MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
04.10.2017 Ne 121
Kuis

[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTiB 5, 7, 10 Ilopsaky pgep>kaBHOI peecTpaliii (TiepepeecTtpaiiii) JiKapCbKHX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).



4. KOHTpOJIb 3a BUKOHAHHAM LIbOI'0 HaKa3y ITOK/IaCTU Ha 3aCTylHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOOIN4YHUX NMPENAPATIB), AKI
BHOCATbLCA A0 AEPXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHUA

Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

04.10.2017 Ne 1214

Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeodypa Bionycky HHS1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
1. BOPTE3OMIB- niodpinizaTt 4N po3umHy TeBa I3painb AT YropwmHa peecTpadist Ha 5 pokis. 3a He nionsizae UA/16330/01/01
TEBA ONA iHeKLii no 1 mry dapmauesTikan PapmaneBTny MepioanyHICTb NoAaHHA pevuentom
donakoHi Nel IHpacTpi3 /174, HWi 3aB0Of perynsipHoO OHOBJIHOBAHOTO
TEBA 3BiTYy 3 6e3nekun
BiANoBiAHO Ao Mopsaaky
3[jiiCHEHHS Harnagy 3a
No6iYHMMM peakLismu
niKkapcbKunx 3acobis,
[103BOSIEHUX [0
MeAMYHOro 3acTOCYBaHHS,
3aTBEPKEHOr0 HaKa3oMm
MO3 Big 27 rpyaHs 2006
poky Ne898,
3apPeEcTpoBaHoOro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciuns 2007
poky 3a Ne73/13340,
CTaHOBWTb: BigMNOBIAHO A0
nepioguyYHOCTI CKNafaHHs
perynsipHo OHOB/IHOBAHOTO
3BITYy 3 6e3nekn
nNiKapcbKoro 3acoby,
[103BO/IEHOTO [10
MeAMYHOro 3acTOCYBaHHS,
Ha LeHTpasIbHOMY piBHI.
2. FIAPOKCUETW/IKP | nopouok (cybcTaHuis) y Yengy Bougssa Kutai Yenay Boussa Kutan peecTpauif Ha 5 pokis - He nidnsizae UA/16331/01/01
OXMA-b 130/0,4 naketax dapmacbloTikan dapmacbloTika
nonieTuneHoBux A5 Ko., 14, n Ko., Nita.
dhapmaLeBTUYHOrO
3aCTOCyBaHHSA
3. FIAPOKCUETW/IKP | nopouuok (cybeTaHuis) y YeHnay bouzs Kvtaii Yenay bougs KnTaii peecTpauist Ha 5 pokis - He nionsizae UA/16332/01/01
OXMA/b 200/0,5 nakeTax dapmacbloTikan dapmachbloTika
nonieTMNeHoBUX 4nsa Ko., ita. n Ko., Nl1g.
thapmaLeBTUYHOro
3aCTOCYBaHHS




4

Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
4. E®ABIPEH3 nopoLwok (cybcTaHuis) y BE3 dapmaxem XopBarTis Naypyc Na6e IHAjs peecTpauis Ha 5 pokis - He nidnsizae UA/16333/01/01
noAgiliHnx 4.0.0. NimiTen
nonieTuneHoBmx
naketax gns
thapmaLeBTUYHOro
3aCTOCYyBaHHSA
5. IHCBALA Tabnetkv no 1 mr Ne 30 IHCYDAP Benuka PuBodpapm CA LLiBeiuapis peecTpauist Ha 5 pokis 3a He nidnsizae UA/16334/01/01
(15x2), Ne 60 (15x4), Ne NABOPATOPI3 BputaHis peuenmom
90 (15x6) y 6nicTepax NIMITEQ
6. IHPOPC TabneTku, BKpUTI KcaHTic ®apma Kinp CaHeka CnoBaubka peecTpauis Ha 5 pokiB. 3a He nidnsizae UA/16335/01/02
NNiBKOBOIO 060/I0HKOIO, Nimiten $apmacbloTika Pecny6nika 3060B’'sA3aHHA Npu BUAadi peuenmom
no 100 mr Ne4 (4x1), n3 AT peecTpadiiHoro

Ne10 (10x1), Ne8 (4x2),
Ne20 (10x2), Ne12 (4x3)
y 6nictepax

NOCBIAYEHHS iICHYIOTb —
HafaHHA feTasbHOro
onucy cuctemu
ynpaBAiHHA pUsnKammn y
BUINAAI N1aHy ynpasiHHA
pu3unkamu go 30.10.2017
BifNOBIAHO A0 MiAMNYHKTY
1.8.2 nyHkTy 1.8 pogartky 5
Mopsaky npoBefeHHs
eKcnepTusmn
peecTpauiiHnx Matepianis
Ha nikapcbki 3acobwm, Wwo
noJalTbCA Ha AepXaBHyY
peecTtpadito
(nepepeecTpauito), a
TaKoX eKCrnepTu3mn
mMartepianis NPo BHECEHHS
3MiH [0 peecTpavyiiiHnX
martepianis NPOTArom Aji
peecTpadiiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOIO HakasoMm
MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy
MO3 Bif 23.07.2015 Ne
460).
MepioAnYHICTb NOAAHHS
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3nekun
BiAnoBigHo Ao Mopsaky
34iiCHeHHA Harnagy 3a
NoGiYHMMM peakLisMu
niKapcbKknx 3acobis,
[03BOSIEHUX [0
MeJMYHOr0o 3aCTOCYBaHHS,
3aTBEPKEHOr0 Hakasom
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep

peecmpayitiHo2o

noceio4eHHs

MO3 Big 27 rpyaHsa 2006
poky Ne898,
3apPeEcTpoBaHoOro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciuns 2007
poky 3a Ne73/13340,
CTaHOBWTb: BigMNOBIAHO A0
nepioguyYHOCTI CKNafaHHs
perynsipHo OHOB/IHOBAHOTO
3BITYy 3 6e3nekn
nikapcbkoro 3acoby,
[103BO/IEHOTO [10
MeAMYHOro 3acTOCYBaHHS,
Ha LeHTpasIbHOMY piBHI.

IHOOPC

TabneTkn, BKPUTI
NNiBKOBOIO 060/I0HKOI0,
no 50 mr Ne4 (4x1), Ne10
(10x1), Ne8 (4x2), Ne20
(10x2), Ne12 (4x3) y
6nictepax

KcaHTic ®apma
Nimiteq

Kinp

CaHeka
dapmacbloTika
n3 AT

Cnosaubka
Pecny6nika

peecTpadist Ha 5 pokis.
30608B’s13aHHA Npy BuAAYi
peecTpadiiiHoro
NOCBIAYEHHS ICHYIOTb —
HafaHHA AeTasIbHOro
onuncy cuctemmn
ynpaBniHHA pUsnkammn y
BWUINAAI N1aHy ynpaBaiHHA
pu3snkamu go 30.10.2017
BIAMOBIAHO A0 MiANYHKTY
1.8.2 nyHkTy 1.8 fopatky 5
Mopsiaky NpoBeAeHHS
ekcnepTusmn
peecTpauiiHnx mMatepianis
Ha nikapcbki 3acobu, LWo
noAalTbCs Ha AepXasHy
peecTpadiito
(nepepeecTtpadito), a
TaKoX eKkcnepTusmn
marepianiB Npo BHECEHHS
3MiH O peecTpaviiiHx
marepianis NpoTArom gii
peecTpaujiiHoro
NOCBIJYEHHS,
3aTBEPKEHOIO Haka3oM
MO3 Bif 26.08.2005 Ne
426 (y pefakuii Hakazy
MO3 Big 23.07.2015 Ne
460).
MepioAnyHICTb NOAAHHSA
perynisipHO OHOBJIOBAHOIO
3BITYy 3 6e3neku
BignosigHo o Mopsaaky
3iiCHEHHS Haragy 3a

3a
peyerimom

He nionsieae

UA/16335/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
NoGIYHMMU peakLismu
nikapcbKux 3acobis,
[03BOMIEHNX A0
MeAMYHOro 3acTOCYBaHHS,
3aTBEPAKEHOrO Haka3oMm
MO3 Big 27 rpyaHa 2006
poky Ne898,
3apeECcTPoBaHOro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyHs 2007
poky 3a Ne73/13340,
CTaHOBWTbL: BifNOBIAHO 4O
nepioguYHOCTI CknagaHHs
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3nekun
nikapcbKkoro 3acoby,
[103BOSIEHOTO 0
MeJMNYHOro 3aCTOCyBaHHS,
Ha LeHTpa/IbHOMY piBHi.
8. KANIKO DL- KpucTanivyHmii NopoLIoK ®/IAMMA C.n.A. ITania STAMMA ITania peecTpauis Ha 5 pokis - He nidnsizae UA/16336/01/01
ACIMAPTAT (cybeTaHuis) y C.n.A.
noaBIHNX
NoNieTUNEHOBUX MiLLIKaxX
0n5 hapmaLeBTUUHOTO
3aCTOCyBaHHSA
9. MATHIKO DL- KpUcTanivyHmii NopoLIoK ®/IAMMA C.n.A. ITania S/TAMMA ITania peecTpauist Ha 5 pokis - He nionsizae UA/16337/01/01
ACMAPTAT (cybeTaHuis) y C.n.A.
noABIAHNX
NonieTUNEHOBUX MiLLIKaxX
0n5 hapMaLeBTUUHOTO
3aCTOCyBaHHSA
10. HATPIO nopoLuUok (cybcTaHuis) y ToBapucTBo 3 YkpaiHa EdEMCi Hopseris peecTpaujis Ha 5 pokis - He nionsizae UA/16338/01/01
ANbIrIHAT naketax nanepoBux 3 06MEXEHO BiolMonimep
BHYTPILLHIM LLapoM BiANOBIAA/IbHICTIO AC
nonieTuneny ans "papmMaLeBTUYHa
hapmaueBTUYHOIO KOMNaHis
3acToCcyBaHHsA "3n0pos'a”
11. NEPUHAONPUNI Tabnetku no 10 mr/5 mr TOB «TeBa Ykpaina AT YropwumHa peecTpaList Ha 5 pokis. 3a He nionsizae UA/16339/01/02
AMNOAUNIH-TEBA | Ne30 y KoHTeliHepi YKpaiHa» PapmaneBTUy MepioanyHICTb NOAaHHSA peyenmom
HWiA 3aB0f, perynsipHo OHOBJIOBAHOIO
TEBA 3BITY 3 6e3neku

BignoBigHo Ao Mopsaky
3[iACHEHHS
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
370pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakazy
MiHicTepcTBa 0XOpOHU
340pO0B’sA YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnuMu y
nepioguYHOCTI NoAAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

12.

neEPuHAoONPUNI
AMNIOAUNMIH-TEBA

Tabnetkn no 10 mr/10 mr
Ne30 y KoHTelHepi

TOB «TeBa
YkpaiHa»

YKpaiHa

AT
PapmaneBTny
HWIA 3aBO,
TEBA

YropLmHa

peecTpadist Ha 5 pokiB.
MepioAnyHICTb NOAAHHS
perynsipHo OHOBJIIOBAHOTO
3BiTYy 3 6e3nekun
BiANoBiAHO Ao Mopsagky
3iicCHeHHs
thapmakoHarnagy,
3aTBEPIKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHHU
3[0pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHU
300pOoB’sA YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He nionsieae

UA/16339/01/03

13.

AEPUHAONPUNI
AMNIOAUNIH-TEBA

Tabnetkn no 5 mr/5 mr
Ne 30 y KoHTeliHepi

TOB «TeBa
YkpaiHa»

YKpaiHa

AT
PapmaneBTny
HWIA 3aBOf,
TEBA

YropLimHa

peecTpaList Ha 5 pokis.
MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun
BiAnoBigHo Ao Mopsaky
3iiCHEeHHS
thapmakoHarnagy,
3aTBEPIXEHOr0 HakasoMm
MiHicTepcTBa OXOpPOHU
37,0p0B’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3a
peyenmom

He nionsieae

UA/16339/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsio4eHHs1

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakazy
MiHicTepcTBa 0XOpOHU
340pO0B’sA YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnuMu y
nepioguYHOCTI NoAAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

14.

neEPuHAoONPUNI
AMNIOAUNMIH-TEBA

Tabnetkn no 5 mr/10 mr
Ne30 y KoHTelHepi

TOB «TeBa
YkpaiHa»

YKpaiHa

AT
PapmaneBTny
HWIA 3aBO,
TEBA

YropLmHa

peecTpadist Ha 5 pokiB.
MepioAnyHICTb NOAAHHS
perynsipHo OHOBJIIOBAHOTO
3BiTYy 3 6e3nekun
BiANoBiAHO Ao Mopsagky
3iicCHeHHs
thapmakoHarnagy,
3aTBEPIKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHHU
3[0pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHU
300pOoB’sA YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He nionsieae

UA/16339/01/04

15.

PEBI®®

PO34MH A5t iH'EKL No
22 wkr (6 maH MO) / 0,5
My nonepesHsLo
3aMoBHEHMX LUNpULax
Ne 3 Ta Ne 12

Apec TpeligiHr
C.A.

LLiBeiiuapis

Mepk CepoHo
C.n.A., ITanis;
Mepk CepoHo
C.A,
BiAAINEeHHS Y
M. OBGOHH,
LLIBeiiuapis

ITania/
LLiBeiuapis

peecTpaList Ha 5 pokis.
MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun
BiAnoBigHo Ao Mopsaky
3iiCHEeHHS
thapmakoHarnagy,
3aTBEPIXEHOr0 HakasoMm
MiHicTepcTBa OXOpPOHU
37,0p0B’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3a
peyenmom

He nionsieae

UA/16340/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep

peecmpayitiHo2o

noceio4eHHs

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakazy
MiHicTepcTBa 0XOpOHU
340pO0B’sA YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3
NiANYHKTOM 4 NyHKTY 2
rnasu 3 posginy V.

16.

PEBI®®

PO34mnH NS iH'EKLA no
44 wikr (12 maH MO) /
0,5 mMn y nonepefHbLO
3aMOBHEHMX LUNpULax
Ne 3 1a Ne 12

Apec TpengiHr
C.A.

LLsefuapis

Mepk CepoHo
C.n.A,, Itanis;
Mepk CepoHo
C.A,
BiAfiNeHHs y
M. O6OHH,
LLiseiuapis

ITanis/
LLiBeiuapis

peecTpadist Ha 5 pokis.
MepiognyHICTb MOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3nekun
BignoBigHo Ao Mopsaky
3[iACHEeHHS
thapmakoHarnsaay,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
340pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MinicTepcTBi tocTuLi
Ykpaiuu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
370pOB’sA YKpaiHu Big 26
BepecHa 2016 poky Ne
996), cTaHOBUTbL: 3riAHO 3
NigNyHKTOM 4 MyHKTY 2
rnasu 3 posginy V.

3a
peyerimom

He nionsieae

UA/16340/01/02

17.

DEMIHATI®

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOIO,
no 0,03 mr/3 mr Ne 28
(21+7) y 6nicTepi

dapmioHioH BCB

[esenonmMeHT
nra.

Kinp

Na6opaTopioc
JleoH ®apma,
C.A.

Icnanis

peecTpauis Ha 5 pokiB.

3a
peyenmom

He nionsieae

UA/16341/01/01

HauyanbHUK YnpaBniHHA chapmMmaleBTUYHOI
OIANBHOCTI Ta AKOCTiI (hapmaueBTUYHOT NPoAYKLUil

T.M. JIacKkoBCbKUM




NEPENIK

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

04.10.2017 Ne 1214

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hasga snikapcbko20 ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCcBIOYEeHHs
1. ANNIN® PO3YUH OJ151 iH'EKLLNA, Baiiep ®apma Al HimeuunHa BTOPWHHA HimeyunHa/ nepepeecTpawis Ha 3a peyenmom | He nidasieae | UA/12600/01/01
40 mr/mn, no 0,165 mn ynaKkoBKa, CWA HeobMeXeHWin TepMiH.
y nonepegHL0 KOHTPO/b
3arnoBHEHEHOMY cepii, MepioanyHiCTb NofaHHSA
wnpuui; no 1 wnpuuy BiANOBIga/IbHU perysiipHo OHOB/TOBAHOTO
(3anasiHomy y 6nicTep) 1 3a BMNyCK 3BiTy 3 6e3Mnekun BigNoBiAHO
Y KapTOHHIi1 ynakoBLi. cepii gns [0 Mopsaaky 3aiicHeHHs
no 0,278 mny h1aKoHiB, hapmakoHarnsgy,
CKMSAHOMY (D/1aKOHi; NO KOHTPO/Ib cepii 3aTBEPAKEHOr0 HaKa3oM
1 chnakoHy 3 ans MiHicTepcTBa OXOPOHU
hiNbTpyBasIbHO0 nonepegHL0 300pOoB’sA YKpaiHu Big 27
ronkow 18 Gy 3arnoBHEHNX rpyaHa 2006 poky Ne 898,
KapTOHHIA ynakoBLi LNpuLiB: 3apeecTpoBaHuii B
Baiep ®apma MiHicTepcTBi rocTULil
Arl, Ykpainun 19 rpyaHa 2016
HimeuuunHa, poky 3a Ne 1649/29779 (y
BepniH; pefakuii Hakasy
BiANOBIga/IbHU MiHicTepcTBa OXOPOHM
1 3a BUNYyCK 30,0p0B’sA YKpaiHu Bif 26
cepii, BepecHs 2016 poky Ne 996),
BTOPVHHA CTaHOBUTb: 3TiAHO 3
ynakoBka: ans NiANYHKTOM 3 NYHKTY 2 rnasu
nonepegHL0 3 posginy V.
3aMN0BHEHUX
LNpuLiB:
M I'peHsax
MpoayKTioHC
m6X,
HimeuuunHa;
BMPOGHMLTBO
Hepo3dgacoBa
HOT MpoAyKu,i:
PepxeHepoH
dapmacbioTika
ne, IHk., CLUA,;
nepBuHHA Ta

BTOPUHHa
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n/n

Hasga snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHSA

Homep
peecmpayjiliHo2
0 1MocBi0O4YeHHs1

ynakoBka,
KOHTpO/b
cepii:
Bettep
dapma-
PepTiryHr
v6X i Ko. KT,
HimeuuunHa;
KOHTPO/1b
cepii:
Baiiep ®apma
AT,
HimeuyuunHa,
Bynneptauib;
KOHTPO/1b
SAKOCTI Ans
(h1aKoHIB:
Baiiep ®apma
AT,
HimeuuunHa,
JleBepkyseH

BAKCIFPUM |
VAXIGRIP
CNAIT-BAKLIMHA
ans
NPODINAKTUKN
revny
IHAKTUBOBAHA
PIOKA

CycneHsis gns iH'ekujn
no 0,25 mn Nel; no 0,5
M1 Nel B nonepegHs0
3arnoBHEHMX LWnpuLax
3 NPUKPINJIEHO
rOJIKOH0

CaHodpi Mactep
C.A.

®paHuis

CaHodi
MacTtep

®paHuisa

MepepeecTpavisa Ha
HeobMeXeHni TepMiH. 3MiHK
| TMny - 3MiHK Woa0
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy.
BeeaeHHs abo 3miHun fo
y3ara/ibHeHUX JaHnX npo
cuctemy chapmakoHarnagy
(BBEAEHHS y3araslbHEHNX
AaHuX Npo cuctemy
thapmakoHarnsgy, smiHa
YNOBHOB&XEHOI 0co6U,
BiANOBiAA/IbHOT 32
3[jACHEHHS
hapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
thapmakoHarnsgy 3asBHuka
LN 30JNCHEHHS
hapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YNOBHOB&XXEHOI 0co6U,
BiANOBiAA/IbHOT 32
3[iACHEHHS
thapmakoHarnagy
(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-caina cuctemm

3a peyernmom

He nionsizae

UA/16356/01/01
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs

hapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX
yNOBHOBaXeHOT 0cobm
3asBHUKa. 3MiHa Homepa Ta
MicLie3HaxXOKeHHs macTep-
thaiina. 3miHa micus
3[iiCHEHHS] OCHOBHOI
LisiNbHOCTI 3
hapmakoHarnsagy. 3minm |
TMny - 3MiHN WoA0
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT
ANA MeuyHoro
3acToCyBaHHSA Ha nigcrasi
perynspHo OHOB/HOBAHOTO
3BiTYy 3 6e3neku Nikapcbkoro
3acoby, abo focnigxeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog,
a60 AK pe3ynbTar OLiHKM
3BITY 3 OCMIAKEHD,
npoBefieHrX BignoBigHO A0
nnaHy negiaTpuyHnx
pocnigpkeHb (PIP) (iHwi
3MiHW) - 3MiHV BHECeHOo A0
IHCTPYKUIT AN MeguuHOro
3aCTOCYBaHHS /iKapcbKkoro
3acoby Ao po3ginis
"MpoTunokasaHHsa", "Cnoci6
3acToCyBaHHA Ta fo3n",
"Oco6nuBocTi
3acTocyBaHHs", "Mob6iyHi
peakuii”, "3gaTHicTb
BN/IMBATY Ha LIBUAKICTb
peakuii npy KepyBaHHsA
aBTOTpaHcnopTom abo
HWMKY MexaHismamn”
BiANOBIAHO A0 iHchopmav,i
CTOCOBHO 6e3neku, aka
3a3HayeHa B marepianax
peecTpavuiiHoro f0chE.

3060B'A3aHHA NpU BUAAYi
peecTpauiiHoro
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n/n

Hasga snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHSA

Homep
peecmpayjiliHo2
0 1MocBi0O4YeHHs1

MOCBiJYEHHS iCHYE -
HafaHHA [JOMOBHEHHSA A0
ornagy KNiHiYHWX AaHnx Ao
30.10.2017 BignoBigHo Ao
NiANYHKTY 2.3 MYHKTY 2
popatky 15 no Mopsgky
NPOBEefieHHA ekcnepTu3n
peecTpavuiiHux maTepiasnis
Ha nikapcbki 3acobm, Lo
NoAaloTbCA Ha fepXaBHy
peecTpadito
(nepepeecTpalLito), a Takox
ekcnepTn3n marepianis Npo
BHECEHHS 3MiH [0
peecTpavuiiiHux maTepiasnis
npotsArom aii
peecTpadiiHoro
NoCBIAYEHHS,
3aTBEPAKEHOIO HaKa3oM
MOS Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big
23.07.2015 Ne 460).
MepiognyHICTb NoAaHHSA
perynspHo OHOB/HOBAHOTO
3BiTy 3 6e3Mnekun BigNoBiAHO
[0 Mopagky 34iicHeHHA
hapmakoHarnsgy,
3aTBEPAKEHOIO HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHMn Y
nepioguYHOCTI NOAAHHS
perynspHux 3BiTiB 3

6esneku.

AEKANENTUN

PO34nH A5 iH'EKLiR
0,1mr/lmnnolmny
LINpU1Li; NO 7 Wnpuyis
Y KOHTYpHili

deppiHr
IHTepHeLwHN
CeHtep CA

LLisefuapis

BignosiganbH
nii 3a
BUPOBHULTBO
roToBOro

Himeyunxa/
LLiBeiuapis

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHu
Il Tuny - 3miHN Wwoao
6e3nekn/edekTMBHOCTI Ta

3a peyenmom

He nionsieae

UA/7106/02/01
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs
YapyHKOBIl ynakoBLi; NpoayKTY, thapmakoHarnsgy. 3mMiHu y
no 1 KOHTYPHIi NepBUHHY Ta KOPOTKill XxapakTepuctui
YapyHKOBI yNakoBLi y BTOPUHHY nNiKapcbKoro 3acoby, TeKCTi
KapTOHHI/ Kopoo6Li yMakoBKy, MapKyBaHHs Ta IHCTPYKUT
KOHTpO/b ANA MeauyHoro
SKOCTi Ta 3aCTOCYBaHHSA y 3B'A3KY i3
BUMYCK Cepii: HOBMMMU JaHNMW 3 SKOCTI,
®eppiHr TM6X, LOKNIHIYHUMM, KNIHIYHUMUA
HimeuunHa; [aHUMK Ta AaHUMK 3
BignosiganbH thapmakoHarnsgy - 3miHu
nii 3a BHECEHO [0 iHCTPYKUiT ANns
BTOPVHHY MEJMYHOIO 3aCTOCYBaHHS
yNaKoBKy: npenapary Ao po3giny
deppiHr "Oco6nnBOCTI
IHTepHeLwHN 3acTocyBaHHA" BignoBigHO
CeHTtep CA, [,0 OHOBJIEHOI KOPOTKOT
Lseliuapis XapaKTepuCTUKN NiKapcbKoro

3acoby.

