Jopartok 1

Ao Hakasy MiHicTepcTBa 0XOPOHU

300pOB’A YKpaiHu

Ne
MEPENIK
NIKAPCbKUX 3ACOBIB, WO NMPONMOHYKTLCA 40 AEP>XABHOI PEECTPALII
Ne Ha3ssa sikapcbko20 dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
1. BE3VUMEL TabneTkun, BKpUTI Megokemi TT/, Kinp nepBrHHE Ta Kinp peecTpauist Ha 5 pokis 3a He UA/19173/01/01
NNiBKOBOK 060/0HKOIO, BTOPWHHE peyernmom niossi2ae
no 5 mr, no 10 Tabnetok nakyBaHHs: MepioAnyHICTb NofaHHSA
y 6nicTepi, no 1 abo 3 Megokemi T4 perynsipHo
6nicTepy y KapTOHHIl (3aBopg AZ), Kinp; OHOB/THOBAHOrO 3BITY 3
Kopobui BUPOGHMLTBO 3a 6e3neku, BiANOBIAHO A0
NOBHVM LMK/IOM: Mopsaaky 34iicHeHHS
Mepokemi T4 hapmakoHarnsgy,
(LleHTpanbHwuii 3aTBEPAKEHOrO Haka3oM
3aBop), Kinp MiHicTepcTBa OXOPOHU
3[,0p0B’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKkpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHIMn y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.
2. BE3VUME/L TabneTtku, BKPUTI Mepokemi NT/, Kinp nepBuHHE Ta Kinp peecTpauist Ha 5 pokis 3a He UA/19173/01/02
NAiBKOBOK 060/IOHKOHO, BTOPVHHE peyenmom nionseae
no 10 mr, no 10 nakyBaHHs: MepioAnyHICTb NogaHHA
Tabnetok y 6nictepi, no Megokemi T4 perynsipHo
1 a6o 3 6nictepu y (3aBog AZ), Kinp; OHOB/IHOBAHOrO 3BITY 3
KapTOHHI KopoobLi BMPOGHMLTBO 3a 6esneku, BiANOBiAHO A0
NMOBHUM LIMK/TOM: MopsiaKy 34iCHEHHS

1




Ne
n/n

Ha3zsa sikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsio4eHHs

Megokemi T4
(LleHTpanbHwuii
3aBog), Kinp

hapmakoHarnsgy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKkpaiHnu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHsA 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HayYeHMUN y
nepiogMyHOCTi NoAaHHsA
perynsipHux 3BiTiB 3
6esnekxu.

AOKCOPYBIUVH
DAPEC

PO34MH ANA iH'EKLiiA, 2
mr/mn, no 5 mn, 10 mn,
25 mn abo no 100 mny
thnakoHi, no 1 donakoHy
Kopobui

Koneriym c.p.o.

Cnosaubka
Pecny6nika

TumoopraH
dapmauie Mm6X

HimeuunHa

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/19174/01/01

AOAYKPECCA®

Kpan/i O4Hi, po34uH; No

CaHTeH AT

PiHNAHAiA

BUPOGHMK,

PiHnaHais/

peecTpauisi Ha 5 pokis

3a

He

UA/19175/01/01
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KapTpuaKax, BKnageHux
y nonepesHs0
3anoBHeEHY
6ararofo030By
OfIHOPa30BY LUMNPUL-
pyuKy; 1 nonepegHb0
3anoBHeHa Lnpuy-
pyuyka Ta 6 0gHOPa30BUX
ronok Hoso®anH®
MNoc B KAPTOHHIl
kopobui; 1 mr: mo 3 mny
KapTpuaKax, BknageHux
y nonepesHL0
3anoBHeHy
6ararofo30By
0/IHOPa30BY LUMNPULL-
pyuKy; 1 nonepegHb0
3anoBHeHa Wnpuy-

KapTpuLKy Ta
KOHTPO/b SIKOCTI
npogykuii in bulk;
XiMiYHi/i3nyHi
BMNPOGYBaHHS,
MiKpo6ionoriyHi -
CTEPWU/BHICTb Ta
MiKpo6ionoriyHi -
Mikpo6ionoriyHa
yucrota. Bunyck
cepii:

A/T Hoso Hopgick,
[JaHis;
KomnnektysaHHs,
MapKyBaHHSA Ta
BTOPVHHE
nakyBaHHS
roToBOro

perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO

Ne HasBga snikapcbKo20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
5 mMn 'y chnakoHi 3 BiANOBiAaIbHMI 3a ITanis peyernmom niosnsieae
HaKOHEeYHWKOM- BUNYCK cepil: MepiognyHicTb NogaHHA
KpanesibHULEl Ta CaHTeH AT, perynsipHo
KpULLIKOKO; No 1 donakoHy PiHNAHAIA; OHOBJIOBAHOIO 3BITY 3
B KAPTOHHIlA ynakoBLj BMPOGHULITBO, 6e3neku, BiANOBIAHO A0
nepBrHHE Ta Mopsiaky 34iiCHEeHHS
BTOPVHHE chapmakoHarnsagy,
nakyBaHHs, 3aTBEPKEHOr0 Haka3om
KOHTPO/b SIKOCTI: MiHicTepcTBa OXOpPOHU
Ty6inokc ®apma 3[10pOB’A YKpainu Big 27
C.N.A., ITania rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHIMn y
nepiogMyHOCTi NoAaHHsA
perynsipHux 3BiTiB 3
6esneku.
5. O3EMMIK PO34MH ANS iH'EKLN, A/T Hoso Hopgaick [JaHis Brpo6HMuTBO [JaHis peecTpauist Ha 5 pokis 3a He UA/19176/01/01
1,34 mr/mn; 0,25/0,5 wr: NpoayKTY, peyenmom nionsizae
nol5wmny HanoBHEHHA MepioAnyHICTb NofaHHSA
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Ne HasBga snikapcbKo20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
pyuka Ta 4 ogHOpPa3oBuX nikapcbKoro 3i cTpoKamu,
ronku Hoso®ainH® 3acoby 3a3Ha4YeHMun y
MAoc B KAPTOHHIN (cemarnytug 1,34 nepioguYHOCTI NOAAHHS
KopoobLi Mr/M, PO3YNH ANA perynsapHux 3BiTiB 3
iH'eKUilA, Wwnpuy- 6esneku.
pyuka PDS290),
KOHTPO/b IKOCTI
(XiMiYHI/Di3nYHi
BUNPOGYBaHHS)
npoaykuii in bulk
Ta rotoBoro
NiKapcbkoro
3acoby:
A/T Hoso Hopgick,
[aHis
6. MEMETPEKCE], niocpinizat ana MpuBaTHe Ykpaina MpuBaTHe Ykpaina peecTpauist Ha 5 pokis 3a He UA/17903/01/02
NPUroTyBaHHSA PO3YNHY akujioHepHe akujioHepHe peyenmom nionszae
Ans iHdysi no 100 mr TOBapUCTBO TOBapUCTBO MepiognyHicTb NogaHHsA
no 1 chnakoHy y navu,i "JlekxiMm-Xapkis" "JlekxiM-Xapkis" perynsipHo
(BMPOGHMLTBO 3 OHOB/IHOBAHOIO 3BITY 3
npoaykuii in bulk 6e3neku, BigNOBIAHO A0
hipmu-BMpOOHUKA Mopsaaky 34iACHEeHHS
Li3saHbCy XaHbco hapmakoHarnsgy,
dapmacbloTUKas 3aTBEPAKEHOrO Haka3oMm
Ipyn Ko., N14,, MiHicTepcTBa OXOPOHU
KuTaii) 3[,0p0B’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHg 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.
7. DNYTUKA3OH- cnpeii HasaslbHUiA ToBapucTBo 3 YkpaiHa KOHTPO/b AKOCTI, YkpaiHa peecTpauist Ha 5 pokis 3a He UA/19177/01/01
340POB'A [1030BaHuii, cycnexsis, 06MEXEHO BUNYCK cepii: peuyenmom niosnsieae
27,5 mkr/posy, no 30 o3 | BignNoBigaNbHICTIO ToBapucTso 3 MepiognyHicTb NogaHHA
abo no 120 go3 y "GapmaueBTnyHa obmexeHo perynapHo
dh/1aKoHi 3i cnpeid- KOMNaHis BiANOBIAA/ILHICTIO OHOBJ1OBAHOIO 3BITY 3
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Mr, no 1 conakoHy y
KapTOHHIA ynakoBLi

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHeHHS
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHMun y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3

Ne HasBga snikapcbKo20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
HacoCoM 3 3axX1UCHUM "3popos'a” "PapmaueBTnyHa 6e3neku, BignoBigHO A0
KiflbLieM Ta KOBMaykoMm, KOMnaHis MopsiaKy 34iACHEHHS
no 1 chs1akoHy y KopooLi "3popos's", thapmakoHarnagy,
3 KapToHY YKpaiHa,; 3aTBepAXXEHOro Hakasom
BCi cTagii MiHicTepcTBa 0XOpOHK
BUPOGHMLTBA, 3[10pOB’A YKpainu Big 27
BUNYCK cepi: rpyaHa 2006 poky Ne
ToBapucTso 3 898, 3apeecTpoBaHoro B
06MEXeHO MiHicTepcTBi tocTuuii
Bi4NOBIAA/ILHICTIO Ykpainu 29 ciuHsa 2007
"papmaueBTNYHA poky 3a Ne 73/13340 (y
KOMMaHisi peaakuii Hakasy
"3popos's", MiHicTepcTBa OXOPOHU
YKpaiHa,; 370pOB'A YKpaiHu Bif, 26
KOHTPO/b SIKOCTI: BepecHs 2016 poky Ne
ToBapucTso 3 996), cTaHOBUTb: 3riHO
obmexeHoto 3i cTpokamu,
Bi4NOBIAA/IbHICTIO 3a3HavYeHNMn y
"®APMEKC nepioguyYHOCT NOAAHHSA
reym:, perynsipHux 3BiTis 3
YkpaiHa 6e3neku.
8. ®OPIrEHMIM-1000 NOPOLLOK A/19 PO3UYNHY CeHc Jlaboparopic IHAia CeHc aboparopic IHAia peecTpadisi Ha 5 pokis 3a He UA/19178/01/01
NS iH ekuiiA, no 1000 Met. N14. Met. NTA,. peyenmom nionszae




Ne HasBga snikapcbko20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
6esnekxu.

B.o. l'eHepanbHOro gupekropa Ainupekropary
chapmaueBTUUHOro 3a0e3nevyeHHsA

IBaH 3SAABOPHUX




Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
NEPEJIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYOTbLCA A0 AEP>XXABHOI NMEPEPEECTPALIII
Ne HasBsa snikapcbko20 dopma sUMYCKY 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa YmosBu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
1. IBAHOPOHOBA TabneTku, BKpUTI MicTtpan Kenitan AHrniA CiHTOH XicnaHis, IcnaHis nepepeecTpawis Ha 3a He UA/16004/01/01
KNCNOTA-BICTA NAiBKOBOK 060/IOHKOIO, MeHeKMeHT C.n. He0bMeXeHWi TepMiH peyenmom nionsieae
no 50 mr, no 10 NimiTeq

Tabnetok y 6nictepi; no
3 6nictepn B KOpo6Li

OHOB/IEHO iH(hopmaLLito
B IHCTPYKU|i ans
MeAnYHOro
3acToCcyBaHHSA
nikapcbKoro 3acoby y
posginax: "Oco6amBocCTi
3actocyBaHHs", "IN06i4Hi
peakuii" BiAnosigHo A0
iHdhopmauii woao
MeAnYHOro
3aCTOCyBaHHSA
pedoepeHTHOro
nikapcbKoro 3acoby
(BoHapoHaT®,
TabneTkn, BKPUTI
NNIBKOBOK 060I0HKOH).

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3rifHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

MOJEN/b EPO

TabneTku, BKPUTI
M/1iBKOBOK 06GOJIOHKOMO,
no 91 tabneTtuiy
6nictepax (no 28
pOXeBUX TabNeToK y 2
6nictepax Ta 35
Tabnetok (28 poxesBux
Tabnetok Ta 7 6inux
Tabnetok) y 6nictepi);
no 3 6nictepu, Wwo
3achikcoBaHi KOPOOKOH0-
KHWXeuKoto; no 1
KOPOOLLI-KHMXLi B
nakeTuky 3 donbru; no 1
nakeTuky 3 chonbrn Ta
Hak/neikow-kaneHaapem
B KOPOOL

3eHTiBa, K.C.

Yecbka
Pecny6nika

TOB TeBa
OnepewH3
MonaHg

MonbLwa

nepepeecTpauis Ha
HeobMeXeHW TepMiH
OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby B
po3sgainax
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijin",
"Ocob6nvBocCTi
3acTocyBaHHs", "INo6iYHi
peakuii" BiAnoBigHO A0
mMarepianis
peecTpauiiHoro Aocbe.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
37,0p0B's YKpaiHu Bif 26

3a
peyerimom

He
nidnsieae

UA/15294/01/01




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep

peecmpayjiliHo2o

nocsio4YeHHs1

BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

CTPEC-ITPAH

rpaHynm no 10 ry
neHani nofimepHomy; no
1 neHany B nauuj

MpAT
«HaujioHanbHa
[omeonaTtnyHa

Cninka»

Ykpaina

MpAT
«HaujioHanbHa
[omeonaTtnyHa

Cninka»

YkpaiHa

MepepeecTpavis Ha
HeoOMeXeHWn TEPMIH.

MepioagnyHICTb NoAaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3oMm
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHuu Big 27
rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/3829/01/01

TAKNAH

kancynm TBepgi, no 0,5
Mr, o 10 kancyn
TBEpAUX y 6nicTepi; no 5
abo 6 6nicTepiB y
KapTOHHI nayui

MaHaues bioTek
®apma /114,

IHais

MaHaues bioTek
®apma /114.

IHais

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i ANns
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"PapmakoTepaneBTnyHa
ypyna" (YyTOYHEHHS
Ha3Bu), "B3aemogais 3

3a
peuyernmom

He
nionsieae

UA/15856/01/01




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

HLWIMMK NiKapCbKMU
3acob6amu Ta iHLWi BUAn
B3aemMogijin",
"Oco6nMBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta gosu',
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii™
BignoBigHO Ao
iHchopMmauit
pedyepeHTHoro
NiKapcbKoro 3acoby
MPOIPA®®, kancynu
TBepai no 0,5 wmr, 1 mr, 5
MF.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHYU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

TAKNAH

Kancynwv Teepgi, no 1 wr,
no 10 kancyn TBepaux y
6nicTepi; no 5 abo 6
6nicTepiB y KAPTOHHIl
navui

MaHaves bioTek
dapwma J114.

IHais

MaHaues bioTek
dapma /14,

IHais

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeWYHOro

3a
peuyernmom

He
nionsieae

UA/15856/01/02
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Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
3acToCcyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"GapmakoTepanesTnyHa

ypyna" (YyTOYHEHHS
Ha3Bu), "B3aemogis 3
HLWIMMW NiKapCbKMKU
3acob6amu Ta iHLWi BUAn
B3aemMogijin",
"Oco61MBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta gosu',
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii™
BigMnoBigHO Ao
iHchopMmauit
pedyepeHTHoro
NiKapcbKoro 3acoby
MPOIPA®®, kancynu
TBepai no 0,5 mr, 1 mr, 5
MF.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

11




6nictepi; no 5 abo 6
6nicTepiB y KapTOHHIl
nauuj

OHOB/IEHO iH(hopmaLLito
B IHCTPYKU|i ans
MeMNYHOro
3aCTOCyBaHHsA
nikapcbKoro 3acoby y
po3ginax
"GapmakoTepanesTnyHa
ypyna" (YTOYHEHHS
HasBu), "B3aemogis 3
HLWIMMK NiKapCbKMU
3acob6amu Ta iHLWi BUAn
B3aemMogijin",
"Oco61MBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta gosu',
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii™
BigMnoBigHO Ao
iHchopMmauit
pedyepeHTHoro
NiKapcbKoro 3acoby
MPOIPA®®, kancynu
TBepai no 0,5 mr, 1 mr, 5
M.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJ/IOBAHOI O 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHs 2016 poky Ne

Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
6. TAKNAH Kancynu Teepgi, no 5 mr MaHaues bioTek IHais MaHaues bioTek IHais nepepeecTpawis Ha 3a He UA/15856/01/03
no 10 kancyn TBepanx y dapma /14, Papma 14, HeobMexeHuii TepMiH peyenmom nionsizae
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.

TAKMNAH

kancynu Teepgi, no 0,5
mr; in bulk: Ne 5000
(10x500) y 6nicTepax

MaHaues bioTek
dapma /114,

IHais

MaHaues bioTek
Papma /14,

IHais

nepepeecTpauis Ha
HEO6MeXeHU TePMiH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHU
340pOB’sA YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognyYHOCTi NOAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

He
nionsieae

UA/15857/01/01

TAKMNAH

Kancynu TBepgi, no 1 mr;
in bulk: Ne 5000
(10x500) y 6nicTepax

MaHaves bioTek
dapma /14,

IHais

MaHaues bioTek
dapma /14,

IHais

nepepeecTpawis Ha
HeobMeXeHWi TEPMIH.

MepioAnYHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3oMm
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne

He
nidnsieae

UA/15857/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

TAKMNAH

Kancynwv Teepgi, no 5 wr;
in bulk: Ne 5000
(10x500) y 6nictepax

MaHaues bioTek
®apma /114,

IHais

MaHaues bioTek
®apma /114.

IHais

nepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YkpaiHu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
3710pOB's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

He
nionsieae

UA/15857/01/03
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B.o. l'eHepanbHOro gupekropa Ainpekropary
chapmaueBTUUHOro 3a0e3nevyeHHA IBaH 3AABOPHUX
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MEPENIK

Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

Ne

NIKAPCbKUX 3ACOBIB, 040 AKNX MPOMOHYETLCA BHECEHHSA 3MIH 40 PEECTPALJIAHNX MATEPIANIB

oNakoHIB 3
niocpinizatom B
KOMNNekTi 3 5 amnynamu
PO3YMHHMKA B KOHTYPHIlA
YapyHKOBIli ynakoBLj y
KapTOHHi KOpO6L

3MiHM | TUNY - 3MiHK WoA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3arasibHEeHNX
AaHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux npo
cuctemy dhapmakoHarnagy,
3MiHa yNoBHOBaXeHOIT 0cobu,
Bi4NoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnsay; KOHTaKTHOl
ocobu 3 hapmakoHarnagy
3asBHVKA 415 34ICHEHHS
thapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXEHOT 0CO6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa yNnoBHOBaXKeHOi 0cobu
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnag. fitoua
pegakuisi: PycynaH Ecakisi /
Rusudan Esakia. NponoHoBaHa
pepakuis: Myano MaHHa
CraHicnasiBHa. 3MiHa
KOHTaKTHUX AaHnX
YMNOBHOB&aXEHOT 0cobM
3as1BHVKa, BiANOBIAA/IbHOT 32
thapmakoHarnag. 3miHa micus
3[jl/iCHEHHSI OCHOBHOI AifANIbHOCTI
3 hapmakoHarnsgy. 3miHa
MiCLle3HaxopKeHHs macTep-
dhaiina cuctemu

Ne Ha3sBa nikapcbko2o dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BIiOnycKy peecmpayjiliHo2o
ynakoska) nocsi0O4YeHHs1
1. AJEMTA niodpinizat ANns po3vnHy TOB "YOPNA Ykpaina Medap lnay CaH. TypeyunHa BHECEHHS 3MiH 0 3a peyernmom UA/18394/01/01
Ans iH'ekuiii no 400 mr; 5 MEAVLUNH" ALl peecTpauiiiHix maTepianis:
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy; 3miHa
3asiBHUKa (BnacHuka
peecTpaLiiHoro NocBigYEHHS)
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460). TepmiH
BBEJEHHS 3MiH NPOTArom 6
MiCSILiB Micnsi 3aTBEPAKEHHS

AMBPOKCO/

Tabnetku no 30 mr; no
10 TabneTok y 6nicTepi;
no 2 6nictepu B navwyj 3
KapTOHY

TOB "TepHodapm"

YKpaiHa

TOB "TepHodapm"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKoro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [ins
TOProBOl yrnaxkoBKu
(niaTBEPOXKYETHCA AAHUMU
peasibHOro Yacy) - 36i/bLUEHHS
TEepMiHy NpWAATHOCTI FOTOBOTO
nikapcbKoro 3acoby.
3arBepoKeHo: 3 poku.
3anponoHoBaHo: 4 poku.

6e3 peyenma

UA/1587/02/01

AMITPUNTUNIHY
rAPOXNOPU,

nopoLUoK (cybeTaHuis) y
noABINHNX
nonieTnIeHoBUX
nakeTtax gns
thapmaLeBTUYHOro
3aCTOCyBaHHSA

ToBapucTso 3
obmexeHoro
BiANOBIAANLHICTIO
"[locnigHnii 3aBog,
"rHunact

YKpaiHa

P.J1. DAH UEM
MBT. 1T/,

IHAis

BHECEHHS 3MiH 0
peecTpavuiinHMx MaTepiasnis:
3MiHY | TUNY - 3MiHW 3 AKOCTI.
CepTtudoikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MopaHHsA HOBOro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTuchikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®l; nns BuxigHoro
MaTepiany/peareHTy/MpomMiKHOIro
NPOAYKTY, L0
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[L0MOMDKHOT peyYOoBUHU
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOIO BUPOOHMKA -
lMogaHHA OHOBNEHOTO
cepTuduikaty BignoBigHOCTI

UA/15427/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

€Bponelicbkin hapmakonei R1-
CEP2004-214-Rev04
(nonepepgHs sepcisa R1-
CEP2004-214-Rev02) ansa Adl
AMITPUNTUNIHY rigpoxiopua,
MOPOLLIOK Bif 3aTBEPL)KEHOIO
BMpo6bHuka R. L. Fine Chem,
India, BHacNifoK, yTOYHEHHS
Ha3Bu hipMy BUPOOHUKa Ta
afpecu BUpobHMLTBA,
BUTyYEHHSA NoKasHuKa «Baxki
MeTaNm» Ta NPUBEAEHHS
nokasHuka «3a/IMLIKOBI KifIbKOCTi
OpraHiYHNX PO3UNHHUKIB» Y
BiAnNoBiAHICTb A0 HoBoro CEP

ACKOPBIHOBA
KNC/OTA

pO34uH A1 iH'ekujin, 50
mr/mn no 1 mn a6o no 2
M1 B amnyni, no 10
amnyn y nauui 3
KapToHy; no 1 mn a6o no
2 mn B amnyni, no 5
amnyn y 6nictepi, no 2
6nictepn y nauui 3
KapToHy; no 1 mn abo no
2 mn B amnyni, no 10
amnyn y 6nictepi, no 1
6nictepy B naudi 3
KapTOHY

ToBapuncTBO 3
obmexeHoo
BiANOBIAA/LHICTIO
"GapmaueBTnyHa

KoMnaHis "3popos'a”

YKpaiHa

KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAANILHICTIO
"[ocnigHnii 3aBog
“rHUnC,
YKpaiHa;

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BWMNYCK Cepil:
ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0pos'a”,
Ykpaina

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHa 3asBHMKa (BacHMKa

peecTpauiiHOro NocBigYEHHS)
(3rigHO Haka3sy MO3 Big,
23.07.2015 Ne 460) BeegeHHs
3MiH NpOTArom 6-Tu MicsuiB
nicnsa 3aTBepAXeHHS; 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa yNnoBHOBaXKEHOT 0cobmn
3asBHMKa, BiANOBiAA/IbHOT 32
thapmakoHarnag. ditova
pepakuis: MnakciHa OneHa
BonogumupisHa. NponoHoBaHa

3a peyernmom

UA/6255/01/01
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ropna, KOHLeHTpar no
50 mn y donakoHi 3i ckna,
3aKPUTOMY KPULLKOO; MO
1 chnakoHy 3i cTakaHOM
MipHVM Y KOpObLii 3
KapTOHyY

obmexeHolo
BigNOBiAA/IbHICTIO
"®GapmaueBTuyHa
KomnaHis "3gopos'a”

06MexeHo
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

peecTpavuiiHux matepianis:
3MiHM | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoptoBasibHNIA
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NikapCbKOro 3acoby
(BUYYEHHS yNakoBKy NEBHOrO
posmipy) -
BUJ/TyYEHHS YNakoBku no 20 mny
(pNakoHi y KOpobLii 3 KAPTOHY, 3
Bi4NOBIAHMMU 3MiHAMKN A0
po3giny «Ynakoska» MKA /13 Ta
iHCTPYKUIi AN MeguyHoro

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
pepakuis: LesueHko Onena
IropiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0co6u
3as1BHVKa, BiANOBiAa/IbHOT 32
3[jiCHEHHs1 hapMakoHarnsay
5. BEPELL® MATrHIN TabneTkn, BKPUTI 3AT "bepeLu YropwmHa 3AT "BepeLu YropwumHa BHECEHHS 3MiH 0 6e3 peyenma UA/4516/01/01
NoC B6 N1iBKOBOK 060/IOHKOLO, dapma" dapma” peecTpauiiHux
no 10 TabneTtok y mMartepianis:3MiHu | Tuny - 3MiHW
6nicTepi; no 3 abo 6 3 AKOCTi. F0TOBWIA NiKaPCbKNii
6nicTepiB y KAPTOHHIl 3aci6. KoHTposb rotoBoro
Kopobui niKapcbKoro 3acooby -
npuBefeHHs cneundikauii 3a
nokasHukom “CepefHsa maca” y
Bi4NOBIAHICTb 40 OpUriHANBLHOI
OOKyMeHTauii BUpo6HUKa
6. BETANOS, NNOC cnpeii ons poToBoi ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 6e3 peyenma UA/16473/01/01
NOPOXHUHM No 30 My 06MEXEHO 06MmexXeHo peecTpavuiiHux maTepianis:
chnakoHi 3i ckna 3 BiANOBIAA/LHICTIO BiANOBIAA/LHICTIO 3MiHW | TMNYy - 3MiHK 3 AKOCTI.
opasibHUM "®GapmaueBTuyHa "®apmaueBTnyHa [oTOBMIA NikapcbKuii 3acio.
pPO3NU/IOBaIbHUM KoMnaHis "3popos'a” KoMnaHis "3gopos'a” Cucrtema
NPUCTPOEM Ta KOHTeliHep/3aKynopoBasibHWi
3anob6ikHNM KOBMNAYKOM 3aci6. 3MiHa po3mipy ynakoBku
B KOMMJIEKTi; no 1 roTOBOrO NiKapCbKOro 3acoby
h/1aKoHy 3 OpasibHUM (BUNYYEHHS YNakoBKy NEBHOrO
pO3NMABaSTbHUM PO3Mipy) - BUNYYEHHS YNaKoBOK
NPUCTPOEM | no 20 mn a6o no 50 mny
3ano6iKHNM KOBMAYKOM (pN1akoHi y KOpobLii 3 KAPTOHY, 3
Y KOpo6Lj 3 KapTOHY Bi4NoBiAHMMU 3MiHAMKN [0
po3giny «Ynakoska» MKA /13 Ta
IHCTPYKLii 4ns MeguyHoro
3acTocyBaHHA. BBegeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS.
7. BETANOS, NNOC obnonickyBay gns ToBapucTBO 3 YKpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 0 6e3 peyenma UA/16473/02/01
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thapmakoHarnagy (iHLwi 3MiHu).
OHOB/EHHS TEKCTY MapKyBaHHs
Ha BTOPWHHI ynakoBL,ji
nikapcbKoro 3acoby, a came y n.
17 "IHLUE" BHeceHHA
iHhopmaLii Wwoao nokasaHb
nikapcbkoro 3acoby Ta
[OMNOBHEHHS iHdhopmadii y n. 6
"IHLWE" TEKCTY MaKyBaHHs Ha
NepBUHHIN ynakosL, "IHwa
TexHiuHa iHdopmauis”. 3MiHu |
TUny - 3MiHK 3 AKocTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NikapCbKOro 3acoby
(3MiHa KiflbkoCTi 0ANHMLE
(Hanpuknag Tabnetok, amnyn
TOLLLO) B ynakoBLi:) - 3miHa y
AianasoHi 3aTBepAKEHNX
PO3MipiB ynakoBkW. 3miHa

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3acTocyBaHHA. BBegeHHs 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS.
8. BIONEKTPA Tabnetku wunydi no 243 AnbneH ®apma Al LLiBefiuapis epmec d®apma HimeuunHa BHECEHHS 3MiH 0 6e3 peyenma UA/13955/01/01
MATHE3IYM Mmr; no 10 TabneTok y 6X peecTpauiiHux maTepianis:
POPTE Ty6i; no 1 Ty6i B 3MiHY | Tuny - AOMiHICTpaTUBHI
KapTOHHI Kopobui; no 4 3MiHW. 3MiHa HaliMeHyBaHHs
Tabnetku y cTpuni; no 5 Ta/abo agpecu 3asBHUKA
CTPUNIB B KAPTOHHIN (BnacHvika peecTpadiiHoro
Kopobui nocBigyeHHs) - 3MiHa agpecu
3aABHUKa; 3MiHK | TVNy -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLA MPOBAMKEHHS AiANbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
nNikapcbKoro 3acoby, BKIoYaUn
LOinbHUL BUNYCKY cepii abo
MicLe NpoBefEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
Bignosigae BUPOGHUK/iMNopTep,
BK/IO4A0UM BUMYCK Cepili) -
3MiHa HaliMeHyBaHHs
BUpOGHMKa [N13 , 6e3 3MiHK
MicLsi BUpO6HMLITBA
9. BIOTEBAN Tabnetku no 5 mr, no 30 dapmaneBTUYHNI Monbla dapmayleBTUYHNI Monblwa BHECEHHSA 3MiH A0 6e3 peyenma UA/18951/01/01
Tabnetok y 6nictepi; no 3aB0[, 3aB0[, peecTpavuiiHux maTepianis:
1, 2 abo 3 bnictepn 'y “NMONbOAPMA” “NMOJSIb®APMA” 3MiHM | TUny - 3MiHK Woao
KapTOHHI KopoobLi C.A. C.A. 6e3nekn/edeKTBHOCTI Ta
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KinbkocTi TabneTok y 6icTepi 3
15 Ha 30 TabneTok Ta 3MiHa
KiNlbKOCTi 61icTepiB B ynakosLi 3
2,4 abo 6 Ha 1, 2, 3y KApTOHHIl
Kopo6Li 3 BigNoBigHMU
3MiHaMu [0 po3giny “Ynakoska”,
6€3 3MiHM NEePBUHHOIO
nakyBa/IbHOTO mMaTtepiany.
10. BICENTO/ 480 KOHUEeHTpaT ans BapLuaBcbkuii Monbwa BMPOBHMUTBO 3a Monbwa BHECEHHS 3MiH 0 3a peyenmom UA/3795/01/01
NPUroTYBaHHSA PO34nHY hapmaLeBTUYHNI MOBHVM LVK/IOM: peecTpauiiHux matepianis:

ans iHdy3iii (80 mr+16
mr)/mn no 5 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
yMakoBLii; N0 2 KOHTYpPHI
YapyHKOBi YNakoBK/ B
KapTOHHIlA KOpooLi

3aBog, Monbtha AT

BapLuaBchbKuii
thapmaLeBTUYHWI
3aBog Monbdha AT,
MonbLua;
BMPOGHULITBO 3a
MOBHUM LWIK/IOM:
dapmaLleBTUYHNI
3aBog,
«MONBbOAPMA»
C.A., MonbLa

3MiHKM | TUNY - 3MiHU 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
3MiHN Y BUPOOHULTBI. 3MiHN Y
npoueci BUpOGHULITBA rOTOBOIO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETbLCS NP
BMPOBHULITBI FOTOBOrO
nikapcbKkoro 3acoby (He3HayHa
3MiHa y npoLeci BUPOGHULTBA) -
OHOB/EHHS nigpo3giny 3.2.P.3.3
Onuc BMpo6HMYOro npouecy Ta
KOHTPO/II0 NpoLecy y 3B'A3KyY i3
[0JaBaHHAM HOBOI BUPOBHMYOT
OiNbHULI DapMaleBTUYHWIA
3aBog "Monbapma” C.A.,
Monbwa. BeeaeHHs 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEePMKEHHS. 3MiHK | Tuny -
3MiHn 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHn y
BUPOBHUUTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYOTbCS BUMYCKY cepii Ta
KOHTPO/I0 SKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo
JofaBaHHsA BUPOBHMKA, LU0
BignoBifae 3a BBe3eHHA Ta/abo
BWMNYCK cepii) - Bknovaroun
KOHTPO/b/BMNPOGYBaHHS cepii.
[JoonasaHHsA BUPOOHMKA,
BiANOBIAa/IbHOIO 3a
KOHTPO/Ib/BUMNYCK cepii Ans
roTOBOrO NikapcbKoro 3acoby -
dapmaueBTUYHNI 3aBOS,
"Monbhapma” C.A., Monbwa.
3MiHV BHECeHi y po3ainu
"BnpobHuK" Ta
"Micue3HaxomKeHHs BUPOGHMKa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BMPOBHNYOro NpoLecy rotosoro
nikapcbKoro 3acoby (ginbHULA

