20
3acoby

Popma sunycky

(nikapcbka chopma,

ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

141.

LE®YPOKCUM

AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/iMNOPTEp, BK/OYAOUN BUMYCK Cepild) -

BHECEHHS YTOYHEHHS Ha3BW BUPOBHMKA, LU0
BiAgnoBifae 3a BUNYCK cepii- NpuBefeHHs y
BiANOBIAHICTb A0 BUCHOBKY LLOAO BiANOBIAHOCTI
BMPOGHMKa BUMoram GMP (6e3 3miHn
MicLLe3HaxX0MKEeHHS1 BUPOOHUKa). 3MiHWU BHECEHI [0
IHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3gin "Bupo6Huk”, 3

Bi4NOBIAHVMMN 3MiHAMMW [0 TEKCTY MapKyBaHHs

ynakoBku. BBeeHHsA 3MiH NPOTAroM 6-Tn MicsuiB
nicnsa 3aTBepKEHHS.

nocsio4YeHHs

CAHA03®

TabneTtkn, BKpUTI
NNiBKOBOO
060/10HKO0, M0 500
Mr 10 7 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIA KOpooLi

CaHpos3
dapmachbloTika
n3 a.a.

CnoseHis

CaHpo3 'm6X -
Bupo6Huya ginbHuus
AHTWiHekuiHI TN3 Ta
XimiyHi Onepauii KyHab
(AIXO N3 KyHanb),
ABCTpiS;
BMPOOHUK iH 6asiK,
KOHTPO/b Cepii,
nakyBaHHS:
MeHled Papma Mv6X,
Himeuunna

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 AKOCTi. FoTOBUIA NiKAPCbKNI
3aci6. Onuc Ta cknag,. 3miHa y cknagi
(8oNOMKHMX peyoBUHAaX) rOTOBOrO NiKapcbKoro
3acoby (cmakoBi J06aBK/ abo 6apBHUKN) -
[opaBaHHs, BUyYyeHHs abo 3amiHa - 3MiHa
cknafly nokputTa TabneTku, WO Mackye cMmak, 3
KPOXMaJulto Ha onagpaii-nokpuTTs. 3MiHN BHECEHI
[0 IHCTPYKLiT 4159 MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ain "Cknan/AonomixHi
pevyoBUHN", K HACAIAOK — Y po34in "Oco6anBOoCTi
3acTocyBaHHS"; 3 BigNOBIAHUMM 3MiHAMUW [0
TEKCTY MapKyBaHHS ynakoBku. BBefeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMAKEHHS.
3MmiHu | TUNY - 3MiHKM 3 SKOCTi. FOTOBUIA NiKAPCbKN
3aci6. KOHTpO/1b rOTOBOr0 NiKapcbKoro 3acooy.
3MiHa napameTpiB cneungikauii Ta/abo
[OMYCTUMMX MEX roTOBOrO NiKapcbkoro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3aCTapifioro NokasHvkKa, Takoro Sk 3anax Ta cMax,
abo igeHTudikauis 6apBHMKIB Y CMaKOBUX
[06aB0K)) - BUNYyYEHHS NokasHuKa «TBepaicTb» 3i
cneuungikauii rotoBoro /13 sk 3actopinuii (Tinbkn
onsa gosv 250 mr). 3miHn | Tuny - AaMiHicTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu micus
NpoBaf)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoyaoumn
AOinbHULI BUNYCKY cepii abo micLle npoBefeHHs
KOHTPO/IO SKOCTI. (ZisNIbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpTEpP, BK/OYAOYM BUMYCK Cepiid) -
BHECEHHS YTOYHEHHS Ha3BW BUPOGHMKA, LU0
BiANOBIAAE 3a BUMYCK Cepii- NPUBEAEHHS Y
BiANOBIAHICTb A0 BUCHOBKY LLOAO BiANOBIAHOCTI
BUpo6HMKa BUMoram GMP (6e3 3miHu
MiCL,e3HaXOKEHHS BUPOOHMKA). 3MiHM BHECEHI A0
IHCTPYKUT 4719 MeANYHOro 3acTOCyBaHHSA