3060B'A3aHHA Npy BUAA
peecTpauiiHoro
NOCBIAYEHHS ICHYIOTb —
HafaHHA [JOMOBHEHHSA A0
ornagy KNiHiYHWX AaHnx Ao
30.10.2017, BignoBigHo 8o
NiANYHKTY 2.3 MYHKTY 2
popatky 15 no Mopsgky
NpOBefieHHA ekcnepTu3n
peecTpavuiiHux maTepiasnis
Ha nikapcbki 3acobwm, Lo
NoAaloTbCA Ha fepXKaBHy
peecTpadito
(nepepeecTpalLito), a Takox
ekcnepTu3n marepianis Npo
BHECEHHS 3MiH [0
peecTpavuiiiHux maTepiasnis
npotsArom aii
peecTpadiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOIO HaKa3oM
MOS Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big
23.07.2015 Ne 460).
MepiognyHICTb NofaHHSA
perynspHo OHOB/HOBAHOTO
3BiTy 3 6e3Mnekun BigNoBiAHO
[0 Mopagky 34iicHeHHA
dhapmakoHarnsgy,
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n/n

Hasga snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHSA

Homep
peecmpayjiliHo2
0 1MocBi0O4YeHHs1

3aTBEPPKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pegakuii Hakasy
MiHicTepcTBa OXOPOHM
30,0p0B’s YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3TiAHO 3
NignNyHKTOM 3 MYHKTY 2 rnasu
3 posginy V.

AVNKNO®EHAK-
BIONIA

renb1%no40ry
Ty6ax; no40ry
Ty6ax; no 1 Ty6i B
naui

MpAT
PapmaueBTMYHa
(pabpuka "Biona"

YkpaiHa

MpAT
®PapmaueBTny
Ha habpuka
"Biona"

YkpaiHa

nepepeecTpaujis Ha
HEeobMeXeHuit TepMiH
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKIil xapaktepucTumui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT
015 MenyHOro
3aCTOCYyBaHHSA
reHepuYHMX/ribpuaHux/6iono
AI6HUX nikapcbknx 3acob6is
nicna BHeCeHHs Tiel camoi
3MiHV Ha pechepeHTHWi
npenapar (3miHa He
notpebye HaflaHHS XOAHUX
HOBWX A0AATKOBMX JaHWX)
(3miHn BHECEHO A0
IHCTPYKLi 415 MeguyHoro
3acTocyBaHHA npenapary Ao
po3ginis "®apmakonoriyHi
BnacTmsocTi", "MokasaHHA
"(YyTOYHEHHS
iHcpopmauii),"MpoTunokasaH
HA", "OCco6MBOCTI
3acTocyBaHHs","3acTocyBaH
HS y nepiof BariTHocTi abo
rogyBaHHs rpyaat”, "Cnocié
3acTocyBaHHsA Ta
[031"(YTOUYHEHHSA
iHcbopmauyi), “ditn",
"Mepepo3ysaHHA"
BiANOBIAHO A0 iHhopmavi

6e3 peyenma

nidnsieae

UA/7167/01/01




Hasga snikapcbko20
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n/n

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHSA

Homep
peecmpayjiliHo2

AIADOPMIH®

TabneTku, BKPUTI

MAT "®apmak”

pedhepeHTHOro nikapcbKoro

3acoby (BonbTapeH
emynbrenb, 1%)

MepiognyHICTb NoAaHHSA
perynspHo OHOB/HOBAHOTO
3BiTy 3 6e3Mnekun BigNoBiAHO

[0 Mopagky 34iicHeHHA

hapmakoHarnsgy,
3aTBEPAKEHOIO HaKa3oMm

MiHicTepcTBa OXOPOHU

300pOB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy

MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpaiHu Bif 26

BepecHs 2016 poky Ne 996),
CTaHOBUTb: BigMnoBigHO 40
nepiogNYHOCTI CKnafaHHsA
perynspHo OHOB/HOBAHOTO

3BiTYy 3 6e3neku Nikapcbkoro
3acoby, 403BONEHOMO A0

Me[MYHOro 3aCTOCYBaHHS,

Ha LeHTpa/IbHOMY PiBHi.

0 NMNocBI0OYEeHHS

NNiBKOBOIO
060/10HKOHD, MO

1000 wmr in bulk: no 10
TabneTtok y bnictepi;
no 100 6nicTepiB y
Kopobui

YkpaiHa

HOCB Mpaiisit
Nimiteq

IHais

MepepeecTpauis Ha
HeobMeXeHuin TepMiH

MepioanyHiCTb NogaHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3Mnekun BigNoBiAHO

[0 Mopagky 34iicHeHHA

hapmakoHarnsgy,
3aTBEPAKEHOr0 HaKa3oM

MiHicTepcTBa OXOPOHU

300pOoB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuWii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy

MiHicTepcTBa OXOPOHM
30,0p0B’s YKpaiHu Bif 26

BepecHs 2016 poky Ne 996),

He
nidnsieae

UA/11856/02/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHSA

Homep
peecmpayjiliHo2
0 1MocBi0O4YeHHs1

CTaHOBUTb: BigMnoBigHO 40
nepiogNYHOCTI CKnafaHHsA
perynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6e3neku NikapcbKoro
3acoby, 403BONEHOMO A0
MeAMYHOro 3aCTOCYBaHHS,
Ha LeHTpa/IbHOMY PiBHi.

AIADOPMIH®

TabneTku, BKPUTI
NNiBKOBOIO
o060s10HKOI0, No 1000
Mry 6nictepax, no 10
TabneTtok y bnictepi;
no 3 abo 6 6nictepis y
nauui

MAT "®apmak”

YkpaiHa

MAT "dapmak”
YkpaiHa
(nakyBaHHs i3
hopMm «in
bulk» dipmm-
BMPOGHUKaA
HOCB Mpaiisit
Nimiten, HAia)

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHuin TepMiH

MepioanyHICTb NofaHHSA
perynspHo OHOB/OBAHOTO
3BiTy 3 6€3Mnekun BigNoBigHO

[0 Mopagky 34iicHeHHA

hapmakoHarnsgy,
3aTBEPAKEHOr0 HaKa3oM

MiHicTepcTBa OXOPOHU

300pOoB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuWii B
MiHicTepcTBi rocTULil

Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y

pefakuii Hakasy

MiHicTepcTBa OXOPOHM

30,0p0B’sA YKpaiHu Bif 26

BepecHs 2016 poky Ne 996),
CTaHOBUTb: BigMnoBigHO f0
nepiogNYHOCTI CKnafaHHsa
perynspHo OHOB/IOBAHOTO

3BiTYy 3 6e3neku nikapcbKoro
3acoby, 403BONEHOMO A0
MELMNYHOro 3aCTOCYBaHHS,
Ha LeHTpa/IbHOMY PiBHi.

3a peyenmom

He nionsieae

UA/11857/02/01

E€BPOKCUM

MOPOLLIOK AJ151 iH'EKLLiIA
no 750 mr, no 1 a6o
10 donakoHiB y
KapTOHHIA KopooLi

€Bpo laiidkep
nig

Benvka
BpuTtaHis

PakTa
dapmachbHoTivi
C.n.A.

ITanisa

nepepeecTpavjis Ha
HeobMeXeHuin TepMiH
3MiHu | TUnNy - 3MiHK Woao
6e3nekun/edheKTMBHOCTI Ta
hapmakoHarnsgy.
BBegeHHs abo 3miHu A0
y3arasibHeHUX faHnx npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX
[aHuX Npo cuctemy
hapmakoHarnsgy, smiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOT 32
3[iiCHEHHS

3a peyenmom

He nionsieae

UA/12560/01/01
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs

thapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
hapmakoHarnsgy 3asBHuka
0N 30iNCHEHHST
thapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Big,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOT 3a
3[jiCHEHHS
chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsagy) (ditova
pefakuis: €sgokiMoBa
CsiTnaHa jmuTpiBHa.
MponoHoBaHa peaakuis:
Benikosa CsiTnaHa
MwuxaiiniBHa)

30608B'A3aHHA Npy BUAAY
peecTpauiiHoro
NOCBIAYEHHS iICHYIOTb -
HaJlaHHsA [LOMOBHEHHSA A0
ornagy KNiHiYHWX AaHnX Ao
30.10.2017, BignosigHo fo
NiANYHKTY 2.3 NYHKTY 2
popartky 15 go Mopagky
NpoBefeHHs ekcnepTu3n
peecTpavuiiiHux maTepiasnis
Ha nikapcbki 3acobwm, Lo
noAaloTbCH Ha AepXaBHy
peecTpadito
(nepepeecTpaluito), a Takox
eKcnepTM3n matepiasiis Nnpo
BHECEHHS 3MiH [0
peecTpauiiHux maTepiasis
npoTarom aii
peecTpauiiiHoro
NOCBIgYEHHS,
3aTBEPAXEHOr0 HaKa3oMm
MO3 Bif 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big
23.07.2015 Ne 460).
MepiognyHicTb NoAaHHA
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3Mneku BiANOBiAHO
[0 Mopsaaky 3aiicHEHHS
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Homep

n/n

Hasga snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa

HHS peecmpayjiliHo2

0 NMNocBI0OYEeHHS

ynakoska)

thapmakoHarnsgy,
3aTBEPKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
300poB’sA YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOB’s YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: BifNOBIgHO [0
nepiogNYHOCTI CKNagaHHs
perynspHoO OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun NiKapcbkoro
3acoby, [03BOIEHOMO A0
MEJMNYHOTO 3aCTOCYBaHHS,
Ha LeHTpasIbHOMY PiBHi.

3a peyenmom

He nionsieae

UA/12560/01/02

EBPOKCUM

MOPOLLIOK A1 iH'EKLLA
no 1,5 r y conakoHi, no
1 a60 10 hnakoHiB y

KapTOHHI/ KopoobLi

€Bpo Naidkep
nTg,

Benuka
BpuTtaHis

dakta
dapmacbloTivi
C.n.A.

ITanis

nepepeecTpauis Ha
HeobMeXeHuin TepMiH
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy.
BBegeHHsA abo 3MiHM A0
y3arasibHeHUX JaHnX npo
cuctemy thapmakoHarnagy
(BBEAEHHS y3aralbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0cobu,
BiANOBiAaIbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnsgy 3asBHuKa
ONA 30iACHEHHS
hapmakoHarnsgy B Ykpaii,
SIKLL0 BOHA BigMiHHA Bif
YNOBHOB&XEHOI 0cobu,
BiANOBiAaIbHOI 3a
3[iiCHEHHS
chapmakoHarnsgy
(BK/IHOYAKOYUMN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm

hapmakoHarnsay) (ditoyva
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs

pepakuisi: €BokiMoBa
CaiTnaHa AMuTpiBHa.
MponoHoBaHa pegakuis:
BenikoBa CaiTnaHa
MwuxaiinigHa)

3060B'A3aHHA Npy BUAAdi
peecTpadiiHoro
NoCBIAYEHHS ICHYIOTb -
HafaHHA [JOMOBHEHHS A0
ornsaay KNiHiYHUX aaHux o
30.10.2017, BignosigHo Ao
nignyHKTy 2.3 NyHKTY 2
popartky 15 no Mopagky
NPOBE/EHHS eKCNepTU3Mn
peecTpauiiHux maTepiasnis
Ha nikapcbki 3acobu, Lo
noAatTbCs Ha AepXasHy
peecTpadito
(nepepeecTpadito), a Takox
ekcnepTu3n marepianis Npo
BHECEHHS 3MiH [0
peecTpavuiiiHux maTepiasnis
npotsArom aii
peecTpauiiHoro
NoCBiAYEHHS,
3aTBEPKEHOIO HaKa3oM
MO3 Bif 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big
23.07.2015 Ne 460).
MepiognyHicTb NogaHHA
perynsipHo OHOB/IOBAHOTO
3BITYy 3 6e3nekun Bi4nNoBiAHO
o Mopsaky 34jiicHeHHs
thapmakoHarnsgy,
3aTBEPKEHOIO HaKa3oM
MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: BiANOBIAHO A0
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n/n

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHSA

Homep
peecmpayjiliHo2

XNBOKOCTY

nepioguYHOCTI CKNafaHHs
perynsipHo OHOB/IOBAHOTO
3BITY 3 6e3neku nikapcbKoro
3aco0y, [J03BO/IEHOrO [0
MeAMYHOro 3acTOoCyBaHHS,
Ha LeHTpasIbHOMY PiBHi.

0 NMNocBI0OYEeHHS

10.

HACTOIKA

KAMIKOP®

HacTolika no 50 mny
donakoHi; no 1
donakoHy B nauuj

kancysm no 180 mr/60

TOB "OKM
"®apmaueBTnyHa
habpuka”

TOB "OJ/10A"

YkpaiHa

TOB "[OKnM
"®apmaueBTn
YyHa habpuka”

YKpaiHa

nepepeecTpaujis Ha
He0bMeXeHW TepPMIH.

MepiognyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun BignNoBiAHO

o Mopsaaky 34jiicHeHHS

thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm

MiHicTepcTBa 0XOPOHM

30,0p0B’s YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuit
Ykpaiumn 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy

MiHicTepcTBa 0XOPOHM
300pOoB’ YKpaiHu Big, 26

BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3

nignyHKTOM 3 NYHKTY 2 rnasu

3 po3giny V.

6e3 peyenma

nidnsieae

UA/6735/01/01

Mmr, no 10 kancyny
6nictepi, no 2 abo 6
6nicTepiB y nauui 3
KapToHy

Ykpaina

AT
"OnaiiHdhapm"

Nartsia

nepepeecTpavis Ha
HeobMeXeHuit TepMiH
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKiil XxapakTepucTumui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3aCTOCyBaHHSA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO

3BiTy 3 6€3nekun Nikapcbkoro

3acoby, abo AoCiAKeHb 3
6e3nekn 3acTocyBaHHA
niKkapcbKoro 3acoby B

nicnapeecTpauiinuii nepiog,

abo Ak pesynbTar OLiHK/
3BiTY 3 LOCNIKEHD,

npoBefeHnX BiANoBiAHO A0

3a peyernmom

He nionsieae

UA/12399/01/01
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs

nnaxy negiaTpuyHnux
pocnipkeHb (PIP) (iHLwi
3MiHM) (3MiHM BHECEHO A0
IHCTPYKLi 415 MeguyHoro
3aCTOCYBaHHSA NiKapcbkoro
3acoby A0 po3ainis:
"MpoTtunokasaHHsa", "Mo6iuHi
peakuii”, "MNepeno3yBaHHs",
"Oco6nuBocCTi
3acTocyBaHHs", "B3aemopis
3 HLWMMK NiKapCbKUMU
3aco6amu abo iHLWi BUAK
B3a€EMOZ,i" BigNoBigHO A0
Marepianis peecTpauiiHoro
[0CbE)

3060B'A3aHHA Npy BUAAd
peecTpauiiHoro
NOCBIAYEHHS ICHYIOTb -
HafiaHHs AeTaslbHOro onucy
cMCTEMM ynpaBs/liHHA
pu3nkamu y BUrnsgi nnaxy
ynpaBAiHHA pu3vkamu A0
30.10.2017 BignoBigHo 80
nignyHkTy 1.13 nyHkTy 1
popartky 15 no Mopagky
NPOBE/EHHS eKCNepTUsmn
peecTpauiiHux maTepiasis
Ha nikapcbki 3acobu, Lo
noAatTbCs Ha AepXasHy
peecTpaduito
(nepepeecTpadito), a Takox
ekcnepTu3n marepianis Npo
BHECEHHS 3MiH [0
peecTpavuiiHux maTepiasnis
npotsarom Aii
peecTpauiiHoro
NoCBiAYEHHS,
3aTBEPLKEHOr0 HaKa3oMm
MO3 Bif 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big
23.07.2015 Ne 460).
MepiognyHicTb NogaHHA
perynsipHo OHOB/IOBAHOTO
3BITYy 3 6e3nekun BignNoBiAHO
o Mopsaky 34jiicHeHHs
thapmakoHarnsgy,
3aTBEPPKEHOr0 HaKa3oMm
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs
MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300poB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3
nignyHKTOM 3 NYHKTY 2 rnasm
3 po3giny V.
11. KUCNOTA MOPOLLIOK (Cy6CTaHLis) MAT "dapmax” YkpaiHa Hosauunn CAC ®paHuis nepepeecTpauis Ha - He nidnsizae | UA/12603/01/01
CANIUUNOBA y nakeTax nanepoBux HeobMeXeHnin TepMiH
KoMGiHOBaHUX abo
noslieTuNEeHoBMX oNs
BMPOGHULITBA
HecTepuIbHNX
nNikapcbkunx opm
12. KNOTPUMA3ON pO34MH Ans My6niyHe YkpaiHa My6niyHe YkpaiHa nepepeectpawis Ha 6e3 peyenma niossieae UA/1645/03/01
30BHiLLUHBOIO akuioHepHe akuioHepHe HeobMeXeHuit TepMiH
3acTocyBaHHA 1% no TOBapucTBo TOBapuCTBO 3MiHn | TURY - 3MiHK WoAao
25 mn y donakoHax ; "HaykoBo- "HaykoBo- 6e3nekn/epeKkTNBHOCTI Ta
no 25 Mn 'y dh1akoHi; BMPOGHUUNIA BMPOGHUYNIA hapmakoHarnagy. 3miHa y
no 1 donakoHy B nauui LeHTp LeHTp KOPOTKIil xapakTepucTumui
3 KapTOHY "BopLuariBcbKuii "bopLuariBcbk nikapcbKoro 3acoby, TeKCTi
XiMiKO- niA Ximiko- MapKyBaHHS Ta IHCTPYKLT
hapmaueBTUYHWi thapmavreBTuy AN MeguyHoro
3asof” HWiA 3aBoA” 3acToCyBaHHA Ha nigcrasi

perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6€3Mekun MikapcbKoro
3acoby, abo focnimKeHb 3
6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog,
a60 AK pe3ynbTar OLiHKM
3BiTY 3 LOCNIMKEHD,
npoBefeHrX BignoBigHO A0
nnaHy negjiaTpuyHnX
pocnigxeHs (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
(BHeceHi Ao iHCTpyKLii y
po3ainu "3acTtocyBaHHA Y
nepiog, BaritHocTi abo
roflyBaHHs rpyaato”,
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n/n 3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHSA

Homep
peecmpayjiliHo2

13. noronda PO34nH

PO34nH ona

"Mepepgo3yBaHHA"

3aCTOCYBaHHS Ajitloyoi
peyoBUHM)

MepiognyHicTb NogaHHA

o Mopsaky 34jiicHeHHs
thapmakoHarnsgy,
3aTBEPLKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa OXOPOHU
300poB’sA YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: BIANOBIAHO A0
nepioguYHOCTI CKNafaHHs
perynsipHo OHOB/IOBAHOTO
3BITY 3 6e3neku NikapcbKoro
3aco0y, [03BOSIEHOrO [0
MeAMYHOro 3acTOCyBaHHS,
Ha LeHTpasIbHOMY PiBHi.

BifNOBIAHO 10 OHOBJ/IEHOT
iHchopmauii Lwoao 6esnekn

perynsipHO OHOBJIOBAHOIO
3BITYy 3 6e3nekun Bi4nNoBiAHO

0 NMNocBI0OYEeHHS

30BHILUHLOTO
3acToCcyBaHHA No 25 1
y hnakoHi; no 1
donakoHy B nauui 3
KapToHy; no 251y
chnakoHax

MpAT
PapmaueBTMYHa
(pabpuka "Biona"

YkpaiHa

MpAT

®apmaueBTny

Ha habpuka
"Biona"

YkpaiHa

nepepeecTpaujis Ha
He0bMeXeHW TEpPMIH.

MepiogunyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun BigNoBIAHO

o Mopsaaky 34jiicHeHHS

thapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa 0OXOPOHM

30,0p0B’s YKpaiHu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUuiT

Ykpaiumn 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y

pefakuii Hakasy

MiHicTepcTBa 0XOPOHM

6e3 peyenma

nidnsieae

UA/8047/01/01




25

Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs
300poB’sA YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3
nignyHKTOM 3 NYHKTY 2 rnasm
3 po3giny V.
14. HATPIO ALIETAT Kpuctanm (cy6etaHuis) | MAT "Fanuudapm” YkpaiHa Op. Naynb HimeuunHa nepepeecTpaujis Ha - He nidnsizae | UA/12913/01/01
TPUTIAPAT y NOJieTUNEHOBKX JloxmaHH HeobMeXeHuit TepMiH
naketax ons M6X KI
BMPOGHULITBA
CTepu/ibHUX Ta
HecTepuIbHNX
nNikapcbkunx opm
15. MAHAHTIH KOHUeHTpaT ons BAT "TeaeoH YropwuHa BAT "TeneoH YropwmHa nepepeectpawis Ha 3a peyenmom | He nidssieae UA/7315/02/01
PO34UHy A5 iHQYy3il PixTep" PixTep" HeobMeXeHuit TepMiH

no 10 mn B amnyni, no
5 amnyn y KOHTYPHii
NNacTVKOBIli ynakoBLyj;
no 1 KOHTYpHIl
NNacTMKOBIl yNakoBLi
B KapTOHHIlA ynakoBLi

3MiHu | TMNYy - 3MiHK Woao
6e3nekn/epeKkT1BHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKIil xapakTepucTumui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT
A5 MeUyHOro
3acToCyBaHHA Ha MigcTasi
perynsipHo OHOB/IIOBAHOTO
3BITY 3 6€3Mekn MikapcbKoro
3acoby, abo focnimKeHb 3
6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog,
a60 AK pe3ynbTar OLiHKM
3BiTY 3 LOCNIMKEHD,
npoBefeHrX BignoBigHO A0
nnaHy negjiaTpuyHnX
pocnigpkenb (PIP) (iHwi
3MiHK) (3MiHN BHECeHO [0
IHCTPYKLUIT ANA MeanyHOro
3aCTOCYBaHHS liKapCbKOro
3acoby Ao po3gainis
"®apMaKonorivHi
BracTmsocTi", "B3aemogis 3
IHLIMMK NiKapCbKUMK
3acob6amu Ta iHWi Buan
B3aemogiin", "OcobnmBocCTi
3acTocyBaHHA",
"MNepepo3yBaHHA",
"HecymicHicTb" BignoBsigHO
[0 OHOBJIEHOI iHGhopMaLiT 3
6e3nekun [ityoi pevyoBuHU
NiKapcbKoro 3acoby)
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n/n

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHSA

Homep
peecmpayjiliHo2

16.

NMPOCTAME]

Tabnetkn, no 60, abo

MepiognyHICTb NofaHHSA

[0 Mopagky 34iicHeHHA
hapmakoHarnsgy,
3aTBEPAKEHOIO HaKa3oM
MiHicTepcTBa OXOPOHU
300pOB’s YKpaiHu Big 27

3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHa 2016

pepakuii
Haka3y MiHicTepcTBa

3 posginy V.

perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3Mnekun BigNoBiAHO

rpyaHa 2006 poky Ne 898,

poky 3a Ne 1649/29779 (y

OXOPOHW 340pPOB’A YKpaiHu

Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTB: 3rigHO 3
NignNyHKTOM 3 MYHKTY 2 rnasu

0 NMNocBI0OYEeHHS

17.

TPAHEKCAMOBA

120, a6o 200
Tabnetok y Ty6i; no 1
Ty6i y KapTOHHIl
Kopobui

MOPOLLIOK (Cy6CTaHLis)

[Op. M'yctaB KnsiH
v6X & Ko. KI

NAT "Tannadapm’”

HimeuunHa Ap. l'yctas

Ko. KI

Ykpaina

Knsiin Tm6X &

HimeuunHa

nepepeecTpaujis Ha
HEeobMeXeHuit TepMiH

MepiogunyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun BigNOBIAHO

o Mopsaaky 34jiicHeHHS

thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm

MiHicTepcTBa 0OXOPOHM

30,0p0B’s YKpaiHu Big 27
rpyaHa 2006 poky Ne 898
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuit
Ykpaiumn 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy

MiHicTepcTBa 0XOPOHM
300pOoB’ YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3

1

nignyHKTOM 3 NYHKTY 2 rnasu

3 po3giny V.

6e3 peyenma

He nionsizae

UA/6931/01/01

KUCNOTA

Yy [BOLLIAPOBUX
nonieTuneHoBuUx

naketax ans

XyHaH
LOHITiHr
dapmacbioTika
n Ko, fita.

Kutan

nepepeecTpauis Ha
HeoOMeXeHW TepMiH.