BBEAEHHS 40AATKOBOI AiNbHUL
BMPO6HMLTBA AN151 BTOPUHHOTO
nakyBaHHS FOTOBOrO NiKapCbKoro

Ta afpeca MicLs NPOBaAKEHHS
oro fisnbHOCTI" B IHCTPYKLiH0
AN MeAMYHOTo 3aCTOCYBaHHA y
3B"A3KY 3 BBEAEHHAM
[00aTKOBOT BUPOGHMYOT
AiNbHUL Ta AK HACNIAOK -
3aTBEPMAKEHHS TEKCTY
MapKyBaHHA 419 HOBOT
BMPOGHWYOI AinbHULi. BBEAeHHS
3MiH NpOTArom 6-Tu MicsLiB
nicns 3aTBepaKeHHs.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
3MiHV Yy BUPOGHMLTBI. 3amiHa
abo BBeiEHHA 404AaTKOBOI
AiNbHULI BUPOGHMLTBA 415
4acTVHM abo BCbOro
BMPOBHMYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (ginbHMULSA,
Ha SKiih NpoBOAATLCA 6YAb-SKi
BMPOGHUYI CTagji, 3a BUHATKOM
BWMYCKY Cepil, KOHTPOJIO AKOCTI
Ta BTOPMHHOTO MakyBaHHA ANns
CTEPW/IbHUX NiKapCbknX 3acobiB
(BKtOYAOUM BUPOGEHI
acenTUYHNUM MeTOAOM), KpPiM
niKapcbKknx 3acobis
6ion10riYHOro/iMyHONOriYHOrO
NOXOKEHHS) -
BBEJIEHHS 40AAaTKOBOT AifIbHUL
BMPOGHMLITBA FOTOBOTO
niKkapcbKoro 3acooby -
dapmaveBTUYHUI 3aBOA,
"Monbchapma” C.A., Monba
BBefeHHA 3MiH NPOTArom 6-1n
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Y BUPOBHMLTBI. 3aMiHa
a60 BBeAEHHS [04aTKOBOI
AiNbHULUI BUpOGHMLTBA 415
4acTHW abo BCLOro

NSt BTOPMHHOTO NMakKyBaHHS)-

3acoby - PapmaueBTUYHUIA
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aBog "MNonbapma” C.A.,

Monbuia. BBegeHHSA 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. 3MiHn | Tuny -
3MiHW 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa po3mipy
cepii (BKIOYaoun dianasoH
po3Mipy cepii) roToBoro
nikapcbKkoro 3acoby
(36inblueHHst go 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM
pO3MipoMm) - 3MiHi po3mipy cepii
N3y 3B'A3Ky 3 AoAaBaHHAM
HOBOT BUPOBHMYOT AiNbHUL: -
100 n a6o 200 n (BMpo6AsETLCA
B Polfa Warszawa); - 200 n a6o
500 n (BUpOGHMLTBO B
Polpharma). BBegeHHs 3MmiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS. 3MiHu | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULITBI. 3MiHK
BMNpoGyBaHb abo AOMYyCTUMUX
MeX, BCTAHOBNEHWX Y
cneumdikauisx, nig yac
BMPOGHMLITBA FOTOBOTO
niKapcbkoro 3acoby (AoaaBaHHSA
HOBOro MeTOAY BUNPOGYBaHHS
Ta AONYCTUMUX MEX)-
[ONOBHEHHSA Nigpo3ainy
3.2.P.3.3 Onuc BMpOGHMYOro
npoLecy Ta KOHTPOJI0 npoLecy,
onvcom ctepunisauii
6e3nocepefHbOl yNakoBKU
(amnyn) Ta 3a3HaYeHHs
KOHTPO/KO 1A KPUTUYHUX CTagili y
nigpo3aini 3.2.P.3.4, a cave
napameTpiB 3 06MeXeHHAMM
ONns cTepunisauii
6e3nocepefHbOT yNakoBKU
(amnynu). BBefeHHs 3miH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | TNy -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULITBI. 3MiHK

BMNPO6YBaHb abo A0NYCTUMMX

23



Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

MeX, BCTAHOBNEHNX Y
cneuunaikauisx, nig vac
BMPOBHULTBA FOTOBOrO

nikapcbkoro 3acoby (gofaBaHHs
HOBOro MeToAy BUNPOGYBaHHS
Ta AONyCTUMUX MEX) -
OHOB/EHHS nigpo3giny 3.2.P.3.4
KOHTPO/Ib KPUTUYHNX CTagil i
NMPOMDKHOI NPOAYKUIT - foAaHo
TECT WWoA0 GioHaBaHTaXKEHHSI
ANs BUPOBGHMYOrO caiiTy
dapmauleBTUYHNI 3aBOS,
"Monbapma” C.A. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |
TUny - 3MiHM 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULITBI. 3MiHN
BMNpoGyBaHb abo AOMYyCTUMUX
MeX, BCTAHOBNEHUX Y
cneumdikauisx, nig yac
BMPOGHMLITBA FOTOBOTO
niKapcbkoro 3acoby (AoaaBaHHSA
HOBOro MeTOAY BUNPOGYBaHHS
Ta JonNyCTUMUX MEX) -
OHOBJEHHS nigpo3ainy 3.2.P.3.4
KOHTPOb KpUTUYHKX CTagild i
NPOMDKHOI NPOAyKLUiT (34iiCHEHO
3MiHY DOPMY/TIHOBaHHS -
BU3HAYEHO TemnepaTypHuii
HarpiB Mif 4ac po34MHEHHS
TpumeTtonpumy (45-50 °C) ans
BMPOGHWYOI [inbHAL
dapmaueBTUYHNI 3aB0f,
"Monbhapma” C.A., MonbLya).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
3MiHN Y BUPOOHULTBI. 3MiHN Y
npoueci BUpOGHULTBA rOTOBOrO

NiKapcbKoro 3acoby, BKIOYaum

NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETbLCS NP
BMPOGHULITBI FOTOBOrO
niKapcbKoro 3acoby (iHLwi 3MiHW)
- OHOBJIEHHSA po3ainy 3.2.P.3.3
Onuc BMPOGHMYOro npotiecy Ta

KOHTPO/I0 MpoLecy, a came
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

LLOA0 TPMBA/IOCTI NpoLecy
CTOCOBHO MaKkCMMaslbHOro
iHTepBasly MiX NPUroTyBaHHAM
PO34MHY i KIHLLEM 3amOBHEHHS
amnysu Ta repMeTusauieto, Lo
He NoBUHEH nepesuLLyBaTtn 32
rOAVH 4151 BUPOOHNYOT AiNbHUL
dapmaueBTUYHUIA 3aBOJ,
"Monbchapma” C.A. BeefeHHs
3MiH NpOTArom 6-Tu MicsLiB
nicns 3aTBepAKeHHs.

11.

BICOMPONON-
ACTPA®APM

Tabnetkn no 5 mr, no 10
Tabnetok y 6nictepi; no
2, 3, 6 abo 9 bnictepiB y
KOpo6L,i 3 KapTOHY

TOB "AcTpadchapm”

Ykpaina

TOB "AcTpadapm”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3MiHun | Tuny - 3mMiHW
3 AKOCTi. F0TOBWIA NiKaPCbKNii
3aci6. KoHTposb rotoBoro
niKkapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fOMyCTUMUX MeX
roTOBOrO NikapcbKoro 3acoby -
BBE/lEHHS NepioANYHOCTI
KOHTPO/IO 3@ MOKa3HNKOM
«Mikpob6ionoriyHa uncrota» B
cneumndikayii MN3: *TecT He €
PYTVHHUM, BUKOHYETLCA ONS
KOXHOI YeTBepTol cepii, ane He
piglwe ogHoro pasy Ha pik

3a peyernmom

UA/8959/01/02

12.

BICOMNPONO/N-
ACTPA®APM

Tabnetku no 10 mr, no
10 TabneTok y 6nicTepi;
no 2, 3,6 abo 9
6nictepiB y Kopobui 3
KapToHy

TOB "AcTpadcapm”

YKpaiHa

TOB "AcTpadapm"

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis:3MiHu | Tuny - 3MiHW
3 IKOCTi. FoTOBWMIA NikapCbKuii
3aci6. KoHTposib roToBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
roTOBOrO /iKapcbKoro 3acoby -
BBEJEHHS NepiogNYHOCTI
KOHTPO/I0 3a NOKa3HUKOM
«MikpobionoriyHa yicToTa» B
cneumdikauii MN3: : *TecT He €
PYTUHHWUM, BUKOHYETbLCA 4715
KOXHOI YeTBepTOl cepii, ane He
pigwe ofHOro pasy Ha pik

3a peyenmom

UA/8959/01/03

13.

BOHEBICTA

PO34MH A8 iH ey, 1
Mr/mn no 3 Mn B

MicTtpan Kenitan
MeHepKMeHT

AHrnis

BMpOo6HULTBO bulk,
nepBuHHe Ta

HimeuunHa/
Benebrisi/

BHECEHHS 3MiH 40
pEeECTpaLiiH1X MaTepianis:

3a peyenmom

UA/16927/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nonepegHbL0 Nimiten BTOPUHHE Icnanis/ 3MmiHu | TNy - AgMiHICTpaTuBHI
HanoBHEHOMY LUNPUL; nakyBaHHs: IpnaHgis 3MiHW. 3MiHa HaliMeHyBaHHs
no 1 nonepegHbL0 Esep ®apma [xeH Ta/abo agpecy 3asBHMKa
HarnoBHEHOMY LUNpULly B v6X, HimeuunHa; (BnacHvika peecTpaduiiHoro
KOMMJIEKTi 3 rOf1IKO0 B BTOPVHHE nocBigyYeHHs) 3miHa agpecu
KOHTYPHIIn YapyHKOBIlA nakyBaHHs: 3asBHMKaA
yrnakoBLji B nauui Enectia Bengxuym
H.B., Benebris;
BUNYCK cepil:
CiHTOH XicnaHis,
C.J1., IcnaHis;
BTOPUHHE
nakyBaHHS:
Bacpenn €spona
Niviten, Ipnaxgis
14. FEMNATPOMBIH rens, 30 000 MO/100 T; "Xemodhapm" AL, Cepbis "Xemodcpapm" AL, Pecny6nika BHECEHHS 3MiH 0 6e3 peyenma UA/3054/01/01
no 40 ry Ty6i; no 1 Ty6i Bpuwau, Bigain Cepbis peecTpauiiHux
B KapTOHHI ynakosLi BMPOGHMYA mMarepianis:TEXHIYHY NOMUIIKY
AinbHuus LWabau, BWMNpaB/IEHO B TEKCTI
Pecny6nika Cepbis MapKyBaHHS Ha NEPBUHHIN
(BUPOGHMLTBO ynakoBLi NikapcbKoro 3acoby.
Hepo3dacoBaHoi 3anponoHoBaHo: 2. KI/IbKICTb
npoAyKLji, NepBuHHa AIK0YOTl PEYOBKHW 100 r
Ta BTOPUHHA resito MiCTATb: renapviHy HaTpito
yrnakoBKa, KOHTPO/1b 30 000 MO. 3a3HaueHe
cepii); «Xemoapm» BUNpaB/ieHHs Bignosigae
AlLl, Pecny6nika marepianam peecTpauiiHoro
Cepbis (KOHTpONb [OCbE
cepii, f03BIN HA
BWMNYCK Cepii)
15. FENATPOMBIH renb, 50 000 MO/100 T; "Xemodhapm" ALl Cepbis "Xemodhapm" AL, Pecny6nika BHECEHHS 3MiH [0 6e3 peyenma UA/3054/01/02
no 40 ry Ty6i; no 1 Ty6i Bpuwau, Bigain Cepbis peecTpauinHux
B KapTOHHI ynakosLi BMPOGHMYA mMarepianis:TeXHIYHY NOMUIIKY
AinbHuus Wabau, BUMPaB/IEHO B TEKCTI
Pecny6nika Cepbis MapKyBaHHS Ha NEPBUHHIN
(BUPOGHMLTBO ynakoBLi NikapcbKoro 3acooby.
Hepo3dacoBaHO| 3anponoHoBaHo: 2. KI/IbKICTb
npoAyKLji, NepBUHHA AIK0YOTl PEYOBWHW 100 r
Ta BTOPVHHa refito MiCTATb: renapviHy HaTpito
yrnakoBKa, KOHTPO/1b 50 000 MO. 3a3HaueHe
cepii); «Xemoapm» BUNpaB/ieHHs Bignosigae
Afl, Pecny6nika marepianam peecTpauiiHoro
Cepbis (KOHTpONb [ocbe
cepii, f03BIN HA
BWMNYCK cepi)
16. FNATUPAMEPY pO34uH ANs iH ekuin, 20 MicTpan Kenitan AHrniA BiANOBIgabHUIA 32 HigepnaHnaw/ BHECEHHS 3MiH 0 3a peyernmom UA/16792/01/01
ALUETAT-BICTA Mr/mMa no 1 mn MeHeXMeHT BUMNYCK cepil: Icnanis/ peecTpauiiiHix maTepianis:
npenapary y Nimiteq CiHTOH BB, Yuni 3MiHK | TUNy - AAMiHICTpaTHBHI
nonepeaHsLo Higepnanan; 3MiHW. 3MiHa HaliMeHyBaHHs
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HaroBHEHOMY LUNpUL, BiANOBiAA/IbHWIA 32 Ta/abo agpecu micus
no 1 nonepesHbL0 BUMyCK cepii: NPOBaKEHHS AiSNbHOCTI
HanoBHEHOMY LUMPULY B CiHTOH XicnaHis, BMPOGHMKa/iMnopTepa rotosoro
6nicTepi, no 28, 30 Ta C.J1., IcnaHis; NiKapCcbKoro 3acoby, BKIOUaKUN
90 (3x30) bnicTepis B BUPOGHMLTBO, AOinbHULI BUNYycKy cepii abo
KapTOHHilA KOpO6L nakyBaHHs, MicLe NpoBefEHHS KOHTPO/HO
KOHTPO/b AKOCTI: AKOCTI. (BIANbHICTb, 3a AKY
Posi ®apma BiANOBigae BUpPOGHMK/iMNopTep,
IHpacTpian He BK/10Yatoun BUMYCK cepiid).
Cepsices, C.A., 3MiHa Ha3BM BUPOOHUKA
IcnaHis; BiANOBIAA/ILHOIO 3a KOHTPO/1b
BMPOGHULTBO, AKOCTI( MikpobionoriuHmii) FN3,
nakyBaHHs: 6e3 3MiHN MicLA BUPOGHMLTBA.
CiHTOH Yuni N1aa.,
Yuni;
KoHTposnb skocTi
(mikpobionoriyHwmi):
EypodiHc BakTimm
B.B., HigepnaHaw;
BTOPWHHE
nakyBaHHS:
Posi ®apma
IHoacTpian
Cepsices, C.A,,
Icnaxis
17. FNATUPAMEPY pO34uH ANs iH ekuin, 20 MicTtpan Kenitan AHrniA BiANoBigabHUIA 3a Higepnanaw/ BHECEHHS 3MiH 0 3a peyenmom UA/16792/01/01
AUETAT-BICTA mr/m; no 1 mn MeHemKMeHT BWMNYCK Cepil: Icnanis/ peecTpauiiHnx matepianis:
npenapary y Nimiten CiHToH BB, Ynni 3MiHM | TUNY - 3MiHK 3 SKOCTI.
nonepegHsL0 HigepnaHaw; [oTOBMIA NikapcbKuii 3acio.
HarnoBHEHOMY LLNPULL; BiANOBIAa/IbHNIA 3a 3MiHM Yy BUPOGHMLTBI. 3aMiHa
no 1 nonepegHLo BWMNYCK Cepil: ab0 BBeAEHHS [04aTKOBOI
HanoBHEHOMY LUNPULY B CiHTOH XicnaHis, OiNbHUL BUPOBHULTBA A/15
6nictepi; no 28, 30 Ta C.J1., IcnaHisi; YacTuHn abo BCbOTO
90 (3x30) bnicTepis B BMPOGHMLTBO, BMPOGHWYOro MpoLecy roToBoro
KapTOHHIlA KOpooLi nakyBaHHs, nNiKapcbKoro 3acoby (AinbHULA
KOHTPO/b AKOCTI: 01151 BTOPMHHOIO MakKyBaHHS) -
PoBi ®apma BBEAEHHS 40AATKOBOI AiNbHUL
IHaacTpian [ANS BTOPUHHOTO nakyBaHHS PoBi
Cepsices, C.A,, dapma IHgacTpian Cepsices,
IcnaHis; C.A., Bia KomnntoteHce 140,
BUPOBHMLTBO, Ankana fie XeHapec 28805
nakyBaHHs: Magpig, Icnanis.
CiHTOH Yuni NT1aa.,
Yunni;

KoHTposnb skocTi
(mikpobionorivHmi):
Baktimm B.B.,
Higepnangu;
BTOPWHHE
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nakyBaHHS:
Posi ®apma
IHpacTpian
Cepsices, C.A.,
Icnanis
18. AOLIETAKCEN KOHLeHTpaT Ans Akkoppg, Xenckea Benuka BMPOGHMLTBO, IHpis/ BHECEHHS 3MiH 0 3a peyenmom UA/17408/01/01
AKKOPL, po3unHy Ans iHdysii, 20 Nimiten BpuTaHis KOHTPO/b AKOCTI, Monbwa/ peecTpauiiHnux maTepianis:
mr/mn, no 1 mn (20 mr) nepBuHHE Ta YropumHa/ 3MiHKM | TUNY - 3MiHU 3 AKOCTI.
ab6o 4 mn (80 mr) abo 8 BTOPUHHE ManbTa/ [oTOBMIA NiKapcbKuii 3acio.
mn (160 mr) y nakyBaHHs: TypeuunHa/ 3MiHM Yy BUPOGHMLTBI. 3MiHa
hnakoHax, no 1 IHTac Benvka iMnopTepa/amiHu, Lo
dapmacbloTikanc BputaHis CTOCYHOTbCSl BUMYCKY Cepii Ta

pNakoHy B KApTOHHIl
nauui

Nimiteq, IHAis;
IHTac
dapmacbioTikanc
Nimiteq, IHAis;
BTOPUHHE
nakyBaHHs:
Akkopfa Xenckea
NimiTen, Benvka
BpuTaHis;
CuHonTtus
IHpacTpian Cn.3
0.0., MNMonbLya;
KOHTPO/Tb AKOCTI
cepi:
BeccniHr XaHrepi
KdpT., YropumHa;
dapmagokc
Xenckea N4,
ManbTa,
BUPOBHMLTBO,
nepBuHHE Ta
BTOPUHHE
naKyBaHHs:
OHko Inak CaH. Be
Tigpk. A.C.,
TypeyunHa;
BignosiganbHuii 3a
BWMNYCK cepil:
Akkopf, Xenckea
Nimiten, Benvka
Bputatis;
KOHTpOsb SiKOCTI
cepii:

GAPMABAJIA N4,

Mikpob6ionoriyHa
nab6opaTopis,
YropuwmHa

KOHTPOJIH0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[oAaBaHHA AifIbHUL, Ha KR
30iACHIOETbCSA
KOHTPONb/BUNPOBYBaHHSA cepil) -
[0AaBaHHA OibHULL 3 KOHTPOSIO
akocTi cepii PAPMABANIA NTL4.
Mikpob6ionoriyHa na6oparopis,
YropwmHa/PHARMAVALID Ltd.
Microbiological Laboratory,
Hungary
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs
UA/9943/01/01

19.

EBPAHTUN

Karncynm nposioHroBaHoi
4ii TBepai no 30 wmr; no
50 a6o no 100 kancyny
chnakoHi; no 1 donakoHy
B KapTOHHIi Kopo6uyi

AciHo dapma Al

LLiBefiuapis

Takega M'mM6X, Micue
BUPOGHMLTBA
OpaHieHbypr

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
oo 6e3nekn/edpekTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX faHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiNOBIAaAbHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVIKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX AaHux
YNOBHOBAaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmMakoHarnag. 3miHa
MiCLie3HaxXoMKeHHSA MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa. 3MiHa MicuA
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 (hapmakoHarnagy

3a peyenmom

UA/9943/01/02

20.

EBPAHTUN

Karncynm nposioHroBaHoi
aii TBepai no 60 wmr; no
50 a6o no 100 kancyny
thnakoHi; no 1 dpnakoHy
B KapTOHHIi kopo6ui

AciHo ®apma Al

LLisefuapis

Takega 'm6X, micue
BMPOGHMLTBA
OpaHieHbypr

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3MiHun | Tuny - 3MiHW
woAo 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo

3a peyernmom

cuctemy thapmakoHarnsgy,
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Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
BUPOGHUKa Bionycky peecmpayiliHo2o

Ne Ha3sBsa nikapcbko20 dopma sunycky 3asssHUK
nocsio4yeHHs

n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa
ynakoska)

3MiHa yNOBHOBaXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnagy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
PO3MiLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3miHa
MiCLle3HaxopKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta ioro
HoMepa. 3MiHa Micus
3[jl/ACHEHHSI OCHOBHOI AifANIbHOCTI
3 (hapmakoHarnagy

AciHo ®apma Al LLiBeiiuapis EVIDKEC Mm6X ABCTpist BHECEHHS 3MiH 0 3a peyenmom UA/9943/02/01
mr/mn; no 5 mn (25 mr) IME/A, ABcTpis peecTpauinHnx
a6o no 10 mn (50 mr) B (KOHTpO/b AKOCTI mMarepianis:3miHu | TMny - 3MiHN
amnyni; no 5, a6o no 10, (CTepuncHictb)); oo 6e3sneku/epekTMBHOCTI Ta
abo no 50 amnyn 'y Takepa ABCTpist thapmakoHarnsgy. BeegeHHs
KapTOHHIA KopoobLi M6X, ABCTpis ab60 3MiHU [0 y3arasibHeHNX
(BMpO6HMLTBO 3a [aHuX nNpo cuctemy
MOBHWM LK/I0M) thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsay (Bkaryaroum

21. EBPAHTUN PO34UH AN1s iH'eKLiin, 5
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX JaHuX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag. 3MmiHa
MiCLIe3HaxXOpKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa MicuA
3[iACHEHHSI OCHOBHOT AisNbHOCTI
3 hapmakoHarnsgy

22,

EAQAPBI™

Tabnetkn no 20 wmr; no
14 TabneTok y 6nicTepi;
no 1, abo no 2, abo no 4
6nicTepy y KapTOHHIl
Kopobui

AciHo dapma Al

LLiBefiuapis

Takepa lpnaHgis
Nta, Ipnangis
(BMPOGHMLTBO 3a
NMOBHUM LMK/IOM);
Takepa
dapmacbioTikan
Komnasi flimites,
Ocaka lNnaHT,
AnoHis
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
nNpoAyKuii)

IpnaHgis/
AnoHis

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
oao 6e3nekn/edpeKkTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarniagy,
3MiHa yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0COo6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnag.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX AaHux
YMOBHOBAXEHOI 0COobM,

3a peyernmom

UA/13312/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBigasibHOI 3a
thapmMakoHarnag. 3miHa
MiCLie3HaxXoMKEHHSA MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa. 3MiHa MicuA
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 (hapmakoHarnagy

23.

EAAPBI™

Tabnetku no 40 mr; no
14 TabneTok y 6nicTepi;
no 1, a6o no 2, a6o no 4
6nicTepy y KapTOHHIN
Kopobui

AciHo ®apma Al

LLsefuapis

Takepa lpnaHgis
NTa, lpnaHgis
(BMPOGHMLTBO 3a
MOBHWUM LMK/IOM);
Takega
dapmachbioTikan
Komnasi flimites,
Ocaka lNnaHT,
AnoHis
(BPO6GHMLTBO
Hepo3dacoBaHoi
NpoAYyKLiT)

IpnaHgis/
AnoHis

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3MiHun | Tuny - 3mMiHW
woAo 6e3snekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkiovarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MileHHI MacTep-tharina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNOBigaIbHOT 3a
hapmakoHarnag,.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a
thapmakoHarnag. 3miHa
MiCLIe3HaxopKeHHsI macTep-
thaiina cuctemmn
thapmakoHarnsgy Ta iioro
HoMepa. 3MiHa Micus
3[iACHEHHSI OCHOBHOT AiSNbHOCTI
3 dhapmakoHarnagy

3a peyenmom

UA/13312/01/02

24.

EAAPBI™

Tabnetkun no 80 mr; No

AciHo ®apma Al

LLIBeiiuapis

Takefa lpnaHgis

Ipnangis/

BHECEHHS 3MiH Ao

3a peyenmom

UA/13312/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

14 TabneTok y 6nicTepi;
no 1, a6o no 2, abo no 4
6nicTepn y KapTOHHIl
Kopobui

NTa, lpnaHgis
(BUpPOGHMLTBO 3a
MOBHWUM LMK/IOM);

Takega
dapmacbioTikan
Komnasi flimites,

Ocaka lNnaHT,

AnoHis

(BPOGHMLTBO
Hepo3dacoBaHoi

nNpoAayKLiT)

AnoHis

peecTpauiiHnx
mMartepianis:3MiHu | TUny - 3MiHW
oo 6e3nekn/epekTnBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[AaHvX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa ANA 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BigNoBigabHOT 3a
hapmakoHarnsg,.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3miHa
MiCLle3HaxoKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta oro
HoMepa. 3MiHa Micus
3[jl/ACHEHHSI OCHOBHOI AifANIbHOCTI
3 hapmakoHarnagy

25.

EKBATOP

Tabnetku, 20 mr/5 Mr no
10 TabneTok y 6nicTepi;
no 1, 3 abo 6 6nictepis
Y KapTOHHIl1 ynakoBLi

BAT "TeneoH
PixTep"

YropumHa

BAT "TepeoH
Pixtep"

YropLmHa

BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis:3miHu | Tuny -
BBEJEHHA aNlbTepHaTUBHOIO
BUpo6HMKa A®I nismHonpuay
avrigpaty Richter Themis
Medicare (I.) PVT. Ltd. 3
cepTudiikaTom BifNOBIAHOCTI
€Bponeiicbkin Papmakonei RO-
CEP 2018-223-Rev 00; 3MiHu |

TMMY - NONOBHEHHSA creumndikavii

3a peyenmom

UA/3211/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ha fjiloyy peyoBVHY Mi3UHOMPWII
AvriapaT nokasHMKOM
«3a/TLLKOBI PO3YMHHUKM» Ta
BiANOBIAHMM METOA0M
BMMPOBYBaHHS; 3MiHU | Tuny -
[ONOBHEHHA creumndikavii Ha
nisuHoONpwA gurigpat
nokasHukom "Pd (Palladium)" Ta
BiANOBIAHUM METOA0M
BMNPOOYBaHHS;
3MiHU | TUNY - He3HAYHI 3MiHN Y
mMeTogi BunpobysaHHsa Ad| 3a
NOKa3HUKOM «CynyTHi JOMILLIKM»
(gomiwka G); 3miHu | TUny -
3MiHM Y cneumdikauii Ha gjtouy
PEeYOBUHY Mi3NHONPWA Avrigpar
3a NoKasHUKoOM «CynyTHi
OOMiLLKV» (foMiwka G) y 3B'A3KY
i3 3MiHaMu y cneuudikayii €Bp.
dapm. Ta y BignoBigHoOCTI f0
CEP Bupo6Huka Richter Themis
Medicare (I.) PVT. Ltd

26.

EHTEPOXEPMIHA
®

NOPOLLOK A1 cycneHsii
opasibHOT; Ne 10 (2x5):
no 2 ry cawe; no 10
calle (KoxHi 2 cawe
po3'eQHYIOTLCA
MYHKTUPHOIO JTiHIELD) B
KapTOHHIlA KOpooLi

TOB "Onenna
Xernckea YkpaiHa"

YKpaiHa

CaHodpi C.p.n.

ITanis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHY | TUny - AOMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiANbHOCTI
BMpO6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/0
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/iMNopTep,
BK/IOYA0UM BUMYCK Cepiid) 3MiHa
Ha3su AinbHuui M3 Ta
YTOUHEHHS agpecu
BUPO6GHMLTBA, 6€3 3MiHM MicLA
BMPOGHMLTBA. 3MiHW BHECEHO B
IHCTpYKLjl0 A8 MegnyHoro
3aCTOCYBaHHA Y po34inu
«BUpo6HMK» Ta
«MicLe3HaxomKeHHs1 BUPOOHMKa
Ta agpeca MicLs NPOBaAKEHHS
oro fisnbHOCTI» 3
BiAMNOBIAHUMW 3MiHAMMW Y TEKCTi
MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroMm 6-Tu MicALiB

6e3 peyenma

UA/4234/03/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nicns 3aTBepOKEHHS; 3MiHu |
TMNYy - AOMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHSA Ta/abo
afipecy Micus NpoBaKeHHs
LisIbHOCTI BUPOOHUKaA
(BKKOUALOUM, 3@ HEOOXIAHOCTI,
MicLie NpoBeAEeHHsI KOHTPO/I0
SIKOCTi), ab0 BNacHuka mactep-
thaiina Ha Adl, abo
noctavanibHuka Adl/BnxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, LU0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y J0Cbe Ha
nikapcbkuii 3acib) 3a BigCYTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiickkili hapmakonei y
3aTBEpAKEHOMY AOCLE, 260
BMPOGHMKA HOBOI JOMOMIKHOI
PEYOBMHM (SIKLLLO 3a3HAYEHO Y
[OCbLE) - 3MiHa Ha3BW BMPOOHUKA
A®I (cymiww cnop
NoNipe3nCTEHTHOrO LTamy
Bacillus clausii - 6 x 10°), 6e3
3MiHM Micus BUpo6HULTBA
(BBeAEHHS 3MiH NPOTAroM 6-Tu
MicsLiB NiCNsA 3aTBEPAYKEHHS)

27.

EHTEPOXXEPMIHA
® ®OPTE

cycneHsis opasibHa; Ne
10; Ne 20 (10x2): no 5
My dhnakoHi; no 10
chnakoHiB, 3'€fHaHNX
MiX co60t0
nonieTnIeHoBO
NepeMmnyKoLo, Y KaceTi;
no 1 abo 2 kacetn B
KapTOHHI Kopobui

TOB "Onenna
Xernckea YkpaiHa"

YKpaiHa

CaHodpi C.p.n.

ITanis

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHY | Tuny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa
NPOBaKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAeHHsI KOHTPO/0
AKOCTI. (AiSNIbHICTb, 3a Ky
BiANoBigae BMPOGHMK/iMNopTep,
BK/IO4AI0UY BUMYCK CEpild).
3MiHa Ha3Bu AinbHuui M3 Ta
YTOUHEHHS agpecu
BMPOGHMLTBA, 6€3 3MiHM Micus
BMPOBHULTBA. 3MiHV BHECEHO B
IHCTPYKLj0 A48 MegnyHoro
3aCTOCyBaHHSA LWOA0
HaliMeHyBaHHA Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BigNoBiAHMMMN 3MiHAMM Y TEKCTI

6e3 peyenma

UA/15608/01/01

35




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHS YNakoBKu
niKkapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUNYy - AgMiHICTpaTVBHI
3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa (BK/IOYaoUM, 3a
HeobXigHOCTI, Micue
NpoBefileHHA KOHTPOSIKO AKOCTI),
abo BrlacHuka mactep-caiina
Ha A®l, abo noctavasibHuKa
Adl/BuxigHOro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y [0CbE Ha
nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudikara BiZANOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAKEHOMY AOCbE, a60
BUPOBHMKA HOBOI JONMOMIXHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y
[0Cbe). 3MiHa Ha3BW AiNbHULI
ans A®l (cnopu
NoMiPe3NCTEHTHOrO LWTamy
Bacillus clausii - 4 x 10°), 6e3
3MiHM MicLsi BUPOGHULTBA.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCAILB Nic/1A 3aTBEPAKEHHS.

28.