niKapcbKoro 3acoby y po3ain "BupobHuk', 3

3a
peyenmom

UA/5447/02/03
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
BiAMNOBIAHVMMM 3MiHAMW 4,0 TEKCTY MapKyBaHHS
ynakoBkW. BBeEHHS 3MiH NPOTAroM 6-Tn Micsauis
nicns 3aTBepAKeHHs.
142. | UMNPO®PNIOKCA | kpanni ouHi Ta ToBapucTBO 3 YkpaiHa ToBapuCTBO 3 0OMEXEHOID YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/4759/01/01
LUWH BYLUHI, 3 Mr/m/; no 5 06MeXeHo BiANOBIA&/IbHICTIO 3MiHu |l TUNYy - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbknii | peyenmom
M1y ¢hnakoHi; no 1 BignoBigasibHi "focnigHuii 3aBog 3aci6. Cuctema KoHTenHep/3aKynoptoBasibHU
chnakoHy B cTio "r'HUC", YkpaiHa (BCi 3aci6. 3MiHa y NepBYHHIli ynakoBLji roTOBOro
KOMNEKTi 3 "[ocnigHni cTafii BUpo6HUNLTBA, nikapcbKoro 3acoby (SKiCHWIA Ta KinbkicHUiA cknan)
KPULLIKOHO- 3aB0O[, KOHTPOb SKOCTi, BUMYCK - CTepunbHi nikapcbki 3aco6u Ta nikapcbki 3acobmn
KpanesnbHULEeto B "rHuact cepii); ToBapucTBO 3 6i0/10rYHOr0/iIMyHO/TOFYHOTO MOXOPKEHHS —
Kopobui; no 10 mn y 06MeXeHo BBE[EHHS OAATKOBOI YNakoBKu, a came h1akoHiB
chnakoHi; no 1 BiANOBIAANbHICTIO 3 TPYOKM CKASIHOT, 3i 3MIHOIO AKICHOTO Ta
chnakoHy B "®APMEKC rpyn", KiNbKICHOTO CKagy nakyBaslbHOTO Marepiasny Big,
KOMNEKTi 3 YkpaiHa (Bci cTagii HOBOrO NnocTavasibHuKa nakoHis ,Gerresheimer
KPULLIKOIO- BMPOBHMLITBA, KOHTPO/Ib Shuangfeng”, Kutaii gogaTtkoBo o 3aTBepAKEHNX
KpanesnbHULEeto B AKOCTI, BUMYCK cepil) noctavansHukis AT ,Megackno”, Pocilicbka
Kopobui depnepadis, BAT ,TyliMasuckio”, Pociiicbka
depepauis, ,SCHOTT", YropwuHa, ,JINAN
YOULYY INDUSTRIAL CO. LTD”, Kutaii. CynyTHs
3MiHa - 3MiHM 3 IKOCTi. [OTOBWMIA Nikapcbkuii 3aci6.
CuncTemMa KOoHTelHep/3aKynoproBasibHUiA 3aci6.
3MiHa nocTavyanbHrKa NakyBaslbHUX MaTepianis
ab0 KOMM/IEKTYUMX (KO 3a3HAYeHO B OCHE)
(3amiHa abo fofaBaHHs NocTavyasibHMKA)
143. | APUHA® TabneTku, BKPUTI Baiiep Al HimeuyunHa nepBMHHA Ta BTOPUHHA HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/11479/01/01
060/10HKOI0; M0 21 ynakoBka, [03Bin Ha 3MiHu Il TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI | peyenmom

Tabnetyi y 6nictepi
3 KasieHJapHo
LKano; no 1
6nictepy y
nanepoBomy
MiLLIEYKY B KQpPTOHHIlA
nauuj

BMNycK cepii: baliep Al,
HimeyunHa; BUpOBHMLITBO
Hepo3dhacoBaHoT
npogaykuii: banep Baiimap
Mv6X i Ko. KI', HimeuunHa

Ta thapmakoHarnsgy. 3MiHM y KOPOTKiiA
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBYMM AaHUMU 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHUMKU JaHUMK Ta
[aHuMK 3 hapMakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKL|i 415 MeAUYHOr0o 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ginis
"MpoTunokasaHHA", "OcobaMBOCTI 3aCTOCyBaHHSA",
"Cnoci6b 3acTocyBaHHA Ta f031" (LWoAo iHhopmali
CTOCOBHO 0CO6GMMBUX Tpyn nauieHTis), "diTn".
BBeneHHs 3MiH NpoTarom 3-x micsuiB nicns
3aTBepmKeHHs. 3miHu Il Tuny - 3MiHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTunLi NikapCcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOrO 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHuMK 3 KOCTI, AOKNIHIYHUMU, KAIHIYHUMUN
JaHvMK Ta fjaHumuy 3 hapmakoHarnsagy - 3miHm
BHECEHO [0 iHCTPYKLIT 415 MegnMyHoro
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"apmakonoriyni BnactmsocTi”, "OcobuBi 3axoan
6e3nekn” Wwoao iHdhopmalLlii CTOCOBHO eKo/Oori4YHOT
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Ne Hassa ®dopma surnycky 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1

Hebe3nekn AN HAaBKO/IMLIHBLOTO CepeAoBuMLLa.
BBeneHHs 3MiH NpoTarom 3-x micsuis nicns
3aTBEPKEHHS.

B.o. I'enepanbHoro supexkropa /lupekropary
(hapmanieBTUYHOrO0 3a0e3neyeHHs

Isan 3AZIBOPHUX
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