He nionsieae

UA/12870/01/01
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs
BMPO6HULITBA
CTepu/ibHUX Ta
HecTepuIbHNX
niKapcbknx hopm
18. ®DPAPMA30O/IH® H cnpeii HazanbHWiA, 1 MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa nepepeecTpavis Ha 6e3 peyenma niossieae UA/1881/02/01

mr/mn, no 15 mn a6o
no 20 Mn y cpnakoHi
nonieTUIeHoBOMY; No
1 donakoHy y nauui

HeobMeXeHuin TepMiH
3MiHu | TURY - 3MiHK Woao
6e3nekun/edheKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y

KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKLT
ANA MeauyHoro
3acToCyBaHHSA Ha nigcrasi
perynspHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku nikapcbKoro
3acoby, abo focniaxeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog,
a60 AK pesynbTar OLiHKN
3BITY 3 OCMIAKEHD,
npoBefieHrX Bi4NoBIAHO A0
nnaHy negiaTpuyHnx
pocnigxeHs (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom)
(3miHn BHECEHO A0
IHCTPYKLiT ANna MeguyHoro
3aCTOCYBaHHSA iKkapCbKOro
3acoby [0 po3ainis:
"PapMaKonorivHi
B/1ACTMBOCTI" (YTOUHEHHS
iHdpopmawii), "Cnoci6
3acToCyBaHHA Ta fo3n”
(yTouHeHHs iHchbopmawii),
"MpoTunokasaHHsa", "Mo6iyHi
peakuii”, "MepenosyBaHHs",

"3acTocyBaHHs y nepiog,

BariTHOCTi abo rogyBaHHs
rpyaa” (YTOUHEHHs
iHdpopmawii), "OcobnmsocTi
3acTocyBaHHS", "3aaTHIiCTb

BN/MBATY Ha LIBUAKICTb

peakuii npy KepyBaHHI
aBTOTpaHcnopToM abo

IHLIMMK MeXaHi3mamn®,

"B3aemogis 3 iHWyMu
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n/n

Hasga snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHSA

Homep
peecmpayjiliHo2
0 1MocBi0O4YeHHs1

nikapcbkvMu 3acobamu abo
iHWi BUAW B3aemogiin”
BiAANOBIAHO [0 OHOBNEHOI
iHcbopma,i 3 6esnekn
Lit040i pevyoBuHN)

MepiognyHicTb NogaHHA
perynsipHo OHOB/IOBAHOTO
3BITYy 3 6e3nekun Bi4nNoBiAHO

o Mopsaky 34jiicHeHHs

thapmakoHarnsgy,
3aTBEPLKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHM

30,0p0B’sA YKpainu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa OXOPOHU

300poB’sA YKpaiHu Big, 26

BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3
nignyHKTOM 3 NYHKTY 2 rnasu
3 po3giny V.

19.

XENMNOCEPIH

Kancynu no 250 mr no
10 kancyn y 6nictepi;
no 5 6nictepis y nauwy;
no 50 kancyny
nonieTnneHosin abo
CKNsAHIM nnsawui; no 1
NAAWLUI B KAPTOHHIi
naui

Xenn C.A.

pevis

Xenn C.A.

Ipeuis

nepepeecTpavis Ha
HeobMeXeHuit TepMiH
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIll XapakTepucTumui
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3aCTOCYBaHHSA Ha MigcTasi
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun NiKapcbkoro
3acoby, abo A0CiAKEHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpavuiinuii nepiog,
ab0 K pesynbTar OLiHKM
3BiTY 3 OCNIKEHD,
npoBefeHnX BiANoBIAHO 40
nnaxy negjiaTpuyiHnx
pocnigpkeHb (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM

3a peyenmom

He nionsieae

UA/11539/01/01
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs

YMNOBHOB&XEHUM OpraHoMm)
(3miHV BHeceHo 0
IHCTPYKLi 415 MegnyHOro
3acTocyBaHHA npenapary Ao
po3ginis "Cnoci6
3acTocyBaHHA Ta Ao3un"
(yTO4YHEHHs iHchbopmawii),
"MpoTunokasaHHsa", "Mo6iyHi
peakuii”, "MNepeno3yBaHHs",
"Aitn", "OcobnmeocTi
3acTocyBaHHA" BignoBigHO
[0 OHOB/EHOT iHdhopMmaLii 3
6e3nekun Aitoyoi peHOBUHN);
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsagy.
BBepgeHHs abo 3MiHM A0
y3arasibHeHUX JaHnX npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnagy, 3miHa
YNOBHOB&XEHOT 0cobu,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnsgy 3asBHuKa
ONA 30iACHEHHS
hapmakoHarnsgy B Ykpaii,
SIKLL,0 BOHA BiAMiHHA Bif
YNOBHOB&XEHOT 0cobu,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
chapmakoHarnsgy
(BKIHOYAKOYUMN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy)
(MponoHoBaHa pepaxuis:
YnoBHoBaxeHa ocoba
3a8BHVKa, BignosiganbHa 3a
thapmakoHarnsg, - danapa
AnekcaHgpa. KoHTakTHa
ocoba B YKpaiHi
yMOBHOB&XeHOT 0cobm
3asBHUKa AN 34iACHEHHS
hapmakoHarnagy - Menix
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs
OneHa bopuciBHa. 3miHa

KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6MU.
3MiHa KOHTaKTHMX AaHUX
KOHTaKTHOI 0cobu. 3miHa
Micus 34iiCHEHHS OCHOBHOI
BisANbHOCTI 3
thapmakoHarnagy. 3miHa
agpecy Mactep-chailina.
3miHa Homepa macTep-
thaiina)

3060B'A3aHHA Npy BUAAdi
peecTpadiiHoro
NOCBIAYEHHS ICHYIOTb —
HaflaHHA AeTaslbHOro onucy
cucTeMu ynpasniHHSA
pu3nkamu y BUrNsAi nnaxy
ynpasniHHA pU3viKamu A0
30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHkTy 1
popartky 15 go Mopagky
NpoBefeHHs ekcnepTu3n
peecTpavuiiiHux maTepiasnis
Ha nikapcbki 3acobwm, o
noAaloTbCH Ha AepXaBHy
peecTpadito
(nepepeecTpauito), a Takox
eKcnepTM3n matepiasiis Nnpo
BHECEHHS 3MiH [0
peecTpauiiHux maTepiasnis
npoTarom aii
peecTpauiiHoro
NOCBIgYEHHS,
3aTBEPAKEHOr0 HaKka3oMm
MO3 Bif 26.08.2005 Ne 426
(y pepakuii Hakasy MO3 Big
23.07.2015 Ne 460).
MepiognyHicTb NoAaHHA
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6€3Mneku BiANOBiAHO
[0 Mopsagky 3aiicHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOr0 HaKka3oMm
MiHicTepcTBa OXOPOHU
300poB’sA YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,

3apEECTPOBaHUI B
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n/n

Hasga snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHSA

Homep
peecmpayjiliHo2
0 1MocBi0O4YeHHs1

MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y

pefakuii Hakasy

MiHicTepcTBa OXOPOHU
300pOB’s YKpaiHu Big, 26

BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3riHO 3
nignyHKTOM 3 NYHKTY 2 rnasu
3 po3giny V.

nionsieae

UA/0020/03/01

20.

LENb T

Masb 1o 50 r y Ty6i; no
1 1y6i B kOpOO6UL;i 3
KapTOHy

Bionoriwe
XalinbMiTTenb
Xeenb M'm6X

HimeuunHa

Bionoriwe
XalinbmitTenb
Xeenb MM6X

HimeyunHa

MepepeecTpavisa Ha
HeobMeXeHWin TepMiH; 3MiHK
| TMny - 3miHK Woao
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy.
BBepggeHHs1 abo 3MiHM A0
y3arasibHeHUX faHnx npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX
[AaHuX Npo cuctemy
hapmakoHarnsgy, smiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOT 32
3iiCHEHHSA
thapmakoHarnsagy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asBHuka
0N 30jiCHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Big,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOT 32
3iiCHEHHSA
chapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy). 3miHa
KOHTaKTHUX JaHuX
YMOBHOBaXeHOT 0cobu.

MepioanyHiCTb NOAAHHS
perynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO

0o MNopsaky 34iCHEeHHS

hapmakoHarnsgy,
3aTBEPKEHOr0 HaKaszoMm

MiHicTepcTBa 0XOPOHM

6e3 peyenma
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n/n

Hasga snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHSA

Homep
peecmpayjiliHo2
0 1MocBi0O4YeHHs1

300poB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOB’s YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3riHO 3
nignyHKTOM 3 NYHKTY 2 rnasu
3 po3sginy V

21.

LEE®IKAZ 1000

NOPOLLIOK A/191 PO3YNHY
Ans iH'ekuii no 1000
mr; 1 conakoH 3
MOPOLLKOM Y
KapTOHHI/ KopoobLi

Kagina
PapmacboTVKan3
Nimiteq

IHais

Kagina
PapmMacboThK
ans Jliviteq,

IHais

nepepeectpawis Ha 5 pokis
3MiHu | TMny - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy.
BeegeHHs abo 3MiHun [0
y3ara/ibHeHUX JaHnX npo
cuctemy chapmakoHarnagy
(BBEAEHHS y3araslbHEHNX
AaHuX Npo cuctemy
thapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0co6U,
BiANOBiAA/IbHOT 32
3[jACHEHHS
hapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
thapmakoHarnsgy 3asBHuka
OS5 30JNCHEHHS
hapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YNOBHOB&XEHOI 0co6U,
BiANOBiAA/IbHOT 32
3[jACHEHHS
thapmakoHarnagy
(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0o 3MiHN Y PO3MILLEHHI
mMacTep-haina cuctemm
thapmakoHarnsay)
(MponoHoBaHa pefakuis:
yrNoBHOBaXeHa 0co6a,
BignoBiaasibHa 3a
thapmakoHarnsg, — fOKTop
Binin CeTxi (Dr. Vipin
Setchi); koHTakTHa ocoba
YNOBHOB&XEHOI 0cobu,
BiANOBigaIbHOI 3a

3a peyenmom

He nionsieae

UA/11308/01/01
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs

thapmakoHarnag —
CaByeHKo AMnTpo
CepriioBuy); 3miHu | Tuny -
3MiHM Wwoao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT
ANA MeuyHoro
3aCTOCYyBaHHSA
reHepuyHuX/ribpugHux/6iono
Ai6HUX nikapcbkmx 3aco6iB
nicns BHeCeHHs Tiel camoi
3MiHU Ha pedhepeHTHUIA
npenapar (3miHa He
notpebye Hafi@HHS XOAHNX
HOBWX AOAATKOBMX JaHUX)
(3miHn BHECEHO A0
IHCTPYKLiT ANa MeguyHoro
3acTocyBaHHA npenapary Ao
po3giny "lMokasaHHs", a
TakoX Ao po3ginis "Cnocio
3acTocyBaHHA Ta Ao3un"
(YTOYHEHHSs1 f,03yBaHHS),
"[iTn" BIgNOBIAHO [0
iHdpopmauii pechepeHTHOro
nikapcbKoro 3acoby
(Kedpnim, nopotuok ans
PO34MHY ANA iH'eKLilA no
1000 wmr); 3MiHu | TUny -
AAMIHICTpaTVBHI 3MiHW.
3MiHa HalimeHyBaHHsA Ta/abo
afipecu 3asBHMKa (BlacHuKa
peecTpadiiHoro
nocsigyeHHs); 3minu | Tuny -
AZMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHsi Ta/abo
ajpecu Micus NpoBaKeHHs
OisNbHOCTI
BMpoGHUKa/imnopTepa
roTOBOrO /liKapCbKOro
3aco0y, Bk/oYatoum
LinbHUU BUNYCKY cepii abo
MicLe NpoBefeHHs
KOHTPOJIO AKOCTI.
(AisNbHICTB, 3a Ky
Bignosigae
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs
BMPOGHMK/iMNopTep,
BK/1O4AK0UM BUMYCK Cepild)

BMPOOHMKA Y BiAMOBIAHICTb

(npvBeaeHHs agpecu

[0 BUCHOBKY, LU0
niATBEPLKYE BiANOBIAHICTL
BMPOGHMLITBA NiKAPCbKOro
3acoby Bumoram GMP,
BUAAHOro [lepxnikcnyx60oto
Ykpainm ,
MiCLIe3HaXOKEeHHS
BMPOGHMKA HE 3MIHW/OC);
3miHu | TMnYy - FoToBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa y meToAax
BUMPOBYBaHHS roTOBOrO
nikapcbKoro 3acoby
(He3HauHa 3miHa y
3aTBEPMKEHNX METOAAX
BUNPOBYBaHHSA) - y p.
«CynpoBigHi AOMILLKM»
YTOYHEHO BUMOT
npugaTHocTi
XpomatorpadiyHoi cuctemu
(meTog BUNpoGYBaHHA TUN
KOMOHKM i MeToauka
3a/IMLLNNCE HE 3MIHHMNM),
3MiHeHO dhopmyny Ans
06YMCNEHHSA NMPOLLEHTHOTO
BMICTY KOXHOI AOMILLKW.
3miHu | TUNy - FoToBMIA
nikapcbkunii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOrO
nikapcbKoro 3acoby
(He3HayHa 3MiHa y
3aTBEPIXKEHNX METOAAX
BMNPOBYBaHHSA) - y po3gini
«Onune» 3MiHa KinbKocTi
hnakoHiB 4717 NpoBeAeHHS
BMNPOGYBaHHSA
3areepaxeHo: 10;
3anponoHoBaHo: 2. 3MiHu |
Tuny - FO0TOBWIA Nikapcbknii
3aci6. KoHTponb rotoBoro

Nikapcbkoro 3acoby. 3miHa y
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs
mMeTogax BUNpobyBaHHSA
roTOBOrO /liKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUNPOBYBaHHS) -
BUMPAaB/IEHHSI NOMUIIKA Y
po3paxyHKoBiil oopmy i
BMICTY «N-MeTuaniponigiH»
22. LE®IKAL 1000 MOPOLLIOK AJ15 PO3YMHY Kagina IHAjs Kagina IHAjs nepepeecTpauis Ha 5 pokis - He nidnsizae | UA/11309/01/01
Ons iv'exuii no 1000 dapmacbloTVKan3 dapmacboThK 3MiHn | TURY - 3MiHK WoAao
mr; in bulk: no 50 Nimiteq ans Jlimiteq, 6e3nekun/edheKTMBHOCTI Ta

(h1aKOHIB y KapTOHHIi
Kopoo6Li

hapmakoHarnsgy.
BBepgeHHs1 abo 3MiHM A0
y3arasibHeHUX JaHnx npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX
[aHuxX Npo cuctemy
hapmakoHarnsgy, smiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOT 32
3iiCHEHHS
thapmakoHarnsagy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asBHuka
0N 30JiCHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Big,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOT 32
3iiCHEHHS
chapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy)
(MponoHoBaHa pepaxuis:
yNoBHOBaXkeHa 0co6a,
BignosiganbHa 3a
hapmakoHarnsag — foKTop
Binin CeTxi (Dr. Vipin
Setchi); kOHTakTHa ocoba
YNOBHOB&XXEHOI 0co6U,
BiANOBiAA/IbHOT 32
thapmakoHarnsag —
CaBueHko AmnTpo
CepriioBny); 3miHu | TUny -
AAMIHICTPaTVBHI 3MiHW.

3MiHa HalimeHyBaHHs Ta/abo
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs

afipecy 3asBHMKa (BlacHuKa
peecTpadiiHoro
nocsigyeHHs); 3minu | Tuny -
AZMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHsi Ta/abo
ajpecu Micus NpoBaMKeHHs
OisNbHOCTI
BMpoGHUKa/imnopTepa
roTOBOrO liKapCbKOro
3aco0y, BkoYvatoum
LinbHUU BUNYCKY cepii abo
MicLe NpoBefeHHs
KOHTPO/HO AKOCTI.
(AisNbHICTB, 3a Ky
Bignosigae
BMPOGHMK/iMNopTep,
BK/1O4AK0UM BUMYCK Cepild)
(npvBeaeHHs agpecu
BMPOOHMKA Y BiAMOBIAHICTb
[0 BUCHOBKY, LU0
niATBEPLKYE BiANOBIAHICTL
BMPOGHMLITBA NiKAPCbKOro
3acoby Bumoram GMP,
BUAAHOro [lepxnikcnyx60oto
Ykpainm ,
MiCLIe3HaXOKEeHHS
BMPOGHMKA HE 3MIHW/OC);
3miHu | TUnYy - FoToBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa y MmeToAax
BUMPOBYBaHHS roTOBOrO
nikapcbKoro 3acoby
(He3HauHa 3miHa y
3aTBEPMKEHNX METOAAX
BUNPOBYBaHHS) - y p.
«CynpoBigHi AOMILLKM»
YTOYHEHO BUMOT
npugaTHocTi
XpomarorpadiyHoi cuctemu
(meTog BUNpoGYBaHHA TUN
KOMOHKM i MeToauka
3a/IMLLNNCE HE 3MIHHMNM),
3MiHEeHO hopmyny Ans
06YMNCNEHHSA NMPOLLEHTHOTO
BMICTY KOXHOI AOMILLKW.
3miHu | TUNy - FoToBMIA
nikapcbkunii 3aci6. KoHTponb
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Homep

n/n

Hasga snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHSA

peecmpayjiliHo2
0 1MocBi0O4YeHHs1

ynakoska)

roTOBOrO /liKapCbKOro
3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOrO
nikapcbKoro 3acoby
(He3HauyHa 3MiHa Yy
3aTBEPMKEHUX MeTofax
BMNPOBYBaHHSA) - y po3gini
«Onune» 3MiHa KinbKocTi
hnakoHiB 4717 NpoBeAeHHS
BMNPOGYBaHHSA
3areepaxeHo: 10;
3anponoHoBaHo: 2. 3MiHu |
Tuny - FO0TOBWIA Nikapcbknii
3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y
mMeTogax BUNpobyBaHHSA
roTOBOrO /liKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUNPOBYBaHHS) -
BUMPAaB/IEHHS NOMUIIKA Y
po3paxyHKoBii oopmy i
BMICTY «N-MeTuaniponigiH»

He nionsieae

UA/5447/02/03

23.

LEE®YPOKCUM
CAHJ03®

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO10, M0 500 Mr
no 7 TabneTok y
6nictepi; no 2
6nicTepn B KAPTOHHIlA
Kopoo6ui

CaHpo3
dapmacbloTikan3

a.n.

CnoBeHis

CaHnpo3 'moX
— TexOnc,
ABCTpIS;
BMPOBHUK iH
6ask,
KOHTPO/1b
cepii,
nakyBaHHs:
MeHled
dapma 'M6X,
HimeuunHa

AscTpisi/
HimeuunHa

nepepeecTpavis Ha
HeoOMeXeHW TEpMiH.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKill XapakTepucTumui
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLiT
AN MeauyHoro
3acTocyBaHHsA
reHepuyHuX/ribpuaHnx/6iono
LiB6HMX NikapcbkMX 3ac06iB
nicns BHeECEHHs TiEl camoi
3MiHV Ha pechepeHTHWi
npenapar (3MiHa He
noTpebye HagaHHS XOLHUX
HOBWX A0AATKOBMX JaHNX)
(3miHV BHeceHo A0
IHCTPYKUiT AN MefnuHOro
3aCTOCYBaHHS NiKapcbkoro
3acoby Ao po3ainy
"INoka3aHHs", a Takox A0
po3ginis "®apMakonoriyHi
B/acTmMBOCTI",

"MMpoTnnokasaHHsa", "Cnocib

3a peyenmom
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n/n

Hasga snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHSA

Homep

peecmpayjiliHo2

0 NMNocBI0OYEeHHS

3acTocyBaHHA Ta fo3n",
"Oco6NnBOCTI
3acTocyBaHHs",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rofyBaHHs
rpyaar”, "MepenosysaHHs",
"Mo6iyHi peakuii™ BiANOBIAHO
[0 iHopmauii woao
pedhepeHTHOr0 ikapcbKoro
3acoby (Zinnat, coated
tablets, 250, 500 mg, Glaxo,
UK), siKa y3romxeHa
KOHCY/IbTaTUBHO-
€KCMepTHOIO rpynoto
"MpOTUMIKPOGHI,
aHTUreNIbMIHTHI Ta
NPOTUBIPYCHI NiKapcbki
3acobun")

MepiognyHICTb NofaHHSA
perynspHo OHOB/HOBAHOTO
3BiTy 3 6e3Mnekun BigNoBiAHO

[0 Mopagky 34iicHeHHA

hapmakoHarnsgy,
3aTBEPAKEHOIO HaKa3oM
MiHicTepcTBa OXOPOHU

300pOoB’s YKpaiHu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuWii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3TiAHO 3
NignNyHKTOM 3 MYHKTY 2 rnasu
3 posginy V.

24.

LE®YPOKCUM
CAHAO3®

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKO0, M0 250 Mr
no 7 TabneTtok y
6nictepi; no 2
6nicTepu B KQPTOHHIN
Kopoobui

CaHpo3
PapmacbloTikan3

A

CnoBeHis

CaHpo3 'm6X
— TexOnc,
ABCTpIS;
BMPOGHUK iH
6ank,
KOHTPO/b
cepii,
nakyBaHHs:

MexLled

AscTpisi/
HimeyunHa

nepepeecTpaujis Ha
HEe0BMEeXeHW TEPMIH.
3MiHu | TMny - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKIil xapaktepucTumui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT
A5 MenyHOro

3a peyernmom

He nionsizae

UA/5447/02/02
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs
dapma M'mbX, 3acToCyBaHHA
HimeuuunHa reHepuyHuX/ribpuaHnx/6iono

AiGHUX nikapcbkmx 3acobis
nicna BHeCeHHs Tiel camoi
3MiHV Ha pechepeHTHWi
npenapar (3miHa He
noTpebye HaflaHHS XOAHNX
HOBUX [0AATKOBUX AaHWX)
(3miHn BHECEHO A0
IHCTPYKUIiT AN MeauyYHOro
3acToCyBaHHs NikapcbKoro
3acoby Ao po3giny
"MNMoka3aHHA", a TakoXx 40
po3ginis "®apmakonoriyHi
BNacTUBOCTI",
"MpoTunokasaHHs", "Cnoci6b
3acToCyBaHHA Ta f03n",
"Oco6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHA y nepiog
BariTHOCTi abo rofyBaHHs
rpyaar”, "MepenosysaHHa",
"Mo6iyHi peakujii" BiANOBIAHO
[0 iHdopmalii woao
pedhepeHTHOro nikapcbKoro
3acoby (Zinnat, coated
tablets, 250, 500 mg, Glaxo,
UK), siKa y3romxeHa
KOHCY/IbTaTUBHO-
€KCNePTHOHO rpynoto
"MpOTVMIKPOGHI,
aHTUre/IbMiHTHI Ta
NPOTUBIPYCHI NiKapCbki
3aco6bun")

MepiognyHicTb NoAaHHA
perynspHoO OHOB/IIOBAHOTO
3BiTYy 3 6e3Mneku BiANOBiAHO

[0 Mopagky 3aiicHeHHA

thapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOPOHU
300poB’sA YkpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016

poky 3a Ne 1649/29779 (y
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayjiliHo2
ynakoska) 0 NoCBIOYEeHHs

pefakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOB’s YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3riHO 3
nignyHKTOM 3 NYHKTY 2 rnasu
3 po3giny V.