ENINEH

pO34uH AN iH'ekuiid, 0,3
Mr/fo3y po3unH Ans
iH'ekujin, 0,3 mr/go3y; no
2 MM pO3YnHy y
nonepegHbL0 HaMOBHEHIN
pyuui; no 1 nonepegHL0
HarnoBHeHiIl pyuyLi B Ty6i;
no 1 Ty6i B kKopobu,i 3
KapTOHY

MEJA AB

Lseuis

MN® B.B.
(MaHyhakTypiHr
MekemKuHr
dapmaka),
HigepnaHgm
(BUPOGHNK,
BiANoBigabHUIA 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
€BpodoiHC
Biochapma MpogakT
TecTiHr, JaHis
(komnaHis, Wwo
Bignosigae 3a
npoBefeHHs
KOHTPOJIO SIKOCTI);
MEJA dapma M'm6X
eHg Ko. KI,

Higepnaxnawn/
[Janis/
Himeuunna/
CLA

BHECEHHS 3MiH [0
peecTpauiiHnx
marepianiB:3miHu | TUny - 3MiHK,
LLLO CTOCY0TbCA Nepeknagy
3aTBepMKeHnx MeTtogis
KOHTPOJT0 SIKOCTi 3 POCiCbKOT
MOBW Ha YKpaiHCbKY;
3MiHU | TUMY - LONOBHEHHS
cneuudikauii 13 HOBUM
NOKa3HWKOM AKOCTI
«EnaHTiOMepHa uncToTax» 3
BiANOBIAHMM METOA0M
BUMNPOOBYBaHHS.
3anponoHoBaHuii NiMiT < 3,0% y
cneumdikauii npu BUMYcKy ANs
D-agpeHaniHy B npenapari.
3anponoHoBaHuii NiMiT
cneundikaujii 41 TepmiHy

3a peyenmom

UA/14931/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HimeuyunHa npugatHocTi ansa D-agpeHanivy
(BUPOGHUK, CTaHOBUTL < 6,0%; 3MmiHu Il TUnYy
BiZiNOBIAabHUIA 3a - OHOBJ/IEHHS NiAPO34iNiB
BUMYCK cepii); 3.2.P.3.4 KOHTPO/Ib KPUTUYHMUX
MepigiaH Megikan cTagiii i npoMiXXHOI NpoaykKuii,
TekHonomxuc, IHK., 3.2.P.5.1 Cneuudpikauisa(-1),
CLA (B1po6HYMK 3.2.P.5.2 AHaniTnyHi MeToaMKM,
BiANoOBigabHUIA 3a 3.2.P.5.4 Ananis cepiii, 3.2.P.5.6
BVMPOGHMLTBO O6rpyHTYBaHHSA cneuudikadyi.
Hepo3dacoBaHoi [JonoBHeHHs cneuudikauii M3
NpoAyKLiT [0AaTKOBUM KOHTpOsIEM 3a
(nigroToBka, NOKaHUKOM «®YHKLIOHa/bHICTb:
acenTnyHa 3axucHa KpuLka
inbTpavis, (safepin)/BnokyBaHHs (nepes
HarnoBHEHHA Ta aKkTmBauieto) Ta Kpuika
YKyrnopka)); ronkw/BrnokyBaHHs (micns
MepigiaH Megikan akTmBaL,ii). 3MiH/ BHECEHO Ha
TekHonomxuc, IHK., nigctasi 3ayBaXeHb AreHTcTBa 3
CLUA (BMpOGHMK, perynoBaHHS ikapCbKnx
BiANOBigabHUIA 3a 3acobiB Ta MeU4HNX ToBapiB
TeCTyBaHHA Ta (MHRA) BenukobputaHii
KOMM/IeKTaL,jto);
MN® B.B.
(MaHyhakTypiHr
MNexkemKuHr
dapmaka),
HigepnaHgm
(anbTepHaTMBHWMIA
BUPOBHUK,
BiZiNOBIAabHUIA 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
POW-AENBTA
'M6X eHg Ko. K,
HimeuyunHa
(anbTepHaTMBHWMIA
BMPOGHUK,
BiANOBigabHUIA 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
®apm/lor dapma
NoricTuk M'm6X,
Himeuunna
(anbTepHaTMBHWMIA
BUPOBHUK,
BiANOBiAA/IbHWIA 32
MapKyBaHHS Ta
BTOPUHHY YNaKoBKY)
29. ENINEH KOHIOP PO34MH NS iH'EKLIMN, MEJA AB LLIBeuis €BpodoiHC Higepnanawn/ BHECEHHS 3MiH A0 3a peyenmom UA/14932/01/01

37




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
0,15 mr/go3y; no 2 mn Biodhapma Mpogakt [Oanis/ peecTpauiiHnx
pO34MHy y nonepesHbLo TecTiHr, JaHis HimeyunHa/ marepianis:3MiHu | TUMy - 3MiHK,
HamnoBHeHii pyyuj; no 1 (komnaHisi, Wwo CLA L0 CTOCYHOTbCA Nepeknagy

nonepeAHbO HarnoBHEHiN
pyuui B Ty6i; no 1 Ty6i B
KOpo6Li 3 KapTOHY

BignoBsigae 3a
npoBefeHHs
KOHTPO/HO SIKOCTI);
MEJA ®apma M'meX
eHf Ko. KT,
HimeuunHa
(BUPOGHNK,
BiANOBigabHUIA 3a
BUMYCK cepii);
Mepigian Megikan
TeKHOMoAXuC, IHK.,
CWA (BUpO6HMK,
BiANOBiAA/IbHWIA 32
BUPOGHMLTBO
Hepo3dgacoBaHOl
npoaykuii
(nigroToBka,
acenTnyHa
hinbTpavis,
HarnoBHEHHA Ta
ynakoBka));
Mepigian Megikan
TeKHOMoAXMC, IHK.,
CWA (BUpO6HMK,
BiANOBiAA/IbHWIA 32
TecTyBaHHS Ta
KOMMAeKTaL;jt);
MM® B.B.
(MaHydhakTypiHr
MexkemKnHr
dapmaka),
HigepnaHnan
(anbTepHaTMBHWMIA
BMPOGHUK,
BiANOBigabHUIA 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);

(MaHyhakTypiHr
MexkemKuHr
dapmaka),

HigepnaHgm
(BMPOGHNK,
BiANOBigabHUIA 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);

3aTBep/AxeHnx Metogis
KOHTPOJIH0 SIKOCTi 3 POCiiCbKOT
MOBW Ha YKpPaIHCbKY;
3MiHK | TUMY - JONOBHEHHSA
cneumaikauii N3 HoBUM
NOKa3HUKOM SIKOCTI
«EHaHTiOMepHa uncToTa» 3
BiANOBIAHUM METOA0M
BMNPOOYBaHHS.
3anponoHoBaHui NimiT < 3,0% y
cneumaikaLii npu BUNycky Ans
D-agpeHaniHy B npenapari.
3anponoHoBaHwuii NimiT
cneumaikaii 4na TepmiHy
npugatHocTi gnsa D-agpeHaniny
cTaHoBUTb < 5,0%; 3miHu Il Tuny
- OHOBJ/IEHHSA NiApPOo34inis
3.2.P.3.4 KOHTPO/Ib KPUTUYHUX
cTagi i NpOMiKHOI NpoaykKuii,
3.2.P.5.1 Cneuudpikauis(-1),
3.2.P.5.2 AHaniTnyHi MeToamnKM,
3.2.P.5.4 Ananis cepiii, 3.2.P.5.6
O6rpyHTyBaHHS cnevmdikaw;i.
[JlonosHeHHs cneuudikauii M3
[0AaTKOBMM KOHTPO/IEM 3a
NOKa3HNKOM «PYHKLiOHA/TbHICTb:
3axucHa KpuLka
(safepin)/BnokyBaHHs (nepes
akTmBauieto) Ta Kpuika
ronkw/BnokysaHHs (nicns
akTuBau,ii). 3MiH1 BHECEHO Ha
nigcrasi 3ayBaxkeHb AreHTCTBa 3
peryntoBaHHs NiKapcbkux
3ac06iB Ta MEANYHMX TOBapIiB
(MHRA) BenukobpuTaHii
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

POW-AENBTA
v6X eHg Ko. Kr,
HimeuunHa
(anbTepHaTMBHWMIA
BUPOBHUK,
BiZiNOBIgabHUIA 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
dapm/lor Papma
Norictnk T'M6X,
HimeuyunHa
(anbTepHaTMBHWMIA
BMPOGHUK,
BiANOBigabHUIA 3a
MapKyBaHHS Ta
BTOPWHHY YNakoBKy)

30.

ECNA-BACTVH®

TabneTtku, Lo
AnCnepryoTbes B
POTOBI NOPOXHWHI MO
10 mr no 10 TabneTtok y
6nictepi, no 1 6nictepy
B ynakoBLji

Ecnapma Mm6X

HimeyunHa

dapma BepHirepoge
'm6X, HimeuunHa;
ApaaHc dPapma
M6X, HimeyunHa

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | TMny - 3MiHN
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[AaHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHMKa 419 34iICHEeHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6u
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapmakoHarnsag

6e3 peyenma

UA/17918/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

31.

ECMNA-BACTUH®

TabneTtku, Wwo
AncnepryoTbes B
POTOBI NOPOXHWHI NO
20 mr no 10 TabneTtok y
6nictepi, no 1 6nictepy
B ynaxoBLj

Ecnapma M'm6X

HimeuunHa

dapma BepHirepoge
'm6X, HimeuunHa;
ApsaHc ®apma
'mM6X, HimeuunHa

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
oo 6e3nekn/edpekTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX faHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnagy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVIKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag,

6e3 peyenma

UA/17918/01/02

32.

ECMNA-KAPB®

Tabnetkn no 5 mr no 25
Tabnetok y 6nictepi, no
2 abo no 4 6nictepn 'y
KapTOHHI Kopobui

Ecnapma Mrm6X

HimeyunHa

ecnapma ®apma
Cepgices 'M6X,
HimeyunHa
(BTOPUHHE
nakyBaHHs);
Ningodapm MvéX,
HimeuunHa
(Bnpo6HMLTBO bulk,
nepBuHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BWMYCK cepil)

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3MiHu | Tuny - 3MiHW
woAo 6e3snekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,

3a peyenmom

UA/12191/01/01
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Ne Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

33.

ECMNA-KAPB®

Tabnetkn no 10 mr no 25

Ecnapma Mm6X

HimeyunHa

SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3mina
KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
hapMakoHarnsg

34.

TabneTtok y 6nictepi, no
2 abo no 4 bnictepn y
KapTOHHIlA KOpooLi

ECNA-NPA30/1®

TabneTku

Ecnapma 'm6X

HimeyunHa

ecnapma dapma
Cepsices 'M6X,
Himeuunna
(BTOpPUHHE
nakyBaHHs);
Ninpgodhapm Mv6X,
HimeyunHa
(Bnpo6HMLTBO bulk,
nepBuHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BWMYCK Cepil)

HimeuunHa

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | TMny - 3MiHN
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[AaHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHMKa 419 34iICHEeHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6u
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapmMakoHarnsg

3a peyenmom

UA/12191/01/02

AnBaHc ®apma

HimeyuynHa

41

BHECEHHS 3MiH 0

3a peyenmom

UA/17588/01/01




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
racTpope3nCTEeHTHI Mo v6X, HimeyunHa peecTpauiiHnx
20 wr; no 14 TabneTok B (BUpPOGHMLTBO 3a mMartepianis:3MiHu | TUny - 3MiHW
6nictepi (antomiHieBa MOBHUM LMK/IOM); wopao 6esnekun/edhekTMBHOCTI Ta
chonbra 3 060x 60KkiB, ecrnapma dapma thapmakoHarnsgy. BeegeHts
abo astomiHieBa ponbra Cepsices 'M6X, a60 3MiHM 10 y3arasibHEeHWX
3 0fHOro 60Ky Ta nniska HimeuunHa [AaHvX Npo cuctemy
PVC/PE/PVdC 3 (BTOPUHHE thapmakoHarnsgy (BBefeHHs
iHworo), no 1 a6o no 2 nakyBaHHS) y3arasibHeHUX JaHuX npo
6nicTepy B KAPTOHHIiA cuctemy hapmakoHarnsagy,
ynakoBLi 3MiHa yNMOBHOBaXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa ANA 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3mina
KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag,
35. ECNA-NPA30/1® Tabnetku Ecnapma Mm6X HimeuyunHa ApsaHc ®apma HimeyunHa BHECEHHS 3MiH 0 3a peyenmom UA/17588/01/02

racTpope3nCTEeHTHI No
40 mr; no 14 TabneTok B
6nictepi (antomiHiea
donbra 3 060x 60kiB,
abo astomiHieBa honbra
3 ogHoro 60Ky Ta niiBka
PVC/PE/PVdC 3
iHworo), no 1 a6o no 2
6nicTepy B KAPTOHHii
ynakoBLi

'm6X, HimeyunHa
(BMpPOGHMLTBO 3a
NOBHUM LMK/IOM);
ecnapma ®apma
Cepgices 'M6X,
HimeyunHa
(BTOPUHHE
nakyBaHHs1)

peecTpauiiHnx
mMarepianis:3miHu | TMny - 3MiHN
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

36.

€BPO

YMOBHOB&XeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y

po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsag

LUNTPAMOH®

Tabnetku no 10 a6o 20
Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHIl
nauui

TOB «MIBE
YKPATHA»

YKpaiHa

mibe MmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHK | TURy - 3MiHK Woao0
6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHNX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy (Bkirovaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YyNnoBHOBaXKEHOT 0cobm
3asBHMKa, BiANOBiAA/IbHOT 32
thapmakoHarnag. ditova
pegaxuisi: Petra Gerecke.
MponoHoBaHa pegakuis: Hevai
Mapis MasniBHa. 3MiHa
KOHTaKTHUX JaHnX
YNOBHOBaXeHOI 0cobu
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg. 3miHa micus

6e3 peyenma

UA/10827/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKEHHSA MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
HOMepa; 3MiHa 3asBHUKa
(BnacHvika peecTpaduiiHoro
nocBiJYeHHs) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460)
37. IBYNMPO®EH cycneHsisi 4ns AJNIKANIOIA AL Pecny6ika AJTKANOIA AL Pecny6nika BHECEHHS 3MiH 10 6e3 peyenma UA/18564/01/01
ANIKANoIA nepopasnbHOro Ckon'e MiBHiYHaA Ckon’e MiBHIiYHA peecTpavuiiH1ux maTepianis:
3actocyBaHHs, 100 mr/5 MakenoHis MakepoHis 3MiHa 3asBHWKa (B/1acHUKa

ms1; o 100 mny
donakoHi, no 1 dpnakoHy
B nauuj

peecTpauiiHoOro NoCBigYEHHS)
(3rigHO Haka3sy MO3 Big,
23.07.2015 Ne 460). 3MmiHn |
TMny - 3MiHN LWOA0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cuctemu chapmakoHarangy).
3mMiHa yNnoBHOBaXkKeHOT 0cobm
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnag,. firoya
pepakuis: bBattanosa Pumma
IropiBHa. MNponoHoBaHa
pegakuisi: Ace Kuzmanovski,
MD. 3miHa KOHTaKTHUX JaHNX
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a
thapmakoHarnsg,. BeefeHHs
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAA/IbHOI 3a
dhapMakoHarnsg B YKpaiHi.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MponoHoBaHa pegakuis:
IpygHULbKWIA Irop
Bonoavmuposuy. BeegeHHs
KOHTaKTHUX AaHNX KOHTaKTHOT
0co6u 3asBHKKa, BigNoBigasIbHOT
3a hapmakoHarnag B Ykpaiti.
3MiHa MicLe3HaxXoAKEeHHSsI
macTep-cpaiina cuctemm
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa MicuA
3[jACHEHHSI OCHOBHOT AisNbHOCTI
3 thapmakoHarnsagy. 3minu |
TUny - AAMIHICTPaTVBHI 3MiHW.
3MiHa Ha3BW NikapCbKoro
3acoby. 3miHa Ha3Bu
nikapcbKoro 3acoby:
3arsepgxeHo: POPIT KIAC.
3anponoHosaHo: IBYMPO®EH
AJIKANOIA,.
BBEJEHHA 3MiH MPOTArom 6-Tu
MicsILiB NiCNs 3aTBEPAYKEHHS.

38.

IPUHOTEKAH
MELAK

KOHLieHTparT Ans
NPUroTyBaHHS PO3YNHY
ans indysin, 20 mr/mn
no 2 mn (40 mr), abo no
5 mn (100 mr), abo no
15 mn (300 wmr) y
CKNsiHOMY hniakoHi; no 1
dhnakoHy B nauuj

Mepnak esenbwadT
dotop KAiHiwe
Lneuiansbnpenapar
e M6X

HimeuunHa

B1po6HMK, LWo
Bignosigae 3a
MapKyBaHHs
nepBUHHOI
ynaKkoBKM, BTOPVHHE
nakyBaHHs,
HaHeCEeHHs 3axX1CHOT
NAiBKM
(onujoHanbHo),
KOHTPO/b/BMNPOGYB
aHHA cepii Ta 3a
BWMNYCK Cepil:
Mepak e3enbladt
dorop KNiHiwe
Lnewuiansnpenapat
e M6X, HimeuunHa;
Brpo6HuK, L0
Bignosigae 3a

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TMNy - 3MiHK 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHN B
npoueci BupobHuuTBa APl
(He3HayHa 3miHa y 3aKpuTiit
YyacTuHi MacTep-haiina Ha Adl)
- OHoB/eHHA ASMF (3akpuTa
4yacTvHa) Bif, 3aTBEPAKEHOT0
BMpOGHMKa Fermion Oy
(3aTBEepmxeHo: March 13, 2015
of Irinotecan); 3anponoHoBaHo:
March 29, 2016 of Irinotecan);
3MiHKM | TUNY - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax cneuudikauiii
Ta/abo [onycTUMMNX MEX,
BM3HAYEHMX Y cneundikauisx Ha

BMPOGHMLTBO A®I, ab0 BUXigHWIA/NPOMDKHWIA
niKkapcbKoro 3acoby, npoaykT/peareHT, Wo
nepBuHHE BMKOPMCTOBYOTbCS Y NpoOLieCi
nakyBaHHs, BMPOGHMLTBA AD| (3BYXXEHHS
MapKyBaHHs [OMNYyCTUMUX MEX, BUSHAYEHUX Y
nepBUHHOT cneuudikaLii) - 3BY>KEHHS
yMakoBKM1, BTOPUHHE [OMNYCTUMIDK MEX, BUSHAYEHUX Y
nakyBaHHs, crneundikaui A®I (ons
KOHTPO/b/BMNPOGYB BMpOo6HMKa Fermion Oy) 3a
aHHsA cepii: NoKasHUKOM «BMicT Boam»

3a peyernmom

UA/11702/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

OHkoTek dapma
MpopgakwH MéX,
HimeuumnHa,;
Brpo6HMK, Wo
Bignosigae 3a
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHS,
HaHeCeHHs! 3aX1CHOT
nniBKn
(onuioHanbHoO):
Meg-IKC-MNpecc
mM6X, HimewunHa

(3aTBepmxeHo: 6,5-9,5% pno 7,0-
9,0%) npuBeaeHo 40 BUMOr
USP Ta BHECEHHS peaakLiiHuX
npaBoK y TecTi «[ paHn4HNi
BMICT [AOMILLOK» Y KOMOHU
«Limit» Ta «Reference» 3rigHo
3aTBEpMXEHIl cneumndikau,i
BMpo6HUKiB Fermion Oy, Laurus
Labs. 3.2.S.4.1 Specifications;
3MiHM | TUny - AOMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOT
AinNbHUUI (BKIOYAOYN AiNbHUL
ana A®l, npoMiXXHOro NpoayKTy
abo roToBoro NikapcbLKoro
3acoby, AinbHuui Ans
NPOBEefEeHHs NaKyBaHHs,
BMPOGHUWKA, BiAMnoBifaIbHOTO 3a
BUMYyCK cepiiA, micLe
NpOBeLEHHS KOHTPOSO cepii)
abo nocrtavasibHUKa BUXiLHOro
maTepiany, peareHTy abo
[L,0MOMIXHOT peYyoBUHU (SIKLLO
3a3HayeHo y JOCLE) -
BWYYEHHS BUPOOHWNYOT AiNbHUL
A®| Bnpo6HuKa Laurus Labs
Private Limited Plot No.DS1, IKP
Knowledge Park Turkapally,
Shameerpet (MD) Ranga Reddy
(Dt) Hyderabad-500 078, Andhra
Pradesh, India; 3miHu | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NP
BUPOGHULITBI FOTOBOIO
nNiKapcbKoro 3acoby (iHLUi 3MiHW)
- BNPOBa)XeHHA A04aTKOBOT
cTafii BApPOGHMYOro npouecy -
HaHeCeHHs 3axXMCHOI NNiBKW Ha
chnakoH (onuioHanbHO) Ha cTag,i
BTOPWHHOTO NakyBaHHA Ans
3aTBEPAKEHOr0 BUPOBHYIKA;
3MiHM | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHW Y BUPOGHULITBI. 3MiHN
BMNPO6YBaHb abo A0NYCTUMMX

46




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MeX, BCTAHOBNEHNX Y
cneuunaikauisx, nig vac
BMPOBHULTBA FOTOBOrO

niKapcbKoro 3acoby (iHLwi 3MiHW)

- 3MiHM Yy cneuudikauii nig yac
BMpo6HuuTBa N3, a came
[ofaBaHHA TECTY «NPSMOro
NOTOKy» K TPETbOr0 MeToAy
BMNpOOGYBaHb 4719 Nepesipku
yinicHocTi chinbTpa; 3miHM | Tuny
- 3MiHu 3 sKocTi. FoToBwiA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEeEHHS 0AATKOBOI AiNbHUL
BMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO iKapCbKOro 3acoby
(ainbHULA ANA BTOPUHHOMO
nakyBaHHS) - BBE,EHHSA
[08aTKOBOI AiNbHUL oNs
BTOPUHHOIO NakyBaHHA-Meg-
IKC-IMpecc Mv6X, HimevunHa,
LLLO BK/THOYAE HOBY CTafjto
BUPOBHMYOro Npouecy-

HaHeCeHHs 3axXVCHOI NiBKV Ha

dhnakoH (onujioHanbHO)

39.

ITOMEL®

TabneTkn, BKPUTI
N1iBKOBOK 060/IOHKOLO,
no 50 mr; no 20
Tabnetok y 6nictepi, no
2 abo 5 bnicTepiB y
KapTOHHIA kopobLi abo
no 15 tabneTtok y
6nicTepi, no 1 6nictepy
Y KapTOHHili kopobLi

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

BMPOGHULITBO 3a
MOBHUM LVIK/TOM:
MPO.MEA.LC
MNpara a.c., Yecbka
Pecny6nika;
BUPOBHMLTBO,
NepBUHHE i
BTOPUHHE
nakyBaHHS:
XBM dapma c.p.o.,
Cnosaubka
Pecnyb6nika;
NepBUHHE i
BTOPUHHE
nakyBaHHS:
KOO®APMA c.p.o.,
Yecbka Pecnybnika;
KOHTPO/b AKOCTI:
AJIC Yecbka
Pecny6nika, c.p.o.,
Yecbka Pecny6nika

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHKM | TUNY - 3MiHU 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJIH0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[oAaBaHHA AiNbHUL, Ha KR
34iACHIOETBCSA
KOHTPONb/BUNPOBYBaHHSA cepil) -
[0AaBaHHA AinbHUL
BiANOBIA&/TLHOI 3@ KOHTPO/b
aKocTi: AJIC Yecbka Pecny6nika,
c.p.o., Mopebpaackka 540/26,
Mpara 9, 19000, Yecbka
Pecny6nika/ ALS Czech
Republic, s.r.o. Podebradska
540/26, Prague 9, 19000 Czech
Republic; 3miHu | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKui
3aci6. 3MiHM Y BUPOGHULTBI.

3a peyenmom

UA/11446/01/01
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Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa imnopTepa/amiHu, Lo
CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPO/HO SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha KR
3[jCHI0ETLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) -
[ofiaBaHHA OiNbHULL
BiAANOBIA&/IbHOI 3@ KOHTPO/b
akocTi: AJIC Yecbka Pecny6nika,
c.p.o., Ha Napdpe 336/9, Mpara 9
— Bucouann, 19000, Yecbka
Pecny6nika/ ALS Czech
Republic, s.r.o. NaHarfe 336/9,
Prague 9- Vysocany 19000
Czech Republic

40.

KANbLIA -43
HIKOMEL, 3
M'SATHAM
CMAKOM

TabneTku XyBasibHi; N0
30 a6o no 100 TabneTok
y donakoHi; no 1
(h/1aKOHY B KapPTOHHIii
Kopobui

AciHo ®apma Al

LLiBeiiuapis

Takepa AC

Hopseris

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | TMny - 3MiHN
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[AaHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHMKa 419 34iICHEeHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6u
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnag,.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX JaHuX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapMakoHarnag. 3miHa
MiCLIe3Hax0o)KeHHsA macTep-

6e3 peyenma

UA/10610/01/01
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Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

41.

KANbUIN -A3

TabneTku XyBasibHi N0

thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa. 3MiHa MicuA

3 thapmakoHarnsgy

3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI

42,

HIKOMEJ, ®OPTE

KANbLIA-43

30, a6o 60, abo 120
TabneTok y h1akoHi; no
1 dhnakoHy B KapTOHHIi
Kopobui

AciHo ®apma Al

LLisefuapis

Takepa AC

Hopseris

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3MiHu | Tuny - 3MiHW
woAo 6e3snekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkiovyarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxopKeHHs macTep-
tharina cuctemmn
thapmakoHarnsgy Ta iioro
HoMepa. 3MiHa Micus
3[jiACHEHHSI OCHOBHOT AiSNbHOCTI
3 dhapmakoHarnagy

6e3 peyenma

UA/3541/01/02

HIKOME],
KOM®OPTE

TabneTtku, BKPUTI
NAiBKOBOK 060/IOHKOHO,
no 30 a6o no 60, a6o no

90 TabneToK y d1aKoHi;

AciHo ®apma Al

LLiBeiiuapis

AciHo EcToHisa OY,
EcToHis (nepBuHHe
Ta BTOpPVHHE

nakyBaHHsl); Takefia

EcToHis/
Himeuuunna/
[JaHis

BHECEHHS 3MiH 0
peecTpauiiHnx
mMartepianis:3MiHu | TUny - 3MiHW

wopao 6esnekun/edpekTMBHOCTI Ta

6e3 peyenma

UA/12921/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 1 dpiakoHy B
KapTOHHilA KopooLi

'M6X, micue
BUPOGHMLTBA
OpaHieHbypr,
Himeuunna
(BUpPOGHMLTBO 3a
MOBHWUM LMK/IOM);
Takena dPapma AC,
[aHis (no3Bin Ha
BUMNYCK cepil)

dhapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3MiHa
MiCLle3HaxoKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta oro
HoMepa. 3MiHa Micus
3[jl/ACHEHHSI OCHOBHOI AifANIbHOCTI
3 hapmakoHarnagy

43.

KANbLIA-A3
HIKOMER,
OCTEO®OPTE

TabneTku XyBasibHi, N0
30 ab6o no 60, a6o rno 90
Tabnetok y dpriakoHi; no
1 dp1akoHy B KapTOHHii
Kopobui

AciHo ®apma Al

LLiBeiiuapis

Takepa AC

Hopseris

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | TMny - 3MiHN
oo 6e3neku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy

6e3 peyenma

UA/12922/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

3as1BHMKa 4715 34iCHEHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX JaHuX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag. 3MmiHa
MiCLIe3HaxXOKeHHsI macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa MicuA
3[iACHEHHSI OCHOBHOT AisNbHOCTI
3 hapmakoHarnsgy

KAMEBICTA

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 150 mr no 10
Tabnetok y 6nictepi; no
6 6nicTepiB B naui 3
KapToHyY

Mictpan Kenitan

MeHeaXmeHT
Nimiten

AHrnis

Pewmegika /iTg,

Kinp

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKaA
(BnacHvika peecTpadiiHoro
nocsigyeHHs) 3miHa agpecu
3a8BHUKA

3a peyenmom

UA/17936/01/01

45,

KAMNEBICTA

TabneTkn, BKPUTI
NNiBKOBOK 060/0HKOIO,
no 500 mr no 10
Tabnetok y 6nictepi; no
12 6nicTepis B nauuj 3
KapToHy

Mictpan Kenitan

MeHeXmeHT
Nimiteq

AHrnis

Pemegika N4

Kinp

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHu | TUNy - AgMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA
(BnacHvka peecTpadiiHoro
nocsigyeHHs) 3miHa agpecu
3asBHUKA

3a peyernmom

UA/17936/01/02

46.

KAPAIOMAIHIN

TabneTkun, BKPUTI
NAiBKOBOK 060/TIOHKOHO,
no 75 mr; no 30 a6o no
100 TabneTok y

AciHo Papma Al

LBeliuapis

Takepa 'm6X, micue

BUPOGHMLTBA
OpaHieHbypr,
HimeyunHa

Himeuuunna/
[aHis

BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis:3MiHu | TUny - 3MiHW
oo 6e3nekn/epekTnBHOCTI Ta

Ne 30 - 6e3
peyenma, Ne
100 - 3a
peyenmom

UA/10141/01/01

donakoHi; no 1 dpnakoHy
Y KapTOHHili kopobui

(BMPOGHMLTBO 3a
NMOBHUM LMK/IOM);
Takepa ®apma A/C,
[aHis (BMpo6HMUTBO

chapmakoHarnsigy. BeefeHHs

a60 3MiHM [0 y3arasIbHEHUX
[aHVX Npo cuctemy

dhapmakoHarisgy (BBe4eHHs
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Hepo3acoBaHoi
nNpoAayKLiT)

y3araslbHeHUX JaHuX npo
cuctemy dhapmakoHarnagy,
3MiHa yNOBHOBaXEHOIT 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iCHEHHS
thapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX JaHuX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxXOpKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa MicuA
3[jACHEHHSI OCHOBHOT AisNbHOCTI
3 hapmakoHarnsgy

47.

KETO nntocC

wamnyHb no 60 mn abo
no 150 mn y dpnakoHi; no
1 donakoHy B KapTOHHIi
Kopobui

rneHmapk
®PapmacboTuKan3
nrg.

IHais

rneHmapk
dapmacboTrKan3
nrp.

IHais

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
3 AKoCTi. F0TOBWIA NiKapCbKuii
3aci6. KoHTposb rotoBoro
nNiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNpPoGyBaHHSA
roTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BMNPOGYBaHHS) - 3MiHW 40
MeTOoZiB KOHTPOto skocTi MN3
3a NOKa3HUKOM «B'A3KICTb»,
30KpemMa 3amiHa B1cKo3mmeTpa
Bpykdinbga (LVT-mogens) Ha
HOBY MOZe/lb BUCKO3UMETP
Bpykdinbaa (Mogens DV-II

6e3 peyenma

UA/10142/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
+Pro)
48. KIOBIl po34uH aNs iHgysiii 100 Bakctep Al ABCTpIs Bakcanta benmxiym Benbrisi/ BHECEHHS 3MiH 0 3a peyenmom UA/16884/01/01
mr/mn, no 10 mn (1 r/10 MaHydhekTypiHr CA, AscTpis peecTpauinHnx
mn) abo no 25 mn (2,5 Benbris mMarepianis:3miHu | TMny - 3MiHN
r/25 mn), a6o no 50 mn (BMPOGHULTBO, 3 KOCTi. FoTOBWMIA NikapCbKuii
(5 r/50 mn1), a6o no 100 nepBuHHE Ta 3aci6. Cuctema
mn (10 r/100 mn), abo BTOpPUHHE KOHTeliHep/3aKynopoBasibHWi
no 200 mn (20 r/200 nakyBaHHs, 3aci6. 3miHa hopmu a6o
ms1), abo no 300 mn (30 KOHTPO/Ib SAKOCTI pPO3Mipy KOHTeliHepa umn
r/300 mn) y dpnakoHi; no N3, Bunyck cepii); 3aKyrnoproBasibHOro 3acoby
1 chnakoHy B KOpo6Li BakcTep All, ABCTpis (NepBUHHOI yNakoBKW)
(KOHTpO/b AKOCTI (cTepunbHI nikapcbki 3acobu) -
rn3) [00aBaHHA a/lbTepHaTUBHOT
NepBUHHOI YNakoBKu AN
roToBOro flikapcbKoro 3acoby, a
came dhriakoHa 06’emom 100 mn
3 [jiaMeTpoM ropsIoBUHM 32 MM.
3anponoHoBaHo: dsiakoH 100
M/1 3 TOP/IOBUHOO 20 MM.
®nakoH 100 m1 3 rop/I0BUHOKO
32 mMm. PepakuiiiHi 3MiHM o
po3giny 3.2.P.7. TepmiH
BBEJEHHA 3MiH - NpoTArom 6
MiCALIB MiCNSA 3aTBEPLKEHHS
49. KCANONTUK Kpansi o4Hi, po3ynH, 50 dapmaneBTUYHNI Monbwa TaexyH ®APM. Ko. Kopes/ BHECEHHS 3MiH [0 3a peyernmom UA/13410/01/01
MKr/M; no 2,5 mny 3aBoj, nta, Kopes MonbLa peecTpauinHux
hakoHi 3 "MONMTbOAPMA" (Bpo6HMLTBO 13, marepianis:3miHu |l TuRy - 3miHK
KpanensHuueto; no 1 C.A. nepBuHHe y npoteci BupobHuutea M3
dhnakoHy 3 nakyBaHHS, BHaCNiJOK BBELEHHSA HOBOrO
KpanesibHULEelo B KOHTPO/Ib SIKOCTI); npunagy HanoBHEHHS. 3MiHy
KapTOHHI KOpO6L dapmMaueBTUHHUIA 3anponoHOBaHO 3 METOLO
3aBop, Y[0CKOHa/IeHHs npoLiecy
"Monbhapma” C.A., BMPOGHMLTBA, a TakoX Ans
Monbuwa (BTOpUHHE 36iMbLUEHHS Ki/TbKOCTI
nakyBaHHS, HanoBHEHHS (h/1aKOHIB 3a 1 XB.
KOHTPO/Ib SAKOCTI MpuHLUMN BUpOGHMLUTBA
'N13 Ta BUNyckK cepii) 3amwaeTbea 6e3 3miH
50. NEBOMEHTON NOPOLLOK KpUCTaniuHuii TOB "®K "BIOTEK" YkpaiHa Apopa Apomarikc IHAis BHECEHHS 3MiH [0 - UA/16167/01/01
(cyb6eTaHuin) y Met. N14. peecTpavuinHMX MaTepiasnis:
noaBiliHMX 3MiHa 3asBHVKa (B/1aCcHMKa
nonieTUIEeHoBUX MilLiKax peecTpauiiHoro noceigyYeHHs)
Ons hapmaleBTMYHOro (3rigHo Hakasy MO3 Big,
3acTocyBaHHsA 23.07.2015 Ne 460)
51. NINOIKA TabNeTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/17024/02/02
NAiBKOBOK 060/I0HKOH0, "bapmaueBTnyHa "®apMaueBTNYHA peECTpaLiiHMX MaTepianis:
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 600 mr; no 10
TabneToK Y KOHTYpHii
YapyHKoBIli ynakoBLii, No
3 KOHTYpPHI YapyHKOBI
ynakoBKM B nauLli

ipma "OapHuus”

ipma "AapHuus"

3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKkoro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [ins
TOProBOl yrnaxkoBKu
(niaTBEPOXYETHCA AAHUMU
peasibHOro yacy) - 36iNbLUEHHS
TEepMiHy NpWAATHOCTI FOTOBOTO
nikapcbkoro 3acoby 3 1 poky A0
1,5 pokis gns Toprosoi
ynakoBKkn. 3MiHWN BHECEHO B
IHCTPYKUiO AN MeguyHoro
3aCcTOCYyBaHHS NikapCbKoro
3acoby y po3gin «TepMiH
npuaAaTHOCTI». BBEAEHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS

52.