HavanbHUK YnpaBniHHA hapmaleBTUYHOI AiANBHOCTI Ta
AKOCTI papmaueBTUYHOI NPOAYKLT

T.M. IacKkoBCbKuiu




Ne

MEPENIK

AopaTok 3

A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHu
04.10.2017 Ne 1214

BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHUN

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOMNYHUX MPEMNAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU A0 PEECTPALINHUX MATEPIAJIB, SKI

Hassa

®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
1. | ATANYPUH® CP TabneTku, BKPUTI AT "3eHTiBa" CnoBaubka Brnpo6bHnuTBO CnoBaubka BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/2658/03/01
400 060/10HKOI0, Pecny6nika rns, Pecny6nika/ 3MmiHu | TYNY - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom

NPOMOHroBaHol Aji no nepBrHHE Ta Yecbka nikapcbkuii 3aci6. KOHTPOIb AOMOMIXHUX
400 mr no 10 TabneTtok y BTOPWHHE Pecny6nika peyoBuH. 3mMiHa napameTpis cneuudikauii
6nicTepi; no 2 6nictepu nakyBaHHs, Ta/abo foMyCTUMUX MeX A1 JOMNOMiKHOT

y KOpoo6Li

KOHTPO/b Ta
BUWMYCK CepiiA:
AT "CaHeka
$apmacbloTika
n3",
CnoBaLbka
Pecny6nika;
TOB
"3eHTiBa",
Yecbka
Pecnyb6nika;
BTOPVIHHE
nakyBaHHS:
LITA
BMPOGHWYNIA
Koonepatus
iHBaniais,
Yecbka
Pecny6nika

peyoBUHY (iHWi 3MiHM) (3MiHa AONYCTUMUX MEX
cneundikauii 4oNomikHOI peyoBuHM Sepifilm
752 (white) p. "Onuc") (TepmiH BBEAEHHS 3MiH
NPOTArom 6-Tu MiCAILIB NiCNS 3aTBEPAKEHHS);
3MmiHu | TMNY - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AOMOMIXHMX
peyoBUH. 3MiHa NapameTpiB cneuudikaiii
Ta/abo fonyCTUMUX MeX A1 JONOMIKHOT
PeYOoBUHM (AOMNOBHEHHS crneuudikauii HOBUM
MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BMNpo6yBaHHSA) (JonoBHEHHs cneundikauii
Sepifilm 752 (white) HOBUM MOKa3HVKOM 3
BiANOBIAHMM METOALO0M BUNPOOYBaHHAM
(B'aiskicTb Sepifilm 752 (white), meToguka 3
anbTepHaTUBHUM Bicko3nmeTpoMm) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-TW MicAUiB nicns
3aTBEPMKEHHS); 3MiHM | TUMYy - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Onuc Ta cknag,.
3MiHa y cknagi (4ONOMDKHUX pevyoBUHaxX)
rOTOBOrO /iKapCbkoro 3acoby (iHLUi A4ONOMiKHi
peyoBuHM) - 3amiHa OfHIET AONOMDKHOT
PEYOBMHM Ha iHLWWY 3 TUMW CaMUMK
hyHKLIOHANIbHUMW XapaKkTepucTukamy Ta Ha
TOMy camoMy piBHi (3amiHa ofHiel 4OMOMKHOI
PEYOBMHM Ha iHWWY 3 TUMWU CaMUMK
hyHKLIOHANIbHUMW XapakTepucTukamy Ta Ha
TOMy camomy piBHi) (TepMiH BBEAEHHS 3MiH
NPOTArom 6-Tu MiCAILIB NiCNs 3aTBEPAXKEHHS);
3Mminu | TUny - 3miHK 3 AkocTi. APl. KoHTposnb
A®l. 3miHa y meTogax BunpobyBaHHs Al abo
BUXIAHOrO MaTepiany/npoMixXHOro
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHK Y
MeToAax BUNPOGyBaHHSA (BK/IHOHYAKUMN 3aMiHY
a60 fonoBHeHHs) APl abo
BVIXiZHOro/MpoMiKHOro NpoAaykTy) (3miHa y
meToAax BunpobysaHHA Adl, a came BBEAEHHSA
anbTepHaTUBHOrO METOAY BUNPOOYBaHHSA 3a
NnokasHMkamMmn «Baxkki meTanu», «3anLKoBI
KifIbKOCTi PO34MHHWKIB») (TepMiH BBEAEHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPIKEHHS);
3MiHu | TUny - 3miHK 3 AKocTi. APl KoHTposb
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONyCTUMUX MeX, BU3HAYeHMX Y cneumdikaisx
Ha A®I, a6o BUXigHWIA/NPOMIKHNIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
npoteci BUpo6HMuTBa A®| (4ONOBHEHHS
cneumdikaLii HOBUM NOKA3HWKOM SKOCTi Ta
BiANOBIAHUM MeTOA0M BUNPOOYBaHHS)
(JonoBHeHHS cneumdikauii ansa koHTposto Ad|
HOBVM MOKA3HWKOM SKOCTi Ta BifNoBiAHUM
MeToA0M BUMPo6yBaHHs (Po3mip yacTok, Laser
analysis) (TepmiH BBeeHHS 3MiH NPOTArom 6-Tu
MicALiB NicNsA 3aTBEPLKEHHSR); 3MiHM | TUny -
3MiHu 3 SKoCTi. FoToBMIA NiKapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoproBasibHUiA 3aci6.
3MmiHa chopmu abo po3mipy KOHTeliHepa yn
3aKynopBasIbHOT0 3acoby (NepBUHHOI
yrnakoBKW) (HecTepusbHi Nikapcbki 3acobm)
(BBegeHHs anbTepHaTMBHOIO po3mipy 6rictepa
(38x96 mMm), Ans iHchopmav,ii po3mip KOPo6ku
(42x22x103 Mm) (TepMiH BBEEHHSA 3MiH
NpPOTAroM 6-Tu MIiCALIB NiCNA 3aTBEPMKEHHS);
3miHu | TMNY - 3MiHKW 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI. 3MiHU Y
npoveci BUPOOGHNLTBA FOTOBOrO NiKApPCbKOro
3aco6y, BK/OUaUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3Ha4yHa 3miHa y npoueci
BMPOGHMLTBA) (HEe3HauHi 3MiHN y
TEXHOJI0TYHOMY NpoLeCi NOB’ A3aHi 3 pisHMLEID
MiX BUPOBOHMYMM npouecom "CaHeka a.c.”,
CnosauyunHa Ta TOB "3eHTiBa", Yecbka
Pecny6nika) (TepmiH BBe,eHHSA 3MiH NPOTSArom
6-Tv MicALiB NicnsA 3aTBEPAYKEHHSR); SMiHKM | Tuny
- 3MiHK 3 AKoCTi. [0TOBUIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3aMiHu,
LLIO CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHYKa, WO BiAnoBigae 3a
BBE3EHHSA Ta/abo BMNyck cepii) - Bkioyaroun
KOHTPONb/BUNPOGYBaHHSA cepii (JoaaTkoBa
ainsaHka TOB "3eHTiBa", Yecbka Pecnybnika Ta
3a3Ha4YeHHs BUPOOHMYMX QOYHKUIA ANs
3aTBepxeHoro Bupo6Hrka AT "CaHeka
dapmacbtoTikans"”, Cnosaubka Pecny6nika)
(TepmiH BBEZEHHS 3MiH MPOTArOM 6-Tw MicsALIB
nicnsa 3aTBepmxeHHs); 3MiHn | Tuny - 3MiHn 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHn y
BMPOG6HMLTBI. 3amiHa abo BBEAEHHS 404aTKOBOI
LiNbHUL BUPOBHULTBA A/18 YACTUHN a0 BCbOro
BMPOGHNYOTrO NpoLecy roToBOro NikapcbKoro
3aco06y (AinbHMLSA, Ha KR NpoBOAATLCA Oy ab-
AKi BUPOGHMUYI CcTagii, 3a BUHATKOM BUMYCKY
cepiil, KOHTPOIHO AKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO MaKyBaHHS, A/ HECTEPUTbHNX
nikapcbkux 3acobiB) (JopaTtkoBa AinsHka TOB
"3eHTiBa", Yecbka Pecny6bnika) (TepmiH
BBE/EHHS 3MiH MPOTAroM 6-T1 MicAUIB micns
3aTBepKeHHs); 3MiHU | TUny - 3MiHN 3 AKOCTI.
[0TOBWIA nikapcbkuii 3aci6. 3mMiHN y
BMPO6HMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI
LiNbHUL BUPOBHULTBA A/18 YACTUHN a0 BCbOro
BMPOGHWYOTrO NpoLecy roToBOro NikapcbKoro
3ac00y (finbHWLA AN NEPBUHHOTO NaKyBaHHS)
(JopaTtkosi finsHka TOB "3eHTiBa", Yecbka
Pecny6nika) (TepmiH BBE,EHHS 3MiH NPOTAroM
6-Tv MicALiB Nic/1A 3aTBEPAKEHHS); 3MiHW | Tuny
- 3MiHK 3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YaCTUHN
a60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULUA 415 BTOPUHHOTO
nakyBaHHs) (Jogartkosi ginsaHkv OITA
BMPOGHMYMIA KOonepaTuB iHBaniaiB, Yecbka
Pecny6nika, TOB "3eHTiBa", Yecbka
Pecny6nika) (TepmiH BBEEHHSI 3MiH MPOTSAroM
6-TU MicsUIB Nicns 3aTBEPKEHHS)

AOQBAHTAH®

eMy/bCist HawkipHa 0,1
% no 10, abomo 20,
a6o no 50 r y Ty6i; no 1
Ty6i B KAPTOHHIl nayLi

Baiep ®apma Al

HimeyunHa

Baiep
Xenckep
MaHydakTypiH
rC.p.J.

ITanisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHM | TUNY - 3MiHa y TepMiHax NpuaaTHoOCTI
a60 ymoBax 36epiraHHs roToBOro JlikapCbKOro
3ac06y (3MeHLUEeHHS TepMiHY NPUAATHOCTI
rOTOBOrO JliKapCbKOro 3acoby) - BBEAEHHS
TepMiHy NpuaaTHOCTI FOTOBOro NiKapCbKoro
3ac06y nicnsA NepLioro poskpuTTs

6e3
peyenma

UA/0784/02/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
3. | AAIBOKAPA® Tabnetky Ne30 (10x3), TOB "dapmaueBTNYHa Ykpaina MoBHWIA UMK YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6421/01/01
Ne40 (10x4) y 6nictepax KomnaHis "®apKoC" BMPOGHULITBA 3Minn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
N3, nepBrHHE HalilMeHyBaHHs Ta/abo agpecu Micus
Ta BTOPUHHE NPOBaXEHHS AisS/IbHOCTI BUPOGHMKa/iMnopTepa
nakyBaHHs, roTOBOro NikapCbKOro 3acoby, BKIYaK4M
KOHTPO/Tb AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
SAKOCTI, BUNYCK KOHTPOIO SKOCTI. (AisS/IbHICTb, 3a SKy Bignosigae
cepii: BMPOGHWK/IMNOPTEP, BKIHOYAOYN BUMYCK CEPiid)
TOB (3wmiHa agpecu Bnpo6HuKka N3 TOB
"®apmaueBTun «dapmaLeBTyHa koMnaHisa «®apKoC», 6e3
YHa KoMnaHis 3MiHV MicLst BUPOOHMLITBA (3MiHA Ha3BW BYULL),
"®apKoC", AK HAC/MiOoK, 3MiHAa Y TEKCTi MapKyBaHHs
YKpaiHa,; yrnakoBKW NikapcbKoro 3acoby
Bupo6HuK,
BignoBiga/ibHN
11 3a BUNyCK
cepii
KiHLleBoro
npoAaykTy Ta
BTOPVIHHE
nakyBaHHS:
MpAT
"®apmavuesTu
YyHa dhipma
"®apKoC",
YKpaiHa,;
Bupo6Huk
[,030BaHoOl
thopmu,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
TOB
"ACTPA®APM
", YKpaiHa
4. | ADBOKAPO® Tabnetku no 10 TOB "dapmaueBTUyHa YkpaiHa NOBHWIA LKA YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/6421/01/01
Tabnetok y 6nictepi; no KomMnaHis "®apKoC" BUPOGHMLTBA 3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS peuyenmom

3 abo 4 6nictepn y
nauj 3 KapToHy

N3, nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b
SKOCTI, BUMYCK
cepii: TOB
"®apmavuesTu
YyHa KOMMaHisi
"®apKoC",
YKpaiHa,

rOTOBOrO /liKapcbKoro 3acoby (iHLi 3MiHW Y
MeToAax BMNpobyBaHb (BK/IOYaloum 3amiHy abo
[OMNOBHEHHS)) - 3MiHa Y MeToax BUnNpobyBaHb
T. "OAHOPIAHICTb A030BaHNX 0AMHMLE. DonieBa

kucnota", " KinbkicHe BU3HaueHHs. doniesa

Kucnota", y 3B A3Ky 3 ONTUMI3aLiel0 METOAVKM
(3miHa npoueaypu Npo6oniAroToBKN, yMOB
XpomaTorpadyBaHHs)
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BUPOBHUK,
BiANOBIAa/IbHA
11 3a BUNyCK
cepii
KiHL,eBOro
NpoayKTy Ta
BTOPUHHE
nakyBaHHs:
MpAT
"®apmaueBTun
YyHa hipma
"®apKoC",
YKpaiHa,;
BMPOGHUK
[,030BaHOT
hopmu,
nepBrHHE Ta
BTOPUHHE
naxyBaHHs:
TOB
"ACTPA®APM
", YKpaiHa

AKHETIH®

kancysim no 16 mr Ne 30
(10x3) y 6nicTepi

"AapaH" MaieHcbka
Na6opartopis 4.4,

Xopsaris

C.M.B.
TexHonomxi
CA

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
BUMNPAaB/IEHHA TEXHIYHMX NOMWUIOK B METOANL
BUNPO6YBaHHSA 3a Po3aiIoM «PoACTBEHHbIE
npumecu»

3a
peyerimom

UA/10316/01/02

AKTOBETIH

PO34uH NS iH'eKuiid, 40
mr/mn in bulk Ne 1500:
no 2 mn (80 mr) B
amnyni, no 5 amnyny
nnacTUKoBOMY
KOHTeliHepi; no 5
KOHTEWHEpIB Y 3aXMCHIl
KopobLi, No 60 3axMCHNX
KOPOBGOK y KapTOHHii
Kopo6ui; in bulk Ne900:
no 5 mn (200 mr) B
amnyni; no 5 amnyny
n1acTUKoBOMY
KOHTeliHepi; no 4
KOHTEWHepu B 3aXMCHIi
KOpOoO6Lii; No 45 3axXMCHUX
KOPOGOK Y KapTOHHii
Kopo6ui; in bulk Ne440:
no 10 mn (400 mr) B
amnyni; no 5 amnyny
naacTvKoBOMy

TOB "Takega
YkpaiHa"

YKpaiHa

Takepa
ABCTpis TM6X

ABCTpis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHKW 3 KOCTi. FoTOBMIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3miHa y
TepMiHax NpuaaTHocTi abo yMoBax 36epiraHHs
roTOBOrO fliKapCbKOro 3acoby (3MeHLLIEHHs
TEepMiHy NPUAATHOCTI FOTOBOrO NiKapCbKoro
3acoby) - 115 TOproBoi ynakoBKy (3MEHLLEHHS
TEepMiHy NpuaaTHOCTI FOTOBOro NiKapCbKoro
3acoby ans nakyBaHHs in bulk 3 5-1n go 3-x
pokiB) (TepmiH BBEEHHSA 3MiH NPOTArom 6-Tu
MiCAILiB MicNsa 3aTBEPIKEHHS)

UA/9048/02/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
KOHTeliHepi; no 2
KOHTEeNHEepY B 3aXUCHIl
KOpOoO6L; No 44 3aXMCHUX
KOPOGOK Y KapTOHHii
Kopoo6Li
7. | AKYBAMO™ Kpanni o4Hi, po3unH, 4,5 AnnepraH, IHK. CLWA AnnepraH CLIA BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/13345/01/01
mr/mn no 0,4 mny Ceiinc NN1C 3MiHu |l TNy - 3MiHW 0 IHCTPYKLUIT AnA peuyenmom
donakoHax Ne 30 (5x6) MeLMYHOro 3aCTOCYBaHHA Y PO34inu:
"®apmakonoriyHi BnactueocTi", "Ocob6nnBoCTi
3acTocyBaHHs", "Mob6ivHi peakuii". BBegeHH:A
3MiH npoTarom 6-tm micsAuis nicna
3aTBEPAKEHHS
8. | A/IKOOE3® IC Tabnetkn no 0,5r, no 4 ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/12717/01/01
TabneTtkn y 6nictepi, no [04,aTKOBOO [04aTKOBOO 3MiHM | TUNy - 3mMiHa napameTpis cnevyudikawii peyenma
1 6nicTepy y nadui; no BiNoBiAa/IbHICTIO BiAgnoBigasIbHi Ta/abo foNyCTUMUX MEX NEePBUHHOT YMaKkoBKM
10 TabneTok y 6nicTepi; "IHTEPXIM" cTHo rOTOBOrO JIiKAPCLKOro 3acoby - BUNYyYEHHHS
no 2 6nictepu y nauui "IHTEPXIM", nokasHuka «Po3Mipu»/«eoMeTpuyHi po3mipm»
Ykpaina 3i cneuwndikauii Ha NepBUHHWIA NakyBasTbHUIA
(BUNpobyBaHH MaTepian: «Mniska nonisiHiNXxI0puaHa» Ta
51 KOHTPO/O «®donbra anomiHiesa»
SAKOCTI, BUNYCK
cepil,
36epiraHHs
rns;
BMPOBHULTBO,
36epiraHHs;
BMNPO6YBaHHSA
KOHTpO/I0
AKOCTI)
9. | AMIKCUH® IC TabneTku, BKpUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 6e3 UA/2559/01/01
060710HKO, Nno 0,06 1 no [04aTKOBOKO [0[aTKOBOIO 3MiHu | TUNy - 3MiHa NnapameTpiB cneuudikawii peyenma
3 Tabnetkn y bnictepi; BigNoBiAa/IbHICTIO BiANoBiAa/IbHI Ta/abo fonyCTUMUX MEX NEPBMHHOT YNakoBKM
no 1, 2 a6o 3 6nictepu B "IHTEPXIM" CTIO roTOBOrO J1ikapCbKOro 3acoby - BUTyYEHHHS
nauuj; no 5 TabneTok y "IHTEPXIM", nokasHvka «Po3Mipu»/«eoMeTpuyHi po3mipm»
6nicTepi; no 2 6nictepu YKpaiHa 3i cneumdikauii Ha NePBUHHWI NaKyBa/IbHNIA
B nauuj (BunNpobyBaHH MaTtepian: «niska nonisiHiNxaopugHa» Ta
A1 KOHTPO/O «®donbra anomiHiesa»
AKOCTI,
36epiraHHs
rns;
BMPOGHMLTBO,
36epiraHHs;
BUNPOBYBaHHA
KOHTPO/0
SAKOCTI)
10. | AMIKC/H® IC TabneTku, BKpUTI ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpavjiiiHux maTepianis: 6e3 UA/2559/01/02
060/10HKOI, M0 0,125 1 [04aTKOBOK [0[aTKOBOH 3MiHK | TNy - 3MiHa NapameTpiB cneumdikauii peyenma
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

no 3 Tabnetkny
6nictepi; no 1, 2 abo 3
6nicTepu B nayuj; no 5
Tabnetok y 6nictepi; no
2 6nictepu B nauui

BigNoBiga/IbHICTIO
"IHTEPXIM"

BignoBigasbHi
CTI0
"IHTEPXIM",
Ykpaina
(BunpobysaHH
A1 KOHTPOSTIO
AKOCTI,
36epiraHHs
rns;
BMPOBHULTBO,
36epiraHHs;
BMNPOBYBaHHSA
KOHTpOI0
AKOCTI)

Ta/abo JoNyCTUMUX MEX NEPBUHHOT YNakoBKM
rOTOBOrO J1iKapCbKOro 3acoby - BUMYYEHHHS
nokasHuka «Po3Mipu»/«eomeTpuyHi po3mipms»
3i cneuwdpikauii Ha NepPBUHHUIA NakyBasIbHUIA
matepian: «lniska nonisiHinxnopngHa» Ta
«dosbra altoMiHieBa»

11.

AMINAP IC

TabneTkn ans
PO3CMOKTYBaHHS, No 8
TabneTok y 6nictepi; no
1 abo 2 6nictepu B
nauui 3 KapToHy

ToBapucTBO 3
[04,aTKOBO
BiANOBIAA/IBHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[08aTKOBOO
BiANOBIAA/bHI
CTI0
"IHTEPXIM",
Ykpaina
(BUPOGHMK,
BignoBigabHU
11 3a BMNyCK
cepii;
BUNPOGYBaHHSA
KOHTPO/0
AKOCTI
(hisnyHi/ximiy
Hi,
MiKpob6iosoriuH
a yucroTa),
36epiraHHs
roToBol
npoayKuii;
BMPOGHMLITBO,
36epiraHHsA
(roToBoi
npoAyKLii,
CUPOBWHKN Ta
mMartepianis);
BMNPOBYBaHHSA
KOHTPO/0
AKOCTI
(izmyHi/Ximiy

Hi))

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:

3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii

Ta/abo fonycTMMMNX MeX NePBUHHOT YNakoBKM
rOTOBOrO NIKAPCHbKOro 3aco0y - BUMTYYEHHHS

nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
3i cneuymdikauii Ha NePBUHHNIA NakyBasTbHUIA
Matepian: «[niBka nonisiHiNxopugHa» Ta

«®donbra anomiHiesa»

6e3
peyenma

UA/14891/01/01

12.

AMINNAP IC

Tabnetku ans
PO3CMOKTYBaHHS 3i

ToBapucTBO 3
[0aTKOBO

YkpaiHa

ToBapucTBO 3
[0/aTKOBOO

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | Tuny - 3MiHa napameTpiB cneuudikawii

6e3
peyenma

UA/14892/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo

20
nocsioYeHHs1

CMakoMm anesnbCuHy, no
8 TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu B
nauui 3 KapToHy

BigNoBiga/IbHICTIO

"IHTEPXIM"

BignoBigasbHi
CTI0
"IHTEPXIM",
Ykpaina
(BUPOGHMK,
BignoBigabHN
11 3a BUNyCK
cepir;
BMMNPOBYBaHHSA
KOHTpOI0
AKOCTI
(pizmyHi/ximiy
Hi,
MiKpo6iosnoriuH
a yucrtoTa),
36epiraHHs
roToBo|
NPOAYKUIT;
BMPOBHULTBO,
36epiraHHs
(rotoBoi
npoaykuii,
CUPOBWHM Ta
marepianis);
BUNPO6YBaHHSA
KOHTPO/0
AKOCTI
(chi3nyHi/ximiy

Hi))

Ta/abo JoNyCTUMUX MEX NEPBUHHOT YNakoBKM
rOTOBOrO J1iKapCbKOro 3acoby - BUMYYEHHHS
nokasHuka «Po3Mipu»/«eomeTpuyHi po3mipms»
3i cneuwdpikauii Ha NepPBUHHUIA NakyBasIbHUIA
matepian: «lniska nonisiHinxnopngHa» Ta
«dosbra altoMiHieBa»

13.

AMINAP IC

TabneTkn ans
PO3CMOKTYBaHHS 3i
CMakoM BWLLHi, N0 8
TabneTok y 6nictepi; no
1 abo 2 6nictepu B
nauuj 3 KapToHy

ToBapucTBO 3
[04,aTKOBO

BiANOBIAA/IBHICTIO

"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/bHI
CTI0
"IHTEPXIM",
Ykpaina
(BMPOGHMK,
BignoBigabHU
14 3a BMNyCK
cepii;
BUNPOGYBaHHSA
KOHTPO/0
AKOCTI
(hisnyHi/ximiy
Hi,
MiKpob6iosoriuH
a yucroTa),
36epiraHHs

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:

3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii

Ta/abo fonycTMMMNX MeX NePBUHHOT YMakoBKM
roTOBOrO NIKAPCHbKOro 3aco0y - BUMTYYEHHHS

nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
3i cneuymdikauii Ha NePBUHHNIA NakyBasTbHUIA
Matepian: «[niBka nonisiHiNxopugHa» Ta

«®donbra anomiHiesa»

6e3
peyenma

UA/14893/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
roTtoBofl
NPOAYKUIT;
BMPOGHMLTBO,
36epiraHHs
(roToBoi
NpoAyKuUii,
CUPOBWHM Ta
marepianis);
BMMNPOBYBaHHSA
KOHTpOI0
AKOCTI
(chiznyHi/ximiy
Hi))
14. | AMIHOCO/N® PO3unH aNs iHdysii no "Xemodchapm" ALl Cepbis KOHTPO/1b Cepbis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/3513/01/01
HEO E 10% 500 M1y naswkax AKOCTI, BUMYCK YopHoropist 3MiHY | Tuny - 3MiHK WoAao peyenmom
cepit: 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
«Xemodhapm» BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
AfL, Cepbisi; npo cuctemy capmakoHarnsgy (BBefeHHs
BUPOBHNLTBO y3arasibHeHUX faHyX Npo cucTemy
Hepo3gacoBa hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOI 0cobwm,
HOT MpoAyKL,i, BiANOBIAA/IbHOT 32 34iICHEHHS
nepBuHHa Ta chapmakoHarnsgy; KOHTakTHoi ocobu 3
BTOPVHHA hapmakoHarnsagy 3asiBHUKa 415 34iACHEHHA
ynakoBKa, thapmakoHarnsgy B YkpaiHi, K0 BOHa
KOHTPO/b BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
AKOCTI: BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
XeMOMOHT (BKNKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHn y
0.0.0., pO3MilLieHHI MacTep-thaiina cuctemm
YopHoropis hapmakoHarniagy) - [itova pegakuis: FBopceka
TeTsHa IBaHiBHa. [TponoHOBaHa pefakuis:
Mpycbkuii CTaHicnas Bonogumuposuy. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
15. | AMICNIPOH® IC Tabnetkn ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/13800/01/01
NPONOHIroBaHol Aji, [04aTKOBOK [0[aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peyenmom
BKPWTi MNiBKOBOMO BiANOBIAA/IbHICTIO BiANOBIAA/bHI Ta/abo fonycTMMMNX MeX NePBUHHOT YMakoBKM
o6onoHkoto, no 0,08 r no "IHTEPXIM" CTIo roTOBOrO J1iKapCbKOro 3acoby - BUTyYEHHHS
10 TabneTok y 6nicTepi, "IHTEPXIM", nokasHvka «Po3Mipu»/«eoMeTpuyHi po3mipm»
no 1 a6o no 2 6nictepu YkpaiHa 3i cneuyndikauii Ha NepBUHHWIA NakyBasTbHUIA
y nauyui 3 KapToHy (BnpobyBaHH MaTtepian: «niska nonisiHiNxnopugHa» Ta
1 KOHTPO/O «®onbra antomiHieBa»
SKOCTI,
36epiraHHsA
rNn3;
BMPOGHMLTBO,
36epiraHHs;
BUNPOGYBaHHSA

KOHTPOJIIO
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
AKOCTI)
16. | AM®ONIN CyCneHsis 411 po3ynHy BxapaTt Cipamc eHg IHAis Bxapar IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/5704/01/01
Ons iHdysiii, 5 mr/mn no BakuuHc Nimiteq Cipamc eHf 3MmiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom
2 mn, 10 mn, 20 MmNy BakuuHc nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y
CKNsiHOMY do1akoHi; no 1 Nimiten TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
dhnakoHy B 6nicTepi; no rOTOBOrO JliKkapCbKoro 3acoby (36iNbLUEHHS
1 6nicTtepy pasom 3 TEepMiHy NpuAaTHOCTI FOTOBOro NiKapCbKoro
rofIkot-PiNbTpoOM y 3acoby) - 18 Toprosoi ynakoBku
6nicTepi B KAPTOHHIl (nigTBEPMAKYETLCA AaHUMK peasibHOro yacy) -
KopoobLi 36i/bLUEHHS TEPMiHY NPUAATHOCTI FOTOBOro
nikapcbKoro 3acoby. 3aTBepAXKEHO: 2 POKY;
3anponoHoBaHo: 3 pPoku
17. | AHANbIH - Tabnetky no 10 ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/15689/01/01
ANBA30/ - TabneTok y 6nictepi; no [04aTKOBOK [04aTKOBOIO 3MiHK | TUNY - 3MiHa NapameTpiB cneumdikavii peuyenma
NMAMNABEPVH 1 6nicTepy B nauui; no Bi4NOBIfANbLHICTIO BignoBsigancHi Ta/abo foNyCTUMUX MEX NEePBUHHOT YMaKkoBKM
10 TabneTok y 6nicTepi "IHTEPXIM" cTHo rOTOBOrO JIiKAPCLKOro 3acoby - BUNYyYEHHHS
"IHTEPXIM" nokasHuka «Po3Mipu»/«eoMeTpuyHi po3mipm»
(BUPOGHMK, 3i cneuwndikauii Ha NepBUHHWIA NakyBasTbHUIA
BignoBigabHU MaTepian: «Mniska nonisiHiNXxI0puaHa» Ta
11 3a BUNyCK «®donbra anomiHiesa»
cepii)
18. | AHOU®EH IC Tabnetky no 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 6e3 UA/15886/01/01
TabneTok y 6nictepi; no [,04aTKOBOKO [04aTKOBOI 3MiHK | TUNY - 3MiHa NapameTpiB cneumdikauii peuyenma
1 6nicTepy B nauui; no BiANoBifa/IbHICTIO BiAgnoBigasIbHi Ta/abo foNyCTUMUX MEX NEePBUHHOT YMaKoBKM
10 TabneTok y 6nictepi "IHTEPXIM" CTIo rOTOBOrO J1iKapCbKOro 3acoby - BUMYYEHHHS
"IHTEPXIM" nokasHuka «Po3Mipu»/«eoMeTpuyHi po3mipm»
(BUPOGHMK, 3i cneywdikauii Ha NepBUHHWIA NakyBasIbHUIA
BiANOBIAa/IbHA matepian: «lniska nonisiHinxnopngHa» Ta
14 32 BMNyCK «®dosbra antomiHieBa»
cepii)
19. | AHTUCENTON H HacTolika aHTUCENTMYHA ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/11796/01/01
07151 30BHILLHLOIO obmexeHor o6MexeHo 3MiHn | TURY: 3MiHK 3 AKkocTi. FoToBWMiA peyenmom
3acTocyBaHHs rno 100 BigNoBiga/IbHICTIO BignoBigasbHi nikapcbkuii 3aci6. KOHTpob roToBOro
My dhnakoHax "papmaLeBTUYHa CTHo nikapcbKoro 3acoby. 3miHa napameTpis
KommMaHis "3g0poB'a" "®apmaueBTu cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0
YHa KOMMaHis nikapcbKoro 3acoby (BHeCeHHS 3MiH 10 A0CbE
"3p0pos'a” nicns OHOBMEHHSA 3arasibHOI CTaTTi HA rOTOBY

nikapcbky chopmy y AdY/EBponelickkii
thapmakonei). CynyTHA 3MiHa: 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbKuWii 3aci6. KOHTPOb TOTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(oHOBNEHHA NpoLesypy BUNPOGYBaHHA A5
NpUBELEHHS Y BiANOBIAHICTb 3i 3MIHEHOO
3arasibHoto cTatTero Y abo Esponeiicbkoi
thapmakone’). 3miHu | Trny: 3MiHn 3 SKOCTi.
[oTOBWIA NNikapcbkmii 3aci6. Cuctema
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1

KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa
chopmy 260 Po3Mipy KOHTeHepa Yun
3aKynopBasIbHOT0 3acoby (NepBUHHOI
ynakoBkK) (HecTepusbHi Nikapcbki 3acobm).
3MiHu | TUNY: 3MiHK 3 siKOCTi. FOTOBWIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKii 3aci6. 3MiHa
napameTpiB cneyugikauii Ta/abo AonycTummx
MeX NepBVHHOT yNakoBKM rOTOBOTO /likapCbKOro
3aco0y (3BY)XEHHS AOMYCTUMUX MEX,
BM3HAYeHNX y cneuudikauii. CynyTHs 3miHa:
3MiHK 3 SKoCTi. FoTOBMIA NiKapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoproBasibHUiA 3aci6.
3miHa y MeTofax BUNpobyBaHHSA NepBUHHOT
yNaKoBKM rOTOBOTO NiKAPCbLKOro 3acoby
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BMNPOOBYBaHb).
3miHu | TUny: 3miHn 3 akocTi. CepTuddikat
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€Bponelicbkiit hapmakonei/mMoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii AdY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HaujioHanbHOI hapmakonei gepxasu €C (3miHa
y cneyudpikaLisx, nos'a3aHa 3i 3miHamu B Y,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C).
CynyTHs 3MiHa: 3MiHK 3 siKoCTi. [oTOBWMIA
nikapcbkuii 3aci6. KOHTponb AOMOMiIXHUX
peyoByvH. 3MiHa y meToAax BUNpo6yBaHHSA
[0MOMDKHOT PEYOBMHU (HE3HAUHI 3MiHW Y
3aTBEPKEHNX MeTofax BUNpobyBaHb). 3MiHu |
TMny: 3MiHW 3 skocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignosigHocCTi
€Bponelicbkiit hapmakonei/mMoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii AdY abo
€Bponeiicbkoi thapmakonel, abo iHLWoi
HaujioHanbHOI hapmakonei gepxasu €C (3miHa
y cneuudikauisix, nos'sa3aHa 3i 3aMiHO0 BUMOT
MoHorpadii PY abo iHWOoT HauioHaNbHOT
thapmakonei gepxasun €C Ha BUMOru
MoHorpadii €EBponeiicbkoi thapmakoner). 3minu |
TMny: 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BiANOBIAHICTb A0 MOHOrpadii AdY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HaujioHanbHOI hapmakonei gepxasu €C (3miHa
y cneyudpikaLisx, nos'a3aHa 3i smiHamu B Y,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C).
CynyTHSA 3MiHa: 3MiHM 3 SKoCTi. A®l. KoHTponb
A®I. 3miHa y meTogax BunpobysaHHsa APl abo
BVXifHOro Martepiany/npoMixXHOro
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHK Y
MeToax BUNPOo6yBaHHS (BK/IHOHYAKUMN 3aMiHY
a60 fonoBHeHHs) APl abo
BWXi4HOrO/MPOMIKHOro NpoAyKTy). 3MiHun | Trny:
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. Onuc
Ta cknag (iHwi 3miHW). BBeeHHA 3MiH NPOoTSArom
3-x MicsuiB nicnsA 3aTBepAKEHHSA. 3MiHN | TUNy:
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afipecu MicLsi NPOBaPKEHHS AiSNIbHOCTI
BMPOGHMKa (BK/IKOYAOYM, 3a HEOOXIAHOCTI, MicLe
npoBefeHHS KOHTPOJIK SKOCTI), ab0 BnacHuKa
macTep-aiina Ha A®l, abo nocTavanbHUKa
Adl/BuxigHoro matepiasy/peareHTy/npoMixXHOro
NPOAYKTY, WO 3aCTOCOBYOTbCA Y BUPOOHWLITBI
A®| (K0 3a3HAYEHO Y JOCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa BifnoBiAHOCTI
€Bponeliicbkii hapmakonei y 3aTBepaKeHOMy
nocbe, abo BUPOOHUKA HOBOT AOMOMIXKHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y A0CLE). 3MiHN |
TUny: 3MiHW 3 AKOCTIi. [OTOBWIA NiKapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa y
MeToJax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
3acoby (415 NpYBeAEHHS Y BigNOBIgHICTb 3 AdY
abo €ponelicbkolo hapmakoneero Ta
BUJTYYEHHS NOCUIAHHA Ha 3acTapinuii
BHYTPILUHI MeToA BUNpo6yBaHHS i Koro Homep)

20.

APOMA3VH

TabneTku, BKPUTI
LlyKPOBOI 060/I0HKOHO,
no 25 mr Ne 30 (15x2)
a60 Ne 100 (20x5) y
6nicTepax

Mdpaiizep IHK.

CLA

Mcpaiizep
Itanis C.p.n.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM Il TURY - 3MiHW [0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Y PO3L4iNu:
"papmakoTepaneBTMyHa rpyna” (yToYHeHHs
Ha3Bw), "®apMakooriyHi BAacTuBocTi",
"MpoTunokasaHHs", "B3aemogis 3 iHWnMuy
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemMogiin", "OcobMBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiog BaritTHoCTi abo
roflyBaHHs rpygao”, "34artHicTb BNMBaTH Ha
LWBMAKICTb peakLii Npy KepyBaHHi

3a
peyenmom

UA/4769/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
aBTOTPaHCMNOPTOM ab0 iHLWMMKN MexaHiamamu',
"Cnoci6 3acTocyBaHHs Ta f031" (pefaryBaHHs),
"Mepepno3yBaHHa", "MNo6ivHi peakuii”. BHeCeHHSA
3MiH npoTArom 3-x micauis 3 gatn
3aTBepAKEHHsA
21. | APTPOH® TabneTku, BKpUTI HOHichbapm, IHk. CLWA tOHichapm, IHK. CLIA BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/12960/01/01
KOMM/NEKC 060/10HKO0, Mo 10 3MiHK | TUNy - 3MiHK WoA0 peuenma
TabneTok y 6nictepi; no 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
1 6nicTepy B kOpobLj; Mo BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
30, a6o 60, no 100, no npo cuctemMy papMakoHarnsgy (BBefeHHs
120 Tabnetok y y3arasibHeHUX AaHux Npo cuctemy
dhnakoHi; no 1 donakoHy hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
B KOpPOO6U;i BiANOBiAANbLHOI 3a 3iliCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa 4115 34iACHEHHS
hapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - lMponoHoBaHa pegakuis:
YnoBHoBaxeHa ocoba, BiANoBiga/IbHA 3a
3[iiCHEeHHs hapmMakoHarnsay - XopkiH
Bonogvmup HOpiiioBuy. 3MiHa KOHTaKTHUX AaHNX
YMNOBHOBaXXEHOT 0CO6U. 3MiHa MicLst 34ilicHEHHS
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecu MacTep-caiina
22. | ACMIPIKC cnpeii HazanbHWi TOB HaykoBo- Ykpaina TOB HaykoBo- YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14621/01/01
[o3osaHwuii, 15,75 BMPOGHMYa hipma BMPOBHMYA 3MiHM Il TUny - 3MiHa BUPOGHYMKa peyenmom
mr/go3sa no 4 mn (40 "MIKPOXIM" hipma BUXIAHOIO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
003) y donakoHi; no 1 "MIKPOXIM" BMKOPUCTOBYIOTLCS Y BUPOGHMYOMY Npoueci
h1akoHy y naui 3 Adl, ab0 3miHa BUpobHMKa (BKIOUatoum, ae
KapToHY HeobXxiAHO, MicLie NPoBEAEHHS KOHTPOJIH AKOCTI)
A®| — BBeleHHA A04aTKOBOro BUPOGHMKA Aito4yoil
peyoBUHM KeTOoponaky TpomeTamiHy Symed
Labs Limited, IHais
23. | ATOPBACTATWUH | Tabnetku, BKpUTI Mdcpaiizep IHK. CLWA BVMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3a UA/11020/01/01
NOAASEP NNIBKOBOK 060JI0HKOIO, in bulk, CWA 3MiHu | TURy - 3MiHK WoA0 peuyenmom
20 wr; no 10 TabneTok y nepBuHHa Ta 6e3nekn/edpeKkTMBHOCTI Ta hapMakoHarnagy.
6nicTepi; no 3 6nictepu BTOPUHHA BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX
Y KapTOHHIl Kopoobui ynakoBKa, npo cucteMy gpapMakoHarnsigy (BBeAeHHs
KOHTpO/b y3arasibHeHUX JaHyx Npo cuctemy
AKOCTi Ta hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BMNYCK Cepil: BiANOBIAA/IbHOT 3a 34iCHEHHS
Mcpaiizep thapmakoHarnsay; KOHTakTHoi ocobu 3
MeHtohekuyp thapmakoHarnsgy 3asBHuka AN 34iACHEHHS

WHr [loiiuneHg

dhapmMakoHarnsay B YKpaiHi, KLU0 BOHA
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
m6X, BiIMiHHA BiJ, yNOBHOBaXeHOI 0co6H,
HimeuuunHa; BiZiNOBIfANbLHOI 3a 3iICHEHHS hapmakoHarnsgy
BVPOGHMLTBO (BKNOYAKOUN KOHTAKTHI AaHi) Ta/abo 3miHn y
in bulk, pO3MilLieHHi MacTep-thaiina cuctemm
KOHTPO/b thapmakoHarnsgy) - NpornoHoBaHa pefakuis:
AKOCTI: yrNOBHOBaXKeHa ocoba 3 hapmakoHarnsgy
Mcpaiizep ®paHcyasa Ayma-CinnaH/ Francoise Dumas-
PapmactoTikan Sillan; ynoBHoBaxxeHa ocoba 3asBHUKa,
3JI/1C, CLLA BiANOBiga/IbHA 3a hapMakoHarisg Ha
perioHanbHOMY piBHI: TaTbsHa
MpoxopoBa/Tatyana Prokhorova
24. | ATOPBACTATWUH | Tabnetku, BKpUTI Mdpaiizep IHK. CLWA BVPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/11020/01/02
NOANSEP NNiBKOBOK 060/1I0HKOIO, in bulk, CWA 3MiHUM | TUNY - 3MiHK WoA0 peuyenmom
10 mr; no 10 TabneTok y nepBuHHa Ta 6e3nekn/edekTMBHOCTI Ta thapmakoHarisgy.
6nicTepi; no 3 6nictepu BTOPUHHA BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
Y KapTOHHI kopobLyi ynakoBKa, npo cuctemMy papMakoHarnsgy (BBefeHHs
KOHTPO/Ib y3arasibHeHUX AaHunx npo cuctemy
AKOCTI Ta hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi 0cobu,
BMNYCK cepil: BiANOBiAANbLHOI 3a 3iiCHEHHS
Mdparizep hapmakoHarnsay; KOHTakTHOI 0cobu 3
MeHodekuyp hapmakoHarnsgy 3asiBHUKa An15 34iACHEHHS
WHr [loAunens hapMakoHarnsagy B YKpaiHi, KLU0 BOHA
62X, BiIMiHHA BifJ, yNOBHOB&XeHOI 0cobu,
HimeuumnHa; BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
BUPOGHMLTBO (BKTHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
in bulk, PO3MiLLEeHHI MacTep-thaiina cuctemm
KOHTPO/b chapmakoHarnsgy) - nponoHoBaHa pefakLis:
AKOCTI: yNOBHOBaXeHa 0coba 3 hapMakoHarnsgy
Mdparizep ®paHcyasa Ayma-Cinnad/ Francoise Dumas-
dapmactoTikan Sillan; ynoBHOBaxeHa ocoba 3asBHMKa,
3JI/1C, CLLA BignosigasibHa 3a chapmakoHarnsg Ha
perioHasibHOMY piBHi: TaTbsiHa
MpoxopoBa/Tatyana Prokhorova
25. | ATOPBACTATWUH | TabneTku, BKpUTI Mdpaiizep IHK. CLWA BUPOGHMLTBO HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11020/01/03
NOANASEP NNIBKOBOK 060J1I0HKOIO, in bulk, CLWA 3MiHu | TURy - 3MiHK WoA0 peyenmom
40 vr; no 10 TabneTtok y nepBrHHa Ta 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsay.
6nictepi; no 3 6nictepu BTOPVHHA BBeneHHs1 ab0o 3MiHM [0 y3arasibHeHUX JaHnUX
Y KapTOHHIli kopoobLi ynaKoBKa, npo cuctemy chapmakoHarnsgy (BBefeHHs
KOHTPO/b y3arasibHeHUX JaHvx Npo cuctemy
AKOCTi Ta hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,
BMMYCK Cepii: BiANOBIAANbHOI 3a 3i/iCHEHHSA
Mdpaiizep thapmakoHarnsay; KOHTakTHOi ocobu 3
MeHiodhekuyp thapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
vHr flouneng, thapmakoHarnsgy B YKpaiHi, K0 BOHa
m6X, BiIMiHHA BiJ, YNOBHOBaXeHOI 0co6y,
HimeuuunHa; BiANOBIAaA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
BVMPOGHMLTBO (BKNHOYAKUM KOHTAKTHI faHi) Ta/abo 3miHn y
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
in bulk, pO3MilLieHHi MacTep-thaiina cuctemm
KOHTPO/b thapmakoHarnsgy) - NpornoHoBaHa pefakuis:
AKOCTI: yrNoBHOBaXKeHa ocoba 3 hapmakoHarnsgy
Mcpaiizep ®paHcyasa Ayma-CinnaH/ Francoise Dumas-
dapmactoTikan Sillan; ynoBHoBaxxeHa ocoba 3asBHUKa,
3JI/1C, CLLA BiANOBigasIbHA 3a hapMakoHariag Ha
perioHanbHOMY piBHI: TaTbsHa
MpoxopoBa/Tatyana Prokhorova
26. | ATOPBACTATWUH | Tabnetku, BKpUTI Mdpaiizep IHK. CLWA nepBuHHA Ta Himeuunna/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/11020/01/04
NOANSEP NNiBKOBOK 060/I0HKOIO, BTOPVHHA CWA 3MiHUM | TUNY - 3MiHK Woa0 peuyenmom
80 mr; no 10 TabneTok y yMnaKoBKa, 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
6nicTepi; no 3 6nictepu KOHTPO/Tb BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
Y KapTOHHI kopobLyi AKOCTI Ta npo cucteMy papMakoHarnsgy (BBefeHHs
BUMYCK Cepii: y3arasibHeHMX AaHux Npo cuctemy
Mdpaiizep hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
MeHtochekyyp BiANOBiAANbLHOI 3a 3iiCHEHHS
WHr Joiiuneng, hapmakoHarnsay; KOHTakTHOI 0cobu 3
M6X, hapmakoHarnsgy 3asiBHUKa An15 34iACHEHHS
HimeuuunHa; hapMakoHarnsgy B YKpaiHi, KO0 BOHA
BVMPOGHMLTBO BiIMiHHA BifJ, yNOBHOB&XeHOI 0cobu,
in bulk, BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapMmakoHarnsagy
KOHTPO/b (BKTHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
SIKOCTI: PO3MiLLEeHHI MacTep-thaiina cuctemm
Mdpaiizep hapmakoHarnsgy) - NpornoHoBaHa pefakuis:
dapmactoTikan ynoBHOBaxkeHa ocoba 3 hapmakoHarnagy
3JI/1C, CLLA ®paHcyasa Ayma-Cinnad/ Francoise Dumas-
Sillan; ynoBHOBaxeHa ocoba 3asBHMKa,
BignosigasibHa 3a chapmakoHarnsg Ha
perioHasibHOMY piBHI: TaTbsiHa
MpoxopoBa/Tatyana Prokhorova
27. | BEH3OHAN IC® Tabnetky no 100 mr no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9793/01/01
10 TabneTok y 6nicTepi; [04,aTKOBOO [04aTKOBOO 3MiHM | TUNy - 3mMiHa napameTpis cnevyudikawii peyenmom
no 5 6nictepiB y nauuji Bi4NOBIfANbLHICTIO BignoBsigancHi Ta/abo foNyCTUMUX MEX NEePBUHHOT YMaKkoBKM
"IHTEPXIM" CTIO rOTOBOrO JIiKAPCbKOro 3acoby - BUNYyYEHHHS
"IHTEPXIM", nokasHuka «Po3Mipu»/«eoMeTpuyHi po3mipm»
Ykpaina 3i cneuwndikauii Ha NepBUHHWIA NakyBasTbHUIA
(BUPOBHUK, MaTepian: «Mniska nonisiHiNXxI0puaHa» Ta
BiANOBIAa/IbHU «®donbra anomiHiesa»
11 3a BUNyCK
cepir;
BMNPOBYBaHHSA
KOHTPO/I0
AKOCTI
(izmyHi/Ximiy
Hi,

Mikpo6ionoriyH
a yncroTa),
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

36epiraHHs
roToBo|
NPOAYKUIT;
BMPOBHULTBO,
36epiraHHs
(rotoBoi
npoaykuii,
CUPOBWHM Ta
marepianis);
BUNPOGYBaHHSA
KOHTPO/0
AKOCTI
(chi3nyHi/ximiy

Hi))

28.

BEH30HA/N IC®

Tabnetkv no 50 mr no 10
Tabnetok y 6nictepi; no
3 6nictepn y navui

ToBapucTBO 3
[04,aTKOBO
BiANOBIAA/IBHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[08aTKOBOO
BiANOBIAA/bHI
CTI0
"IHTEPXIM",
Ykpaina
(BUPOGHMK,
BignoBigabHU
11 3a BMNyCK
cepii;
BUNPOGYBaHHSA
KOHTPO/0
AKOCTI
(hisnyHi/ximiy
Hi,
MiKpob6iosoriuH
a yucroTa),
36epiraHHs
roToBol
npoayKuii;
BMPOGHMLITBO,
36epiraHHsA
(roToBoi
npoAyKLii,
CUPOBWHKN Ta
mMartepianis);
BMNPOBYBaHHSA
KOHTPO/0
AKOCTI
(izmyHi/Ximiy

Hi))

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:

3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii

Ta/abo fonycTMMMNX MeX NePBUHHOT YNakoBKM
rOTOBOrO NIKAPCHbKOro 3aco0y - BUMTYYEHHHS

nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
3i cneuymdikauii Ha NePBUHHNIA NakyBasTbHUIA
Matepian: «[niBka nonisiHiNxopugHa» Ta

«®donbra anomiHiesa»

3a
peyenmom

UA/9793/01/02

29.

BOPHA MA3b
5%

Ma3b 5%, no25ry
Ty6ax; no 25 ry 1y6i; no

TOB "TepHodapm"

YkpaiHa

TOB
"TepHochapm”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MmiHu | TMRy - 3MiHK 3 AKocTi. FoToBUIA

6e3
peyenma

UA/8718/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

1 Ty6i B nayuj 3 kapToHy

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3miHa y
NepBWHHIlA yNakoBLji rOTOBOrO JlikapCbKOro
3acoby (Tvn KoHTelHepa abo foJaBaHHS HOBOTO
KOHTelHepa) - BunyyeHHs NepBUHHOI YNakoBKY,
LLIO He MPW3BOAWTbL [0 NOBHOTO BU/TyYEHHS
NiKapcbKoro 3acoby 3 NeBHO CUo il abo y
neBHili nikapcbkii hopmi.e CynyTHS 3MiHa -
3MiHK 3 SKoCTi. FoTOBMIA NiKapcbkuii 3aci6.
KOHTpPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB cneyugikauii Ta/abo AonycTummx
MEX roTOBOrO /liKapCbkoro 3acoby (iHLi 3MiHK) -
3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPOBYyBaHHSA rOTOBOrO /iKapCbKOro
3aco0by (He3HayHa 3MiHa Yy 3aTBepKeHNX
MeTofAax BUNPOo6yBaHHS) (BUyYEHHS NEPBUHHOI
ynakoBku 113, a came no 25 r y 6aHkax 3
BiANOBIAHMMU 3MiHAMU Y PO34iNi «YNakoBKa» Ta
cneumdikavii/ meTogax KOHTPO/IK AKOCTI, M.
«Maca BMICTy KOHTeliHepa»)

30.

BPOKCIHAK

Kpanni o4Hi, 0,09 % no
1,7 mny chnakoHax 3
KpanensHuueto Ne 1

CeHTicc ®apma MBT.
nra.

IHais

CeHTicc
Papma MBT.
nra.

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM Il TNy - 3mMiHa BUPOGHYMKa
BMWXiHOro/MpoMiKHOro NpoayKTy/pearenTy, Lo
BUKOPVCTOBYIOTCS Y BUPOOHNYOMY MPOLLECi
Adl, ab0o 3miHa BUpobHMKa (BKIOUaloum, ae
HeobXxiAHO, MicLe NpoBeAEeHHS KOHTPOJIH0 AKOCTI)
AQ| - BBEJEHHS aNlbTEPHATUBHOIO BUPOGHMKA
A®I| — Yonsung Fine Chemicals Co., Ltd. Kopes

3a
peyenmom

UA/15200/01/01

31.