NINOIKA

TabneTtku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
no 300 mr; no 10
TabNeToK Y KOHTYPHii
YapyHKOBIli ynakoBLyj, no
3 KOHTYpPHi YapyHKOBI
ynakoBKM B nauLli

MpAT
"dbapmaLeBTnyHa
ipma "JapHuus”

YKpaiHa

MpAT
"®apmMaueBTNYHa
cipma "AapHuus”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKkoro 3acoby
(36iNbLUEHHS TEPMIHY
NpWAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [ins
TOProBOl yrnaxkoBku
(niaTBEPOKYETHCA AAHUMU
peasibHOro Yacy) - 36i/bLUEHHS
TepMiHy NpWAATHOCTI FOTOBOTO
nikapcbkoro 3acoby 3 1 poky A0
1,5 pokis gnsa Toprosoi
ynakoBKkn. 3MiHW BHECEHO B
IHCTPYKUiO AN MeguyHoro
3aCTOCYBaHHS NikapCbKoro
3acoby y po3gin «TepMiH
npuaaTHocCTi». BBeAeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS

3a peyenmom

53.

NIPA®

TabneTtku, BKPUTI
NAiBKOBOK 060/IOHKOHO,
no 500 mr no 10

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHKM | TMNY - 3MiHW 3 AKOCTI.

3a peyenmom

UA/13370/03/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi; no [oTOBMIA NiKapcbKuii 3acio.
3 6nicTepu B nauui 3 CrabinbHicTb. 3MiHa y TepMiHax
KapToHy npugaTHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbkoro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOi ynakoBku
(nigTBEPOAXKYETLCA AaHUMMN
peanibHOro vacy) 36i/bLIeHHs
TEepMiHy NpUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby.
3arBepaXeHo: 2 poku.
3anponoHoBaHoO: 3 POKW.
BBegeHHA 3MiH npoTArom 6-tm
MicALiB Nic/a 3aTBEPAKEHHS.
54, NO3APTAH-TEBA TabneTkn, BKPUTI TOB «TeBa Ykpaina AT YropwmHa/ BHECEHHS 3MiH 0 3a peyenmom UA/16398/01/01
N1iBKOBOK 060/IOHKOLO, YkpaiHa» dapmauleBTUYHNI Icnanis peecTpauiiHux maTepianis:
no 12,5 mr; no 10 3aBog, TEBA, 3MiHY | TMnNY - 3MiHW 3 AKOCTI.
Tabnetok y 6nictepi no YropLHa,; oTOBMIA NiKapcbKuii 3acio.
3 6nicTepu y KapTOHHIN Tea ®apma C.J1.Y., 3MiHM Yy BUPOGHMLTBI. 3MiHa
Kopobui IcnaHis

iMnopTepa/amiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPO/IH0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[oAaBaHHA AiNbHUL, Ha KR
34iCHIOETBCSA
KOHTPONb/BUNPOGYBaHHS cepif)
BBefeHHs o8aTKoBOI AiNbHUL,
Lo BignoBigae 3a
KOHTPO/1b/BUNPOGYBaHHSA cepil
[N TOTOBOrO NiKapCbKoro
3acoby — Tesa ®apma C.J1.Y.,
IcnaHis. 3miHu | TUNYy - 3MiHK 3
AKOCTI. [OTOBWIA NikapcbKui
3aci6. 3MiHVM Yy BUPOOHULITBI.
3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO liKapCbKOro 3acoby
(minbHMUSA, Ha AKiIl TPOBOASATLCSA
6yab-sKi BUpOGHMUI cTajii, 3a
BMHATKOM BUWMYCKY CepiiA,
KOHTPOJTIO AKOCTi, NePBUHHOTO
Ta BTOPVMHHOTIO NakyBaHHSA, A5
HeCTepUsIbHUX NiKapCbKmnx
3aco06iB) BBeeHHs1 4oAaTKOBOI
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3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Ymosu

PeecmpayjitiHa npoyedypa
Bionycky

AOinbHUUI, WO Bignosigae 3a
BMPOBHULTBO Hepo3dacoBaHOro

Howmep
peecmpayiliHo2o
nocsio4yeHHs

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

npopaykty — Tesa ®apma C.J1.Y.,
Icnanis. 3milu | TMNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuii

56

3aci6. 3MiHV Y BUPOOHULITBI.
3MiHa po3mipy cepil
(BKNtOYAOYY Ajana3oH po3Mipy
cepil) roToBOro Nikapcbkoro
3acoby (36inbweHHsA go 10 pasis
NOPIBHAHO i3 3aTBEpPKEHUM
po3mipom) BBefeHHs
[04aTKOBOro(36inbLLEHOr0)
po3mipy cepii /13 ans HoBoro
BMpO6HUKa Tesa ®apma C.J1.Y.,
Icnanisa. 3aTBepmkeHo: 2000000
Tabnetok (100 kr roToBOT
cymiwi) ansa 12,5 mr, 1000000
Tabnetok (100 kr roToBOT
cymiLwi) ans 25 mr, 500000
Tabnetok (200 kr rotoBOT
cymiwi) abo 1000000 TabneTok
(100 kr roToBoi cymiLli) ans 50
mr, 2500000 Ta6neTok (400 kr
roToBoi cymilli) abo 1000000
Tabnetok (100 kr roToBOT
cymiwi) ansa 100 wmr;
3anponoHoBaHo: 6000000
Tabnetok (300 Kr roToBOT

Tabnetok (500 kr roToBOT
cymiLwi) ans 25 mr, 2500000
Tabnetok (500 kr rotoBo|

cymiwi) gns 12,5 mr, 5000000

cymiwi) gns 50 mr Ta 12500000
Tabnetok (500 kr roToBoT
cymiwi) Ana 100 3miHu | Tuny -
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA MPOAYKT, L0
3aCTOCOBYETLCSA NP
BUPOGHULITBI FOTOBOIO
NiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HMLTBA)
HesHauHi 3miHW y npoueci
BMPOGHMLITBA - 3MiHa PO3Mipy

cnta 3 1,6 MM Ha 2 MM Ha eTani |




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

noyatkoBe 3MilyBaHHs (Step |
Initial blending) Ta 3 0,4 Mmm Ha 1
MM Ha eTani Il dpiHanbHoro
3miwyBaHHsA (Step Il Final
blending) y 38'a3ky 3
BMKOPUCTaHHSAM Pi3HOro
061a4HaHHS Ha 3anponoHOBaHii
BMPOGHWUIN AinbHUUI TeBa
dapma C.J1.Y., IcnaHist. 3minHm |
TUny - 3MiHK 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKAPCbKOro 3acooby.
3miHa y MeToAax BUNpobyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(iHwWi 3MiHW y MeTogax
BMNpOGYBaHb (BK/IHOYaK4M
3aMiHy ab0 JONOBHEHHS))
3amiHa 3aTBEepAKEHOr0 MeToAy
BMNpo6yBaHHA "MeTop,
OfHOpIAHOCTI BMICTY" 3a
noKasHMKoM «OfHOPIAHOCTI
[1030BaHVX OAVHWLB» Ha
"Po3paxyHKoBO-BaroBuii metoa"
1171 TOTOBOrO NiKapCbKoro
3aco6y. Y 3B'A3Ky 3 TUM, O Mg
yac peecrtpadii /13 B MeTogax
KOHTPOIO AKOCTi 6yna
3apeecTpoBaHa BHYTPILLHSA
crneundikalis Ha BUNycK Ta Ha
TepMiH NpUAaTHOCTI BUPOGHMKA
AT dapmaueBTUYHUI 3aBOA,
TEBA, YropLuHa, 3asBHUK XOTIiB
61 npuBecTn cneumdikavio B
MK#A go 3anponoHoBaHol
3arasibHOI cneuudikauii, ski
Hapasi npefcTasfieHa B f0CbE
AK EAUHUIA OKYMEHT A5l 060X
BUPOBHUKIB. XKOAHWX 3MiH LLOA0
NOKa3HWUKIB Ta MeX, OKpiM
3as1BfIEHNX B faHi 3MiHi, B
crneuudikaL,ito BHECEHO He 6yno.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA NniKkapcbkuMii 3aci6.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHa nocTavasibHuKa
nakyBaJlbHUX martepianiB abo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOMMNIEKTYHUMX (SKLWO
3a3HayYeHo B 0CbE) (BUTyYEHHS
noctavyanbHvika) BunyyeHHs
NOCWNAHHA Ha KOHKPETHWX
noctavasibHuKIB 3 po3ainy
3.2.P.7. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3amicTb Ha3B KOHKPETHUX
nocTavasibHMKIB BHOCUTbLCA
thpasa "The packaging types
presented are only examples.
Other equivalent ones with
identical specifications from
different suppliers may be used
alternatively". )XogHux BunyyeHb
Y KOMMOHEHTax ynakoBku abo
KOMMNEKTYOUNX He BiAOYyN0Ch.
Kpim Toro, fogaHa Bcsi
iHchopmavia woao
nakyBaslbHOro mMaTtepiany
BMPOGHUYOI AinbHULj TeBa
®apma C.J1.Y., IcnaHia. bnictep,
AKNIA BUKOPUCTOBYETHCS
BMpO6HMKOM TeBa dapma
C.J1.Y., IcnaHis, € TakuMm camum,
LLIO BXXE 3apeecTpoBaHuii Ta
BMKOPVCTOBYETLCA BUPOOHUKOM
AT dapmaueBTUYHUIA 3aBOA,
TEBA, YropuwuHa. 3MiHu | Tuny -
3MiHK 3 SIKOCTi. TOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO J1iKapCbKOro 3acoby
(iHwi 3miHW) MpuBeaeHHs
MeTopiB KOHTPO/IIO AKOCTI Y
BiANOBIAHICTb 4O OHOBIEHOrO
po3ainy pocbe 3.2.P.5.2.
AHaNITUYHI METOANKN, KNI
6YyN10 OHOB/IEHO BYPOBHNKOM 3
METOI BHECTW BECb OMUC
aHasTiTUYHNMX METOANK B OAVH
[OKYMEHT

55.

NO3APTAH-TEBA

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 25 wmr; no 10
TabneTtok y 6rictepi no
3 6nicTepu y KapTOHHIN
Kopobui

TOB «TeBa
Ykpaina»

YkpaiHa

AT
dapmaleBTUYHNI
3aBog TEBA,
YropLumHa;
TeBa ®apma C.J1.Y.,
Icnanis

YropwmHa/
IcnaHis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHY | TUnNY - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJIH0 SKOCTi FOTOBOTrO

3a peyenmom

UA/16398/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nikapcbKoro 3acoby (3amiHa abo

[ofaBaHHA AiNbHUL, Ha Kl
3[jCHI0ETLCA
KOHTPO/b/BMNPOGYBaHHSA cepii)
BBeneHHs 104aTKOBOI AiNbHUL,
LL{O BignoBigae 3a
KOHTPO/b/BUNPOBYBaHHSA cepil
[N rOTOBOrO NiKapcbKoro
3acoby — Tesa ®apma C.J1.Y.,
Icnanis. 3milu | TMNY - 3MiHK 3
AKoCTi. [OTOBWMIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3amiHa abo BBEAEHHS
[04aTKOBOT Ai/TbHUL
BMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO iKapCbKOro 3acoby
(ZinbHWUA, Ha Skl NpOBOAATLCA
6yApb-aKi BUPOGHWYI cTagii, 3a
BUHATKOM BUMYCKy Cepil,
KOHTPOJII0 AKOCTi, NEPBUHHOTO
Ta BTOPVMHHOTIO NakyBaHHSA, A/1s
HeCTepUbHUX NiKapCbKunx
3ac06iB) BBegeHHA AoaaTtkosol
AOinbHUUI, WO Bignosigae 3a
BMPOBHULTBO Hepo3acoBaHOro
npoaykty — Tesa ®apma C.J1.Y.,
Icnanis. 3minu | TMNY - 3MiHK 3
AKoCTi. [OTOBWMIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHa po3mipy cepil
(BKtOYAOYM Aiana3oH po3Mipy
cepil) roToBOro NikapcbKoro
3acoby (36inbweHHsA go 10 pasis
NOPIBHAHO i3 3aTBEpPKEHUM
po3mipom) BBefeHHs
[04aTKOBOro(36inbLLEHOro)
po3mipy cepii /13 ans HoBoOro
BMpO6HUKa Tesa ®apma C.J1.Y.,
Icnanisa. 3aTBepmkeHo: 2000000
Tabnetok (100 kr roToBOT
cymiwi) ansa 12,5 mr, 1000000
Tabnetok (100 kr roToBOT
cymiLwi) ans 25 mr, 500000
Tabnetok (200 kr rotoBOT
cymiwwi) abo 1000000 TabneTok
(100 kr roToBoi cymiLli) ans 50
mr, 2500000 Ta6neTok (400 kr

roToBoi cymiwi) a6o 1000000
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Tabnetok (100 kr roToBOT
cymiLwi) ans 100 wmr;
3anponoHoBaHo: 6000000
Tabnetok (300 kr roToBOT
cymiwi) ans 12,5 mr, 5000000
Tabnetok (500 kr rotoBo|
cymiwi) ansa 25 mr, 2500000
Tabnetok (500 kr roToBoT
cymiwi) ans 50 mr Ta 12500000
Tabnetok (500 kr roToBOT
cymiwwi) ans 100 3miHu | Tuny -
3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHK Y npoLeci
BMPOBGHULTBA rOTOBOrO
NiKapcbKoro 3acoby, BKIOUaKUn
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETLCA NP
BMPOGHMLITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHULTBa)
HesHauHi 3miHM y npoueci
BMPOBGHULTBA - 3MiHa PO3Mipy
cuTa 31,6 MM Ha 2 MM Ha eTani |
noyatkoBe 3MilyBaHHs (Step |
Initial blending) Ta 3 0,4 Mmm Ha 1
MM Ha eTani Il dpiHanbHoro
3miwyBaHHsA (Step Il Final
blending) y 38'a3ky 3
BMKOPUCTaHHSAM Pi3HOro
061a4HaHHS Ha 3anponoHOBaHii
BMPOGHUUIN AinbHUUI TeBa
dapma C.J1.Y., IcnaHist. 3minHu |
TUny - 3MiHM 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3miHa y MmeToAax BUNpobyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW y MeTogax
BMNpOGYBaHb (BK/IHOYaK4M
3aMiHy ab0 JONOBHEHHS))
3amiHa 3aTBepAKEHOro MeToAy
BMNpo6yBaHHA "MeTtop,

O HOPIAHOCTI BMICTY" 3a
noKasHMKoM «OfHOPIAHOCTI
[1030BaHVX OAVHWLB» Ha
"Po3paxyHKoBO-BaroBuii metog"
1191 TOTOBOrO NiKapCbKoro
3aco6y. Y 3B'A3Ky 3 TUM, WO Nig,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
yac peecTtpauii /13 B MmeTogax
KOHTPONIO SIKOCTi Byna
3apeecTpoBaHa BHYTPILIHSA
cneuudikayis Ha BUMYCK Ta Ha

61

TEPMiH NpUAATHOCTI BUPOOHMKA
AT dapmaLeBTUYHWI 3aBOS,
TEBA, YropLivHa, 3asBHUK XOTiB
6u npuBecTy cneumaqikauio B

MKSA go 3anponoHosaHoT
3aranbHoi cneumdikaui, ki
Hapasi npeAcTaB/ieHa B [OCbE
AK €ANHUIA AOKYMEHT 4718 060X
BMPOGHWKIB. XXOAHMX 3MiH 040
NOKa3HUKIB Ta MeX, OKpiM
3as1BNIEHNX B [aHi 3MiHi, B
cneuudikalito BHECEHO He 6yno.
BBefeHHA 3MiH NPOTArom 6-1m
MicSLiB NiCNsA 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa nocTavyasibHVKa
nakyBa/lbHVX Matepianis abo
KOMMNIEKTYHUMX (SKLWO
3a3HayeHo B 0CbE) (BUTyYEHHS
nocravanbHuka) BunyyeHHs
NOCWNAHHSA Ha KOHKPETHWX
noctavasibHuKIB 3 po3ainy
3.2.P.7. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3amicTb Ha3B KOHKPETHUX
noctayasibHUKIB BHOCUTbCA
thpasa "The packaging types
presented are only examples.
Other equivalent ones with
identical specifications from

Y KOMMOHEHTaxX ynakoBKu a6bo

Kpim Toro, gofaHa Bcs
iHchopmavia woao

nakyBaslbHOrO mMaTtepiany

BMPOGHUYOI AinbHULj TeBa

AKNIA BUKOPUCTOBYETHCS
BMpO6HMKOM TeBa dapma

different suppliers may be used
alternatively". )XofHux BunyyeHb

KOMMNEKTYOUNX He BiAOYyN0Ch.

®apma C.J1.Y., IcnaHia. bnictep,

C.J1.Y., IcnaHis, € TakKum camum,




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

LLIO BXXE 3apeecTpoBaHni Ta
BUKOPVCTOBYETLCSA BUPOOHNKOM
AT dapmaLeBTUYHWI 3aBOS,
TEBA, YropwuHa. 3minu | Tvny -
3MiHW 3 SKOCTi. FOTOBUIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW) MpuBeAEeHHS
MeTopiB KOHTPOIO AKOCTI Y
BiAMNOBIAHICTb 4O OHOB/IEHOTO
po3ainy pocbe 3.2.P.5.2.
AHaniTUYHI MeToAVKK, KN
6yf10 OHOB/IEHO BUPOGHVKOM 3
MeTO BHECTW BECb OMNnC
aHasNiTUYHUX METOANK B OAWH
[OKYMEHT

56.

NO3APTAH-TEBA

TabneTku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 50 wr; no 10
TabneTtok y 6nictepi no
3 6nicTepu y KapTOHHIN
Kopo6ui; no 3 6nictepn y
KapTOHHI KopobLi; no 9
6nicTepiB y KAPTOHHIN
Kopobui

TOB «TeBa
YkpaiHa»

YKpaiHa

AT
dapmauleBTUYHN
3aBof TEBA,
YropumHa;
Tesa dapma C.J1.Y.,
Icnanis

YropumHa/
Icnanis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHN Yy BUPOGHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepil Ta
KOHTPOJHO SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha SKil
3[iiCHIOETbCSA
KOHTPO/b/BMNPOGYBaHHS cepil)
BBeneHHs 104aTKOBOI AiNbHUL,
LL{0 Bignosigae 3a
KOHTPO/b/BUNPOBYBaHHSA cepil
[N rOTOBOrO NiKapcbKoro
3acoby — Tesa ®apma C.J1.Y.,
Icnanis. 3milu | TUNY - 3MiHKM 3
AKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3amiHa ab0 BBeAEHHS
[04aTKOBOI Ai/TbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(AinbHMUSA, Ha AKI NPOBOAATHLCSA
6yAab-aKi BUpOGHWYI cTagii, 3a
BUHATKOM BUMYCKy Cepil,
KOHTPOJIIO AKOCTi, NEePBUHHOTO
Ta BTOPVMHHOIO NakyBaHHSA, A4/15
HeCTepUsbHUX NiKapCbKunx
3ac06iB) BBegeHHs Aoaatkosol
AiNbHUUI, WO Bignosigae 3a

3a peyenmom

UA/16398/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMPOGHMLITBO HEpO3(hacoBaHOro
npoaykty — Tesa ®apma C.J1.Y.,

63

cymiwi) ans 12,5 mr, 5000000

cymiwi) agns 50 mr Ta 12500000
cymiwwi) ans 100 3miHu | Tuny -

nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHK y npoveci
BMPOBHULTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMIKHUIA MPOAYKT, L0

BMPOGHMLITBI FOTOBOrO

nikapcbKoro 3acoby (He3HayHa

3MiHa y npoueci BUpobHMLTBa)
HesHauHi 3miHM y npoueci

cymiwi) ansa 25 mr, 2500000

Icnania. 3minm | TUnNYy - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkni
3aci6. 3MiHV Yy BUPOOHULITBI.

3MiHa po3mipy cepii

(BKIHOYaOUM diana3oH po3mipy

cepil) roToBOro Nnikapcbkoro

3aco6y (36inbweHHsA fo 10 pasis
MOPIBHSHO i3 3aTBEPAKEHUM
po3mMipom) BBefeHHs

[04aTKOBOro(36iNbLLUEHOr0)

po3mipy cepii /13 Ans HoBoro

BMpobHUuKa Tesa ®apma C.J1.Y.,

Icnania. 3aTBepmkeHo: 2000000

Tabnetok (100 kr roToBOT

cymiwi) ans 12,5 mr, 1000000

Tabnetok (100 kr rotoBOT

cymiwi) ansa 25 mr, 500000
Tabnetok (200 kr roToBoT

cymiwi) abo 1000000 TabneTok

(100 kr rotosoi cymiwi) ans 50

Mmr, 2500000 Ta6netok (400 kr
roToBoi cymiwi) abo 1000000

Tabnetok (100 kr roToBOT
cymiLwi) ans 100 wmr;

3anponoHosBaHo: 6000000
Tabnetok (300 kr roToBOT

Tabnetok (500 kr rotoBOT
Tabnetok (500 kr roToBOT
Tabnetok (500 kr roToBOT

3MiHuM 3 siKOCTi. FoTOBMIA

3aCTOCOBYETLCS NpU

BMPOGHULTBA - 3MiHa PO3Mipy
cnta 3 1,6 MM Ha 2 Mmm Ha eTani |
noyaTkoBe 3milyBaHHs (Step |




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Initial blending) Ta 3 0,4 mm Ha 1
MM Ha eTani |l piHanbHoro
3miyBaHHsA (Step Il Final

blending) y 3B'A3ky 3
BUKOPVCTaHHAM Pi3HOro
obnafHaHHA Ha 3anponoHOBaHil
BMPOGHWUUIN AinbHUUI TeBa
®apma C.J1.Y., IcnaHis. 3minHu |

T™Mny - 3MiHK 3 SIKOCTi. FOTOBUIA

nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3mMiHa y meToAax BunpobyBaHHS
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHK y meTogax
BMNPOGYBaHb (BK/IKOYAOYM
3amiHy abo JONOBHEHHS))
3amiHa 3aTBepAXeHoro Metoay
BMNpobyBaHHA "MeTop,
OfHOpPIAHOCTI BMIiCTY" 3a
NoKasHWKOM «OHOPIAHOCTI
[1030BaHVX OAVHWLB» Ha

"Po3paxyHKoBO-Barouii metog"
[N roTOBOro NiKapcbKoro

3aco6y. Y 3B'A3Ky 3 TUM, O Nig

yac peecTtpauii /13 B MmeTogax
KOHTPONIO SIKOCTi Byna
3apeecTpoBaHa BHYTPILHSA
cneuudikalis Ha BUMYCK Ta Ha

TEPMIH NpUAATHOCTI BUPOOHMKA

AT dapmaLeBTUYHWI 3aBOS,
TEBA, YropLivHa, 3asBHUK XOTiB
6u npuBecTy cneumqikauito B
MKA go 3anponoHosaHoT
3aranbHoi cneumdikaui, ki
Hapasi npeAcTaB/ieHa B [OCbE

AK €ANHUIA AOKYMEHT 4718 060X

BMPOGHWKIB. XXOAHMX 3MiH L0840
NOKa3HUKIB Ta MeX, OKpiM
3as1BNIEHNX B [aHi 3MiHi, B

cneuudikaLito BHECEHO He 6yno.

BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa nocTavyasibHVKa
nakyBa/lbHVX Matepianis abo
KOMMN/IEKTYHOUMX (SKLWO
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a3Ha4YeHo B OCbE) (BUTyYEHHS
noctayanbHuka) BunyueHHs
NOCKNAHHSA Ha KOHKPETHMX
nocTavyasibHVKIB 3 po3ainy
3.2.P.7. Cucrtema
KOHTelHep/3aKynoproBasibHUiA
3aci6. 3amicTb Ha3B KOHKPETHUX
noctayasibHUKIB BHOCUTLCA
thpasa "The packaging types
presented are only examples.
Other equivalent ones with
identical specifications from
different suppliers may be used
alternatively”. XXogHux Buny4eHb
Yy KOMMNOHEHTax ynakosku abo
KOMM/IEKTYIOUMX He Bif0yocCh.
Kpim Toro, gogaHa Bcs
iHchopmavia woao
nakyBaslbHOTO mMartepiasny
BMPOGHUYOI AinbHULi TeBa
dapma C.J1.Y., IcnaHis. bnictep,
AKNIA BUKOPUCTOBYETHCS
BMpobHUKOM TeBa Papma
C.J1.Y., IcnaHis, € TakKMM camum,
LLIO BXXE 3apeecTpoBaHni Ta
BUKOPVCTOBYETLCA BUPOOHNKOM
AT dapmaLeBTUYHWI 3aBOS,
TEBA, YropwuHa. 3minu | Tvny -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW) MpuBeAEHHSA
MeTopiB KOHTPOIIO AKOCTI Y
BiAMNOBIAHICTb 4O OHOB/IEHOIO
po3ainy pocbe 3.2.P.5.2.
AHaniTUYHI MeToaVKM, KN
6yf10 OHOB/IEHO BUPOGHVKOM 3
MeTO BHECTW BECb OMNUC
aHasNiTUYHNUX METOAMK B OAWH
[OKYMEHT

57.

NO3APTAH-TEBA

TabneTku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
no 100 mr; no 10
Tabnetok y 6nictepi no
3 6nicTepu y KapTOHHIN
Kopobui

TOB «TeBa
YkpaiHa»

YKpaiHa

AT
dapmaueBTUYHN
3aBof TEBA,
YropumHa;
Tesa ®apma C.J1.Y.,
Icnanis

YropumHa/
Icnanis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHN Yy BUPOGHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepil Ta
KOHTPOJHO SIKOCTi FOTOBOro
niKkapcbKoro 3acoby (3amiHa abo

3a peyenmom

UA/16398/01/04
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

[0JaBaHHs Ai/TbHULI, Ha SKil
34iCHI0ETbCS
KOHTpONb/BUNPOGYBaHHSA cepil)
BBefeHHs 404aTKOBOI AiNbHUL,
Lo Bignosigae 3a
KOHTPO/b/BUNPOBYBaHHA cepii
[N TOTOBOrO NiKapCbKOro
3acoby — Tea ®apma C.J1.Y.,
Icnania. 3minm | TUnNYy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3amiHa abo BBeAEHHSA
[04aTKOBOI Ai/TbHUL
BMPOGHMLTBA AJ151 YACTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(minbHMUSA, Ha AKili NpoBOASATLCSA
6yAb-aKi BUPOGHWYI cTagii, 3a
BMHATKOM BUWMYCKY CepiiA,
KOHTPO/II0 AKOCTi, NePBUHHOTO
Ta BTOPMHHOTO NakyBaHHSA, A1
HeCTepUsIbHNX NiKapCbKunx
3aco6iB) BBeaeHHsA noaaTkoBol
AinbHuUU, Wo Bignosigae 3a
BMPOGHMLITBO HEpO3(hacoBaHOro
npoaykty — Tesa ®apma C.J1.Y.,
Icnania. 3minm | TUnNYy - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHa po3mipy cepii
(BKIHOYaOUM diana3oH po3mipy
cepil) roToBOro Nnikapcbkoro
3aco6y (36inbweHHsA fo 10 pasis
MOPIBHSHO i3 3aTBEPAKEHUM
po3mMipom) BBefeHHs
[04aTKOBOro(36iNbLLEHOr0)
po3mipy cepii /13 Ans HoBoro
BMpobHUKa Tesa ®apma C.J1.Y.,
Icnanisa. 3aTBepmkeHo: 2000000
Tabnetok (100 kr roToBOT
cymiwi) ans 12,5 mr, 1000000
Tabnetok (100 kr rotoBO|
cymiwi) ansa 25 mr, 500000
Tabnetok (200 Kr roToBoT
cymiwi) abo 1000000 TabneTok
(100 kr rotosoi cymiwi) ans 50
Mmr, 2500000 Ta6netok (400 kr
roToBoi cymiwli) abo 1000000
Tabnetok (100 kr rotoBoi
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cymiwi) gnsa 100 mr;
3anponoHosaHo: 6000000
Tabnetok (300 kr roToBO|
cymiwi) ansa 12,5 mr, 5000000
Tabnetok (500 kr roToBoT
cymiwi) ansa 25 mr, 2500000
Tabnetok (500 kr roToBOT
cymii) gnsa 50 mr Ta 12500000
Tabnetok (500 kr rotoBo|
cymiwi) gnsa 100 3miHum | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOUaum
NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETbLCH NP
BMPOGHULITBI FOTOBOrO
nikapcbKkoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBa)
HesHauHi 3miHn y npoueci
BMPOGHMLTBA - 3MiHa PO3Mipy
cuTa 3 1,6 MM Ha 2 MM Ha eTani |
noyaTkoBe 3millyBaHHs (Step |
Initial blending) Ta 3 0,4 mm Ha 1
MM Ha eTani |l piHanbHoro
3milwyBaHHsA (Step Il Final
blending) y 3B'A3ky 3
BUKOPVICTaHHAM Pi3HOro
obnafHaHHA Ha 3anponoHOBaHil
BMPOGHWUUIN AinbHUUI TeBa
®apma C.J1.Y., IcnaHis. 3minHu |
™Mny - 3MiHK 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3mMiHa y meToax BunpobyBaHHs
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHK y meTogax
BMNpOGYBaHb (BK/IOYAOYM
3amiHy abo JONOBHEHHS))
3amiHa 3aTBepAXeHoro Metoay
BMNpobyBaHHA "MeTop,
OfHOpIAHOCTI BMIiCTY" 3a
NoKasHWKOM «OHOPIAHOCTI
[1030BaHVX OAVHWLB» Ha
"Po3paxyHKoBO-Barouii metog"
[N roTOBOrO NiKapcbKoro
3aco6y. Y 3B'A3Ky 3 TUM, O Nig
yac peecTtpadii /13 B MeTogax
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KOHTPOJII0 SIKOCTi 6yna
3apeecTpoBaHa BHYTPILLHSA
cneuudikaLis Ha BUMYCK Ta Ha
TEepMiH NpUAaTHOCTI BUPO6HMKA
AT dapmaueBTUYHUIA 3aBOA,
TEBA, YropLuHa, 3asBHUK XOTIiB
61 npuBecTun crneumdikavito B
MK#A go 3anpornoHosBaHoi
3aranbHoi crneumdikaui, axi
Hapasi npeAcTas/ieHa B JOCbE
AK €ANHUIA AOKYMEHT 4719 060X
BMPOGHWKIB. XXOAHMX 3MiH LL040
NOKa3HUKIB Ta MeX, OKpiM
3asBeHUX B flaHi 3MiHi, B
cneuudikaLito BHECEHO He 6yno.
BBegeHHA 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTelHep/3aKynopoBasibHUiA
3aci6. 3miHa nocTavasibHNKa
nakyBanbHUX matepianis abo
KOMMNIEKTYHUMX (SKLLO
3a3Ha4YeHo B OCbE) (BUTyYEHHS
noctayanbHuka) BunyueHHs
NOCWNAHHSA Ha KOHKPETHMX
nocTavyasibHVKIB 3 po3ainy
3.2.P.7. Cucrema
KOHTelHep/3aKynopoBasibHUiA
3aci6. 3amicTb Ha3B KOHKPETHUX
noctayasibHUKIB BHOCUTLCA
thpasa "The packaging types
presented are only examples.
Other equivalent ones with
identical specifications from
different suppliers may be used
alternatively”. XXogHux Buny4eHb
Yy KOMMNOHEHTax ynakosku abo
KOMM/IEKTYIOUMX He Bif0ynocCh.
Kpim Toro, gogaHa Bcs
iHchopmavia woao
nakyBasibHOrO martepiasny
BMPOGHUYOI AinbHULi TeBa
dapma C.J1.Y., IcnaHis. bnicTtep,
AKNIA BUKOPUCTOBYETHCS
BMpob6HUKOM TeBa Papma
C.J1.Y., IcnaHis, € TakKMM camum,
LLIO BXXE 3apeecTpoBaHnii 1a
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BUKOPVCTOBYETLCA BUPOOHNKOM
AT dapmaueBTUYHUIA 3aBOA,
TEBA, YroplmHa. 3minu | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKOro 3acoby
(iHwi 3miHW) MpuBeaeHHs
MeToziB KOHTPOSO SKOCTi Y
BiANOBIAHICTL 4,0 OHOB/IEHOrO
po3ainy gocee 3.2.P.5.2.
AHaNITUYHI METOAVKN, SKWiA
6y/10 OHOBNEHO BUPOGHMKOM 3
MEeTO BHECTW BECb OMNUC
aHasliTUYHUX METOANK B OAVH
[OKYMEHT

58.