BPOHXO/JIEKC

PO34UH OpasibHUIA, 9
mr/1 mn no 100 mny
6aratof030BOMYy
KOHTeliHepi; no 1 abo 2
6araTo030BUX
KOHTEWHepy B KAPTOHHIi
Kopoo6Li

CaHpo3
dapmacbtoTikans g.4a.

CnoBeHis

BWMYCK Cepiii:
Cantotac
dapma NvbX,
HimeuuunHa;
BUPOGHMLTBO
in bulk,
nakyBaHHs,
KOHTpONb
cepiii: dapma
BepHirepoge
v6X,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHuM | TUNY - 3MiHa y NnapameTpax
crneungikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
— Aof4aHo TecT gNnsa Bu3HayveHHs Salmonella go
nokasHuka «MikpobionoriyHa uictoTa» B
crneungikaLito pPOCIMHHOT cy6CcTaHLi; 3miHu 11
TUMy - 3MiHW B npoueci BupobHuytea Ad|
— BBE/leHHS A0AAaTKOBOI CTajii BUpOoOHULTBA:
roMoreHisauii NOPOLLKY CyXOro eKCTpakTy, sika
3[jiicHI0ETbCA BUPO6HNKOM [ikca Al
LLIBeiiLapisi, 3a KOHTPAKTOM; 3MiHu Il TUny -
3MiHa BUPO6HUKA BUXiAHOro/NnpPoOMKHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BUpo6HUYOMY npoueci ADl, abo 3miHa
BMPO6HMKa (BKIKOYAKYM, Ae HEOOXiAHO, Micue

6e3
peuyenma

UA/14724/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
NpoBeAEeHHSA KOHTPOJI0 AKOCTI) A®| — BBEAEHHS
BUpPOoGHMKa flikca AT, LLBeliuapis, skvii
BiAMnoBigae 3a cTagito romoreHisauji Ta
nakyBaHHs Npu BUPOGHULTBI ADI; 3miHu Il TUny -
3MiHa y napameTpax cneumdikauili Ta/abo
O0NYCTUMKUX MEX, BUSHAYEHNX Y crieumdikalisix
Ha A®|, abo BUXigHWIA/NPOMIXKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCH Y
npoueci BupobHuutea A®| — npuBefeHHs
KpUTepIiB NPUIAHATHOCTI 3@ NOKa3HNKOM
«MikpobionoriyHa unctota» (Tect Ha E. coli) y
BigNOBIAHICTb 40 BUMOT 3arasibHOI cTaTTi 5.1.8
«Microbiological quality of herbal medicinal
products for oral use and extracts used in their
preparation» EP ansi pOCAVHHOI CUPOBUHM
32. | BYMIBAKAIH-3H PO34MH NS iH'eKUA, 5 ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12559/01/01
Mmr/mn no 5 mna B amnyni; 06MEXEHOI0 BMPO6GHMLTBA, BUNPAB/IEHHSI TEXHIYHOT MOMUKM B METofAax peyenmom
no 10 amnyn B KOpo6u;i 3 BiANOBIAA/TbHICTIO KOHTpPO/Tb KOHTPOJI0 SIKOCTi Jlikapcbkoro 3acoby 3a n. "2,6-
KapToHy; No 5 mn B "XapkiBcbke SIKOCTI, BUNYCK AMMeTUNaHiniH"
amnyni; no 5 amnyny hapmaueBTNYHE cepil:
6nicTepi; no 2 6nictepu nignpveMCcTBO ToBapucTBo 3
B KOpPOO6L 3 KApTOHY "3a0poB'sa Hapoay" 06MEeXEHO
BiANOBIAA/bHI
CTI0
"XapkiBcbke
thapmaveBTuy
He
nigNpPUEMCTBO
"3p0poB'A
Hapoay",
YKpaiHa; BCi
cTagii
BMPOGHMLITBA,
KOHTPO/b
akocTi: TOB
"®GapmauesTn
YyHa KoMnaHisi
"3popos'a’,
YkpaiHa
33. | BYNPEH® IC TabneTku cybniHrsasibHi ToBapucTso 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10202/01/01
no 0,0002 r no 10 [04aTKOBOKO [04aTKOBOIO 3MiHM | TUNy - 3mMiHa napameTpis cnevyudikawii peyenmom
TabneTtok y 6nictepi; no BiNoBiAa/IbHICTIO BiAgnoBigasIbHi Ta/abo foNyCTUMUX MEX NEePBUHHOT YMaKkoBKM
1 6nicTtepy B nauui 3 "IHTEPXIM" cTIo rOTOBOrO JIiKAPCLKOro 3acoby - BUNYyYEHHHS
KapTOHY "IHTEPXIM" nokasHuka «Po3Mipu»/«eoMeTpuyHi po3mipm»

3i cneuwndikauii Ha NepBUHHWIA NakyBasTbHUIA
MaTepian: «Mniska nonisiHiNXxI0puaHa» Ta
«Posibra a/lloMiHieBa»




59

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
34. | BYNPEH® IC TabneTtky cybniHrsasibHi ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10202/01/02
no 0,008 r no 10 [04aTKOBOK [0[aTKOBOIO 3MiHu | TUNy - 3MiHa NapameTpiB cneuudikawii peyenmom
TabneTok y 6nictepi; no BiANOBIAA/TLHICTIO BiANOBIAA/bHI Ta/abo fonyCTMMNX MEX NePBUHHOT YMaKkoBKM
1 6nicTtepy B nauui 3 "IHTEPXIM" cTIo rOTOBOrO J1iKAPCbKOro 3acoby - BUNYyYEeHHHS
KapTOHY "IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3mipm»
3i cneuwndikauii Ha NepBUHHWIA NakyBasTbHUIA
MaTepian: «niska nonisiHiNxIo0puaHa» Ta
«®donbra anomiHiesa»
35. | BYNPEH® IC TabneTkv cybniHrBasbHi ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/10202/01/03
no 0,002 r no 10 [04aTKOBOK [0[1aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuyenmom
TabneTtok y 6nictepi; no BiANOBIAA/TIbHICTIO BiANOBIAA/bHI Ta/abo fonycTMMMNX MeX NePBUHHOT YMakoBKM
1 6nicTepy B nauui 3 "IHTEPXIM" CTHO rOTOBOrO J1iKapCbKOro 3acoby - BUTyYEHHHS
KapTOHY "IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
3i cneuymdikauii Ha NePBUHHNIA NakyBasTbHUIA
Matepian: «[niBka nonisiHiNxopugHa» Ta
«®donbra anomiHiesa»
36. | BYMNPEH® IC TabneTkn cybiHrBasibHi ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/10202/01/04
no 0,0004 r no 10 [,04aTKOBOKO [04aTKOBOKO 3MiHM | Tuny - 3MiHa napameTpiB cnevuudikawii peyenmom
Tabnetok y 6nictepi; no BiANoBiAa/IbHICTIO BignoBigasbHI Ta/abo fonyCTUMUX MEX NEPBMHHOT YNakoBKM
1 6nicTepy B nauui 3 "IHTEPXIM" CTIO rOTOBOTO J1iKAPCbKOr0 3acoby - BUYYEHHHS
KapToHY "IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
3i cneuwdikauii Ha NepPBUHHWIA NakyBasIbHUIA
matepian: «lniBka nonisiHinxnopngHa» Ta
«Ponbra aoMiHiesa»
37. | BYCTPUKC™ cycneHsis ans iH'ekuiii nakcoCMmiTKnsaiiH Benvka nakcoCmiTKn Benbris BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a UA/14955/01/01
(BOOSTRIX™) no 1 posi (0,5 mn/gosy) EkcnopT JlimiTepg, BpuTaHis SAMH 3MiHK | TNy - 3MiHa 6yAb-SKOT YacTUHW peuyenmom
KOMBIHOBAHA y nornepegHsLo Bionogxikan3 marepiany nepBUHHOI YNakoBKu, L0 He
BAKUMHA AnA HanoBHEHOMY LUNPULL; C.A. KOHTaKTYy€e 3 rOTOBMM NiKapCbKM 3aC060M
NMPODITAKTUKU no 1 nonepenHLO (Hanpuknag, Kosip KpULLEYOK 3 KOHTPOs1IeEM
LOUNOTEPII, HarnoBHEHOMY LLNpULY Y NepLUOoro BiAKPUTTSA, KONIP KOAOBUX Kiflelb Ha
NMPABLA, KOMMEKTi 3 ABOMA amnynax, KoHTeliHepa Ans ronok (pisHi Buan
KALUTHOKY rosikamv B nnactmacu) (3MiHa, sika He BMN/IMBa€ Ha KOPOTKY
ALIENONAPHA nnacTUKoBoOMy XapaKTepuCTMKy JlikapcbKoro 3acoby); 3miHu |
OYNLLEHA KOHTeliHepi; no 1 TMNy - 3MiHa napameTpis cneyudikauiii Ta/abo
IHAKTUBOBAHA KOHTEHEepPY Y KapTOHHIN [ONYCTUMUX MEX NepPBUHHOT yNakoBKM rOTOBOIO
PIOKA KOpoo6Li NikapcbKoro 3aco6y - AONOBHEHHSA crieumdikaLi

nokasHukom ldentity by Total Ash Test 3
BigMNOBIgHMM MEeTO40M BMNPOOYBaHHS A5
yLinbHIOBaYiB NOPLUHIB Wwnpuuis 3 CCT;
[OMNOBHEHHA crieumdikavii nokasHukom Visual
control 3 BigNOBIgHNM METOLOM BMNPOOYBaHHS
ans umningpis wnpuuis 3 CCT Ta BHECEHHS
peakuifiHnx 3MiH y po3gin 3.2.P.7. Container
Closure System (Editorial changes);
[ONOBHEHHS cneumdikayii Tectom A
(noBepxHeBWiA TECT) 3 BiAMNOBIAHUM METOAOM
BMNPOOYBaHHA A1 NokasHuka Hydrolytic
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
resistance Test ans unniHapis wnpuuis 3 CCT

38. | BYCTPUKC™ CycneHsis gns iH'ekuin nakcoCmiTKnsiiH Benuka nakcoCmiTKn Benbris BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/14955/01/01
(BOOSTRIX™) no 1 gosi (0,5 mn/po3sy) Ekcnoprt JlimiTepg, BpuTanis ANH 3MiHM | TUMy - 3MiHa ByAb-AKOT YaCcTUHU peyenmom
KOMBIHOBAHA y nonepeaHbLo Bionogxikans mMarepiasny nepBUHHOI yNakoBKu, L0 He
BAKUMHA And HanoBHEHOMY LLUNPULL; C.A. KOHTaKTY€E 3 rOTOBMM NiKapCbKM 3aC060M
MPO®INAKTUKN no 1 nonepegHsLo (Hanpviknag, Konip KpULWeYoK 3 KOHTPOsIEM
DUNDTEPII, HamnoBHEHOMY LLNpULY Y NepLLOoro BiAKPUTTSA, KONIP KOAOBUX Kiflelb Ha
NMPABLA, KOMM/IEKTi 3 ABOMA amnynax, KoHTeliHepa A5 ronok (pisHi Buan
KALLUTIOKY ronkamu B nnacTmacw) (3mMiHa, sika He BMIMBAaE Ha KOPOTKY
ALUENONAPHA nnacTMKoBOMy XapaKTepUCTUKY iKkapCbKoro 3acoby) - 3miHa
O4YMLLEHA KOHTelHepi; no 1 BE/INYYH PO3MipiB OCHOBW MOPLUHSA A5 WNPULiB
IHAKTUBOBAHA | KOHTellHepy y KapTOHHIiA 3 PRTC; 3MiHu | TURY - 3MiHa napameTpiB
PIOKA KopoobLi cneuudikavin Ta/abo [oNyCTUMUX MEX

NepBUHHOT YNakoBKN FOTOBOTO NiKapCbKOro
3aco6y - AONOBHEHHS creuudikaLii Tectom A
(noBepxHeBWiA TECT) 3 BiAMOBIAHM METOLOM

BMNPOGYBaHHA A1 nokasHuka Hydrolytic
resistance Test ana umniHgpis wnpuuis 3 PRTC;
[ONOBHEHHS cneumdikayii nokasHukom ldentity

by Total Ash Test 3 BignosigHum meTogom

BMNPOOYBaHHA 4715 YLLiNIbHIOBAYIB NOPLUHIB
wnpuuis 3 PRTC; foNoBHEHHS cneumdikaLi

nokasHukom Visual control 3 BignosigH1mM
MeToAO0M BUNPOGYBaHHS AN LWIIHAPIB WNpULiB
3 PRTC Ta BHeCEHHS pefakUiiH1X 3MiH y po3gin
3.2.P.7. Container Closure System (Editorial
changes)

39. | BAKCIrpun/ CyCrneHs3ia Ans iH'ekuilt CaHodpi MacTep C.A. PpaHLis CaHodi ®paHuisa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a 65/12-
VAXIGRIP no 0,25 mn Nel; no 0,5 Mactep 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom 300200000
CONIT-BAKUMHA | mn Nel B nonepefHb0 HalilMeHyBaHHs Ta/abo afpecu 3asBHUKa
And 3anoBHEHVX Wwnpuuax 3 (BnacHvka peecTpauiiiHoro nocBigYeHHs)

NMPODINTAKTUKU NPVKPINIEHOI TOIKO (YTOUHEHHA HaliMeHyBaHHS Ta agpecu
reuny 3asBHMKA); 3MiHW | TUNY - AgMIHICTPATUBHI
IHAKTUBOBAHA 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
PIOKA MiCLiA MPOBAKEHHS AiS/IbHOCTI

BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco0by, BKIKYaK4M AiNbHULL BUNYCKy cepii abo
MicLie NpoBeAEeHHS KOHTPO/THO AKOCTI.
(misnbHICTB, 3a SAKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(MpvBEAEHHST HANUCAHHS HA3BW BUPOOHMKIB, LLLO
BiANoBiAalnTb 3a BUNYCK cepii y BiAMNOBIAHICTb A0
BUCHOBKY 010 NiATBEPKEHHS Bi4NOBIAHOCTI
BMPOGHULITBA NikapCbkunx 3acobis Bumoram HBIM
Ta YTOUHEHHS 0puANYHOT afpecu BUPOOHNKa);
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta papMakoHarasgy
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
(iHWi 3miHW) (MpuBefEHHSA TeKCTY MapKyBaHHS
[0 Bumor Hakasy MO3 Ykpainn Ne 426 Big,
26.08.05 (y pepaxuii Hakazy MO3 YkpaiHu Ne
460 Big 23.07.2015 p.)

40. | BAKCIrPUN | CycneHsis Ans iH'ekujin CaHodpi MacTep C.A. ®paHuis CaHodi ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a 65/12-
VAXIGRIP no 0,25 mn Nel; no 0,5 Mactep C.A. 3MmiHu | TMNy - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom 300200000
CONIT-BAKUUMHA | mn Nel B nonepefHb0 nikapcbkuii 3aci6. Cuctema
Ana 3arnoBHeHVX Wwnpuuax 3 KOHTeliHep/3aKkynoptoBasnbHuii 3aci6. 3MiHa
MPO®INAKTUKN NPUKPIN/IEHOIO FOJIKOK PO3Mipy YNakoBKu roTOBOro /likapcbKoro 3acoby
reuny (BUYyYEHHSA YNakoBKY NEBHOrO PoO3Mipy)

IHAKTUBOBAHA (BunyyeHHst ynakoBok Ne 10 Ta Ne20 gns
PIOKA no3yeaHHsa 0,25 mn, Ne 10, Ne20 Tta Ne 50 gnisa
[o3yBaHHs 0,5 Mn); 3miHu | TUny - 3MiHK 3
AKocTi. F0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBanbHuii 3aci6. 3MiHa y
NepBUHHIlA yNakoBLji rOTOBOrO JlikapCbKOro
3acoby (Tvn KoHTelHepa abo AofaBaHHSA HOBOMO
KOHTeliHepa) - BunyyeHHs nepBrHHOT yNakoBKu,
LLI0 He MPW3BOAWTb [0 NOBHOMO BUIYYEHHS
NiKapcbKoro 3acoby 3 MEBHO CUO il abo y
NeBHil nikapcbkii hopmi. CynyTHS 3miHa - 3MiHW
3 KoCTi. FoTOBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
PO3Mipy YNakoBKu roTOBOro /likapcbKoro 3acoby
(BUYyYEHHSA YNakoBKWY NEBHOrO PO3Mipy)
(BunyyeHHs nepBMHHOI ynakoBKy (th/1akoH), sk
HacnifoK BUMyYeHHs ynakoBku y donakoHax Ne 1
Ta Ne 10, 3 BigNoBigHMMYN 3MiHAMM B IHCTPYKLT
Npo 3aCTOCYBaHHA NikapCbKoro 3acoby Ta
aHasliTUYHIA HOpMaTUBHIW AOKyMeHTauil)

41. | BAKCIrPUn / CyCrneHs3ia Ans iH'ekuilt CaHodpi MacTep C.A. PpaHLis CaHodi ®paHuisa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a 65/12-
VAXIGRIP no 0,25 mn Nel; no 0,5 Mactep C.A. 3MiHM | TMNy - 3MiHK 3 AKocTi. A®I. KOHTpob peyenmom 300200000
CONIT-BAKUMHA | mn Nel B nonepefHb0 A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
ans 3anoBHEHMX LINpULax 3 [0NyCTUMUX MEX, BU3HAUYEHUX Y crieumdikaLisx
MPO®INTAKTUKN NPUKPINIEHOD FOJIKOHO Ha A®|, abo BUXigHWIA/MPOMIKHWIA
remny npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
IHAKTUBOBAHA npoueci BupobHuuTea A®I (iHwWi 3MiHK) (3MiHK
PIOKA 00 cneumdikauii OKTOKCUHONY-9 (3amiHa

nocunaHHa 3 USP Ha BHYTPIiLWHIO MOHOorpadito)

42. | BANNEPIAHMN HacTolika no 25 mny AN "Arpochipma "AR" YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/6718/01/01

HACTOWIKA hiaKkoHax- nn "au" nigNpPUEMCTBO 3MiHK | TNy - 3MiHKU WoA0 peuyenma
KpanesbHUUsX; no 25 "Arpochipma 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
My d1aKkoHi- "AH" BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX
KpanenbHuL; no 1 npvBaTHOro npo cucTemy dpapmakoHarnsgy (BBefeHHs
dhnakoHy-kpanenbHuLi y nignpuemcTea y3arasibHeHUX JaHvxX Npo cuctemy
naui 3 kapToHy; no 30 "An" hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,

My doiakoHax abo y

BiANOBIAa/IbHOI 32 34iNCHEHHS
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
dhnakoHax 3 npobkamm- dhapmakoHarnsgy; KOHTakTHoi ocobu 3
KpanenbHuuamu, abo y thapMakoHarnsgy 3asBHuKa Ans 34iACHEHHS
dhnakoHax 3 KOHTPOiEM chapmakoHarnsgy B YkpaiHi, AKLLO BOHA
nepLUoro po3KpUTTS; No BiJMiHHa Bif, yNOBHOBaXeHOi 0cobu,
30 mn 'y chnakoHi abo y BiZiNOBIfANbLHOI 3a 3iICHEHHS hapmakoHarnsgy
dhnakoHax 3 npobkamu- (BKNKOYAKOUN KOHTAKTHI AaHi) Ta/abo 3miHn y
KpanesnbHUUsMu, abo y pO3MilLieHHi MacTep-thaiina cuctemm
dhiakoHax 3 KOHTpPoneM thapmakoHarnsgy) - lMponoHoeaHa pegakLis:
NepLUoro PO3KpUTTS; NO YnosHoBaxeHa 0coba A1 3A4ICHEHHSA
1 chnakoHy y nauui 3 thapmakoHarnsgy - Casenoesa tOonis
KapTOHY NeoHigiBHa. 3MiHa KOHTaAKTHUX AaHWX
YMOBHOBaXXEHOI 0CO6U
43. | BANogain TabneTku, BKPUTI KPKA, a.4., Hoso CnoBeHis BignoBigabHU CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/14358/01/01
NAiBKOBOK 060IOHKOO MeCTO 11 3a BUNyCK Pocilicbka 3MiHn | TURY - 3MiHK Woao peyenmom
no 5 mr/160 mr, Nel14 cepiii: depepauis 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsay.
(7x2), Ne28 (7x4), Ne30 KPKA, a.4., 3MiHU Y KOPOTKiil XapakTepucTuLi NikapCcbKoro
(10x3), Ne 56 (7x8), Hoso mecTo, 3aco6y, TEKCTI MapKyBaHHA Ta iIHCTPYKLiT Ans
Ne60 (10x6), Ne90 CnoBeHis; Me[MYHOro 3aCTOCYBaHHS
(10x9), Ne 98 (7x14), BignoBigabHU reHepuYHNX/riopuaHNX/6ionodibHMX NikapCbKUX
Ne100 (10x10) y n3a 3ac06iB NicNs BHECEHHS TiEl camoi 3MiHM Ha
6nicTepax BVPOGHMLTBO pechepeHTHWIA Npenapar (3mMiHa He NoTpebye
“in bulk”, HaaHHS XOAHUX HOBUX A0AATKOBUX AaHUX) -
nepBuHHE 3MiHW A0 IHCTPYKLi y po3ainu: MNoka3aHHs.
nakyBaHHS, 3arBepkeHo: EceHujanbHa rinepTeHsia y
BTOPWUHHE navjieHTiB, apTepiasibHUI TUCK SIKNX He
nakyBaHHs, PEryneTbCs 3a 4ONOMOroK MoHoTepanii
KOHTPO/b amoguniHom abo BancapTaHoM.
cepiii: 3anponoHoBaHo: EceHujanbHa rinepteHsis y
TOB “KPKA- [0pOCNNX NALJEHTIB, apTepiasibHWN TUCK SAKNX He
PyC”, peryneTbCA 3a A0MNOMOrol0 MoHoTepanii
Paocilicbka amioguniHoMm abo BasicapTaHoOM.
depepauis MpoTunokasaHHs. Baaemogis 3 iHWmnMn

nNikapcbkMK 3acob6amMu Ta iHLWi BUAY B3aEMOLNA.
Oco6MBOCTi 3aCTOCYBaHHA. 3aCTOCYBaHHA y
nepiog, BaritTHoOCTi abo rogyBaHHs rpyaato.
3paTHICTb BNMBATK Ha LUBUAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMK
MexaHismamu. Cnocib 3acTocyBaHHs Ta A403M.
[itn 3atBepaxeHo: He pekomeHAyeTbCs
3aCTOCOBYBATU [/151 JliKyBaHHA AiTeit (Bikom A0
18 pokiB). 3anponoHoBaHo: besneka Ta
edhbekTBHICTb 3acTocyBaHHA Basoginy gitam
(Bikom 0 18 pokiB) He focnimkeHa. daHi
BiACYTHi. TOMy [0 OTpPMMaHHS 6iNbLL NOBHOT
iHhopmauii Banogin He pekomeHAyeTbCS
3aCTOCOBYBATW A1 NiKyBaHHA AiTei.
Mepeno3ysaHHs. Mob6iyHI peakuji, 3rigHo 3




63

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
iH(bopMmaLieto Woa0 MeguyHoro 3acTocyBaHHs
pedepeHTHoro (EKC®OPXK) nikapcbkoro
3acoby. BBegeHHs 3MiH NpoTAarom 3-x Micauis
nicns 3aTBepKeHHs.
44, | BAnoain TabneTku, BKpUTI KPKA, a.4., Hoso CnoseHis BiANOBIga/IbHA Cnosenis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/14357/01/01
NAiBKOBOK 000IOHKOHO, MecTo 11 3a BUNyCK Pacilicbka 3MiHu | TURY - 3MiHK Woao peyenmom
no 5 mr/80 mr Ne 14 cepiii: Pepepauis 6e3nekn/edekTUBHOCTI Ta thapmakoHarnsgy.
(14x1), Ne 28 (14x2), KPKA, a.4., 3MiHN Y KOPOTKiil XapakTepucTuLi NikapCbkoro
Ne30 (10x3), Ne56 HoBo mecTo, 3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
(14x4), Ne60 (10x6), CnoseHis; MeAMYHOro 3aCTOCYBaHHS
Ne90 (10x9), Ne 98 BiANOBIAa/IbHA reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
(14x7), Ne100 (10x10) y 3a 3ac006iB Nicnsi BHECEHHS Ti€l camMoi 3MiHM Ha
6nictepax BUPOGHMLTBO pechepeHTHMIA Npenapar (3mMiHa He NoTpebye
“in bulk”, HafaHHS XXOAHWX HOBUX AOAATKOBUX JaHMX) -
nepBuHHE 3MiHW A0 IHCTPYKLi y po3ainu: MNoka3aHHs.
nakyBaHHs1, 3arBepakeHo: EceHujanbHa rinepTeHsia y
BTOPWHHE navjieHTiB, apTepiasibHW TUCK SKNX He
nakyBaHHS, perynioeTbCs 3a [ONOMOrol0 MoHoTepanii
KOHTPO/b amoguniHom abo BancapTaHoMm.
cepiii: 3anponoHoBaHo: EceHuianbHa rinepTeHsisa y
TOB “KPKA- [0pPOCNNX NALJEHTIB, apTepiasibHUI TUCK SKNX He
PYC”, perynoeTbesa 3a 40NOMOrol MoHoTepanii
Pocilicbka amnoguniHom abo BasicapTaHoM.
depepauis MpoTtunokasaHHsa. B3aemogis 3 iHWMMuK
nikapcbkrMU 3aco6amMu Ta iHLi BUAY B3aEMOLIN.
Oco6/1MBOCTi 3aCTOCYBaHHSA. 3acTOCyBaHHSA Y
nepiog, BaritTHoOCTi abo rogyBaHHs rpya4to.
3paTHICTb BNAMBATM Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWMK
MexaHisMamu. Cnocib 3acTocyBaHHS Ta A03W.
Litn 3aTBepaxeHo: He pekoMeHOyeETbCSA
3aCcTOCOBYBATU N1 NiKyBaHHA AiTei (Bikom Ao
18 pokiB). 3anponoHoBaHo: besneka Ta
eeKTUBHICTb 3acTocyBaHHA Banoginy aitam
(Bikom f0 18 pokiB) He pocnigpxeHa. [aHi
BiACyTHi. TOMy [0 OTpVMMaHHS 6iNbLL MOBHOT
iHchopmauii Banogin He pekoMeHAyeTbCA
3aCTOCOBYBATUN 4715 NiKyBaHHSA fiTei.
Mepeno3yBaHHs. Mob6iyHI peakujl, 3rigHoO 3
iH(bopMmaLieto Woa0 MeguyHoOro 3acTocyBaHHs
pedepeHTHoro (EKC®OPXK) nikapcbkoro
3acoby. BBegeHHs 3MiH NpoTAarom 3-x Micauis
nicns 3aTBepKeHHs.
45. | BAnoain TabneTku, BKpUTI KPKA, a.4., Hoso CnoseHis BiANOBIAa/IbHU CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/14357/01/02
NNiBKOBOK 000/I0HKOH, MecTo 11 3a BUNyCK Pacilicbka 3MiHu | TUNYy - 3MiHK Woao peyenmom
no 10 mr/160 mr Ne 14 cepiii: Pepepauis 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
(7x2), Ne28 (7x4), Ne30 KPKA, a.4., 3MiHW Y KOPOTKiil XapakTepucTuLi Nikapcbkoro
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
(10x3), Ne 56 (7x8), HoBo mecTo, 3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
Ne60 (10x6), Ne90 CnoseHis; Me[MYHOro 3aCTOCYBaHHS
(10x9), Ne 98 (7x14), BiANOBIAA/IbHU reHepuyHUX/ribpuaHMX/6ionoaiGHMX NiKapCbKUX
Ne100 (10x10) y 3a 3aco6iB nic/1a BHECEHHA TiET camol 3MiHW Ha
6nictepax BUPOBHMLTBO pechepeHTHUIA Npenapar (3mMiHa He NoTpebye
“in bulk”, HaZaHHS XXOAHMX HOBUX JOAATKOBUX JaHMX) -
nepBuHHe 3MiHM [0 IHCTPYKLUIiT y po3ainu: MNMokasaHHS.
nakyBaHHs, 3arBepakeHo: EceHujanbHa rinepTensis y
BTOPUHHE navjieHTiB, apTepiasibHW TUCK KX He
nakyBaHHs, perynioeTbCs 3a JO0NOMOrol0 MoHoTepanii
KOHTPO/Ib amnoguniHom abo BasicapTaHoM.
cepiii: 3anponoHoBaHo: EceHujasibHa rinepTeHsis y
TOB “KPKA- [0pOCNNX NaLEHTIB, apTepiasibHUI TUCK SKNX He
PYyC”, PerynoeTbCs 3a 4ONOMOroK MoHoTepanii
Pacilicbka amnoguniHoMm abo BasicapTaHoM.
Pepnepauis MpoTunokasaHHs. Baaemogis 3 iHWMMK
nikapcbkvMK 3acob6amu Ta iHLWi BUAN B3aEMON.
Oco6MBOCTI 3aCTOCYBaHHA. 3aCTOCYBaHHA Y
nepiog, BariTHoCTi abo rogyBaHHs rpyaato.
3paTHICTb BN/AMBATK Ha LUBUAKICTb peakLii npu
KepyBaHHi aBTOTPaHCMOpPTOM abo iHWMMK
MexaHisMamu. Cnocib 3acTocyBaHHS Ta [03W.
[itn 3aTBepakeHo: He pekoMeHayeTbeA
3aCTOCOBYBATU A/151 liKyBaHHA AiTei (Bikom Ao
18 pokiB). 3anponoHoBaHo: be3neka Ta
ethbekTUBHICTb 3acTocyBaHHA Banoginy Aitam
(Bikom 80 18 pokiB) He gocnigpkeHa. daHi
BiACYTHi. TOMYy [0 OTPpUMaHHS 6iNlbLL NOBHOT
iHchopmauii Banogin He pekomeHAyeTbCA
3aCTOCOBYBaTU 4715 NiKyBaHHSA fiTei.
MepeposyBaHHsA. MobivHi peakuii, 3rigHO 3
iHcbopMmalLieto Woa0 MeguyHoro 3acTocyBaHHs
pedhepeHTHOro (EKCPOPXK) nikapcbkoro
3acoby. BBefieHHs 3MiH NpPOTArom 3-X MicsALiB
nicns 3aTBeppkKeHHs.
46. | BAJIbCAKOP® TabneTku, BKpUTI KPKA, a.4a., Hoso CnoBeHis KPKA, a.4., CnoBeHisi BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/6227/01/01
MecTo HoBso mecTo 3MiHU | TUNY - NOAA@HHS HOBOTO cepTudikaTa peyenmom

NNiBKOBOK 060/I0HKOIO,
no 40 mr, no 7 TabneTok
y 6nicTepi, no 4
6nicTepy y KapTOHHiIl
Kopo6ui, no 10 TabneTok
y 6nicTepi, mo 3
6nicTepy y KapTOHHiIl
Kopobui, no 14 TabneTok
y 6nicTepi, no 2
6nicTepy y KapTOHHiIl
KOpoo6Li

BiANoBIgHOCTI €Bponeiicbkili hapmakonei Ne
RO-CEP 2012-338-Rev 02 ans gito4oi peyoBuHM
Valsartan Bi HOBOro BUpO6HMKa
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
47. | BAJIbCAKOP® TabneTku, BKPUTI KPKA, a.4., Hoso CnoBeHist KPKA, a.4., CnoBeHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6227/01/02
NNiBKOBOK 060/I0HKOIO, MecTo HoBso mecTo 3MiHK | TUNY - NOA4AaHHS HOBOTO cepTudiikaTa peyenmom
no 80 mr, no 7 TabneTok BiANOBIgHOCTI €Bponeiicbkili hapmakonei Ne
y 6nicTepi, no 4 abo no RO-CEP 2012-338-Rev 02 ans 4io40i peyoBrHU
12 6nicTepiB y Valsartan Big, HOBOro BUpOOHMKa
KapTOHHI kopobuj, Mo
10 TabneTok y 6nicTepi,
no 3 6nictepn y
KapTOHHI kopobuj, Mo
14 TabneTok y 6nicTepi,
no 2 a6o no 6 6nictepis
Y KapTOHHI KopoobUi
48. | BAJIbCAKOP® TabneTku, BKPUTI KPKA, a.4., Hoso CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/6227/01/03
NNiBKOBOK 060/I0HKOIO, MecTo HoBso mecTo 3MiHK | TUNY - NOA4AHHS HOBOTO cepTudiikaTa peyenmom
no 160 mr, no 7 BiANoBigHOCTI EBponeiickkili hapmakonei Ne
Tabnetok y 6nictepi, no RO-CEP 2012-338-Rev 02 ans 4io40i peyoBrHU
4 abo no 12 6nictepis y Valsartan Big, HOBOro BUpOOHMKa
KapTOHHiI kopobuj, Mo
10 TabneTok y 6nicTepi,
no 3 6nictepn y
KapTOHHI kopobuij, Mo
14 TabneTok y 6nicTepi,
no 2 a6o no 6 6nictepis
Y KapTOHHI KOpoobLi
49. | BAJIbCAKOP® TabneTku, BKpUTI KPKA, a.4., Hoso CnoBeHist KPKA, a.4., CnoBeHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6227/01/04
NNiBKOBOK 060/1I0HKOIO, MecTo HoBso mecTo 3MiHK | TUNY - NoA4AHHS HOBOTO cepTudiikaTa peyenmom
no 320 mr no 10 BiANoBigHOCTI E€Bponeiickkili hapmakonei Ne
Tabnetok y 6nictepi, no RO-CEP 2012-338-Rev 02 ans A4it040i peyoBrHU
3 abo no 6 6nictepis y Valsartan Big, HOBOro BUpOOHMKa
KapTOHHI kopobuj, Mo
14 TabneTok y 6nicTepi,
no 2 a6o no 4 6nictepu
Y KapTOHHiIli kopobui, no
15 TabneTok y 6nicTepi,
no 2 a6o no 4 6nictepu
Y KApTOHHIA KOpoo6Li
50. | BAPIIPUKC™ | niocpinizaT 4N po3ynHy nakcoCMmiTKnsiiH Benvka nakcoCmiTKn Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15966/01/01
VARILRIX™ 08 iH'ekuin no 1 gosi; 1 EkcnopT JlimiTepg, BpuTaHis SAMH 3MiHK | TUNY - 3MiHa NapameTpiB cneumdikauii peuyenmom
BAKUUHA And hnakoH 3 niodpinizaTtom Bionogxikan3 Ta/abo foNyCTUMUX MEX NEePBUHHOT YMaKoBKM
MPO®INTAKTUKN | Ta 1 amnyna 3 C.A. rOTOBOrO /iKapCbKOro 3acoby ([O0NOBHEHHSA

BITPAHOI BICNN
XMBA
ATEHYWOBAHA

PO34MHHKKOM (BoAA 415
iH'ekuiin) B
naacTUKoBOMYy
KOHTEIAHEepi B KApPTOHHiIl
Kopoo6Li; 1 chnakoH 3
niocpinizatom Ta 1
nonepeaHbLo

cneumdikavii HOBUM NOKA3HUKOM 3 BigNOBIgHUM
METOZ0M BUNPOBGYBaHHS) - OMOBHEHHS
cneuudikaLii nokasHukom Identity by Total Ash
Test 3 BIiANOBIAHMM METOAOM BUMPOOYBaHHS
[ONs yWinbH0BaYiB NopLHiB wnpuuyis 3 CCT;
[0MNOBHEHHA crieumdikavii nokasHukom Visual
control 3 Big4NOBIAHNM MEeTOA0M BMNPOGYBaHHS
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
HanoBHEeHWI Wwnpu, 3 Ans umningpis wnpuyis 3 CCT Ta BHECEHHS
pO34nHHMKOM (BOAA ANs pefakuiiiHnx 3MiH y po3gin 3.2.P.7. Container
iH'EKLi) y KOMMNeKTi 3 Closure System (Editorial changes);
[ABOMa rofikamu B [OMOBHEHHSA cneumdikauii Tectom A
nn1acTMKoBOMy (noBepxHeBWiA TECT) 3 BiAMNOBIAHUM METOAOM
KOHTEWHepi B KAPTOHHIl BMNPOGYBaHHSA A1 nokasHuka Hydrolytic
Kopo6ui; 100 chnakoHiB 3 resistance Test aAna uuniHapis wnpuuis 3 CCT;
nioghinizatom Ta 100 3MiHY | TUny - 3mMiHa 6yAb-aKOT YaCTUHN
amnys 3 PO34YNHHNKOM maTepiasly NepBMHHOT yNakoBKMK, LLIO He
(Boza ans iH'ekuiit) (B KOHTaKTYy€ 3 roTOBMM J1iKapCbKUM 3aC060M;
YapyHKOBIli ynakoBLii) B 3MiHa BEMYMH PO3MIipiB OCHOBMW MOPLUHS A/15
OKpPEMUX KapTOHHUX wnpuuis 3 CCT
Kopobkax
51. | BEPMOKC Tabnetkn no 100 mr no 6 | BAT "legeoH Pixtep” YropLmHa l'epeoH Pixtep PymyHis/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/7363/01/01
TabneTtok y 6nictepi, no PymyHia A.T., YropwuHa 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
1 6nicTepy B KAPTOHHii PymyHis; HalilMeHyBaHHs Ta/abo agpecu Micus
ynakoBLi [04aTKOBUIA NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
BUPOOHNIK, roTOBOrO /1iKapCbKOro 3acoby, BKoYaun
BignoBigabHU OinbHULI BUNYCKY cepii abo micLe npoBefeHHs
14 3a BMNyCK KOHTPOIO SIKOCTI. (QiS/IbHICTb, 3a SIKy BignoBigae
cepii, BMPOGHMK/IMNOpTep, BK/IOYAUM BUMYCK Cepiid)
ohopMNEHHS (3miHa Ha3Bu Ta agpecu BupobHUKa NegeoH
ceptudpikaty PixTep PymyHis A.T., PymyHis, 6e3 3MiHu Micua
AKOCTI: BMpO6HULTBA) (TEepMiH BBEAEHHS 3MiH MPOTSAroM
BAT "T'eneoH 6-TU MicAUIB Nicnsa 3aTBEPKEHHS)
PixTep",
YropwuHa
52. | BIHOPE/bBIH - KOHUEeHTpaT ans MicTpan Kenitan Benuka AxTasBic ITania ITania/ PymyHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14709/01/01
BICTA PO3uunHy ans iHdysiii, 10 MeHemkmeHT JTg, BpuTtaHis C.n.A,, Itanis; 3MiHY | TUny - 3MiHK WoAo peyenmom
mr/mn no 1 mn (10 mr), 5 CiHgaH ®apma 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
M (50 mr) y chnakoHi; Cc.p.Nn, BBeneHHs1 ab0o 3MiHM [0 y3arasibHeHUX JaHnX
no 1 conakoHy B nauuj PymyHis npo cuctemy chapmakoHarnsgy (BBefeHHs

KapTOHHil

y3ara/ibHeHUX AaHunx npo cuctemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAANbHOI 3a 34i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHuka AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, yNOBHOBaXeHOI 0co6y,
BiANOBIAaA/IbHOI 3a 34ilicHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - [itova pefakuis:
YnoBHOBaXeHa kBaslihikoBaHa ocoba 3asiBHUKA,
BignoBigasibHa 3a dpapmakoHarnsag: MpUHbKO
Anna OnekciiBHa. MponoHoBaHa pejakuis:
YnoBHOBaXKeHa ocoba 3asiBHMKa, BignoBigasibHa
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

3a thapmakoHarnag: Dr. Ascanio Maia/[lokTop
AckaHio Maiio. KoHTakTHa ocoba B YKpaiHi
YMOBHOBaXEHOI 0CO6M 3asBHMKA 4151
3AilicHeHHs1 chapmakoHarnagy: Mirniy
OnekcaHgp OnekcaHApoBUY. 3MiHA KOHTaKTHUX
AaHux. 3MiHa MiCLLe3HaxoKeHHs macTep-

dhaiiny

53.

BITPYM®
EHEP )XW

TabneTku, BKPUTI
060/10HKOI0, No 10
Tabnetok y 6nictepi; no
1 6nicTtepy B Kopobui; no
30 abo no 60 TabneTok
y donakoHi; no 1
dhnakoHy B KOpOO6L

tOHichbapm, IHk.

CLWA

tOHichapm, IHk.

CLUA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHY | TUny - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapMakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHyX Npo cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOI 0cobwm,
BiANOBiAa/IbHOT 3a 3AiICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
(BKNKOYAKOUM KOHTAKTHI faHi) Ta/abo 3MiHM y
pO3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - lponoHoBaHa pegakuis:
YnoBHOBaXkeHa 0coba, BignoBigasibHa 3a
3pificHeHHs1 hapMakoHarisay - XopkiH
Bonogmmup HOpiioBmYy. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXeHOT 0co6u. 3MiHa Micus 34ilicCHeHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecu macTtep-caiina

6e3
peyenma

UA/12959/01/01

54.

BITPYM®
KAPZIO

TabneTku, BKpUTI
060/10HKO10, NO 60 abo
100 Tabnetok y
hnakoHi; no 1 dpnakoHy
B KOpPOO6Ui

tOHichapm, IHK.

CLWA

HOHihapm, IHK.

CLUA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (ssefeHHs
y3arasibHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBiAaNbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa A1s 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KL BOHA
BiAMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - NponoHoBaHa pefakLis:
YnoBHoBaxeHa ocoba, BiANOBiAa/IbHA 3a
3[iiCHEeHHs hapmMakoHarsay - XopkiH

6e3
peuyenma

UA/12788/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

Bonoanmup KOpiiioBuY. 3MiHa KOHTaKTHUX AaHNX

YNOBHOBaXXEHOI 0C06U. 3MiHa MiCLs 34jACHEHHS

OCHOBHOI AisifIbHOCTi 3 hapmakoHarnsagy. 3miHa
agpecu macTtep-chaiina

55.

BITPYM®
NMPEHATAN

TabneTku, BKPUTI
060/10HKOI0, No 15
Tabnetok y 6nictepi; no
1 6nicTtepy B Kopobui; no
30, 60 a6o 100
TabneTtok y dh1akoHi; no
1 chnakoHy B KOpOO6L

tOHichbapm, IHk.

CLWA

tOHichbapm, IHk.

CLUA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHY | TUny - 3MiHK WoAao
6e3nekn/edekTUBHOCTI Ta thapmakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHyX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOI 0cobm,
BiANOBIAA/IbHOT 3a 34iICHEHHS
chapmakoHarnsgy; KoHTakTHoi ocobu 3
hapmakoHarnisgy 3asBHUKa 4151 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3miHn y
pO3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - lponoHoBaHa pegakuis:
YnoBHOBaXkeHa 0coba, BignoBigasibHa 3a
3pificHeHHs1 hapMakoHarsay - XopkiH
Bonogmmup HOpiioBmYy. 3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XeHOT 0co6u. 3MiHa Micus 34ilicCHeHHS
OCHOBHOI AifiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecu macTtep-caiina

6e3
peyenma

UA/12787/01/01

56.

BITPYM®
LEHTYPI

TabneTku, BKpUTI
o060510HKO, Nno 30 abo
100 Tabnetok y
hnakoHi; no 1 dpnakoHy
B KOPOO6Ui

tOHichapm, IHK.

CLWA

HOHihapm, IHK.

CLUA

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 ab0 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (ssefeHHs
y3arasibHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBiAaNbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa A5 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KL BOHA
BiAMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BK/TIHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - NponoHoBaHa pefakLis:
YnoBHoBaxeHa ocoba, BiANOBiAa/IbHA 3a
3[iicHeHHs hapmMakoHarnsay - XopkiH
Bonoammup KOpiiioBuY. 3MiHa KOHTaKTHMX OaHNX
YNOBHOBaXKEHOT 0CO6U. 3MiHa Micust 34ilicHEHHS
OCHOBHOI AisifIbHOCTi 3 hapmakoHarnsgy. 3miHa

6e3
peuyenma

UA/12786/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
agpecu macTtep-chaiina
57. | BI®EHA NOPOLLIOK A1 PO3UUHY Mdpaizep IHK. CLWA AwmreH Ipnangis/ CLUA/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/2666/02/01
ons iHdysiii no 200 wmr; TexHonomxi ®paHuisa 3MiHY | TUny - 3MiHK WoAao peyenmom
1 chnakoH 3 NOPOLLUKOM Y Ipnangis, 6e3nekn/edpekTUBHOCTI Ta thapMakoHarnsgy.
KapTOHHI Kopo6Lyi IpnaHgis BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHNX
(BMpOGHMLTBO, npo cuctemy chapmakoHarnsagy (BBefeHHs
[ocnimKeHHs y3arasibHeHUX faHyX Npo cucTemy
cTabinbHOCTI, hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
KOHTPO/Tb BiANOBIAA/IbHOT 3a 34iICHEHHS
AKOCTI); hapmakoHarnsay; KOHTakTHOI 0cobu 3
MaTeoH hapmakoHarnsagy 3asiBHUKa 415 34iACHEHHA
MaHyhekuypiH thapmakoHarnsgy B YkpaiHi, K0 BOHa
r Cepsices En. BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
En. Ci., CLLA BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BMpOGHMLTBO, (BKNKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHn y
OoCnimKeHHsA po3MilLieHHI MacTep-thaiina cuctemm
cTabinbHOCTI, thapmakoHarnsgy) - lponoHoBaHa pegakuis:
KOHTPO/b ynoBHOBaxkeHa ocoba 3 hapmakoHarnsagy
AKOCTI); ®paHcyasa Ayma-CinnaH/ Francoise Dumas-
dapeBa Sillan; ynoBHoBaxxeHa ocoba 3asBHMKa,
Amb6yas, BiANOBiga/IbHA 3a hapMakoHarnag Ha
dpaHuin perioHanbHOMY piBHI: TaTbsHa
(nakyBaHHS, MpoxopoBa/Tatyana Prokhorova
OOCNiMKEHHs
cTabifibHOCTI,
BWMNYCK cepil);
dapmavjs i
AnaXoH
Komnani /1N1C,
CLA
(BUPOGHMLTBO,
nakyBaHHs1,
KOHTPO/b
AKOCTI)
58. | BOPUTAB®-200 TabneTku, BKpUTI OpraHocuH flaiid IHAis EBepTopxeH IHAis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/10647/01/01
NNiBKOK 060/1I0HKOO, NO CaeHcms MeT. /T4, Naiidp 3MiHK | TUNY - 3MiHK WoA0 peyenmom
200 mr no 10 TabneTok y CaeHcuns 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
6nicTepi; no 1 6nictepy Nimiten BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX

Y KapTOHHiIli kopobLi

npo cuctemy thapmakoHarnsagy (ssefeHHs
y3arasibHeHUX aHunx npo cuctemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT 0cobwm,
BiANOBiAA/IbHOT 32 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iNCHEHH:
hapmakoHarnagy B YKpaiHi, KLU0 BOHA
BiMiHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicHEeHHA ddapmakoHarnsgy
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3milLeHHi MacTep-thaiina cucremm
thapmakoHarnagy) - [irova pegakuis:

YnoBHoBaxeHa ocoba 3asBHUKa, BiAnoBiga/ibHa
3a thapmakoHarnsg bpigpxew Peran / Brijesh
Regal. NponoHoBaHa peAakuis: YNoBHOBaXeHa
ocoba 3asBHVKa, BignosigasibHa 3a
thapmakoHarnag O-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHMX AaHuX
YNOBHOB&XEHOI 0co6U

59.

BOPUTAB®-50

TabneTku, BKPUTI
nniBKOI0 0600HKOI, N0
50 mr no 10 TabneTtok y
6nicTepi; no 1 6nictepy
Y KapTOHHiIli kopobui

OpraHocuH flaiid
CaeHcms MeT. /T4,

IHais

EBepTopxeH
Naiidp
CaeHcus
Nimiten

IHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHY | TUny - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapMakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHyX Npo cucTemy
hapmakoHarnsgy, 3MiHa yNnoBHOBaXXEHOI 0cobm,
BiANOBIAa/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnisgy 3asaBHUKa 4151 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3miHn y
pO3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - [irova pegakuis:
YnoBHOBaXKeHa ocoba 3asiBHUKa, BignosigasibHa
3a (papmakoHarnsg bpimpkew Peran / Brijesh
Regal. NponoHoBaHa peAakLis: YNoBHOBaXeHa
ocoba 3as1BHVKa, BignoBigasibHa 3a
thapmakoHarnsag A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHUX AaHnX
YMNOBHOBaXXEHOI 0CO6U

3a
peyerimom

UA/10647/01/02

60.

FEMUUTABIH-
BICTA

MOPOLLIOK
niochinizoBaHwin ans
PO34uHy ANns iHdysiii no
200 wmr, 1 dnakoH 3
NMOPOLLKOM B KapTOHHIiA
Kopoo6Li

MicTpan Kenitan
MeHepxmeHT flimiteq

Benvka
BpuTtaHis

AkTaBic ITania
C.n.A.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsay.
BBeieHHs1 a60 3MiHM [0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHvx Npo cuctemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,
BiANOBIAANbHOI 3a 3i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, YNOBHOBaXeHOI 0co6y,
BiANOBIAaA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BKNHOYAKUM KOHTAKTHI faHi) Ta/abo 3miHn y

3a
peyenmom

UA/14136/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - [irova pegakuis:
YnoBHOBaXKeHa KBaslichikoBaHa ocoba 3asiBHMKa,
BignoBiganbHa 3a hapmakoHarnsg: MpUHbKO
Anna OnekciiBHa. MNponoHoBaHa peAakuis:
YnoBHOBaXeHa ocoba 3asiBHUKaA, BignosigasibHa
3a thapmakoHarnag: Dr. Ascanio Maia/[lokTop
AckaHio Maiio. KoHTakTHa ocoba B YKpaiHi
YMOBHOBaXXEHOI 0CO6M 3asBHMKA 415
3AilicHeHHs chapmakoHarnagy: Mirniy
OnekcaHgp OnekcaHApoBUY. 3MiHA KOHTaKTHUX
AaHux. 3MiHa MiCLLe3HaxoKeHHs macTep-

dhaiiny

61.