NOPHAJLO

niodhinizat Ans po3unHy
Ans iH'ekuili no 8 mr; no
8 wmr niodpinizaty ans
PO34MHY A5 iH'EKUIN Y
onakoHi B KOMNAEKTi 3 2
MJT PO34MHHKKa (Boga
Ans iH'ekuiid) B amnyni; 1
hnakoH 3 niocpinizaTom
[N PO34nHY Ans
iH'ekuin Ta 1 amnyna
PO3YMHHMKA B KAPTOHHIl
Kopobui; 3 dunakoHu 3
niodgpinizatom ans
pO34nHy AN iH'eKUil Ta
3 amny/sin po3umHHMKa B
KOHTYPHIli YapyHKOBIi
ynakoBLii, 1 KOHTypHa
YyapyHKoBa ynakoBka B
KapTOHHIA KopoobLi

TOB "YOPA[,
MEANLIMH"

YKpaiHa

Mecpap Inau Caw.
A.LL

TypeyunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHK | TURy - 3MiHK Woao0
6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHNX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YyNnoBHOBaXKEHOT 0cobm
3asBHMKa, BiANOBiAA/IbHOT 32
thapmakoHarnag. ditova
pepakuis: PycyaaH Ecakis /
Rusudan Esakia. MNponoHoBaHa
pepakuis: Myano MNaHHa
CraHicnasiBHa. 3MiHa
KOHTaKTHUX AaHnX
yMNOBHOBaXEHOI 0co6Yu
3asBHVKa, BigNoBigaIbHOT 3a
hapMakoHarnsg. 3miHa Micust

3a peyernmom

UA/18503/01/01
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3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKEHHSA MacTep-
thaiina cuctemu
thapmakoHarnagy; amiHa
3anBHVKa (BNacHvka
peecTpaLiiHoOro NocBigYEHHS)
(3rigHo Haka3sy MO3 Big,
23.07.2015 Ne 460) TepmiH
BBE/IEeHHS 3MiH NPOTArom 6
MiCSILiB Nicns 3aTBEpPAKEHHS

59.

MEMATOH IC

TabneTkn, BKPUTI
NNiBKOBOK 060/IOHKOHO,
no 10 mr, no 10
Tabnetok y 6nictepi; no
3 6nicTtepu y navi

ToBapucTBO 3
[04,aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepiasis: MiHU
| TMny - 3MiHK 3 AkocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BVIXiZLHOr0/MPOMIXKHOr0
NpoAayKTy/peareHTy, Lo
BUKOPWCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BUPOGHMKa (BKHOYaou,
e HeobXxigHo, micue
NpOBeLEHHS KOHTPOSIO SIKOCTI)
A®I (3a BigCyTHOCTI
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(3anponoHoOBaHUn BUPOGHNK
HaNexuTb A0 TiEl camol
BUPOBHMYOT rpynn NigNPUEMCTB,
LLIO ¥ 3aTBEPAKEHNI) -
BBepneHHsA goparkosoi
BMPOBHUYOT AiNbHULI AN
3aTBepKEHOro BUpobHuka Adl;
3MiHM | TUNY - 3MiHK 3 SKOCTI.
CepTtudikat BignosigHocTi/lE-
cepTudikart BiAMNOBIAHOCTI
€Bponeicbkili
hapmakonei/MoHorpadii. 3miHn,
noB'si3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii AdPY abo
€BponeiicbKoi hapmakonei, abo
iHLIOT HauioHas/IbHOI dhapmakonel
nepxasun €C (3miHa y
cneuudikalisix, nos'asaHa 3i
3MiHamu B ®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLWIN HauioHanbHIn dhapmakonei
nepxaBun €C) BuyyeHHs 3i

3a peyernmom

UA/16535/01/01
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cneundikauii A®I n." Baxki
MeTasin"; 3MiHu | Tuny - 3miHn 3
AKocTi. FoTOBUIA Nikapcbkuii
3aci6. CtabinbHicTb. 3miHa y
TepMiHax NpuaaTHOCTi abo
ymoBax 36epiraHHsi rOTOBOrO
nikapcbkoro 3acoby
(36iNbLUEHHS TEPMIHY
nNpUAaTHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOl ynaxkoBku
(nigTBEPAXYETLCA AaHUMU
peasibHOro yacy) - 36ibLUeHHs
TepmiHy npugarHocTi 113
06yMOB/IEHO faHVMMK,
OTPUMaHUMK Mif, Yac BUBYEHHS
CTabiNbHOCTI BUPOGHMNYMX Cepiii
N3y peanbHOMY Yaci,
3aTBEPAXKEHO: 2 POKY,
3anponoHoBaHo: 3 poku

60.

MEMATOH IC

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 20 mr, no 10
Tabnetok y 6nictepi; no
3 6nictepu y navui

ToBapucTBO 3
[04aTKOBOO
BiANOBIAANIbHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux mMaTepiasis: MiHN
| TMny - 3MiHK 3 AkocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BVIXiZLHOrO/MPOMIXKXHOr0
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCH Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BUPOGHMKa (BKHOYaoU,
e HeobXxigHo, micue
NpOBeLEHHS KOHTPOSIO SIKOCTI)
A®I (3a BigCyTHOCTI
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(3anponoHoOBaHUn BUPOGHNK
HaNeXxuTb A0 TiEl camol
BUPOBHMYOT rpynn NigNPUEMCTB,
LLIO ¥ 3aTBEPAKEHNI) -
BBepneHHsA goparkosoi
BMPOBHUYOT AiNbHULI AN
3aTBepKEHOro BUpobHuka Adl;
3MiHM | TUNY - 3MiHK 3 SKOCTI.
CepTtudikat BignosigHocTi/lE-
cepTudikart BiAMNOBIAHOCTI
€Bponeicbkili
hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0

3a peyernmom

UA/16535/01/02
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MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaNbHOI hapmMakonei

aepxasu EC (3miHa y

crneundikaLisx, nog'a3aHa 3i
3MiHamu B 1®Y, abo
€Bponeiicbkii hapmakonei, abo
iHLWIM HauioHanbHiI chapmakonei
fepxasun €C) BunyyeHHs 3i
cneundikauii A®I n." Baxki
MeTasin"; 3MiHu | Tuny - 3miHn 3
AKoCTi. FOTOBUIA Nikapcbkuii
3aci6. CtabinbHicTb. 3miHa 'y
TepMiHax NpuaaTHOCTi abo
ymoBax 36epiraHHsi rOTOBOrO
nikapcbKkoro 3acoby

(36iNbLUEHHS TEPMIHY

nNpUAaTHOCTI FOTOBOrO

nikapcbKoro 3acoby) - ns

TOProBOi ynaxkoBku

(nigTBEPAXYETLCA AaHUMU
peasibHOro yacy) - 36ibLUeHHs

TepmiHy npugarHocTi 113

06yMOB/IEHO faHVMM,

OTPUMaHNUMK Mif, Yac BUBYEHHS
CTabiNbHOCTI BUPOGHMNYMX Cepiii

N3y peanbHOMY Yaci,

3aTBEPKEHO: 2 POKY,

3anponoHoBaHo: 3 poku

61.

METUNYPALUMN 3
MIPAMICTUHOM

Masb; Mo 15ra6o 30ry
Ty6i; mo 1 Ty6i B nauw,j

MpAT
"GapmaueBTuyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3MiHun | Tuny - 3mMiHW
3 AKOCTi. F0TOBWIA NiKaPCbKNii
3aci6. KoHTposb rotoBoro
niKkapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fOMyCTUMUX MeX
roTOBOro NikapcbKoro 3acooby;
CYNyTHS 3MiHa - 3MiHM 3 SIKOCTi.
[oTOBMIA NikapcbKuii 3acio.
KOHTPO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOrO
niKkapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEPAKEHNX MeTofax
BMNPOOYBaHHS) - BHECEHO 3MiHU
[0 cneumdikauii Ta aHaniTUYHNX
MEeTOAVK Ha roToBWIA NikapCbkuii
3acib, a came: NokasHWK

6e3 peyenma

UA/1750/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

«MikpobionoriyHa uncrora»
npuBeAeHo Y BIANOBIAHICTb A0
Bumor €9, 2.6.12, 2.6.13, 5.1.4.
BBegeHHs 3MiH NpoTArom 6-tm
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHM | TUMY - HE3HaYHa 3MiHa Y
3aTBEPMKEHNX MeToAax
BUMPOOYBaHHSA 3a NOKa3HWKOM
«KinbKicHe BU3HaueHHs», a
came BHECEHi peJakLiliHi
npasku, siki ohopmNeHi
BiNOBIAHO [0 pekoMeHAaLil Ta
cTunictukn AdY. Metogmka
KOHTPOJTI0 NOKa3HWKa 3auLeHa
6e3 3viH. BBegeHHs 3miH
npoTArom 6-Tu MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHu 3 siKocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax
cneundgikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXiZHWIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHMLTBA ADI; cynyTHSA
3MiHa - 3MiHu 3 akocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA Ad®I abo
BUXiAHOrO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, WWo
BVIKOPVCTOBYETLCS Y NpoLeCi
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNpoGyBaHHSA
(Bkntovaroumn 3amiHy abo
[0MnoBHeHHs) A®| abo
BUXiQHOrO/NPOMIXHOr0
npoaykTy). o cneuudikauii Ta
aHa/TITUYHNX METOAMK A4N1A
BXiZHOro KOHTPOJIO Ha Aitoyy
peyoBuHy 6-meTunypaunn
BHECEHO 3MiHW, a ceme: -po3fain
«PO34MHHICTb» BIAMNOBIAHO A0
Bumor AdY 1.4 «MoHorpadii»
Mae pekoMeHgauiiHni
XapakTep, Ha nigcrasi Yoro
3arnpornoHOBaHO BMKOHYBATH
TECT TiIbKM 151 PO3UYNHHWKIB
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Boga P Ta etaHon (96 %) P, wo
He cynepeynTb cneuundikawii

BMPOGHMKa Ta BUMoram AdY. -
po3ain «KinbkicHe BU3HAUYEHHS»
BHECEHI peflakLiiiHi npaBku, Sk
othopmneHi BIANOBIAHO A0
pekomeHAauili Ta CTUNICTUKN
APY, meToanky Tecty
npuBeLEeHO Y BIiANOBIAHICTb A0
marepianis BUPO6HMKa.
HopmyBaHHs 3aumLieHo 6e3
3MiH. -HOpMyBaHHS po3giny
«MikpobionoriyHa unctora»
npuBeAeHo Y BIAMNOBIAHICTb A0
BuMor €®, 5.1.4. BBefieHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHu 3 siKocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax
cneundgikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXiZHWIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHMLTBA ADI; cynyTHSA
3MiHa - 3MiHu 3 akocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA Ad®I abo
BUXiAHOrO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, WWo
BVIKOPVCTOBYETLCS Y NpoLeCi
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNpoGyBaHHSA
(Bkntovaroumn 3amiHy abo
[0MnoBHeHHs) A®| abo
BUXiQHOrO/NPOMIXHOr0

aHa/TITUYHNX METOAMK A4N1A
BXiZHOro KOHTPOJIO Ha Aitoyy
peyoBuHy 6-meTunypaunn

«CynpoBigHi JOMILLKN»,
«Xnopugu» npuBegeHo y
BiANOBIAHICTb 4O MaTepianis

npoaykTy). o cneuudikauii Ta

BHECEHO 3MiHW, a ceme: TecTn
«laeHTudikauis», «CevyoBnHa»,

BMPOGHUKA. MeTofuKn TecTiB

«CeyvoBuHa» Ta «CynpoBiaHi
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Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

OOMILLKU» NPUBEAEHO Y
BiANOBIAHICTb 4O MaTepianis
BMpOOHUKA Ta 3a pesybTatamu
BavlifaLii METOAMKM AOMOBHEHI
[aHUMU Npo TEPMiHU
NPUAATHOCTI PO3YMHIB.
BBegeHHA 3MiH NpoTArom 6-tm
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHM | Tuny - 3i cneumndikavii Ta
aHa/TITUYHNX METOAMK ANA
BXifHOro KOHTPOJIO Ha Aitouy
peyoBuHy 6-meTunypauun, Tect
«Baxki MeTanv» BUTy4YeHUn Ha
nigcrasi aHanisy pu3nkis BMIiCTY
BaXKNX MeTasiB, HafaHoro
BVMPOGHMKOM. BBEAEHHS 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS; 3MiHK | TUny -
He3HauHi 3MiHV y 3aTBepLKEHNX
mMeToAax BUNpobyBaHHA Ans
BXifHOr0 KOHTPOJI0 Ha Aitouy
peyoBuHy 6-meTunypauun 3a
nokasHukom «BTpaTa B Maci npu
BMCYLLUYBaHHI», a CaMe BHEeCEHi
pefakuiiiHi npaBku, Ak
odhopmeHi BigNoOBIgHO A0
pekomeHAauili Ta CTURICTUKN
[dY. BBeAeHHS 3MiH NpOTArom
6-Tn MicAaLiB nicns
3aTBEPMKEHHS; 3MiHK | TUny -
onmc yMOB 36epiraHHs
npuBeAeHo Y BIAMNOBIAHICTb A0
marepianis BUPO6HMKA i
npeacTaBeHO B HACTYMHIi
pepakuii: «B opuriHanbHil
ynakoBLii Npu TemnepaTypi He
Bue 25 °Cx». NponoHoBaHa
pefakuisi. B opuriHanbHiii
ynakoBLii Npu TemnepaTypi He
Buwe 25 °C. BBeAeHHS 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPLKEHHS; 3MiHK Il Tuny -
BBE/JeHHs1 HOBOrO BMPOGHMKa
Ad| 6-meTunypaunn gipmy TOB
«DAPMXIM», YkpaiHa, Ha
3aMiHy 3aTBepKeHOMY
BMpo6HMKY High Hope Int'l
Group Jiangsu Medicines &
Health Products Import & Export
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Ymosu

Howmep

n/n

3acoby

Ha3sBsa nikapcbko20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

Corp LTD, China, y Hacnigok
4Oro, 3MiHW BHECEHO [0 pPo3Ainy
"Cknag" MKA N3
METUNYPALIN 3
MIPAMICTUHOM, masb, Ta Ao
p. 3.2.P.1. NponoHoBaHa
pepakuis: Cknag 1 r masi
MiCTUTb: [itoYi pevoBUHM:
MeTtunypauun* - 50 mr (TOB
«®APMXIM», YKpaiHa
(8OOUMLLEHHS, CYLUIHHSA,
nakyBaHHs, Bunyck cepii); High
Hope Int'| Group Jiangsu
Medicines & Health Products
Imp. & Exp. Corp., Ltd., China
(BMrOTOBNEHHS TEXHIYHOTO
npoaykty) MipamicTuH - 5 mr
(TOB «®APMXIM», YkpaiHa)
JlonomixHi peyoBrHY:
MponineHrnikonb, Makporon
400, nonokcamep, cnupt
LeTWNoBuUiA, cnupT
CTeapunoBwii, Boga ounLleHa
*6-meTunypauun. BeeaeHHa
3MiH NpPOTArom 6-Tu MicsLiB
nicnsa 3aTBepiKeHHs

UA/18370/01/01

62.

ME®EHAMIHOBA
KACNOTA

Tabnetkun no 500 mr; no
10 TabneTok y 6nicTepi,
no 2 6nictepu B navui

TOB
"GapmaueBTnyHa
KoMnaHisa "dapKoC"

Ykpaina

TOB
"®apmaueBTnyHa
KoMnaHis "dapKoC"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHu | TUNY - 3MiHK Woa0

6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3aTBepaKeHHs A0AATKOBOrO
TEKCTY MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby 3
[onasaHHAM Jlorotuny Toprosoi
Mapku

6e3 peyenma

63.

MIKOHA30/1Y
HITPAT

KpuCTaniuHuii NOPOLLIOK
(cy6eTaHuifn) y naketax
noABINHNX
nonieTMIeHoBUx ans
chapmaLeBTUYHOro
3acTocyBaHHS

MpAT
"GapmaueBTuyHa
ipma "OapHuus"

YKpaiHa

Eppigxieppi
Ec.ni.E.

ITanisa

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHW | TMNYy - 3MiHK 3 AKOCTI.
A®I. KoHTposnb A®I. 3miHa y
napameTpax cneuudikauiii
Ta/abo JonycTUMNX MeX,
BM3HaYeHNX y crneyndikauisx Ha
A®I, a60 BUXigHWIA/NPOMIKXHWIA
npoaykT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BMpO6HULTBa AP| (BUTYUYEHHS

HE3HA4YHOro NoKasHMKa sKOCTI

UA/1430/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

(Hanpvknag BUIyYeHHs
3acTapisioro NokasHuKa)) - 3mMiHu
o cneundikauii A®l, a came
BU/TYYEHHS NOKa3HWKIB
«P0o3unHHiCTb», «[po30opicTb
PO34KHY», «KONbOPOBICTb
pO3unHy» (6€3 3MiHM Ao
npo3opocTi Ta 3abapBrieHHs
po3unHy). BignosigHo o
aKTyasibHUX Matepianis oipMu-
BMPOOHUKa cybCcTaHLi
Erregierre S.p.A., ltaly, Eur.Ph.,
USP.; 3miHu | Tvny - 3miHu 3
AKoCTi. A®l. KoHTponb AdI.
3MiHa y napameTpax
cneundikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiZHWIA/MPOMIXHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLLeCi
BMPOGHMLTBA AD| (4ONOBHEHHS
crneuudikaii HoBUM
NMOKa3HNKOM SIKOCTi Ta
BiANOBIAHMM METOA0M
BMNPOBYBaHHS) - NpUBEAEHHSA
cneuudikauii APly
BiANOBIAHICTb A0 BAUMOT
HOpPMAaTMBHOT JOKYMeHTau;ji
hipMmn-BUPOBGHMKA cybCTaHLil
Erregierre S.p.A., ltaly, Eur.Ph.,
USP, a came gonoBHeHO
pozginamu: «laeHTudikayis B»
(Ha 3amiHy po3ginam
«lpeHTudpikauis C» ta
«laeHTudikauis D»), «30BHiLUHIl
BUIIAZ, PO3YMHY»; 3MiHW | TMNY -
3MiHu 3 aKocTi. A®l. KoHTponb
A®I. 3miHa y meTofax
BMNpo6yBaHHA Adl abo
BMXiAHOTO
mMaTepiany/npombKHOro
npoayKTy/pearenTy, Wwo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AP (iHLUI 3MiHK Y
mMeToAax BUNPoGyBaHHSA
(Bkntovaroum 3amiHy abo
[0MNoBHEHHRA) AD| abo
BUXiAHOro/NpoMiXHOro
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npoayKTy)
CynyTHA 3MiHa
- 3MiHM 3 AkocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax
cneundgikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiZHWIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPO6HMLTBA ADI (iHLLi 3MiHN) -
npyvBeAeHHs
cneuudikauii/MeToaiB KOHTPOSO
A®| y BIANOBIAHICTbL 4O BUMOT
HOpPMaTWBHOI JOKyMeHTaLil
hipMmn-BMPOGHMKa cybcTaHLii
Erregierre S.p.A., Italy, Eur.Ph.,
USP 3a nokasHukamu: Onuc»
(3aTBEPMAKEHO: MOPOLLIOK;
3anponoHOBaHO: KpucTaniuHuii
NopoLLOK), «laeHTudikauis A»,
«laeHTudikauis B», «OnTuyHe
obepTaHHs», «CynpoBiaHi
[OMILLKM», «CynbgaTHa 30n1a»,
«KinbKicHe BU3HAUEHHS» Ta, AK
Hacnigok 3mMiHW [0 po3ainy
«Cknagy»; 3miHu | Tuny - 3miHu 3
akocTi. A®l. CTabinbHIiCTb.
3MiHa nepiogy NOBTOPHMX
BMNpo6yBaHb/nepiogy
36epiraHHa abo ymoB
36epiraHHa A®I (3a BigCYTHOCTI
y 3aTBEPKEHOMY [OCbE
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkiii hapmakonei, Lo
BK/1HOYAE Nepios NOBTOPHOro
BMNPOGYBaHHS) (iHLWi 3MiHN) -
3MiHW 0 po3giny: «TepMiH
npuAaTHOCTI» Bi4NOBIAHO A0
aKTyasIbHUX MaTtepianis oipMu-
BMPOGHMKa cybeTaHuii. Jitoua
pepakuis Cpok rogHocTn 6 net
MponoHoBaHo pepakuis TepMiH
NepeKoHTPOso 6 pokiB

64.

OBITPENI®

PO34MH A1 iH'EKUI No
250 wmkr/0,5 mn; no 0,5
MY KapTpuaxi,
BMILLEHOMY Y pYYKy ANA
BBEEHHS; no 1

Apec TpeiigiHr C.A.

LLisefuapis

Mepk CepoHo C.n.A.

ITanis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK |l TNy - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
papmakoHarnsay. 3miHu y

3a peyenmom

UA/1175/03/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nonepeaHbLO 3anoBHEHO!
PYYKn AN BBEAEHHA Ta
1 ronka pns iH'exujii y
KapTOHHI KopoobLi

KOPOTKili XapakTepucTu,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeAMYHOro 3aCTOCYBaHHS y
3B’A13KY i3 HOBUMM AaHUMK 3
SAKOCTi, AOKTIHIYHMMM,
KNiHIYHUMW JaHMK Ta JaHuMuy 3
thapmakoHarnsgy. 3miHu
BHECEHO [10 IHCTPYKLi ANns
MeJMYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3zainis
"MokasaHHa" (pegaryBaHHs
TekcTy), "lMpoTunokasaHHs",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar” (pesaryBaHHs TEKCTY),
"3AaTHiCTb BNAVMBaTK Ha
LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNoOpTOM
abo iHW1MK MexaHiamamn”
(peparyBaHHs TekcTy), "IM06iyHi
peakuii”. BBefeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.

65.

OBITPEN®

PO34UH A5 iH'EKUI No
250 mkr/0,5 mn, no 0,5
My nonepeaHbo
3anoBHEHOMY LUNPWLL;
no 1 nonepegHb0
3anoBHEHOMY LUNpULY B
KOHTYPHIli YapyHKOBIi
yNakoBLi B KAPTOHHIN
Kopobui

Apec TpeiigiHr C.A.

LLiBeiiuapis

Mepk CepoHo
C.n.A., ltanis;
Mepk CepoHo C.A,,
BIAAINEHHA Y M.
O60HH, LBenuapis

ITania/
Llseiiuapis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHun Il Tuny - 3MiHK Woao

6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHS y
3B'AA3KY i3 HOBUMMW AaHUMK 3
SIKOCTi, AOKTIHIYHMMM,
KNiHIYHUMW JaHMK Ta JaHuMK 3
hapmakoHarnsgy. 3miHu
BHECEHO [0 IHCTPYKLi ANns
MeANYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby [0 po3zinis
"MokasaHHa" (pegaryBaHHs
TekcTy), "lMpoTunokasaHHs",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar” (pesaryBaHHs TEKCTY),
"34aTHiCTb BNAVMBaTK Ha
LUBMAKICTb peakLuii npu

3a peyenmom

UA/1175/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KepyBaHHi aBTOTPaHCNOPTOM
abo iHWYMKN MexaHisamamu”
(peparyBaHHs TekcTy), "Mo6iuHi
peakuii”. BBeieHHS 3MiH
NpPOTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS.
66. OKCANMINNATUH- KOHLeHTpaT Ans TOB «TeBa YkpaiHa Brpo6HMLUTBO Higepnangu/ BHECEHHS 3MiH g0 3a peyenmom UA/8832/01/01
TEBA pO34nHy Ons iHysil, 5 YkpaiHa» Hepo3hacoBaHoOro Xopsartis peecTpauiiHix maTepianis:
mr/mn; no 4 mn (20 mr) NPOAYKTY, NEPBUHHE 3MiHW | TMNy - 3MiHK 3 AKOCTI.
a6o no 10 mn (50 wmr), Ta BTOpPVHHE [oTOBMIA NikapcbKuii 3acio.
a60 no 20 mn (100 wmr), nakyBaHHs, 3MiHM Y BUPOOHULTBI. 3MiHa
a60 no 40 mn (200 mr) y KOHTPOb Cepil, iMnopTepa/amiHu, Lo
chnakoHi; no 1 donakoHy [03BIiNT Ha BUMYCK CTOCYOTbCS BUMYCKY Cepii Ta
B KOPOOLL cepi: KOHTPOJIO SIKOCTi FOTOBOro
dapmaxewmi b.B., nikapcbkoro 3acoby (3amiHa abo
Higepnangu; 00JaBaHHS Ai/TbHULI, Ha SKil
KoHTposb cepii: 3iACHI0ETbCS
Mnisa XpBaTcka KOHTPONb/BMNPOGYBaHHSA cepii) -
4.0.0., XopBarTis [00aBaHHA a/lbTepHaTUBHOT
LiNbHUL NPOBEAEHHS KOHTPOJIIO
cepiii - MniBa XpBarcka 4.0.0.,
XopBartisi. 3MiHW BHECEHI Ha
TUTYNbHY CTOPIHKY TEKCTY
MapKyBaHHS1 yNakoBOK
nikapcbkoro 3acoby woao
[00aHHA anbTepHaTUBHOI
OiNbHUL NTPOBEAEHHS KOHTPOSIO
AKOCTI
67. OKCUTOLMNWH- PO34UH A5 iH'EKUINA, 5 AT "BIONIK" Ykpaina AT "BIONIK" YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/5369/01/01
BIONIK MO/mn, no 1 mn B

amnyni; no 10 amnyn B
naJui, abo no 5 amnyn y
6nicTepi; no 2 6nictepu
y nauuj

peecTpavuiinHMx maTepianis:
3MiHM | TUNY - 3MiHU 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6 (iHLWi 3MiHW) - BHECEHHSA
[0[AaTKOBOTO NakyBaHHS ammyn
y bnicTepi, a came no 1 mn B
amnynax, no 5 amnyn y 6nictepi,
no 2 6nictepy y nayi, 6e3 3miHu
NepBUHHOTO NaKyBaslbHOro
martepiany, 3 BignoBigH1Mn
3MiHaMn y p. «YnakoBka» MKA
N3. MNpu nakyBaHHi amnyn 3
Kinbuem 3n1amy abo TOUKOH
3n1amy ckapuguikaTop He
BK1afaeTbecs. 3MiHWU BHECEHI B
IHCTPYKUiO AN MeguyHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby y posgin "YnakoBka"

80




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
68. OMHITPOMN® PO34MH A1 iH'eKUin, 5 CaHnpos M'meX ABCTpist CaHpo3 'm6X- Bl ABcTpist BHECEHHS 3MiH A0 3a peyenmom UA/12754/01/01
mr/1,5 mn, no 1,5 mny LWadteHay, ABCTpis peecTpauiiHux
KapTpuaxi; no 1, 5 abo (BUpOGHMLTBO iN marepianis:3miHu | Tuny - 3MiHN
10 kapTpuaxiB y bulk, nakyBaHHs, BHECEHO [0 IHCTPYKLi Ans
KapTOHHIlA KopooLi BUNYyCK cepii) MeAUYHOro 3acToCyBaHHS
nNiKapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakyji" wWoao
OHOB/EHHS iHopMmaLii 3
6e3nekun Aito4oi pevoBUHN
BiAMOBIAHO [0 pekomeHaaw,ii
PRAC. BBefieHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS
69. OMHITPON® pO34uH AN iH'ekuiid, 10 CaHpo3 'm6X ABCTpIs CaHpo3 'm6X- Bl ABCTpist BHECEHHS 3MiH 0 3a peyenmom UA/12754/01/02
mr/1,5mnno 1,5 mny LWadTeHay, AscTpis peecTpauinHnx
KapTpuaxi; no 1, 5 abo (BUpPOGHMLTBO in mMarepianis:3miHu | TMny - 3MiHN
10 kapTpuaxiB y bulk, nakyBaHHs, BHECEHO [0 IHCTPYKUiT ANns
KapTOHHI Kopoobui BWMYCK Cepil) MeANYHOro 3aCToCyBaHHSA
nikapcbKoro 3acoby [0 po3ainy
"Mo6iuHI peakuii" Wwoa0
OHOB/IEHHS iHhopMmaL,i 3
6e3nekun Ailo4oi pevoBrHN
BiANOBIAHO [0 pekomeHaaLii
PRAC. BeefeHHs 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEPMKEHHS
70. OMNCOHAT CINAT. Kpansi opasbHi no 30 NMEKAHA HimeuyunHa NMEKAHA HimeuunHa BHECEHHS 3MiH 0 6e3 peyenma UA/16022/01/01
NEKA MA, o 50 Mn y onakoni; | HATYPXAUNbMITT HATYPXANIbMITT peecTpauiiHux
no 1 chnakoHy B ENlb I'm6X E/lb T'm6X mMartepianis:3aMiHun | Tuny - 3mMiHW

KapTOHHI ynakosL,i

woao 6e3snekn/edpekTnBHOCTI Ta
thapmakoHarnagy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHvX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHnX fiaHnx npo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BiMiHHa Big
YNOBHOBAaXEHOT 0CcobM,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHU y
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
po3MmilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHOI 0co6m
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pepakuis: Cyxix
IpuHa MuxaiiniHa. 3miHa
KOHTaKTHUX faHWUX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a hapmakoHarnag B Ykpaii
71. OPTATENb® renb O4YHWiA, 2,5 Mr/r, no CaHTeH AT PiHNAHAIA CaHTeH AT, PiHnaHpin/ BHECEHHS 3MiH 0 6e3 peyenma UA/6605/01/01
10 r y donakoHi, no 1 PiHNAHAiA HimeuunHa peecTpauinHnx
h/1aKoHY B KapTOHHii (BUPOGHNK, mMarepianis:3miHu | TMny - 3MiHN
Kopobui BiANoBigabHUIA 3a oo 6e3sneku/epekTMBHOCTI Ta
BUMYCK cepii); thapmakoHarnsgy. BeegeHHs
YPCA®APM ab60 3MiHU [0 y3arasibHeHNX
ApLHaiimiTTeNb [aHuX Npo cuctemy
'M6X, HimeuyunHa thapmakoHarniagy (BBe4eHHs
(BMPOGHWK, y3arasibHeHUX JaHuX npo
BiANoBigabHUIA 3a cuctemy hapmakoHarnsgy,
BMPOBHULITBO in- 3MiHa yNOBHOBaXEHOI 0cobw,
bulk, nepBuHHe Ta BignoBifa/IbHOI 3a 34jACHEHHS
BTOPWHHE thapmakoHarnsay; KOHTaKTHol
nakyBaHHs, ocobu 3 hapmakoHarnsgy
KOHTPO/Ib SKOCTI) 3a8BHMKa AN 34ICHEHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0co6U
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa pegakuis:
[enbiHa BepTpam, 4.¢.H.,
[OKTOp HayK. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0co6H,
BignoBiganbHOI 3a
hapmakoHarnsag
72. O®PTAKBIKC® Kpansi o4Hi, 5 mr/mn; no CaHTeH AT PiHNAHAIA MaHydakTypiHr Higepnanaw/ BHECEHHS 3MiH [0 3a peyernmom UA/3755/01/01
5 mn y chnakoHi 3 MaxariHr ®apmaka PiHNAHAIA peecTpauinHux
KpanesnsHuueto; no 1 (MNe) B.B., mMarepianis:3miHu | Tuny - 3MiHN
h/1aKoHY B KapTOHHii HigepnaHnamn Loao 6e3nekn/edpeKkTBHOCTI Ta
Kopobui (anbTepHaTMBHWMIA hapmakoHarnsgy. BeefeHHs
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMPOGHUK, ab60 3mMiHM [0 y3arasibHeHnX
BifiNOBIAabHUIA 3a AaHuX Npo cuctemy
BTOPUHHE thapmakoHarnagy (BBe4eHHs
nakyBaHHS); y3araslbHeHUX JaHux npo
Hekctdapma AT, cuctemy thapmakoHarnsgy,
PiHNAHAIA 3MiHa yNOBHOBaXEHOT 0cobw,
(BMPOGHYMK BignoBiAa/IbHOI 3a 3AjACHEHHS
BiANoOBigabHUIA 3a hapmakoHarnagy; KOHTakTHoOl
BMPOGHULITBO in ocobu 3 hapmakoHarnagy
bulk, nepBuHHe Ta 3as1BHMKa 415 34iCHEHHS
BTOPUHHE thapMakoHarnagy B Ykpaii,
nakyBaHHs, AKLLIO BOHA BigMiHHA Bif,
KOHTPO/Ib SIKOCTI); YMOBHOB&XEHOT 0cobw,
CaHTeH AT, BiANOBIAa/IbHOI 3a 34iiCHEHHS
PiHNAHAIA thapmakoHarnagy (Bkaoyatum
(BMPOGHYMK KOHTaKTHi faHi) Ta/abo 3MiHn y
BiANOBigabHUIA 3a po3MiLLieHHi MacTep-thaiina
BUMNYCK cepil) cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pegakuis:
JenbiHa BepTpam, 4.¢.H.,
[OKTOP HayK. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBaXEHOI 0Co6H,
BignoBiganbHOI 3a
hapmakoHarnsag
73. ODPTAH®AEKCAM kpanni ouHi, 0,1%; no 5 CaHTteH AT DiHNAHAA MaHyhakTypiHr Higepnangu/ BHECEHHS 3MiH 0 3a peyenmom UA/5051/01/01
ETA3OH M1y hnakoHi 3 MaxariHr ®apmaka PiHNAHAIA peecTpauiiHux
KpanesnbHuueto ; no 1 (MNe) B.B., marepianis:3miHu | Tuny - 3MiHN
h/1aKoHY B KapTOHHii HigepnaHvgu oao 6e3nekn/edpeKkTBHOCTI Ta
Kopobui (anbTepHaTMBHWMIA thapmakoHarnagy. BeefeHHs
BMPOGHUK, a60 3MiHN [0 y3arasibHeHNX
BiANOBiAa/IbHWIA 3a [OaHyX Npo cuctemy
BTOPWHHE chapmakoHarnsgy (BBefeHHs
nakyBaHHs); y3araslbHeHUX AaHnx npo
Hekct®apma AT, cuctemy dhapmakoHarnsgy,
PiHnaHaia 3MiHa yNOBHOBaXeHOI 0cobu,
(BMPOGHYMK BiANOBIAA/IbHOI 3a 3AiiCHEHHSA

BiANOBiAa/IbHWIA 3a
BUPOBHMLTBO in
bulk, nepsuHHY Ta
BTOPWHHY YNakoBKy,
KOHTPO/Ib SIKOCTI);
CaHTeH AT,
diHnAHgIA
(BUPOBHYK
BiANOBIAa/IbHNIA 3a

thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi AiaHi) Ta/abo 3MiHn y
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BWMYCK Cepil)

po3MmilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
[Jenbdiva BepTtpam, a.¢.H.,
[OKTOP HayK. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBaXEHOI 0Co6M,
BignoBigasibHOI 3a
hapmakoHarnsag,

74.

NMEMETPEKCE/],

niogpinizat gns
NPUroTyBaHHS PO3YNHY
Ans iHdy3iii no 100 mr y
donakoHi; in bulk: 60
chakoHiB y kKopobui

MpusatHe
akKujioHepHe
TOBapuCTBO

"Nlekxim-Xapkis"

Ykpaina

Li3saHbCy XaHbco
dapmacboTuKa
Ipyn Ko., NITa.

Kutai

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK, WO NOTe6yTb HOBOI

peecTpavuji - peecTpauis HOBOT
cumm gii

MepioAnyHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO 3BITY
3 6esneku, BiANOBIAHO A0
Mopsigky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOPOHY 340POB’'S
Ykpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTBi tocTuLi Ykpainu 29
ciyHa 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
0XOPOHU 37,0POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyuHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6e3neku.

3a peyernmom

UA/17902/01/02

75.

NEP'ETA®

KOHLeHTpaT Ans
pO34nHy A8 iHdys3iii no
420 mr/14 mn; no 14 mn
y donakoHi; no 1
h1aKoHy Y KapTOHHIl
Kopobui

®.XothbdpmaHH-/15
Pow NTg,

LLisefuapis

Pow fliarHocTrke
'mM6X, HimewunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLUii, NepBNHHE
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPOJIIO SAKOCTI);
®.XodhhmaHH-/1a
Pow NTpg,
LBeiiLapis
(BTOpPUHHE
nakyBaHHs, BUNYyCK

Himeuunna/
LBeiiLapis

BHECEHHS 3MiH 40
peecTpauiiHux
mMartepianis:3MiHu | Tuny -
3BY)XEHHA MeX creumdikavi
[N NOTOYHOTO 3aTBEPKEHOTO
NoKa3HMKa aKTUBHOCTI METOA0M
6ion1oriyHoOro aHanisy ans
MalibyTHbOI KBaUTidoikaLii
CTaHAapTHOro 3paska;
3anponoHoBaHo: Potency by
Bioassay 0.90-1.10x104
Units/mgP . BBeAEeHHS 3MiH
npoTArom 6-Tm MicAuiB micas

3a peyernmom

UA/13062/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cepii)

3aTBEPMKEHHS; 3MiHu |l Tuny -
[ofaBaHHA PyHKUIT
«BU3HAYEHHS aKTMBHOCTI 3a
[I0MOMOroto aHanisy
AHTUTINO3a/1EXHOT KTITUHHOT
unToTokenyHocti (ADCC)» ans
B)XE 3aTBEPKEHOI Ai/TbHNL
Roche Diagnostics GmbH,
Germany; 3nponoHOBaHO: Ajlya
peyoBuHa — nepty3ymab /1P
nenTocnipy AN BUNPO6YBaHHS
B NpOLIeCi BUPOBHMLTBA.
Bn3HaueHHs akTVBHOCTI 3a
[0MoMoroto aHanisy
aHTUTINO3ANEXHOT KNITUHHOT
uutoTokcuyHocTi (ADCC) Roche
Diagnostics GmbH, Germany.
BBefeHHs 3MiH NpoTArom 6-Tu
MICALIB MIiC/1A 3aTBEPLKEHHS

76.

NIBOHII
BIAXWUNEHOI
TPABA TA
KOPEHEBULLUA 3
KOPEHAMU

mMaca nogpioHeHa
(cy6eTaHuin) 3
NiKapCcbKOi POCAVHHOT
CMPOBUHM Y NanepoBmnx
MiLLKax A
BMPOGHMLITBA
HeCcTepUIbHUX
nNikapcbknx hopm

MAT
"Ximchapmsasos
"UepBoHa 3ipka"

YKpaiHa

MAT
"Ximchbapmsasog
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis:3minu Il Trny —
BW/TyYEHHA NoKasHuKa
“Mectrumnan” 3 cneymdikanii AdI
(3 BUly4EHHAM BIiAMNOBIgHOTO
aHaIiTMYHOTO MeToAy)
06YMOB/IEHE HAABHICTIO
060B’AI3KOBOT0 BXiAHOro
KOHTPO/II0 33 LM NOKa3HWKOM
POC/IMHHOT NiKapCbKOi CUPOBUHM,
LL|0 BUKOPUCTOBYETHCSA Y
BUPOGHUUTBI A®I, 3rigHO
cneuudikauii. KoHTponb
POC/IMHHOI CUPOBUHN 3a
nokasHukom “lMectuuman”
3a/IMLLAETLCA NPY BXigHOMY
KoHTposito 3rigHo CL-CP-006
«[MiBOHIT BigXnneHoi
KOpEHeBMLLA 3 KOPeHAMU» Ta
CIML-CP-008 «[liBoHii
BiAX1NeHoi TpaBa»,
NPOBOAMTLCA B YNOBHOBaXXEHIN
nabopartopii Ta 34iiCHI0ETLCA Y
BignosigHocTi Ao BuMor AdY,
2.8.13, 3 HagaHHAM cepTucpikaty
BCTaHOBJ/IEHOTO 3paska

UA/13945/01/01

77.

NAASMANIT

pO34uH ANs iHQYs3ili no

MpuBatHe

YKpaiHa

lNpvBaTHe

YKpaiHa

BHECEHHS 3MiH Ao

3a peyenmom

UA/16832/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

78.

200 mn, 400 mny

nakeTi nosfliMepHomy,
MOMiLLLEHOMY Y
npo30puii NNacTUKOBWIA
nakeT

nnawwyi a6o no 500 mny

akujioHepHe
TOBapuCTBO
"lHdpysia”

akujioHepHe
TOBap1CTBO
"Indpy3ia”

peecTpauiiHnux matepianis:
3MiHKW | TUNY - 3MiHU 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
KOHTpPO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOrO
nikapcbKkoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHUX MeToAax
BMNPOOGYBaHHS) - y 3B'A3KY 3
BHECEHHAM [04aTKOBOI
ynakoBku, a came NAALWKN
HOMiHa/IbHUM 06'emom 200 mn
Heob6XiAHe OHOBJ/IEHHS
iHchopmawii wopao npo6osiabopy
NASLWOK B METOANL KOHTPO/THO
3a NokasHWKOM "CTepusbHIiCcTb".
3MiHu Il TUNYy - 3MiHK 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby
(3miHa macu/o6'eMy BMICTY
KOHTeliHepa 6araTof030B0ro
CTepPUILHOrO NiKapCbKOro
3acoby (abo ogHOA030BOrO,
4aCTKOBOrO BUKOPUCTaHHSA) Ta
6araToj030B0ro /liKapCbKoro
3acoby
6i0N0riYHOro/iMyHOOrN4YHOro
MOXOKEHHA AN
napeHTepasibHOro
3aCTOCYBaHHS) - BBEEHHSA
[04aTKoBOT ynakosku no 200 mn
y nAsLWwkKax , 6e3 3amiHu
NepPBUHHOTO NakKyBaslbHOro
marepiany, 3 BignoBigHNMM
3MiHaMU y p. «YnakoBKa». 3MiHU
BHECEHI B iHCTPYKLiito AN
MeJNYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Ynakoska" 3 BifnoBigHUMY
3MiHaMK B TEKCTi MapKyBaHHS
ynakoBOK. BBefjleHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.

MPErABIO®

Kancynu no 25 mr, no 14
Kancyn y 6nictepi; no 1,

2 abo 6 6nicTepiB y

KPKA, a.4., Hoso
MecTo

CnoseHisa

BUPOBHUUTBO "in
bulk", nepBrHHe Ta
BTOPWHHE

CnoseHis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:

3MiHM | TMNY - AgMiHICTpaTUBHI

3a peyenmom

UA/16153/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTOHHI KopoobLi nakyBaHHs, 3MiHW. BunyyeHHs BUpOGHUYOI
KOHTpO/b cepii Ta OinbHUUI (BKNOYAKOUN AiNbHUL
BUNYCK cepil: ana A®l, npoMiXXHOro NpoAyKTy

KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
KOHTpPONb cepii:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs:
Mapwdpapm g.0.0.,
CnoBeHisi

abo roToBOro nikapcbKoro
3acoby, AinbHULi Ans
NPOBEeEHHS NaKyBaHHs,
BMPOGHWKA, BiAMOBifaIbHOTO 3a
BWMNYCK Cepiid, MicLe
NPOBeLEHHS KOHTPO/IO cepii)
abo noctavyasibHUKa BUXiZHOTO
mMaTtepiany, peareHTy abo
[,0MOMDKHOT peqyoBUHN (SIKLLO
3a3HayeHo y fOCbE) -
BW/TyYEHHSI BUPOOHMYOT AiNbHULL
ana A®l nperabanidy, a came
Teva Pharmaceutical Industries
Ltd., Israel; 3miHu | TMNYy - 3MiHK
3 AIKOCTi. FOTOBUIA NnikapcbKuii
3aci6. 3MiHV Yy BUPOOHULITBI.
3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(ZinbHUUSA AN1A BTOPUHHOMO
nakyBaHHs) - BBefeHHs
[04aTKOBOrO BUPOOHUKA
BiANOBIAA/IbHOTO 3a BTOPUHHE
nakyBaHHs - Marifarm d.o.o.
Slovenia. BBefeHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEePMKEHHS. 3MiHK | TUny -
3MiHK 3 SiKOCTi. TOTOBMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS 40AaTKOBOT AifIbHULL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(AinbHUUSA NS NEPBUHHOIO
nakyBaHHs) - BBefeHHs
[04aTKOBOrO BUPOOHUKA
BiAMOBIAA/TbHOIO 3a NEPBUHHE
nakysaHHs - Marifarm d.o.o.
Slovenia. BBefeHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEePMKEHHS. 3MiHK | TUny -
3MiHK 3 SIKOCTi. TOTOBUIA

nikapcbknii 3aci6. CTabinbHICTb.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3miHa y TepmiHax npuaaTHOCTI
abo ymoBax 36epiraHHs
roTOBOrO NiKapCbKOro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [ins
TOProBOl yrnaxkoBKu
(niaTBEPOXKYETHCA AAHUMU
peasibHOro yacy) 36inbLIeHHs
TEepMiHy NpWAATHOCTI FOTOBOTO
niKapcbKoro 3acoby.
3arBepoKeHo: 2 poKu.
3anponoHoBaHo: 3 PoKW.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHa TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI
ynakoBOK. 3aTBEPAKEHO:
MAPKYBAHHA. Bignosigae
Hafi@aHOMy MapKyBaHHi
ynaKoBKKW. 3anponoHOBaHO:
MAPKYBAHHSA. ¥ BignoBigHocTi
[10 3aTBEPXEHOrO TEKCTY
MapKyBaHHs. BBeieHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEePMKEHHS. 3MiHK | TUny -
AOMiHICTpaTMBHI 3MiHU. 3MiHa
Ha3BU NikapcbKoro 3acoby -
3MiHa Ha3BW JlikapcbKoro
3acoby. 3aTBepiXeHo:
MPEIrABIO. 3anponoHoBaHo:
MPErABIO®. BBefeHHSA 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBepMXeHHs. 3MiHu Il Tuny -
3MiHuM 3 aKocTi. A®I. (iHLWi 3MiHK)
OHOB/IEHHA MacTep-thaiina Ha
A®| nperabariHy Bif BUPO6HMKA
KPKA, CnoseHis. BBegeHHs
3MiH NPOTArom 6-Tn Micsuis
nicns 3aTBepAKEHHs.

79.

MPErABIO®

kancynu no 50 mr, no 14
Kancyn y 6nictepi; no 1,

KPKA, a.4., Hoso
MecTo

CnoseHisa

BUPOBHUUTBO "in
bulk", nepBrHHe Ta

CnoseHisi

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:

2 abo 6 bricTepiB y BTOpPUHHE 3MmiHu | TNy - AgMiHICTpaTUBHI
KapTOHHIlA KOpooLi nakyBaHHs, 3MiHW. BunyyeHHs BUpoOHUYOT
KOHTPOb cepii Ta OinbHMUI (BKNKOYAKOUN AiNnbHUL

BMNYCK cepil: anst A®I, NpoMiXXHOro NPoayKTy

3a peyenmom

UA/16153/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
KOHTpPONb cepii:
KPKA, a.4a., Hoso
mecTo, CnoBeHis

abo roToBOro slikapCcbKoro
3acoby, AinbHuLi Ans
NPOBEeEHHs NakKyBaHHS,
BMPOGHWKA, BiAMOBifaIbHOTO 3a
BWMNYCK Cepiid, MicLe
NPOBeLEHHS KOHTPOO cepii)
abo nocravanibHuKa BUXiAHOTO
mMaTtepiany, peareHTy abo
[,0MOMDKHOT PevyoBUHU (SIKLLO
3a3HayeHo y fOCbE) -
BW/TyYEHHSI BUPOOHMYOT AiNbHULL
ana A®l nperabanidy, a came
Teva Pharmaceutical Industries
Ltd., Israel. 3miHu | TMNY - 3MiHK
3 AIKOCTi. FOTOBUIA NikapcbKuii
3aci6. CtabinbHicTb. 3miHa 'y
TepMiHax NpuaaTHOCTi abo
ymoBax 36epiraHHsi rOTOBOrO
nikapcbKkoro 3acoby
(36iNbLUEHHS TEPMIHY
NpUAAaTHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOi ynaxkoBku
(nigTBEPAXYETLCA AaHUMU
peasibHoro yacy) - 36ibLIeHHs
TepMiHy NpnAaTHOCTI TOTOBOrO
nikapcbKoro 3acooby.
3arBepaKeHo: 2 POKM.
3anponoHoBaHo: 3 PoKu.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUnNYy - 3MiHK Wwoa0
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHa TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPUHHOT
yNaKkoBOK. 3aTBEPAXEHO:
MAPKYBAHHSA. Bignosigae
HafaHOMy MapKyBaHHI
ynakoBku. 3anponoHOBaHo:
MAPKYBAHHSA. ¥ BignosigHoCTi
[0 3aTBEPKEHOrO TEKCTY
MapKyBaHHs. BBefieHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3BW NikapcbKoro 3acoby -
3MiHa Ha3BM NiKapcbKoro
3acoby. 3aTBepAKEHO:
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n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MPEIrABIO. 3anponoHoBaHo:
MPErABIO®. BBefeHHSA 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBepMXeHHs. 3MiHu Il Tuny -
3MiHuM 3 aKocTi. A®I. (iHLWi 3MiHK)
OHOB/IEHHA MacTep-thaiina Ha
A®| nperabaniHy Bif BUPO6HMKA
KPKA, CnoseHis. BBegeHHs
3MiH NPOTArom 6-Tn Micsuis
nicns 3aTBepAKEHHS.

80.

MPErABIO®

Kancynu no 75 mr, no 14
Kancyn y 6nictepi; no 1,
2 abo 6 bricTepiB y
KapTOHHIlA KOpooLi

KPKA, a.4., Hoso
MecCTo

CnoBeHisa

BUPOBHUUTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
naKkyBaHHs,
KOHTPONb cepii Ta
BWMNYCK Cepil:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Mapwdpapm g.0.0.,
CnoseHis;
BMPOGHMLTBO "in
bulk":
Hinréo MeHoBo
TiaHkaHr
dapmMacboTUKanc
Ko., NiTg., Kutaii

CnoseHis/
Kutai

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MmiHu | TNy - AgMiHICTpaTUBHI
3MiHW. BunyyeHHst BUpOOHUYOT
AinbHUUI (BKIOYAOYM AiNbHUL
ana A®l, npoMiXXHOro NpoAayKTy
abo roToBoro NikapcbLKoro
3acoby, AinbHUui Ans
NpoBefeHHs NakyBaHHs,
BUPOGHMKa, BiANOBIA&/ILHOTO 3a
BWMNYCK Cepiii, MicLe
NpoBeLEHHS KOHTPOSO cepii)
abo noctavasibHUKa BUXiLHOro
MaTepiany, peareHTy abo
[L,0MOMIXHOT pevyoBUHU (SIKLLO
3a3HayeHo y JOCbE) -
BWyYEHHS BUPOOHNYOT AiNbHUL
ons A®l nperabanivy, a came
Teva Pharmaceutical Industries
Ltd., Israel. 3miHn | TURY - 3MiHK
3 AKocCTi. F0TOBWIA NiKapCbKNii
3aci6. 3MiHU Y BUPOGHULLTBI.
3amiHa abo BBeAEHHSA
[04aTKOBOI Ai/TbHUL
BUPOGHMLTBA A/151 YacTuHU abo
BCbOr0 BMPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHULA AN BTOPUHHOTO
nakyBaHHs) - BBeeHHsA
[04aTKOBOro BUPOGHYKa
Bi4NOBIAA/ILHOIO 3a BTOPUHHE
nakyBaHHs - Marifarm d.o.o.
Slovenia. BBegeHHs 3MiH

NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | Tuny -
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo

BBEAEHHS A0AATKOBOI AiNbHUL

3a peyenmom

UA/16153/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby

(AinbHUUSA NS NEPBUHHOIO
nakyBaHHs) - BBefeHHs
[04aTKOBOrO BUPOOHUKA

BiAMOBIAA/TLHOIO 3a NEPBUHHE

nakysaHHs - Marifarm d.o.o.
Slovenia. BBefeHHS 3MiH

npoTArom 6-Tu MicAUiB micns
3aTBEePMKEHHS. 3MiHK | TUny -
3MiHK 3 SIKOCTi. FOTOBWIA

nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo

BBEEHHS 404aTKOBOT AiNIbHUL

BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby

(@inbHMUSA, Ha AKI TPOBOASATHLCSA
Oy ab-Ki BUpOGHMYI cTagji, 3a

BUHATKOM BUMYCKY Cepild,
KOHTPOJTIO SKOCTi, NePBUHHOTO
Ta BTOPVMHHOIO NakyBaHHSA, A5
HeCTepUsIbHUX NiKapCbKux
3acob6iB) - BBegeHHs
[0AaTKOBOTrO BUPOBHNMKA, L0
BiANOBIAabHUIA 38
BMPOGHMLTBO «in bulk» - Ningbo
Menovo Tinkang

Pharmaceuticals Co., Ltd.,

China. BBeieHHS 3MiH NpOTArom

6-Tn MicAaLiB nicns
3aTBEPMKEHHS. 3MiHu | Tvny -
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. CTabifnbHICTb.
3MiHa y TepmiHax npuaaTHoCTI
abo ymoBax 36epiraHHs
roTOBOrO J1iKapCbKOro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOIO
nikapcbKoro 3acoby) - Ans
TOProBOi ynakoBku
(nigTBEPOAXKYETLCA AaHUMMN
peasibHOro Yacy) - 36iNbLUEeHHs
TEepMiHy NpWAATHOCTI FOTOBOTO
nikapcbKoro 3acoby.
3arBepaXeHo: 2 poku.
3anponoHoBaHoO: 3 POKW.
BBefeHHsA 3MiH NpoTArom 6-tm
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Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

81.

MPErABIO®

MiCALIB NiCNS 3aTBEPAXKEHHS.
3MiHu | TUnNYy - 3MiHK Woa0
6e3nekn/edpeKTUBHOCTI Ta

thapmakoHarnagy (iHwi 3MiHN)
3MiHa TEKCTY MapKyBaHHS

NepBUHHOT Ta BTOPUHHOT
YyNakoBOK. 3aTBEPAXEHO:
MAPKYBAHHS4. Bignosigae
HafaHoOMy MapKyBaHHI
ynakoBku. 3anponoHoOBaHo:
MAPKYBAHHSA. ¥ BignosigHocTi
[0 3aTBEPKEHOrO TEKCTY
MapKyBaHHs. BBefieHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHSA. 3MiHu | Tvny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3BW NikapcbKoro 3acoby -
3MiHa Ha3BM NiKapcbKoro 3acoby
3aTtBepmkeHo: NMPEFABIO.
3anponoHosaHo: NMPETABIO®.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS.
3MiHu Il TUNYy - 3MiHK 3 AKOCTI.
A®I. (iHWi 3MiHW) OHOBMEHHSA
MacTep-caiina Ha Ad|
npera6aniyy Bif BUPO6HMKA

KPKA, CnoBeHis. BBegeHHs

3MiH NpPOTArom 6-Tn MicsLiB

nicns 3aTBepAKeHHs.

kancynu no 100 wmr, no
14 kancyn y 6nictepi; no
1, 2 a6o 6 6nicTepiB y
KapTOHHI Kopobui

KPKA, a.4., Hoso
MecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis

CnoBeHis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHu | TUNY - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BMpoGHUYOI
AinbHUUI (BKTHOYAOYM AiNbHUL
ans A®l, NpoMiXHOro NPoAyKTy
a60 roToBOro NikapcbLKoro
3acoby, AinbHuUUi Ans
NpoBefeHHs NakyBaHHs,
BMPOGHMKA, BiAMNOBifa/IbHOTO 3a
BWMYCK Cepiii, MicLe
NpOBeAEHHSA KOHTPOIO cepil)
abo noctavyasibHUKa BUXiAHOrO
mMarepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (SKLLO
3a3Ha4YeHo Yy JOCbE) -
BW/TyYEHHS BUPOOHNYOT AiNbHUL
onsa A®l nperabaniHy, a came
Teva Pharmaceutical Industries

Ltd., Israel. 3miHn | TMNY - 3MiHK

3a peyernmom

UA/16153/01/04
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3 AKOCTi. [0TOBMIA NiKApCbKNii
3aci6. CtabinbHicTb. 3miHa 'y
TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOi ynakoBku
(nigTBEPOAXKYETLCA AaHUMMN
peasibHOro 4Yacy) - 36iNbLUEeHHs
TEepMiHy NpUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby.
3arBepaXeHo: 2 poku.
3anponoHoBaHoO: 3 POKW.
BBegeHHA 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPAXEHHS.
3MiHn | TURY - 3MiHK LWoAo
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
3MiHa TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT
yNakoBOK. 3aTBEPAXEHO:
MAPKYBAHHSA. Bignosigae
HafjlaHOMy MapKyBaHHi
ynakoBku. 3anponoHOBaHo:
MAPKYBAHHA. ¥ BignosigHoCTi
[10 3aTBEPKEHOr0 TEKCTY
MapKyBaHHs. BBeeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. 3MiHn | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3BW JIiKapCbKOro 3acoby -
3MiHa Ha3BW NikapcbKOro
3acoby. 3aTBepAKeHo:
MPEFABIO. 3anponoHoBaHo:
MPErABIO®. BBeaeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHSA. 3MiHu Il Tuny -
3MiHu 3 aKkocTi. A®I. (iHwWi 3MiHW)
OHOB/IEHHA MacTep-thaiina Ha
A®| nperabaniny Bif BUPOOGHMKA
KPKA, CnoBeHisi. BBeaeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKeHHs.

82.

MNPErABIO®

kancynu no 200 wmr, no
14 kancyn y 6nictepi; no
1, 2 abo 6 6nicTepiB y
KapPTOHHI KOpooLii

KPKA, a.4., HoBo
MecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,

CnoBeHisi

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHn | TURY - AgMIHICTPaTUBHI
3MiHW. BuiyyeHHsi BUpo6HUYOT

3a peyernmom

UA/16153/01/06
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

KOHTpO/b cepii Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b cepil:
KPKA, a.4., Hoso
mMecTo, CroBeHis

AinbHUUI (BKTHOYAKOYM AiNbHUL
ans A®l, NpoMixXHOro NpoayKTy
a60 roToBOro NikapcbLKoro
3acoby, AinbHuULi Ans
npoBefeHHs NakyBaHHs,
BMPOGHWKA, BiAMNOBIfa/IbHOTO 3a
BWMYCK Cepiid, MicLe
NpoBeEeHHA KOHTPOIO cepil)
abo noctavasibHUKa BUXiAHOTO
marepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (AKLLO
3a3HayYeHo y fOCbE) -
BWTyYEHHS BUPOOHNYOT AiNbHUL
ona A®l nperabanivy, a came
Teva Pharmaceutical Industries
Ltd., Israel. 3miHn | TMRY - 3MiHK
3 AKOCTi. FoTOBWMIA NikapCbKuii
3aci6. CtabinbHiCTb. 3MiHa 'y
TepMiHax NpuaaTHoCTi abo
yMoBax 36epiraHHs roTOBOro
nikapcbKkoro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [ins
TOProBOl yrnaxkoBKu
(niaTBEPOXKYETHCA AAHUMU
peasibHOro Yacy) - 36iNbLUEHHS
TEepMiHy NpVAATHOCTI FOTOBOTO
niKapcbKoro 3acoby.
3arBepoKeHo: 2 poKu.
3anponoHoBaHo: 3 PoKW.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHa TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI
ynakoBOK. 3aTBEPAKEHO:
MAPKYBAHHA. Bignosigae
HafiaHOMy MapKyBaHHi
ynaKoBKKW. 3anponoHOBaHO:
MAPKYBAHHSA. ¥ BignosigHocTi
[10 3aTBEPXEHOrO TEKCTY
MapKyBaHHs. BBeieHHs1 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEePMKEHHS. 3MiHK | TUny -
AOMiHICTpaTMBHI 3MiHU. 3MiHa
Ha3BW JIiKAPCbKOro 3acoby -
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa Ha3BW JikapcbKoro
3acoby. 3aTBepAKeHo:
MPEFABIO. 3anponoHoBaHo:
MPErABIO®. BBeaeHHs 3MiH
NpPOTArom 6-Tv MicALiB nicns
3aTBEPKEHHSA. 3MiHu Il Tuny -
3MiHu 3 aKkocTi. A®I. (iHwWi 3MiHW)
OHOB/IEHHA MacTep-thaiina Ha
A®| nperabaniny Bif BUPOOGHMKA
KPKA, CnoBeHisi. BBeaeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKeHHs.

83.

MNPErABIO®

Kancynu no 225 mr, no
14 kancyn y 6nictepi; no
1, 2 abo 6 6nicTepiB y
KapTOHHIA KopoobLi

KPKA, a.4., HoBo
MecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BWMNYCK Cepil:
KPKA, a.4a., Hoso
mMecTo, CroBeHis;
KOHTpPO~b cepii:
KPKA, a.4a., Hoso
MecTo, CnoBeHis

CnoBeHisi

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURY - AgMIHICTPaTUBHI
3MiHW. BunyyeHHs BUpPO6HUYOT
OinbHULI (BKNOYAKOUN AiNbHULI
ana A®l, npoMiXXHOro NpoAyKTy
ab0 roToBOro fikapcbKoro
3acoby, AinbHuLi Ans
NPOBELEHHS NaKyBaHHS,
BMPOGHWKA, BiAMoBifaIbHOTO 3a
BUMNYCK Cepiid, MicLe
NPOBELEHHS KOHTPO/IO cepii)
abo nocrtavanbHUKa BUXiAHOTO
mMaTepiany, peareHTy abo
[0NOMIKHOT PevoBUHU (SIKLLO
3a3HayeHo y OCbE) -
BW/TYYEHHSI BUPOOHMYOT AiNbHULL
ana A®l nperabanity, a came
Teva Pharmaceutical Industries
Ltd., Israel. 3miHu | TMNY - 3MiHK
3 AKOCTi. F0TOBWIA NiKaPCbKNii
3aci6. CtabinbHicTb. 3miHa 'y
TepmiHax npuaaTHOCTi abo
ymoBax 36epiraHHsi rOTOBOrO
nikapcbKkoro 3acoby
(36iNbLUEHHS TEPMIHY
npuaaTHOCTi FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProsOl ynaxkoBku
(nigTBEPAXYETLCA AaHUMU
peanibHOro yacy) - 36ibLIeHHs
TepMiHy NpuAaTHOCTI rTOTOBOrO
nikapcbKoro 3acoby.
3arBepaKeHo: 2 POKU.
3anponoHoBaHo: 3 pPoKu.
BBefeHHs 3MiH NpoTArom 6-Tu
MicALB Nic/1a 3aTBepAKEHHS.

3a peyernmom

UA/16153/01/07
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHa TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI
ynakoBOK. 3aTBEPAKEHO:
MAPKYBAHHA. Bignosigae
HafiaHOMy MapKyBaHHi
ynaKoBKKW. 3anponoHOBaHO:
MAPKYBAHHSA. ¥ BignoBigHocTi
[10 3aTBEPXEHOrO TEKCTY
MapKyBaHHSs. BBeieHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEePMKEHHS. 3MiHK | TUny -
AOMiHICTpaTMBHI 3MiHU. 3MiHa
Ha3BU NikapcbKoro 3acoby -
3MiHa Ha3BW JlikapcbKoro
3acoby. 3aTBepaKeHo:
MPEIrABIO. 3anponoHoBaHo:
MPErABIO®. BBefeHHSA 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBepMXeHHs. 3MiHu Il Tuny -
3MiHuM 3 aKocTi. A®I. (iHLWi 3MiHK)
OHOB/IEHHA MacTep-thaiina Ha
A®| nperabaniHy Bif BUPO6HMKA
KPKA, CnoseHis. BBegeHHs
3MiH NPOTArom 6-Tn Micsuis
nicns 3aTBepAKEHHS.

84.

MPErABIO®

kancynu no 300 mr, no
14 kancyn y 6nictepi; no
1, 2 abo 6 6nicTepiB y
KapTOHHIlA KOpooLi

KPKA, a.4., Hoso
MecTo

CnoseHisa

BUPOBHUUTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
naKkyBaHHs,
KOHTPOb cepii Ta
BWMNYCK Cepil:
KPKA, a.4., Hoso
mMecTo, C/oBeHis;
KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTo, CrnoBeHis

CnoseHis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MmiHu | TNy - AgMiHICTpaTUBHI
3MiHW. BunyyeHHst BUpOOHUYOT
AinbHULI (BKIOYAOYM AiNbHUL
ana A®l, npoMiXXHOro NpoAayKTy
abo roToBoro NikapcbLKoro
3acoby, AinbHuui Ans
NpoBefeHHs NakyBaHHs,
BUPOGHMKa, BiANOBIA&/ILHOTO 3a
BWMNYCK Cepiii, MicLe
NpoBeLEeHHS KOHTPOSO cepii)
abo noctavasibHUKa BUXiLHOro
MaTepiany, peareHTy abo
[L,0MOMIXHOT peYyOBUHU (SIKLLO
3a3HayeHo y JOCLE) -
BWyYEHHS BUPOOHNYOT AiNbHUL
ans A®l nperabanivy, a came
Teva Pharmaceutical Industries
Ltd., Israel. 3miHn | TURY - 3MiHK
3 AIKOCTi. FOTOBWIA NiKapCbKUiA

3a peyenmom

UA/16153/01/08
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aci6. CtabinbHicTb. 3miHa 'y
TepMiHax NpuaaTHOCTi abo
ymoBax 36epiraHHsi rOTOBOrO
nikapcbkoro 3acoby
(36iNbLUEHHS TEPMIHY
nNpUAaTHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOl ynaxkoBku
(nigTBEPAXYETLCA AaHUMU
peasnibHoro yacy) - 36ibLIeHHs
TepMiHy NpuaaTHOCTI TOTOBOrO
nikapcbKoro 3acooby.
3arBepaKeHo: 2 POKu.
3anponoHoBaHo: 3 PoKu.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNS 3aTBEPAXKEHHS.
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHa TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPUHHOT
yNaKkoBOK. 3aTBEPAXEHO:
MAPKYBAHHSA. Bignosigae
HafaHOMy MapKyBaHHI
ynakoBku. 3anponoHOBaHo:
MAPKYBAHHSA. ¥ BignosigHoCTi
[0 3aTBEPKEHOrO TEKCTY
MapKyBaHHs. BBefieHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3BW NikapcbKoro 3acoby -
3MiHa Ha3BM NiKapcbKoro
3acoby. 3aTBepaKeHo:
MPEIABIO. 3anponoHoBaHo:
MPEFABIO®. BeefeHHs 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBepMKEHHS. 3MiHn Il Tuny -
3MiHn 3 aKkocTi. A®I. (iHLWi 3MiHW)
OHOBJ/IEHHSI MacTep-chaiina Ha
A®| nperabaniHy Big BUPO6HMKA
KPKA, CnoBeHis. BBegeHHs
3MiH NpPOTArom 6-Tu MicsLiB
nicns 3aTBepAKeHHs.

85.

MPErABIO®

kancynu no 150 wmr, no
14 kancyn y 6nictepi; no
1, 2 a6o 6 6nicTepiB y
KapTOHHI Kopobui

KPKA, a.4., Hoso
MecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta

CnoseHisi/
Kutaii

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHu | TUNYy - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BMpoOHUYOI
OinbHUUI (BKNKOYAKUM AiNbHULI

3a peyenmom

UA/16153/01/05
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BWMNYCK Cepil: ana A®l, npoMiXXHOro NpoayKTy

KPKA, a.4., Hoso
mMecTo, C/loBeHis;
KOHTpO/b cepii:
KPKA, a.4., Hoso
mMecTo, C/loBeHis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Mapwdpapm g.0.0.,
CrnoseHis;
BMPOGHMLTBO "in
bulk":
HiHr6o MeHoBo
TiaHkaHr
dPapmacbloTukanc
Ko., NiTg., Kutaii

abo roToBoOro NikapcbLKoro
3acoby, AinbHuLi Ans
NPOBEefEHHs NaKyBaHHs,
BMPOGHMWKA, BiAMnoBifaIbHOTO 3a
BUMYyCK cepiiA, micLe
NpOBeLEHHS KOHTPOSO cepii)
abo nocrtavasibHUKa BUXiLHOro
maTepiany, peareHTy abo
[L,0NOMIXHOT peYyoBUHU (SIKLLO
3a3HayeHo y JOCbE) -
BWYYEHHS BUPOOHWNYOT AiNbHUL
ans A®l nperabanivy, a came
Teva Pharmaceutical Industries
Ltd., Israel. 3miHn | TUNY - 3MiHK
3 AKOCTi. [0TOBWIA NiKApCbKNii
3aci6. 3MiHV Y BUPOOHULITBI.
3amiHa abo BBefEeHHSA
[04aTKOBOI Ai/TbHUL
BMPOGHMLTBA AJ151 YACTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHULA 4N BTOPUHHOTO
nakyBaHHs) - BBefieHHsA
[0[aTKOBOro BUPOGHYKa
Bi4NOBIAA/ILHOIO 3a BTOPUHHE
nakyBaHHs - Marifarm d.o.o.
Slovenia. BBegeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHUL
BMPOGHMLTBA AJ151 YACTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(ginbHUUA oNsA NepBUHHOTO
nakyBaHHs) - BBefieHHsA
[0[aTKOBOrO BUPOGHYKA
BiANoBiganbHOro 3a nepBuHHe
nakyBaHHs - Marifarm d.o.o.
Slovenia. BBegeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | TNy -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS A0AATKOBOI AiNbHUL
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby

(@inbHMUSA, Ha AKI TPOBOASATHLCSA
Oy ab-Ki BUpOGHMYI cTagji, 3a

BUHATKOM BUMYCKY Cepild,

KOHTPOJTIO SKOCTi, NePBUHHOTO

Ta BTOPVMHHOIO NakyBaHHSA, A5

HeCTepUsIbHUX NiKapCbKux
3acob6iB) - BBegeHHs
[0AaTKOBOTrO BUPOBHNMKA, L0
BiANOBIAaIbHUIA 38
BMPOGHMLTBO «in bulk» - Ningbo
Menovo Tinkang
Pharmaceuticals Co., Ltd.,
China. BBefieHHS 3MiH NpOTArom
6-Tn MicAaLiB nicns
3aTBEPMKEHHS. 3MiHu | TNy -
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. CTabifnbHICTb.
3MiHa y TepmiHax npuaaTHoCTI
abo ymoBax 36epiraHHs
roTOBOrO JliKapCbKOro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOi ynakoBku
(nigTBEPOAXKYETLCA AaHUMMN
peasibHOro 4Yacy) - 36iNbLUEeHHs
TEepMiHy NpUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby.
3arBepaXeHo: 2 poku.
3anponoHoBaHo: 3 POKW.

BBegeHHA 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPAXKEHHS.

3MiHn | TURY - 3MiHK LWoAo
6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy (iHwi 3miHn)

3MiHa TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT
yNakoBOK. 3aTBEPAXEHO:

MAPKYBAHHSA. Bignosigae

HafilaHOMy MapKyBaHHi

ynakoBku. 3anponoHOBaHo:

MAPKYBAHHA. ¥ BignosigHocCTi

[10 3aTBEPKEHOr0 TEKCTY
MapKyBaHHs. BBeeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMAKEHHA. 3MiHu | Tuny -
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

ynakoska)

3asiBHUKa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

86.

NMPO3EPVH

pO34nH ANa iH'ekui, 0,5
Mr/Ma no 1 mn B amnyrii;

ToBapucTBO 3

Ykpaina

KOHTPO/b SIKOCTI,

AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3BW Nikapcbkoro 3acoby -

3MiHa Ha3BM NiKapcbKoro 3acooby

3aTtBepmkeHo: NMPEFABIO.
3anponoHosaHo: NMPETABIO®.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS.
3MiHu Il TUNYy - 3MiHK 3 AKOCTI.
A®I. (iHWi 3MiHW) OHOBMEHHSA
MacTep-caiina Ha Ad|
npera6aniHy Bif BUPO6HMKA
KPKA, CnoBeHis. BBegeHHs
3MiH NpPOTArom 6-Tu MicsLiB
nicns 3aTBepAKeHHs.

no 10 amnyn y navui 3
KapToHy; no 1 mn B
amnyni; no 10 amnyn y
6nictepi; no 1 6nictepy
B nauLj 3 KapToHy

06MEXEHOI0
BiANOBiAA/IbHICTIO
"bapmaueBTnyHa

KomMaHis "3gopos'a”

BWMNYCK Cepil:
ToBapucTso 3
06MeXeHo0
BiANOBiAA/IbHICTIO
"[locnigHnii 3aBog,
"rHUaC,
YKpaiHa;

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAANBLHICTIO
"PapmaueBTnyHa
KOMnNaHis
"3popos'a”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta

chapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3arasibHeHUX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,

BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cmucTeMu dpapmakoHarnsgy).
3MiHa yNnoBHOBaXXeHOi 0cobu
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnsg,. ditoua
pepakuis: NnakciHa OneHa
BonogumupisHa.
MponoHoBaHa pegakuis:
LLleBueHKo OneHa IropisHa.
3MiHa KOHTaKTHMX AaHnX
YNOBHOBaXeHOI 0cobu
3asBHVKa, BiANOBIAA/ILHOT 38
3[jiicHeHHs chapmakoHarnsgy.

3MiHa 3asiBHMKaA (BNacHuKa

3a peyenmom

UA/6253/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
peecTpauiiHoro NoCBigYEHHS)
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460).
BBegeHHs 3MiH NpoTArom 6-tm
MicALB Nic/a 3aTBePAXKEHHS.
87. NMPOTEKOH® TabneTkn, BKPUTI OPIrAHOCUH OAE EBepTogxeH Naind IHais BHECEHHS 3MiH 0 6e3 peyenma UA/3347/01/01
o6onoHkoto no 10 JNIANGCAEHCK3 CaeHcus JlimiTes, peecTpauiiHnux maTepianis:
Tabnetok y 6nictepi; no (E® 3ET 1) IHAis; 3MiHKM | TUNY - 3MiHU 3 AKOCTI.

3 6nicTepun y nayu,i 3
KapTOHY;

no 10 TabneTtok y
6nicTepi; no 3 6rictepu
y nauui 3 kKapToHy; no 3
nayky y nadui 3 KapToHy;
no 30, 60 a6o 120
TabneTok y KoHTeliHepi;
no 1 koHTeliHepy B nau
3 KApPTOHY

Cara JlainchcaeHcus
Nimiteq, IHAisA

[oTOBMIA NiKapcbKuii 3acio.
3MiHM Yy BUPOGHMLTBI. 3aMiHa
ab60 BBeieHHA 04AaTKOBOI
AiNbHULI BUpOGHMLTBA 4115
4acTVHM abo BCbOro
BMPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHULA,
Ha SKiiA NpoBOAATLCA 6y Ab-SKi
BMPOOHUYI cTajl, 3a BUHATKOM
BUMYCKY Cepili, KOHTPOSIO AKOCTI,
NepBUHHOTO Ta BTOPUHHOIO
nakyBaHHS1, 4151 HECTePUbHUX
NikapcbKnx 3acobis)
CynyTHS 3MiHa
- 3MiHu 3 sKocTi. FoToBWMiA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOOHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(ainbHULSA ONA BTOPUHHOMO
nakyBaHHs);

- 3MiHu 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(AinbHUUA ANA NEPBUHHOIO
nakyBaHHS) - BBE,EHHSA
[04aTKOBOI Ai/TbHUL
BMpO6HUMLTBA - Cara
NaidcaeHcus Niviteq, IHAiS.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHN Yy BUPOGHULTBI. 3MiHa
iMmnopTepa/amiHu, Lo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa abo
JofaBaHHsA BUPOOHMKA, LU0
BiANOBiAaE 3a BBE3EHHS Ta/abo
BUMNYCK cepii) - Bkntoyaroun
KOHTPO/b/BUNPOBYBaHHSA cepil -
[ofaBaHHA BUPO6GHMKa
BiANOBIAA/ILHOIO 3a KOHTPO/1b
AKOCTI Ta BMUNyck cepii - Cara
NaidpcaeHcus Nlimiteq, IHAis.
3MiHM BHECEHO B IHCTPYKLiO ANna
MeAMYHOro 3aCTOCYBaHHS y
po3ainu «BUpoBbHUK» Ta
«Micue3HaxomKeHHs BUPOGHMKa
Ta agpeca MicLs NPoBaAKEHHS
oro fisnbHOCTI» 3
BIANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKu
niKapcbkoro 3acoby (AoaaBaHHSA
BMPOGHWKa). BBEAEHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
3MiHK 3 SiKOCTi. TOTOBMIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKNOYaOun gianasoH
po3mipy cepii) rotoBoro
NiKapcbKoro 3acoby (3MeHLIEeHHs
0 10 pasiB) - BBEAEHHA
[04,aTKOBOro po3mipy cepii
roTOBOrO J1iKapCbKOro 3acoby
300 000 Tabnetok
(3aTBepaxeHo: 600 000
Tabnetok, 3anponoHosaHo: 300
000 Tabnetok, 600 000
Tabnetok).

BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNsA 3aTBEPLKEHHS

88.

MPOTEKOH®

TabneTku, BKpUTI
o6onoHkoto in bulk: no
2500 Tabnetok y
naketax y kopobuj 3
rogopoKapToHy

OPTAHOCWH
NANGCAEHC3
(E® 3ET 1)

OAE

EBepTomxeH faiid
CaeHcuns Jlimites,
IHAis;

Cara /laiichcaeHcus
Nimitep, IHAiA

IHais

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TMNy - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Y BUPOOHULTBI. 3amiHa
abo BBeAEHHA 40AATKOBOI
AiNbHULI BUpOGHMLTBA A/1S
4acTVHM abo BCbOro
BMPOBHMYOrO NPOLEeCy roToBOro
NiKapcbKoro 3acoby (ainbHuUs,

UA/3348/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Ha SKiii NpoBOAATLCS by Ab-SKi
BMPOGHUYI CTagjl, 3a BUHATKOM
BUMYCKY Cepili, KOHTPOIO AKOCTI,
NEepPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs1, 4151 HECTePUbHUX
NikapcbKnx 3acobiB)
CynyTHS 3MmiHa
- 3MiHu 3 sKocTi. FoToBwiA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS [0AATKOBOI AiNbHUL
BMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO J1iKapCbKOro 3acoby
(ainbHULA ONA BTOPUHHOMO
nakyBaHHs);
- 3MiHu 3 sKocTi. FoToBwiA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBeEHHS [0AATKOBOI AiNbHUL
BMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(AinbHUUA ANA NEPBUHHOIO
nakyBaHHS) - BBE,EHHSA
[04aTKOBOI Ai/TbHUL
BMpO6HULTBA - Cara
NaidcaeHcus Niviteq, IHAis.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHN Yy BUPOOGHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPO/HO SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo
fofaBaHHsA BUPOGHMKA, LU0
BiANOBIAaE 3a BBE3EHHA Ta/abo
BMMYCK cepii) - Bkntoyaroun
KOHTPO/b/BUNPOBYBaHHSA cepil -
[ofaBaHHA BMPOOHUKA
BiANOBIAA/ILHOIO 3a KOHTPO/Tb
AKOCTi Ta BUNYyckK cepii - Cara
NalidpcaeHcuns Nimites, IHais.
3MiHU BHECEHO B IHCTPYKLil0 ANs
MeAMYHOrO 3aCTOCYBaHHS y
po3ainv «BMpobHuk» Ta

«Micue3HaxoMKeHH BUPOGHMKa
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ta afpeca MicLs NPOBaAKEHHS
1ioro AisnbHOCTI» 3
BIANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKu
niKapcbkoro 3acoby (AoaaBaHHSA
BMPOGHWKa). BBEAEHHS 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
3MiHK 3 iKOCTi. TOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKNOYaOUn gianasoH
po3mipy cepii) rotoBoro
NiKapcbKoro 3acoby (3MeHLIEeHHs
0 10 pasiB) - BBEEHHA
[,04,aTKOBOro po3mipy cepii
roTOBOrO iKapCbKOro 3acoby
300 000 Tabnetok
(3aTBepaxeHo: 600 000
Tabnetok, 3anponoHosaHo: 300
000 Tabnetok, 600 000
Tabnetok).

BBefeHHA 3MiH NPOTArom 6-1n
MiCALIB MiCNsA 3aTBEPLKEHHS

89.

MPOTE®PNA3IA®

kpanni; no 30 ms1 abo no
50 Mn1 'y CKNstHOMY
oNakoHi 3 NpobKoto-
KpanenbHuLeto; no 1
(h/1aKOHY B KapPTOHHii
nauuj

TOB "HBK
"Ekocpapm”

YKpaiHa

TOB "HBK

"Ekocpapm”, YkpaiHa

(BMpPOGHMLTBO 3a
MOBHUM LVIK/TOM;
BUNYyCK cepii)

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy - BHECeHHs
3MiH J0 po3giny “MapkyBaHHS"
MKA N3:
3anponoHoBaHo: MapKyBaHHS.
3riHO 3aTBEPAXKEHOr0 TEKCTY
MapKyBaHHS

6e3 peyenma

UA/4220/01/01

90.

PEBAMIMNIA

KpuCTaniuHmii NopoLLOoK
(cybeTaHuisn) y
NoABINHMX
nonieTMneHoBux
nakeTtax gns
chapmaueBTUYHOro
3aCcTOCyBaHHSA

MAT
"KuisBmegnpenapat"

YKpaiHa

LizaHcu CiHepaxi
dapmac'totikan Ko.,
nra.

KnTalicbka
HapogHa
pecny6nika

BHECEHHS 3MiH 0
peecTpavuiinHMX MaTepianis:
3MiHM | TUNY - 3MiHU 3 AKOCTI.
A®|. CtabinbHicTb. 3miHa
nepiogy NOBTOPHMX
BMNpoGyBaHb/nepiogy
36epiraHHa abo ymoB
36epiraHHa A®I (3a BigcyTHOCTI
y 3aTBEPKEHOMY [OCbE
cepTudikara BiZNOBIAHOCTI
€Bponeiicbkiin hapmakonei, Lo
BK/TIOHAE Nepiog, MOBTOPHOrO
BMNPO6YBaHHS) (nepiopg,
NOBTOPHOTO

UA/17275/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMNpobyBaHHA/nepios
36epiraHHs) - 36iNbLLUEHHS abo
BBeJeHHS Nnepiofy NOBTOPHOrO

BMNpOGYyBaHHsA/nepiogy

36epiraHHs Ha OCHOBI

pesynbTaTiB AOCNILDKEHDb Y
peasibHOMy yaci. 36i/bLUeHHS
nepiogy NOBTOPHOrO
BMNPOBYBaHHSA Ha OCHOBI
pe3ynbTaTiB [OC/iMKEHb Y
peanibHOMY 4yaci A®I
Peb6aminigy. 3aTBepg)xeHo: 2
poku. 3anponoHOBaHO: 4 POKW.

91.

PIANTTPIC

cnpeii HasaslbHUiA,
[030BaHnii, CycneHsis,
no 56 a6o 240 po3y
nonieTUIeHOBOMY
thnakoHi; no 1 dpnakoHy
3 [JO3YH04YMM HACcOCOM-
po3nunoBayemM,
3aKpUTM KOBMAYKoM, Yy
KapTOHHIA Kopoo6Li

neHmapk
PapmacboTrKan3
nra.

IHais

nenmapk
PapmacboTrKan3
nra.

IHais

BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis:3miHu | TMny - 3MiHN
3 AKOCTi. FoTOBWMIA NiKapCbKuii
3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneuyndikauivi Ta/abo
[ONYCTUMUX MEX NEPBUHHOT
yNakKoBKM rOTOBOTO NiKapCbKOro
3aco6y (BW/IyYEHHST HE3HAYHOTO
nokasHuka (Hanpukniag,
3acTapifioro NokasHuka)) -
BUTYYEHHS HE3HAYHUX
NoKasHUKIB i3 cneuundikaviii
KOMMOHEHTIB NepPBUHHOT
yMakoBKN rOTOBOrO NikapCbKoro
3acoby

3a peyenmom

UA/18235/01/01

92.

POMALLKKWN KBITKA

KBiTKM no 40 r a6o no 50
Iy naykax 3 BHYTPILHIM
naxkeTom;

no 1,5 r y chinbTp-nakeri,
no 20 chinbTp-nakeTiB y
naJui 3 KapToHy, no 1,5 r
y thinbTp-nakeTi, no 25
hinbTp-nakeTiB y nauuj 3
KapToHy

AT "ly6Hunchapm”

YKpaiHa

AT "Ny6Hncpapm"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHM | TUNY - 3MiHU 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3MiHa KiNbKOCTi 0AnHULL
(Hanpuknag, Tabnetok, amnyn
TOLLO) B yNakoBLji:) - 3miHa nosa
[ianasoHoM 3aTBepKeHUX
po3MipiB ynakoBku. JlogaBaHHs
[0[aTKOBOrO PO3Mipy YNakoBKu
no 25 oinbTp-nakeTiB y navui 3
KapToOHY, nayky 3 qoinbTp-
nakeTamun f0AaTKOBO

6e3 peyenma

UA/8288/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

yNakoBYyKTb B NIBKY, 6€3 3MiHN
NepPBUHHOTO NaKyBa/IbHOro
marepiany, 3 BignoBigHNMM
3MiHamMu B p. «YnakoBka» MKA
N3. 3MiHV BHECeHI B iHCTPYKLii0
ANS MeNYHOr0 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ain
"YnakoBka" Ta sik Hacnigok
nosisa 4,04aTKOBOro NaKyBaHHS.
BBegeHHs 3MiH npoTArom 6-tm
MicALB Nic/a 3aTBEPAKEHHS.

93.

CUHEKOA

cupon, 1,5 mr/mn no 100
mn a6o 200 mny
pN1aKoHi 3 KPULLIKOIO Ta
MIpHOI CK/ISIHKOO; no 1
h1aKoHy Y KapTOHHIl
Kopobui

"CK KoHcblomep
Xenckep CAP/

LLisefuapis

'CK KoHcblomep
Xenckep CAPJ

Llseiiuapis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUNY - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AISNIbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoYa4n
LOinbHUL BUNYCKY cepii abo
MicLe NpoBefEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
Bignosigae BUPOGHUK/iMNopTep,
BK/IO4A0UM BUMYCK Cepili) -
3MiHa Ha3BwW Ta agpecu
BUpo6HUuKa M3, 6e3 3miHu
MicLS BUPOGHMLITBA. 3MiHM
BHECEHO B iHCTPYKL,il0 AnA
MeAMYHOro 3aCTOCyBaHHS LLLOAO
HalilMeHyBaHHs Ta
MiCLLe3HaXOKEHHS BUPOOHUKA 3
BiANOBIAHMMM 3MiHAMU Y TEKCTI
MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby. BBegeHHs
3MiH NpOTAroM 6 MicauiB nicns
3aTBEPMKEHHS. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHVKa (BNacHvka
peecTpauiiHoOro NoCBigYEHHS)
3MiHa Ha3BwW Ta agpecu
3asBHVKa. BBefeHHs 3MiH
npoTsArom 6 micsuis nicns
3aTBEePMKEHHS. 3MiHK | Tuny -
3MiHV Wwoao
6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHu).
3MiHU BHECEHO B TEKCT
MapKyBaHHS yNakoBKu

6e3 peyenma

UA/5260/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nikapcbKoro 3acoby y n. 4
(nepBuHHa ynakoBka) Ta 'y n. 8.
(30BHIWHA ynakoBka). BeegeHHA
3MiH NpPOTArom 6-Tu MicsLiB
nicns 3aTBepAKeHHs.
94. CUWHEKOA Kpanni opasibHi gns 'CK KoHcblomep LLisefuapis BMPOGHULITBO 3a Llseiiuapis BHECEHHS 3MiH 0 6e3 UA/5260/02/01
aiteid, 5 mr/mn no 20 mn Xenckep CAP/ MOBHVM LVK/IOM: peecTpauiiHnux maTepianis: peyenmom
y thnakoHi 3 'CK KoHcblomep 3MiHK | TUNY - AOMIHICTpaTUBHI
KpanesnbHULEeo i Xenckep CAPJ

KpuLLKOIO; Nno 1 chnakoHy
Y KapTOHHIli kopobLi

3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
NikapcbKoro 3acoby, BKIoHaUn
LOinbHUL BUNYCKY cepii abo
MicLe NpoBeAEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
Bignosigae BUPOGHUK/iMNopTep,
BK/IO4A0UM BUMYCK Cepili) -
3MiHa Ha3BwW Ta agpecu
BUpo6HUuKa M3, 6e3 3miHu
MicLS BUPOGHMLITBA. 3MiHM
BHECEHO B iHCTPYKL,il0 Ans
MeAMYHOrO 3aCTOCYBaHHS y
po3ainv «BupobHuk» Ta
«MicLe3HaxomKeHHs1 BUPOOHMKa
Ta agpeca MicLs NPOBaAKEHHS
oro fisnbHOCTI» 3
BiAMNOBIAHUMW 3MiHAMMW Y TEKCTi
MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby. BeegeHHs
3MiH NpOTArom 6-Tu MicsuiB
nicnsa 3aTBepaAXeHHs. 3MiHn |
TUny - AAMIHICTPaTUBHI 3MiHW.
3miHa HaliMeHyBaHHA Ta/abo
afpecy 3asBHMKa (BnacHuka
peecTpauinHoOro NocBigYeHHs) -
3MiHa Ha3BwW Ta agpecu
3asBHUKa. BBeAeHHSA 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. 3MiHN | Tuny -
AMIHICTPaTVBHI 3MiHW.
BunyueHHsi BUPO6HUYOI
AinbHUUI (BKTHOYAOYM AiNbHUL
ans A®l, NpoMiXHOro NPoAyKTy
a60 roToBOro NikapcbLKoro
3acoby, AinbHuULi Ans
NpoBefeHHs NakyBaHHs,
BMPOGHMKA, BiAMNOBifa/IbHOTO 3a
BUMYCK Cepili, Micue
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NpOBeLEHHS KOHTPOSO cepii)
abo nocrtavasibHUKa BUXiLHOro
maTepiany, peareHTy abo
[L,0MOMIXHOT peYyoBUHU (SIKLLO
3a3HayeHo y JOCLE) -
BUyYEHHS BUPO6HUKa M3
JOMMENb ®APMALEYTIL
C.P.J1., Itanis (BMpoGHMLTBO 3a
NOBHUM LMKIOM). 3aTBepmxeHa
BMPOGHMYA AiNbHULSA, L0
3a/IMLmnnacs — BUKOHYE Ti caMmi
dyHKLi, Wo BUNyYeHa. 3MiHu
BHECEHO B iHCTPYKL,il0 AnA
MeAMYHOrO 3aCTOCYBaHHS y
po3ainv «BMpobHuk» Ta
«Micue3HaxomKeHHs1 BUpOGHMKa
Ta agpeca MicLs NPOBaAKEHHS
oro AisanbHOCTI» 3
BIAMNOBIAHUMW 3MiHAMMW Y TEKCTi
MapKyBaHHS YNakoBKu
nNikapcbKoro 3acoby (BUyYEHHSN
BMPOGHMYOI AiNbHNLL).
BBefeHHA 3MiH NPOTArom 6-1n
MicsILLiB NiCNs 3aTBEPAYKEHHS.

95.

COJNAKYTAH®

renb, 30 Mmr/rno 25ry
Ty6i; no 1 Ty6i y nayui

TOB "MIBE
YKPAIHA"

YKpaiHa

mibe MmeX
ApuHalimiTTens

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURY - AgMIHICTPaTUBHI
3MiHW. 3MiHa Ha3BW NiKapCbKOro
3acoby
3arBepgxeHo: ConakytaH
3anponoHoBaHo: ConakyTaH®
BBefeHHA 3MiHW NPOTAroM 6-Tu
MicsILiB NicNs 3aTBEPAKEHHS.

3a peyenmom

UA/18872/01/01

96.

COH-HAUT

TabneTku, BKpUTI
NAiBKOBOK 0O0/IOHKOHO,
no 15 mr no 10 Tabnetok
y 6nicTepi, no 3
6nictepu y kopobui 3
KapToHy

ToBapucTBO 3
obmexeHoo
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpMeMCcTBO
"3p0poB's Hapoay"

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®APMEKC r'Pyrt",
YkpaiHa (Bci cTagii
BVMPOGHMLTBA, OKPIM
BUNYCKyY cepii,
KOHTPO/Ib SIKOCTI);
ToBapucTso 3
06MeXeHoto
BiANOBIAANILHICTIO
"XapkiBCcbke
hapmaueBTuyHe
nignpueMcTBo
"300poB'a Hapoay",
YkpaiHa (Bunyck

Ykpaina

BHECEHHS 3MiH [0
peecTpauinHux
marepianis:3miHu | Tuny -
nojaHHA HOBOro cepTuddikara
BiANOBiAHOCTI EBpONeiiChKilt
hapmakonei Ne R1-CEP 2004-
089 - Rev 06 ana Aol
LOKCuNamiHy CykuuHaTy Bif
HOBOro BMpO6HMKa Union
Quimico Farmaceutica, S.A.
(Uquifa S.A.), Spain gogaTkoBo
[0 3aTBEPAKEHOr0 BUPOGHMKA
R.L. Fine Chem, India

6e3 peyenma

UA/16370/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cepii)
97. CNIPUBA® PO34UH A1 iHraNAL,i, BepiHrep HimeuyunHa BepiHrep HimeyuunHa/ BHECEHHS 3MiH 0 3a peyenmom UA/6495/02/01
PECMIMAT® 2,5 mkr/iHransuito; no 4 IHrenbxanm IHrenbxainv ®apma Icnanis peecTpauiiHnx matepianis:
My kKapTpuaxi (60 IHTepHewHn M6 X vm6X i Ko. KT, 3MiHM | TUNY - 3MiHK 3 SKOCTI.
iHransujin); no 1 HimeuumnHa; [oTOBMIA NikapcbKuii 3acio.
KapTpuaKy B KOMMNIEKT BepiHrep 3MiHM Yy BUPOGHMLTBI. 3aMiHa
3 1 iHranAaTopom IHrenbxaiim EcnaHa, ab0 BBeAEHHS [04aTKOBOI
PecnimaTt® y KapTOHHiIl CA, IcnaHis OiNbHUL BUPOBHULTBA A/15

Kopobui

4acTVHM abo BCLOro
BMPOBGHNYOro NpoLecy rotoBoro
niKapcbKoro 3acoby (AinbHULA
[N BTOPUHHOTO MaKyBaHHS) -
BBEEHHA albTepHAaTUBHOT
BUPOGHMYOT AinbHUL BepiHrep
IHrenbxanm Ecnaxa, CA, Mpat
ne na Pnba, 50, 08174 CaHT
Kyrat gen Bannec (bapcenoHa),
Icnanis, BignoBsiganbHOI 3a
BTOPWHHY YNakoBKy rOTOBOr0O
nikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTArom 6-Tn MicsLis
nicns 3aTBepaKeHHs; 3MiHu |
TUny - 3MiHK 3 AKoCTi. FOTOBMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOOHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(AinbHUUA ANA NEPBUHHOIO
nakyBaHHS) - BBE,EHHSA
anbTepHaTVBHOI BUPOOHUYOT
AinbHuui BepiHrep IHrenbxaim
Ecnana, CA, MNpat ge na Puba,
50, 08174 CaHT KyraT gen
Bannec (bapcenoHa), IcnaHis,
BiANOBIA&/IbHOI 32 NePBUHHY
yNakoBKy roToBOrO Nikapcbkoro
3acoby. BeegeHHs 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEPMKEHHS; 3MiHM | TURY -
3MiHu 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHn y
BMPOBGHUUTBI. 3amiHa abo
BBEJEHHS 404aTKOBOT AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO liKapCbKOro 3acoby
(AinbHUUS, Ha SKili NpoBOASATLCS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6yApb-AKi BUPOGHWYI cTagii, 3a

BUHATKOM BUMYCKy Cepil,
KOHTPO/IIO AKOCTI, NEPBUHHOIO
Ta BTOPVMHHOTIO NakyBaHHSA, A/1s
HeCTepUsbHUX NiKapCbKunx
3ac06iB) - BBEJEHHSA
anbTepHaTMBHOI BUPO6HUYOT
AinbHuUi BepiHrep IHrenbxaiim
EcnaHa, CA, Mpat ge na Pu6a,
50, 08174 CaHT Kyrat gen
Bannec (bapcenoHa), IcnaHis,
BiANOBiA&1bHOI 38 BUPOOHULITBO
rOTOBOrO /1iKapCbKOro 3acoby.
OfHOYaCHO NPOMOHYITLCA
pepakuiiiHi npaBkn [0 po3ainy
3.2.P.3.3: Migpo3gjn 1.2
KopoTkuii onuc - BUpo6HULTBO
po3uuHy in bulk (etan 1-5):
Brecena gofartkosa
iH(bopMmaLiss CTOCOBHO
BM3HAYEHHA Knacudikawi
KimHaTn 3a GMP (knac D/ISO8
BiAMNOBIAHO [0 BHYTPILIHBLOI
[okymeHTauii Knac kKimHatu He
3MIHIOETBCS). - AOAABAHHS
KOMeHTaps [0 iHhopmal,i woao
[0BeEHHA PO34MHY [0
thiHaNIbHOT Macu BoA00
ounLLeHo: «MpumiTka:
[0faBaHHA BOAN MOXe
BigbyBaTVCA y AeKisibka eTaniB».
3MiH [0 npouecy BUPOGHULTBA
He BigbyBaEeTbCA. BBeaeHHs
3MiH NpPOTArom 6-Tu MicsLiB
nicnsa 3aTBepmXeHHs; 3MiHu |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHUUTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPO/II0 SKOCTi FOTOBOTO
nikapcbKkoro 3acoby (3amiHa abo
JofaBaHHsA BUPOOHMKA, LU0
BiANOBiAaE 3a BBE3EHHS Ta/abo
BUMNYCK cepii) - Bkntoyaroun
KOHTPO/b/BUNPOBYBaHHSA cepil -
BBe/leHHS a/ibTepHaTUBHOI
BVMPOGHWYOI finbHNLi BepiHrep

IHrenbxaim Ecnara, CA, lMpat
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ne na Pnba, 50, 08174 CaHT
Kyrat nen Bannec (bapcesnoHa),
Icnanis, BignosifanbHoI 3a
KOHTPO/Ib SKOCTi Ta BUMYCK cepii
roTOBOrO /liKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSILiB Micnsi 3aTBEPAKEHHS
98. CTPEC-TPAH rpaHynn no 10 ry MpAT "HauioHanbHa Ykpaina MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/3829/01/01
neHani nonimepHomy; no [omeonatnyHa [omeonaTtnyHa peecTpauiiHnx matepianis:
1 neHany B navuj 3 Cninka" Cninka"

KapToHy

3MiHu | TUNY - 3MiHKU 3 SKOCTI.
A®I. BUpo6bHMLTBO. 3MiHa
BMPOGHMKA
BVIXiZLHOr0/MPOMiXKHOr0
NpoAayKTy/peareHTy, Lo
BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BUPOGHMKa (BKHOYaOU,
e HeobXxigHo, micue
NpPOBeLEHHS KOHTPOSIO SIKOCTI)
A®I (3a BigCyTHOCTI
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBepAKEHOMY A0CHLE)(iHLUi
3MiHW) - NEpEHEeCEHHS
BMPOGHMYOT AinbHULI ANTeka
"HaujioHanbHa FoMmeonaTnyHa
Cninka"Nel ana A®l Gelsemium
200CH. 3miHu | Tuny - 3miHn 3
AKOCTi. A®l. BUpo6HMLTBO.
3MiHa BMpOGHMKa
BVIXiZLHOr0/MPOMIXXHOr0
NpoAayKTy/peareHTy, Lo
BUKOPWCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BUPOGHMKa (BKOYaoU,
e HeobXxigHo, micue
NpPOBeLEHHS KOHTPOSIO SIKOCTI)
A®I (3a BigCyTHOCTI
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBepAKEHOMY A0CHLE)(iHLUi
3MiHW) - NEpEHEeCEHHS
BMPOGHMYOT AiNnbHULI ANTeka
"HaujioHanbHa FoMmeonaTnyHa
Cninka"Nel ana A®l Gelsemium
30CH. 3miHu | TUnYy - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO.
3MiHa BMpOGHMKa

BUXiAHOro/NpoMiHOro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

npoayKTy/pearenTy, Wo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci AdDl, abo
3MiHa BMPOGHMKa (BKTOHaouM,
e HeobxiaHo, micue
NpPOBefEeHHS KOHTPOJIO AKOCTI)
A®I (3a BigcyTHOCTI
cepTudikara BiANoBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPMKEHOMY JOCHE)(iHLLi
3MiHW) - NepeHeceHHs
BMPOGHMYOT AiNbHULI ANTeka
"HaujioHanbHa FoMeonaTnyHa
Cninka"Nel gna A®l Veratrum
album 30CH. 3minu | TRy -
3MiHu 3 siKoCTi. AdI.
Brvpo6HMLTBO. 3MiHa BUPOGHMKA
BVIXiZHOr0/NMPOMIXHOr0
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci AdDl, abo
3MiHa BMPOGHMKa (BKTOHaouM,
e HeobxiaHo, micue
NpPOBefEeHHS KOHTPOJIO AKOCTI)
A®I (3a BigcyTHOCTI
cepTudikara BiANoOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPMKEHOMY JOCHE)(iHLLi
3MiHW) - NepeHeceHHs
BMPOGHMYOT AiNbHULI ANTeka
"HauioHanbHa FoMeonaTnyHa
Cninka"Nel gnsa A®l Ignatia
1000CH. 3MiHu | TUny - 3MiHK 3
akocTi. A®l. BupobHuuTBO.
3MiHa BUpOGHMKa
BVIXiZHOr0/NMPOMiXHOr0
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci AdDl, abo
3MiHa BMPOGHMKa (BKTOHa0uM,
e HeobxigHo, micue
NpPOBefEeHHS KOHTPOJIO AKOCTI)
A®I (3a BigcyTHOCTI
cepTudikara BiANoOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPMKEHOMY JOCHE)(iHLLi
3MiHW) - NepeHeceHHs
BMPOGHMYOT AiNbHULI ANTeka
"HauioHasibHa foMeonaTnyHa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Cninka"Nel gnsa Adl Ignatia
30CH.
99. TA®P/TIOTAH® Kpansi o4Hi, 15 mMkr/mn; CaHTeH AT diHNAHAIA Hekctdapma AT, diHNsAHAIA BHECEHHS 3MiH 0 3a peyenmom UA/9952/01/01
no 0,3 Mny THbumk- DiHNAHAiA peecTpauiiHux
KpanenbHuui; no 10 (BUPOBHWK mMartepianis:3MiHun | Tuny - 3mMiHW
THOOMK-KpanenbHNLb y BiANOBIAa/IbHNIA 3a woAo 6e3nekn/epekTnBHOCTI Ta
nakeri i3 dponbru; no 3 BMPOGHMLITBO in thapmakoHarnsgy. BeegeHHs
NnakeTu B KApTOHHIlA bulk, nepsuHHe Ta a60 3MiHM [0 y3arasibHeHuX
Kopoobui BTOPUHHE AaHvX Npo cuctemy
nakyBaHHS, chapmakoHarnsgy (BBefeHHs
KOHTPO/Ib AKOCTI); y3arasibHeHUX JaHuX npo
CaHTeH AT, cuctemy chapmakoHarnsgy,
DiHNAHAiA 3MiHa yNOBHOBaXeEHOT 0cobw,
(BUPOBHUK, BiANOBIAA/IbHOI 3a 34iiCHEHHS
BiANOBIAa/IbHNIA 3a hapmakoHarnsgy; KOHTakTHol
BWMYCK cepil) ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
[Nenbdina BepTtpawm, 4.¢.H.,
[OKTOP HayK. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a
thapmakoHarnag,
100. | TEMOAAN® kancynu no 20 mr; no 1 Mepk Wapn i Joym LLiBeiiuapis Bupo6bHunuTBO, PiHnaHpin/ BHECEHHS 3MiH 0 3a peyenmom UA/4893/01/02
Kancyni y cawe; no 5 I0EA Tm6X nakyBaHHA Ta Benbris peecTpauiiHnx matepianis:

abo no 20 cawey
KapTOHHIlA KopooLi

KOHTPO/Ib AKOCTI
Hepo3dacoBaHOl
npoaykKujii:
OpioH ®apma,
PiHNAHAIA;
MepBuHHA Ta
BTOPUHHA YMaKoBKa,
[03BiN Ha BUMYCK
cepii:
LWepiHr-MNnay /1a6o
H.B., Benbris;
AnbTepHaTUBHUIA

3MiHM | TUNY - 3MiHU 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Yy BUPOGHMLTBI. 3aMiHa
ab0 BBeAEeHHS 04aTKOBOI
OiNbHUL BUPOBGHULTBA A/1A
4acTVHY abo BCbOro
BMPOBGHNYOro nNpouecy rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHu)
- npuBeAeHHs hyHKLil BXe
3aTBEPAKEHOTO BUPOOHMKA
Hepo3dhacoBaHO! NPoAyKLii
OpioH ®apma, PiHAsHAIA
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npoaykuii in bulk,
nepBuHHA Ta
BTOPUHHA YMNaKoBKa,

KOHTPOJ1b AKOCTI Ta

3.2.P.7. Cuctema KoHTeiHep/
3aKynoproBasibHUiA 3acib, a came
3MiHa po3MmipiB (3arasibHoi

BMCOTW) CKIAHMX h/1aKOHIB MO

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTPO/Ib SIKOCTI: BiANOBIAHO A0 MaTepiasis
OpioH ®apma, peecTpauiiiHoro Aocbe, po3ainy
PiHNAHAIA 3.2.P.3.1. BUpo6HuK(1).
BBegeHHs 3MiH npoTsrom 3-x
MicALB Nic/a 3aTBePAXKEHHS.
101. | TEMOAAN® kancynv no 100 mr; no 1 Mepk Wapn i Joym LLisefuapis Brpo6HMUTBO, PiHnaHgia/ BHECEHHS 3MiH 0 3a peyenmom UA/4893/01/03
Kancyni y cawe; no 5 IOEA Tm6X naKkyBaHHS Ta Benebris peecTpauiiHnux maTepianis:
ab6o no 20 cawey KOHTPO/1b AKOCTI 3MiHKM | TUNY - 3MiHU 3 AKOCTI.
KapTOHHI Kopobui Hepo3chacoBaHoi [oTOBMIA NiKapcbKuii 3acio.
npoaykKujii: 3MiHM Yy BUPOGHMLTBI. 3aMiHa
OpioH ®apma, ab60 BBeieHHA 04AaTKOBOI
PiHNAHgIS; AiNbHULI BUpOGHMLTBA 4115
MepBuHHa Ta 4acTVHM abo BCbOro
BTOPWHHA yNakKoBKa, BMPOGHMYOro NpoLecy rotoBoro
[03BiN Ha BUMYCK nNiKapcbKoro 3acoby (iHLi 3MiHN)
cepii: - NpuBeAeHHS hyHKLIl BXe
LepiHr-Mnay Na6o 3aTBEPKEHOr0 BUPOGHMKA
H.B., Benbris; Hepo3dacoBaHoi NPOAYKL;i
AnbTepHaTVUBHUIA OpioH dapma, PiHNAHAA
KOHTPO/Ib SIKOCTI: BiANOBIAHO 0O MaTepianis
OpioH ®apwma, peecTpauiiHoro Aocbe, po3ainy
DiHNAHAiA 3.2.P.3.1. Bupo6Huk(1).
BBefeHHs 3MiH NpoTAroMm 3-x
MicsILiB NicNs 3aTBEPAKEHHS.
102. | TEPBIHA®IHY MOPOLLIOK (Cy6CcTaHuis) y Yemo l6epika, C.A IcnaHis Kimika CiHTeTika, IcnaHis BHECEHHS 3MiH [0 - UA/13101/01/01
rigPoxnorPug noaBiliHMX C.A. peecTpauinHux
nonieTuIeHoBMX marepianis:3miHu | Tuny -
nakeTtax Ans nofaHHA OHOB/IEHOTO
hapMaLeBTUYHOIO cepTudikara BiZNOBIAHOCTI
3aCTOCYyBaHHA €Bponeiicbkin hapmakonei Ne
R1-CEP 2012-269-Rev 01 gnisa
A®I. Ak Hacnigok, BUNyYeHHs
I3NYHNX XapaKTePUCTUK 3
po3ainy «Cneumndikauis», a
came: «O6beMHasi MIOTHOCTb,
«[NOTHOCTb YN/IOTHEHHOTO
maTtepuana» Ta «Pasmep
YyacTuu»; 3mMiHM B MeToauui 14-
CneKTpoMeTpisA AN NoKasHUKa
«lpgeHTudikayis»
103. | YMKA/IOP® PO34MH OpasibHWiA; no 20 [Loiiue Xomeonari- HimeuunHa | [p. Binbmap Lsa6e HimeuunHa BHECEHHS 3MiH [0 6e3 peyenma UA/6691/01/01
M1 a6o no 50 mny YHioH AXY- m6X i Ko. KT, peecTpauiiHnx
dhnakoHi; no 1 dpnakony ApuHaiimiTTens HimeyunHa mMartepianis:3MiHu | Tuny -
B KAPTOHHIlA KOPOGL v6X & Ko.KI (BPO6HMLTBO BHECEHHS 3MiHW A0 po3giny
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUMYCK cepiit); Ap.
Binbmap LUBa6e
m6X i Ko. KT,
Himeuunna
(nepBuHHa Ta
BTOPUHHA YNaKoBKa)

50 mn, 6e3 3MiHK siKicHoro abo
KinibKicHOro cknagy
nakyBaslbHOro Matepiany;
3anponoHoOBaHo: 3arasibHa
Bucora 90,2 — 91,8 mm

104.

YMNENBA CIAT.
NEKA

Kpanni opasibHi, no 30
mn, 50 Mn 'y donakoHi 3
KpanenbHUM
nosaropowm; no 1
h/1aKoHY B KapTOHHii
ynakoBLi

MEKAHA
HATYPXAWIBMITT
ENb rm6X

HimeyunHa

MEKAHA
HATYPXAUIBMITT
ENb Mm6X

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3MiHu | Tuny - 3MiHW
woAo 6e3snekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkiovyarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6u
3asBHVKa, BigNoBigaIbHOT 3a
chapmakoHarnsg, B Ykpaii.
MponoHoBaHa pepfakuis: Cyxix
IpuHa MuxaiinisHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0co6u 3asBHKKa, BigNoBiAa/IbHOT
3a hapmakoHarnag B YkpaiHi

6e3 peyenma

UA/16025/01/01

105.

DAPMATEKC

Cyno3uTopii BariHabHi
no 18,9 mr, no 5
cynosuTopiiB y 6aicTepi,
no 1 a6o no 2 6nictepu
B KapTOHHIi Kopo6Lyi

Na6opaTopis
IHHOTEK
IHTepHacbiioHasb

®paHuin

IHHOTepa LUys3i,
®paHuia (BUPOOHUK,
BiANOBIAaIbHNIA 3a
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); tOHiTep
Niksig,
MaHydekuypiHr,
®paHLis (BUPOBHUK,
BiAnoBiganbHUIA 3a
BMPOGHMLTBO in

PpaHuis

BHECEHHS 3MiH [0
peecTpauinHux
mMarepianis:3miHu | Tuny - 3MiHN
3 AKoCTi. F0TOBWIA NiKapCbKuii
3aci6. KoHTposb rotoBoro
NiKapcbKoro 3acoby - OHOB/IEHHSI
BXe 3aTBepAKeHNX MeTofiB
KOHTPOJIH0 SAKOCTi NiKapCbKOro
3acoby, a came: BUKIaAEeHHS
TEKCTY [ep>XXaBHO MOBOIO
3riJHO CyYacHUX BUMOT; 3MiHWU |
TUMY - 3MiHW Woa0

6e3 peyenma

UA/1340/03/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

106.

®EHICTUN

bulk, nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b cepii)

6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnagy - BHECEHHs!
3MiH [0 po3giny “MapkyBaHHS".
3anponoHoBaHo: MapKyBaHHS.
3rifiHO 3aTBEPAXEHOrO TEKCTY
MapKyBaHHS

107.

EMYNbCIA

DJIAMIAP CINAT.

emynbCis HawwkipHa 0,1
%; no 8 MmN y hnakoHi 3
KY/TbKOBUM
annikaropom; no 1
(h/1aKOHY B KapPTOHHii
Kopobui

I"CK KoHcblomep
Xernckep C.A.

LLiBefiuapis

'CK KoHcblomep
Xenckep C.A.

LBeiiuapis

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3minu | Tuny -

Lito40i pevyoBuHN METOAO0M
BEPX 3 BMKOpyCTaHHAM
[eTeKTopy Ha AioAHIn maTpuli,
K 6iNbLU TOYHOT METOAUKM, LLO
MOXe NPOBOAUTUCH NapasienibHoO
3 igeHTndikauieto; 3MiHu | Tuny -
[LOMOBHEHHS creuudikavii
[04aTKOBUMMW HOPMammn BMICTY
npoaykTiB Aerpagalii, a cave:
OVMeTUHAEHY i3omep 1,
OVMETUHIEHY i3oMep 2, cyma
i30MepiB AUMETUHAEHY, iHLUi
HecneungidHi NpoayKTn
Jerpagauii iHguBigyasbHO, cyma
npoaykTiB Aerpagauii y
Bi4NOBIAHOCTI 4O KEPIBHULTB
ICH; 3MiHn | TURY - BUganeHHs
nokasHuky "3anax" 3i
cneumdikaLlii, OCKiNIbkv gaHuii
NOKa3HWK He BN/IMBAE Ha AKICTb
Ta 6e3neyHicTb NikapcbKoro
3acoby; 3MiHu | Tuny - 3amiHa
MeToAuK ideHTudikauji,
KiNIbKICHOTrO BU3HAYEHHA Ta
BU3HAYEHHS [OMILLIOK
OVMEeTUHAEHY maneaTy,
6eH3110BOr0 CNNPTY,
6eH3aNKoHiIo xnopuagy Ta
BYTUArAPOKCUTONYONY.
PepakuiiiHi npaBku MeToauk

BUNPO6YBaHHA pH Ta B’A3KOCTI.
3amiHa MeToAMK Ha Taki, Lo €
6inbLL pobacTHUMK,
npuAATHUMKN ONS AOCNIfKEHb
cTabinbHOCTI Ta Wo
BiAnoBigaTb kepiBHULTBaM ICH

[opasaHHsA apyrol igeHTudikauii

6e3 peyenma

UA/13867/01/01

Ma3b Mo 35 ry 1y6i B

NMEKAHA

HimeyunHa

MEKAHA

LseiiLapis

BHECEHHS 3MiH Ao
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UA/16201/01/01




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NEKA

KapTOHHI ynakoBsL,i

HATYPXAUIBMITT
ENb rm6X

HATYPXAUIBMITT
ENb rm6X

peecTpauiiHnx
mMartepianis:3MiHu | TUny - 3MiHW
oo 6e3nekn/epekTnBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[AaHvX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa ANA 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6u
3asBHVKa, BigNoBigabHOT 3a
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepfakuis: Cyxix
IpyHa MuxaiinisHa. 3MiHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0ocobu 3asiBHUKA, BiANOBIAa/IbHOI
3a hapmakoHarnag B Ykpaii

108.

XENMNEKC®
AHTUKONA HEO

MOPOLLIOK ANt
OpasIbHOr0 PO3YMHY 3
JIMMOHHMM CMakoM Mo 4
I NOPOLLKY B caLle; no
10 calle B KapTOHHiiA
Kopobui

TOB "Mosi Xenc"

YKpaiHa

BMPOGHULITBO 3a
MOBHWM LMK/IOM:
Annekc ®apma CA ,
LLiBeiuapis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHsa: Jlamn
CaH Mpocnepo
CIA, lTanis

LLiBefuapis/
ITanisa

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
3 AKoCTi. F0TOBWIA NiKapCbKuii
3aci6. KoHTposb rotoBoro
nNiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNpPoGyBaHHSA
roTOBOrO NiKapCbKOro 3acoby
(iHwWi 3miHW y MeTogax
BMNpOGYBaHb (BK/IKOYaK4M
3aMiHy ab0 JOMOBHEHHSA)) -
BHECEHHS He3HauYHVX 3MiH A0
MEeTOAMKM KiNIbKiCHOro
BU3Ha4YeHHs APl meTogis
KOHTPOJHO SIKOCTi FOTOBOro
nikapcbKkoro 3acoby

6e3 peyenma

UA/15354/01/01

109.

XEJ/IMEKC®

MOPOLLOK ANs

TOB "Mosi Xenc"

YKpaiHa

BYPOBHMUTBO 3a

LLiseiuapis/

BHECEHHS 3MiH Ao

6e3 peyenma

UA/15355/01/01

117




n/n

Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AHTUKONA HEO

OpasIbHOTO PO3YNHY 3
Ma/IMHOBMM CMaKOM; Mo
4 1 NOPOLLKY B calle; no
10 cawe B KapTOHHIiA
KopoobLi

MOBHVM LVIK/IOM:
Annekc ®apma CA ,
LBeliuapis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs: Jlamn
Can lNMpocnepo
CIA, Itanisa

ITanis

peecTpauiiHnx
mMartepianis:3MiHu | TUny - 3MiHW
3 AIKOCTi. FOTOBUIA Nnikapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKkoro 3acoby. 3miHa y
mMeTofax BUNPo6yBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHK y meTogax
BMNPOGYBaHb (BK/IKOYAOYM
3aMiHy abo JOMNOBHEHHS)) -
BHECEHHS He3HaYHWX 3MiH A0
METOANKM KiTbKICHOTo
BM3Ha4YeHHs1 A®| meTogis
KOHTPO/II0 SKOCTi FOTOBOTO
nikapcbKkoro 3acoby

110.

XENMNEKC®
AHTUKONA HEO
MAKC

NOPOLLIOK A/1A
OpasIbHOTO PO3YUHY 3
JNIMMOHHMM CMakKoMm o 4
I NOPOLLKY B calue; no
10 calle y KapTOHHil
nauuj

TOB "Mosi Xenc"

YKpaiHa

Annekc ®apma CA

LBeiiuapis

BHECEHHS 3MiH [0
peecTpauiiHux
marepianis:3miHu | Tuny - 3MiHN
3 AKOCTi. F0TOBWIA NiKapCbKuii
3aci6. KoHTposb rotToBoro
niKapcbKoro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA
roTOBOrO NiKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax
BMNpOGYBaHb (BK/IKOYaK4YM
3aMiHy abo JOMOBHEHHSA)) -
BHECEHHS He3HauYHVX 3MiH A0
MEeTOAMKM KiNIbKiCHOro
BM3HAYeHHA napaueramony i
KiNIbKICHOTrO BU3HAYEHHS
NeBOLETUPU3NHY
avrigpoxnopugy Ta
deHinedpuHy rigpoxiopuay
MeTOAjB KOHTPO/O AKOCTI
roTOBOrO NiKapCbKOro 3acoby

6e3 peyenma

UA/16014/01/01

111.

XENMNEKC®
AHTUKONA HEO
MAKC

NOPOLLIOK A/1A
Opa/IbHOTO PO3YNHY 3
Ma/IMHOBMM CMakoM Mo
4 T NOpPOLLKY B calle; no
10 cawle y KapTOHHil
nauui

TOB "Mosi Xenc"

Ykpaina

Annekc ®apma CA

Llseiiuapis

BHECEHHS 3MiH 40
peecTpauiiHux
mMartepianis:3aMiHun | Tuny - 3mMiHW
3 AKOCTi. F0TOBWIA NiKaPCbKNii
3aci6. KOHTponb rotoBoro
niKkapcbKoro 3acoby. 3miHa y
mMeTodax BUNPO6yBaHHSA
roTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHM y meTogax
BMNpOGYBaHb (BK/IOYa4n
3aMiHy abo [OMNOBHEHHS)) -
BHECEHHS He3HaYHMX 3MiH A0

6e3 peyenma

UA/16015/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
METOAMKM KiNIbKiICHOro
BM3HAYeHHA napaueramony i
KifIbKICHOrO BU3HAYEHHS
NeBOLETUPU3NHY
avrigpoxnopugy Ta
deHinedpuHy rigpoxnopuay
MeTOZjB KOHTPOJO AKOCTI
roTOBOrO J1iKapCbKOro 3acoby
112. | LEE®ENIM ACTPA MOPOLLIOK A1 PO3UMHY TOB "AcTpacapm" YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/18635/01/01
ONs iH'ekuin no 500 wr, "ACTPA®APM", peecTpauiiHux
oNakoH 3 NMOPOLLUKOM; MO YKkpaiHa (nakyBaHHs mMartepianis:3MiHu | Tuny -
1 a6o no 10 dnakoHiB y i3 chopmu in bulk BHECEHHS He3HauYHVX 3MiH A0
KapTOHHIA KopoobLi HCIC Xebeii MeTogiB Bunpo6ysaHHs 13 3a
XyaMiH nokasHvkamu "lMoBHoTa
dapmacbioTikan PO3UMHEHHS Ta NPO30PICTb
KomnaHi flimites, po3unHy”, "N-MeTtunniponigny®,
Kutaii) "CynpoBiZHi AOMiLLKN",
"Op[HOPIAHICTL f030BaHNX
oAnHMLE", "KinbKicHe
BM3HAYeHHs Ledenimy”
113. | LLEE®ENIM ACTPA MOPOLLIOK A1 PO3UUHY TOB "AcTpacapm” YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 3a peyenmom UA/18635/01/02
ONs iH'exuii no 1000 wmr, "ACTPA®APM", peecTpauiiHux
pNakoH 3 MOPOLLUKOM; MO YKkpaiHa (nakyBaHHs mMartepianis:3MiHu | Tuny -
1 a6o no 10 dnakoHiB y i3 chopmu in bulk BHECEHHS He3HauYHVX 3MiH A0
KapTOHHIlA KopoobLi HCIC Xebeii MeTogiB Bunpo6yBaHHs 13 3a
XyaMiH nokasHvkamu "lMoBHoTa
dapmachbtoTikan PO3UYMHEHHS Ta MPO30PICTb
Komnawi flimites, po3unHy”, "N-MeTunniponiguH",
Kutaii) "CynpoBiZHi fOMiLLKN",
"O[HOPIAHICTL f030BaHNX
oanHnu", "KinbkicHe
BM3HAYeHHs uedenimy"
114. | UEDOPT NMOPOLLOK AJ/15 PO3UNHY AHTUBIOTUKIN CA PymyHis BTOPVIHHE PymyHis/ BHECEHHS 3MiH 0 3a peyenmom UA/18819/01/01
Ans iH'exuii abo iHdy3iit nakyBaHHs, Kutai peecTpauiiHux maTepianis:
no 1rno1a6ono 10 TeCTyBaHHs, BUMYCK 3MiHW | TUNY - 3MiHK 3 SKOCTI.
(pNaKOHIB Y KapPTOHHIA cepi: oTOBMIA Nikapcbknii 3aci6.
nauui AHTUBIOTUKW CA, 3MiHM Yy BUPOBGHMLTBI. 3aMiHa
PyMyHis; a60 BBeAEHHA [04aTKOBOI
BUPOGHMLTBO OiNbHULI BUPOGHNLTBA A4/15

KiHLLeBOro nNpoaykTy,
nepBuHHe Ta

YacTUHK a60 BCbOro
BUPOGHMYOTO MPOLIECY FOTOBOIO

BTOPVIHHE NiKapcbKoro 3acoby (ainbHMUA

nakyBaHHS: AN BTOPUHHOTO MakKyBaHHS) -

CiHochbapm XKutoH BeefieHHs [0AaTKOBOI AiNbHUL
(LLleHbYWKeH) AN BTOPUHHOTO NakKyBaHHS
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

dapmacbloTUKan
Ko., NiTg., Kutaii

CiHodhapm XKutoH (LLeHbwkeH)

dPapmacbioTukan Ko., /ita. Nel6
NaHbugiHb lny 30Ha “Xaii-Tek”,

l'yaHnaH, HoBwii paiioH floHrya,
LeHbYxeH, NyaHayH, 518110,

KuTaii/ Sinopharm Zhijun

(Shenzhen) Pharmaceutical Co.,
Ltd., Ne16, Lanqging Yilu, Hi-Tech
Zone, Guanlan, Longhua New

District, Shenzhen, Guangdong,

518110, China

115.

LE®TA3NIUM

MOPOLLIOK A1 PO3UNHY
ONs iH'exuin no 1000 mr
no 1 a6o 10 hnakoHis 3
MOPOLLKOM Y KapTOHHiIl
Kopobui

IDKEHO®APM NT[,

Benuvka
BpuTaHis

HCIC Xebeit
XyamiH
dapmachbioTikan
KomnaHi Mlimiteq

Kutai

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3MiHun | Tuny - 3mMiHW
3 AKOCTi. F0TOBWIA NiKaPCbKNii
3aci6. 3MiHV Yy BUPOOHULITBI.
3MmiHa po3mipy cepii
(BK/IHOYAKOYUM diana3oH po3mipy
cepii) roToBOro NikapcbKoro
3aco6y (36inbLieHHa o 10 pasis
MOPIBHAHO i3 3aTBEPAXEHUM
PO3MipoM) - 36iMbLLIEHHHS
po3mipy cepii I'N3: 3 "Big MiH. 20
000 go makc. 80 000 chnakoHis"
Ha "Big MiH. 20 000 go makc.150
000 donakoHIB"

3a peyernmom

UA/17046/01/01

116.

LUNCTUHON AKYT

TabneTkn, BKPUTI
060/10HKO0, N0 15
Tabnetok y 6nictepi; no
2 6nicTepa y KapTOHHIi
Kopo6ui, no 20 TabneTok
y 6nictepi, no 2 abo 3,
abo 5 6nictepiB y
KapTOHHIA KopoobLi

LWanep & Bprommep
v6X & Ko. KI

HimeyunHa

LWanep & Bprommep
Mv6X & Ko. KI

HimeuunHa

BHECEHHS 3MiH 40
peecTpauiiHux
mMartepianis:3aMiHun | Tuny - 3mMiHW
y 3aTBEPAXEHUX MeTogax
BMNpo6yBaHb APl y 3B'A3KY 3
OHOB/IEHHAM MeToANKM 1D
805026 (BEPX) Ans B1U3HaueHHs
ad)IOTOKCUHIB; 3MiHW | TNy -
OHOBJ/IEHHSI MeTOAY
BMNPOOYBaHHA 3a/IMLLKOBOTO
PO3UMHHMKA 2-nponaHony, a
came pefakLiiiHi npaBku Ta
3MEHLLEHHS Ki/TbKOCTi TECTOBUX
PO3YMHIB; 3MiHW | TUMY -
OHOBNEHHS iHd)OopMALLii No
cknagy nokpuTTa o-lacguer
green BignosigHo sumor INCI
(MixHapoaHa HoMeHKnaTypu
KOCMETUYHWX iHFPeAiEHTIB)
rnocravasibHuKa, (3aTBepapkeHo:
O-lacguer green E 104 (5-5.5%)
+ E 132 (2.5-3%) (Aluminium

6e3 peyenma

UA/12007/01/01

120




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuK

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

117.

LUNCTO-AYPUH®

Tabnetkn no 300 mr no

Ecnapma Mrm6X

HimeyunHa

ApsaHc ®apma

HimeuunHa

hydroxide based lacquer of the
mixture from Quinoline yellow E
104 and Indigo carmine E 132);
3anponoHosaHo: O-lacguer
green Quinoline yellow E 104
(5%)+Indigo carmine E 132 (3%)
+ Aluminium hydroxide (92%)
oHoBneHo p. 3.2 P. 4.1,
OHOBJ/IEHI fjaHi Bif BUPOBHWKIB
[OMOMIKHUX PEYOBWH NTaKTO3M
MOHoOrigpat Ta mMarHito cteapart.
3MiHM BHeceHi y po3gin "Ckniag”
(BONOMDKHI peYOBUHM) B
IHCTPYKUiO AN MeguyHoro
3aCcTOCYyBaHHS NikapCbKoro
3aco06y; 3MiHW | TUnYy - 3MiHK Y
3aTBEPMKEHNX MeToAax
BMNpobyBaHb A0MNOMDKHOT
PeyoBWHKM, a came 4718 NMOKPUTTS
o-lacguer green, oHOBNIEHO OnNMC
Ta BK/IIOYEHO J04aTKOBY
iHchbopmawuito (peareHTn) 3aans
NOBHOTU iHGhopMaLii

10 TabneTok y 6nicTepi;
no 2 abo no 6 6nictepis
Y KapTOHHIl kopoobui

'mM6X, HimewunHa
(BUPOBHMLTBO
Hepo3acosaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUMYCK cepii);
ecnapma dapma

Cepsices 'M6X,
HimeuunHa

(BTOPUHHE
nakyBaHHs); ®apma

BepHirepoge MvbX,

Himeyunna

(KOHTPO/b SIKOCTI)

BHECEHHS 3MiH 0
peecTpauiiHux
mMartepianis:3MiHu | Tuny - 3MiHW
woAo 6e3snekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U

3asBHVKa, BigNoBiAaIbHOI 3a

6e3 peyenma

UA/13325/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsg,.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX JaHnx
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag

B.o. l'eHepanbHOro gupekropa Ainpekropary
cthapmaueBTUUHOrO 3a6e3nevyeHHA
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