FEMUUTABIH-
BICTA

MOPOLLIOK
nioghinizoBaHwin ans
PO34unHy ans iHgysil no
1000 wmr, 1 donakoH 3
NMOPOLLKOM B KapTOHHIiA
KopooLi

Mictpan Kenitan
MeHemKMeHT JliviTeq

Benvka
BpuTaHis

AkTaBic ITania
C.n.A.

ITanisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHY | Tuny - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHyX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOI 0cobwm,
BiANOBIAA/IbHOT 32 34iICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnisgy 3asaBHUKa 4151 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHn y
pO3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - [irova pegakuis:
YnoBHOBaXKeHa KBaslichikoBaHa ocoba 3asiBHMKa,
BignoBiganbHa 3a hapmakoHarnsg: MpUHbKO
Anna OnekciiBHa. MNponoHoBaHa peAakuis:
YnoBHOBaXKeHa ocoba 3asiBHUKa, BignosigasibHa
3a thapmakoHarnag: Dr. Ascanio Maia/[lokTop
AckaHio Maiio. KoHTakTHa ocoba B YkpaiHi
YMOBHOBaXXEHOI 0CO6M 3asBHMKa 415
3piicHeHHs1 hapmakoHarnsgy: Mirniy
OnekcaHgp OnekcaHApPoBUY. 3MiHA KOHTaKTHUX
AaHux. 3MiHa MicLle3HaxoKeHHs macTep-

dhaiiny

3a
peyerimom

UA/14136/01/02

62.

FEMUUTABIH-
BICTA

NOPOLLIOK
nioghinizoBaHwin aAns
PO34unHy aNns iHQys3ili no
2000 mr, 1 chninakoH 3
MOPOLLKOM B KapTOHHii
KopooLi

Mictpan Kenitan
MeHemKMeHT JlimiTeq,

Benvka
BpuTaHis

AkTaBic ITania
C.n.A.

ITanisa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHK | TUNYy - 3MiHK WoA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHyX Npo cucTemy
dhapmMakoHarasgy, 3MiHa YNoBHOBaXXEHOI 0cobu,

3a
peyerimom

UA/14136/01/03
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
BiANOBiAANbHOI 3a 34ilicCHEHHS
thapmakoHarnagy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa 4115 34iACHEHHSA
thapMakoHarnagy B YKpaiHi, KLU0 BOHA
BiIMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [irova pegakuis:
YnoBHoBaxeHa kBaslihikoBaHa ocoba 3asBHUKA,
BiAnoBiganbHa 3a hapmakoHariag: MpUHbKo
Anna OnekciiBHa. MNponoHoBaHa pejakuis:
YnoBHOBaXxeHa 0coba 3asBHMKa, BifnoBigaibHa
3a hapmakoHarnag: Dr. Ascanio Maia/[okTop
AckaHio Maiio. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOT 0CO6U 3asBHUKA A1
3ailicHeHHs thapmakoHarnsgy: Mirniy
OnekcaHgp OnekcaHApoBUY. 3MiHa KOHTaKTHUX
AaHux. 3MiHa MicLle3HaxoKeHHs macTep-
doaiiny
63. | MAA3ENAMIC® | TabneTku cybniHrBasibHi ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/8579/02/01
no 0,02 r no 10 [04aTKOBOK [0[1aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuyenmom
TabneTok y 6nictepi; no BiANOBIAA/IbHICTIO BiANOBIAA/bHI Ta/abo fonycTMMMNX MeX NePBUHHOT YMakoBKM
2 6nictepn y nauui 3 "IHTEPXIM" CTHO rOTOBOrO J1iKapCbKOro 3acoby - BUTyYEHHHS
KapTOHY "IHTEPXIM", nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
Ykpaina 3i cneuymdikauii Ha NePBUHHNIA NakyBasTbHUIA
(BMPOGHMK, Matepian: «[niBka nonisiHiNxopugHa» Ta
BignoBigabHU «®onbra antomiHieBa»
14 3a BMNyCK
cepii;
BUNPOGYBaHHSA
KOHTPO/0
AKOCT]
(chi3nyHi/ximiy
Hi,
MiKpob6iosoriuH
a yucroTa),
36epiraHHs
roToBol
npoaykuii
BMPOGHMLITBO,
36epiraHHsA
(roToBoi
npoAyKLii,
CUPOBWHKN Ta
mMartepianis);

BMNPO6YBaHHSA
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

KOHTpOI0
AKOCTI
(piznyHi/ximiy

Hi))

64.

FAA3ENAM IC®

TabneTtkn cybiHrBasibHi
no 0,05 r no 10
Tabnetok y 6nictepi; no
2 6nicTepn y nauuj 3
KapTOHY

ToBapucTBO 3
[04aTKOBO
BigNoBigaIbHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTBO 3
[08aTKOBOIO
BignoBigasbHi
CTIO
"IHTEPXIM",
YkpaiHa
(BMPOGHMK,
BignoBiganbHM
11 3a BUNyCK
cepir;
BMNPO6YBaHHSA
KOHTpPOI0
AKOCTI
(piznyHi/ximiy
Hi,
MiKpo6iosoriuH
a yucrtoTa),
36epiraHHs
roToBo|
NPOAYKLUIT;
BMPOBHULTBO,
36epiraHHs
(roToBoi
npoaykuii,
CUPOBWHM Ta
marepianis);
BUNPOGYBaHHSA
KOHTPO/O
AKOCTI
(chi3nyHi/ximiy

Hi))

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3MiHM | Tuny - 3mMiHa napameTpiB cneyudikawii

Ta/abo JoNyCTUMUX MEX NEPBUHHOT YNakoBKM
rOTOBOTO NKAPCHKOro 3aco0by - BUMYYEHHHS

nokasHuka «Po3Mipu»/«eomMeTpryHi po3mipuns»
3i cneuydpikauii Ha NepBUHHWIA NakyBasIbHUIA
maTepian: «nika noniBiHiNXxI0pugHa» Ta

«dosbra asltoMiHieBa»

3a
peyerimom

UA/8579/02/02

65.

FNHEKUT®

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOIO,
no 1r + tabnetku,
BKPWTI NNiBKOBOKO
060/10HKOI, MO 1 1 +
Tabnetku no 150 wmr,
KoMbi-ynakoBka Ne 1: no
1 tabneTui
asuTPOMILMHY, no 2
TabneTkv cekHigasony,
no 1 Tabnetui
dyKoHasony y

OpraHocuH Naiich
CaeHcms IM.T. /T4,

IHAjA

EBepToaxeH
Naiidp
CaeHcus
Nimiteq

IHAjA

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 ab0 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (ssefeHHs
y3arasibHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBiAaNbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa A5 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KL BOHA
BiIMiHHA Bif YNOBHOB&XeEHOI 0cobu,

3a
peyenmom

UA/8792/01/01




74

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
6nicTepi; no 1 6nictepy BiANOBIAA/ILHOI 3a 34iicCHEHHA hapmakoHarnsgy
B KapTOHHIiA nauui; (BKNHOYAIOUN KOHTAKTHI faHi) Ta/abo 3miHn y
Kombi-ynakoBka Ne 5: no PO3MilLeHHI MacTep-chaiina cuctemm
1 TabneTui thapmakoHarnagy) - fitova pefakuis:
asnTPOMILMHY, Mo 2 YnoBHOBaXKkeHa 0coba 3asiBHUKa, BignosiganibHa
TabneTkv cekHigasony, 3a papmakoHarnsg, bpigpxew Peran / Brijesh
no 1 Tabnetui Regal. NponoHoBaHa peakuis: YNoBHOBaXxeHa
dnykoHaszony y ocoba 3as1BHMKa, BignoBigasibHa 3a
6nicTepi; no 1 6nictepy thapmakoHarnag O-p Awy fiin Wapma / Dr.
B KapTOHHI nayui; no 5 Ashu Deep Sharma. 3MiHa KOHTaKTHUX AaHnX
nayok y naui; kKom6i- yNOBHOBaXeHOT 0cobm
ynakoska Ne 1: no 1
TabneTui a3uTpPoOMiLmMHy,
no 2 Tabnetkn
cekHigasony, no 1
Tabnetui dpaiykoHasony
y cTpuni; no 1 ctpuny B
KapTOHHIN nauui;
ynakoska Ne 5: no 1
TabneTui asnTpoMiLmHy,
no 2 tabnetku
cekHigasony, no 1
Tabnetui dhaykoHasony
y cTpuni; no 1 ctpuny B
KapTOHHI nauui; no 5
nayvyoK y naui
66. | MHEKNT® TabneTku, BKpUTI OpraHocuH Naiid IHAis EBepTomXeH IHgis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: - UA/8793/01/01
NNiBKOBOK 060/I0HKOIO, CaeHcus MBeT. /IT4. Naiidp 3MiHK | TUNy - 3MiHK WoA0
no 1r + tabnetku, CaeHcus 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BKPUTi MNiBKOBOMO Nimiteq BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX

060/10HKOW, no 11 +
Tabnetky no 150 wmr, in
bulk: no 5000 TabneTok
asuTpomiuuHy, 5000
TabneTok cekHigasony,
5000 Tabnetok
h/1lyKOHa30/1y B NakeTi

npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHunx npo cuctemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi 0cobu,
BiANOBiAANbLHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapMakoHarnsgy B YKpaiHi, KO0 BOHA
BiIMiHHA Bif, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 32 34ilicCHEHHA hapmakoHarnsagy
(BKTHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - [itoya pegakuis:
YnoBHOBaxeHa ocoba 3asBHMKa, BignosigansHa
3a papmakoHarnag bpigpxew Peran / Brijesh
Regal. MNponoHoBaHa peakLis: YNoBHOBaXeHa
ocoba 3asBHVKa, BignoBigaibHa 3a
dhapmakoHarnag -p Awy [fliin Wapma / Dr.
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
Ashu Deep Sharma. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeHOT 0cobm
67. | TNYTAMIHOBA KpucTaniyHnin NopoLIoK ToBapucTBo 3 YkpaiHa EBOHIK ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: - UA/12412/01/01
KUCNOTA a6o kpuctanu 06MeXEHO PEKCIM 3MiHu | TUny - 3MiHKM 3 AkocTi. CepTudikaT
( cybeTaHuis) y BigNoBiAa/IbHICTIO C.A.C. BignosigHocTi/IE-cepTudikar BignosigHocTi
nonieTuIeHoBKX "hapmaneBTuyHa €Bponelicbkiin hapmakonei/moHorpadii. 3miHu,

naketax anis
hapmavueBTUYHOro
3aCTOCYyBaHHS

KoMnaHis "3popos'a”

NnoB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HauioHanbHoI hapmakonei gepxasu €C (iHLWi
3MiHM) CynyTHS 3miHa - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs
A®| abo BMUXiAHOrO MaTepiany/MPoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®| (iHWi 3MiHN Y
MeToAax BUNPo6yBaHHA (BK/IOYAKOUMN 3aMiHy
a60 gonoBHeHHs) APl abo
BVIXiZLHOro/MPOMIKHOro NpoAyKTy) (NpuBeAeHHs
cneumdikauii Ta MeToAiB KOHTpono AdI
rNyTamiHOBOI KMCMOTK Yy BigNOBIAHICTb A0
MoHorpadii «Glutamic acid» EP); 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHOCTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONENChKil
thapmakonei/MmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifgnoBigHOCTI a60
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gnsa A®l; ons
BUXiQHOro MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI
A®I; ons 4ONOMIXKHOT pevyoBUHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTuddikat Bif BXe 3aTBEPAXEHOT0
BMPO6HUKa; - nogaHHs HoBoro CEP Ne RO-CEP
2009-311-Rev 01 ana A®I rnytamiHoBOT
KUCMOTU Bif, BXXe 3aTBEPAXKEHOIO BUPOGHMKa
EBOHIK PEKCIM C.A.C., ®paHuia (EVONIC
REXIM S.A.S., France) 3 BignoBigHUMY
3MiHamu, a came NpuBeAEHHS Ha3BW Ta afgpecu
MiCLil NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa AdDI
y BignosigHicTb o CEP Ta BBefeHO nepiop,
NOBTOPHMX BMNpo6yBaHb A®I CynyTHA 3miHa -
AZMiHiCTpaTuBHI 3MiHK. 3MmiHa Ha3BKn Ad®| abo
[ONOMDKHOT PeYOBMHUN — 3MiHa Ha3Bu Ad|
(6yno - L-TMYTAMIHOBA KNC/IOTA); - 3MiHn 3
AkocTi. A®l. Cuctema
KOHTeliHep/3akynopoBasibHWI 3aci6 (iHLWi 3MiHN)
— NpUBELEHHS BTOPUHHOI yNakoBKM BifNOBIAHO
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

0o CEP) - 3MiHu 3 akocTi. A®L. KoHTposnb AdI.
3MiHa y napameTpax cneuudikaLiii Ta/abo
[ONYCTUMMX MEX, BU3HauYeHuX y cnewudikavisx
Ha A®|, abo BUXigHWIA/NPOMIXKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci Bupo6HuuTea A®| (4ONOBHEHHS
cneuuqikaLii HOBUM NOKa3HUKOM SKOCTi Ta
BIANOBIAHUM METOA0M BUNPOOYBaHHS)
(monoBHeHHs cnevmdikaLii HOBUM NOKa3HUKOM,
a came «CynpoBifHi AOMILLK/» MEeTOA0M
BunpobyeaHHA BEPX 3rigHo CEP); - 3miHu 3
akocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTMMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BYKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(iHWi 3miHK) (3aMiHa noka3Huka «CynpoBigHi
OOMILLKM — iHLWi aMiHOKMCOTU» METOAO0M
TOHKOLLAPOBOI Xpomatorpadii Ha Noka3HuK
«CynpoBigHi (aMiHOKUCMOTHI) AOMILLKN»
METO0M aMiHOKUC/IOTHOTO aHanisy 3rigHo
CEP); 3MmiHu | TUNY - AOMiHICTPaTUBHI 3MiHW.
3MiHa HalilmeHyBaHHA Ta/abo afpecy 3asBHMKa
(BNacHvka peecTpauiiHoro nocBig4eHHs) (3miHa
afpecu 3asBHUKa TOBapUCTBO 3 0OMEXEHOL0
BiANOBIAA/LHICTIO "PapmaleBTUyYHa KoMNaHis
"3p0poB'a”, YkpaiHa (B/lacHUKa peectpawjiiiHoro
nocBig4eHHs)

68.

rPMNOUnNTPOH
DPOPTE

NOPOLLIOK AN
OpasIbHOro PO34MHY N0
4,0 r B nakeri; no 10
nakeTiB y KapTOHHIl
Kopoo6Li

ToBapucTBO 3
06MEXEeHOI0
BigNoBigaIbHICTIO
"papmaLeBTUiHa
KommMaHis "3g0poB'a”

Ykpaina

ToBapucTBO 3
06MEeXEHHOI0
BignoBigasbHi
CTHO
"®GapmauesTn
YHa KOMMaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHU | TUNY - 3MiHa Ha3BW Ta YTOYHEHHS
MiCLLe3HaxoMKEHHS BUPOOHMKA Ailo40T peYOBUHU
KkmcnoTa ackop6iHosa. BupobHuya ginbHuusa ta
yci BUpo6HMYi onepawji 3anwaiTbes
HE3MIHHUMW; 3MiHW | TUNY - 3MiHa BUPOGHKKa
BUWXifHOro/MpOMKHOro NpoAyKTy/pearenTy, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHNYOMY MPOLLECi
A, abo 3miHa BUpoGHMKa (BKIOYatouu, ae
HeobXxifHO, MicLe NPOBEAEHHS KOHTPOIIO AKOCTI)
A®I (3a BigcyTHOCTI cepTuddikaTa BigNoOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[0CbE)(iHLLI 3MiHK) - BBEAEHO J0AATKOBY
BUPOGHNYY AiNbHULIO 3aTBEPAKEHUM
BMPOGHMKOM fjto40l PEeHOBMHM K1CnoTa
ackopbiHoBa, yci BUPOGHMYI onepaL,ii Ta cxema
CUHTE3Y 3a/IMLLAITLCA HE3MIHHUMU; 3MiHN |
TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
NpUBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil

6e3
peyenma

UA/1470/01/02
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1

[®Y abo Eponeiicbkoi papmakonei, abo iHLLOi
HaujioHasbHOT dhapmakonei gepxasu €C (3miHa
y cneuudikauisix, NoB'A3aHa 3i 3miHamu B JdY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HauioHanbHin thapmakonei gepxasu €C);
CynyTHS 3MiHa: 3MiHa y MeTogax B1UnpobyBaHHs
[OMOMDKHOT PEYOBMHU (HE3HAUHI 3MiHW Y
3aTBEPLKEHNX MeToAax BUNpobyBaHb)

- NpuBeAeHHs cneuudikaliin Ta MeTogis
BXiHOT0 KOHTPOJSIIO AKOCTi AOMOMDKHUX PEYOBUH
y BignoBigHicTb Ao Bumor EP ta ®Y; 3MiHu |
TUMY - 3MiHWU, NOB'A3aHi 3 HEOBXiZHICTIO
npuBeAEeHHSA Yy BiANOBIAHICTb A0 MOHOrpadii
A®Y abo €sponeiicbkoi papmakonel, abo iHLWOoi
HaujioHanbHOI hapmakonei gepxasu €C (3miHa
y cneuudpikaLisx, nos'a3aHa 3i smiHamu B Y,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C);
CYNyTHSA 3MiHa: 3MiHa Y MeToax BUNpo6yBaHHs
A®| abo BMXigHOrO Matepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpo6HUUTBa A®I (iHLWI 3MiHN Y
MeToAax BUNPOoOyBaHHA (BKIHOUAKUMN 3aMiHy
abo gonoBHeHHs) AD| abo
BUXiAHOTO/NPOMIXHOr0 NPOAYKTY) -
cneuudikaLito Ta METOAM BXIAHOrO KOHTPO/IIO 3a
po3ginomM «Mikpo6ionoriyHa uMcToTa» Ha filouy
peyoBUHY heHinedpuHy rigpoxnopuay
npuBEAEHO Y BiANOBIAHICTb A0 BUMOT Ail04Or0
BMAaHHA APY; 3MiHu | TUNY - nogaHHs
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei ana Adl Big yxe
3aTBEPKEHOI0 BUPOBHUKA; CyMyTHS 3MiHa:
3MiHa y napameTpax crneumdikauiii Ta/abo
[ONYCTUMMX MEX, BU3HaUeHuX y cnevudikavisx
Ha A®|, abo BMXigHWI/MPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci Bupo6HuuTea AP®| (4ONOBHEHHS
cneuudikauii HOBUM NMOKAa3HNKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BMNPOBYBaHHSA), NogaHo
OHOB/EHUIA cepTuddikart BignosigHocTi E® No.
R1-CEP 2000-124-Rev 07 ans gito4oi peyoBuHM
napaueTamMory Bif, 3aTBEPKEHOTO BUPOBOHMKA,
3 YTOYHEHHAM agpecy BUPOBGHMLTBA i SK
Hacniflok BBEIEHHA HOBOTO NOKa3HMKa
«3aNNLLKOBI KiIbKOCTi OpraHiYHUX PO3YUHHUKIB
A0 cneundikauii Ta MeTOAIB BXiJHOTO KOHTPO/IHO;
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo

3acoby ynakoska) 20
nocsioYeHHs1
3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii
Ta/abo fonyCTUMUX MeX A1 JONOMIKHOT
PeYOBUHM (iHLLI 3MiHK); CyMyTHA 3MiHa: 3MiHa Y
MeToAax BUNPo6YyBaHHA [OMNOMDKHOI PEHOBUHM
(iHWi 3MiHK y MeTOAax BUNPOBYBaHHS
(BKtOYaKOUM 3aMiHy abo JoAaBaHHs)) -
npuBefeHHs cneundikaLii Ta MeToaiB BXigHOro
KOHTPOJIO SAIKOCTI [OMOMDKHOI PEYOBUHMN KUCOTU
SAHTapPHOI Y BiAMNOBIAHICTL A0 BUMOr MOHorpadii
«Succinic Acid» USP; 3MiHu | Tuny - BUNy4YeHHs
BMPOGHMKA Ait04O0T pevoBUHN dheHinedpuHy
rigpoxnopuay; 3miHu | Tuny - 3miHa y
napamMeTpax cneuudikadii Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BYKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(IHWi 3MiHKW); cynyTHA 3MiHa: 3MiHa Yy MeTofax
BunNpobyBaHHa APl abo BMXigHOTO
mMarepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCA Y NpoLieci BUpo6HuLTBa ADI
(iHWi 3MiHM y MeToAax BUNPOBYyBaHHS
(BKtOYatouM 3aMiHy abo fonoBHeHHs) APl abo
BWXifHOro/MPOMDKHOrO NPOAYKTY)) - 3MiHW Y
cneumdikauii Ta MeToAiB BXifHOrO KOHTPO/IH0
AKOCTI Ailo40i peyoBUHU heHinedprHy
rigpoxnopuay 3a NoKasHNKOM «3a/INLLIKOBI
KiJIbKOCTi OpraHiyHmX po34mHHMKIB»

69. | AEKANENTUN PO3umnH NS iH'ekuiid 0,1 deppiHr [HTepHeLwHN LLiBeiiuapis BignosigansH HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7106/02/01
mr/lmano 1 mny CeHtep CA nin 3a LLseliyapis 3MiHu | TMNy - 3MiHK Woao peyenmom
wnpuuax Ne7 (7x1) y BVPOGHMLTBO 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.

KOHTYPHUX YapyHKOBMX roToBOro BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
ynakoBkax B KOpoobLi NPOAYKTY, npo cuctemy chapmakoHarnsgy (BBefeHHs
NepBUHHY Ta y3arasibHeHUX JaHvx Npo cuctemy
BTOPWHHY chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,
yMNaKoBKy, BiANOBIA&NbHOI 3a 3i/iCHEHHS
KOHTPO/b dhapmakoHarnsgy; KOHTakTHoi ocobu 3
AKOCTI Ta hapmakoHarnsgy 3asiBHUKa 15 34iCHEHHS
BUMYCK Cepii: thapmakoHarnagy B YKpaiHi, K0 BOHa
®eppiHr MTM6X, BiAMiHHA BifJ, yNOBHOBaXeHOI 0cobu,
HimeuuunHa; BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
BignosiganbH (BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
nii 3a pO3MilLieHHi MacTep-chaiina cuctemm
BTOPUHHY thapmakoHarnsgy) (3miHa ynoBHOBaXXeHO!
YMaKoBKY: ocobu 3asBHKKa, BiANOBIAA/ILHOI 3a
deppiHr thapmakoHarnag,. 3aTBepgxeHo: Leslie Ronald
IHTEepHeLHN Krause, MD. 3anponoHoBaHo: Lene Holdrup, M
CeHTtep CA, Sc Pharm, PgD PV Senior Director, Global
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
LLiBeiiuapis Pharmacovigilance. 3miHa KOHTaKkTHUX gaHux
YNOBHOBaXEHOT 0CO6U. 3MiHa KOHTAKTHUX AaHuX
KOHTaKTHOI 0cobu); 3miHu | Tuny -
AfMiHiCTpaTWBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun MicLa NpoBaMKEHHS AisNIbHOCTI
BMPOGHMKa/iMnopTepa roToBOro NikapcbKoro
3aco0by, BK/IYauu 4inbHAULL BUNYCKy cepii abo
MicLe NpoBeAEeHHS KOHTPO/THO SKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUWK/IMNOPTEpP, BK/IHOYAKUM BUMYCK CEPiiA)
(3miHa agpecu BUPOGHMKa, 63 3MiHM MicLsa
BMPO6GHMLTBA)
70. | AENAKIH® cupon, 57,64 mr/mn, Ne TOB "CaHodpi-ABEHTIC Ykpaina lOHiTep Niksig PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/3817/01/01
1: no 150 mn y donakoHi; YkpaiHa" MaHydhekuypiH 3Minn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 1 conakoHy 3 r HalilMeHyBaHHs Ta/abo agpecu Micud
[03YH4MM NPUCTPOEM 3 NpoBaPKeHHA AiS/IbHOCTI BUpoBHUKa/imMnopTepa
nNpo6KoH-a4anTopoM B roTOBOrO MiKapCbKOro 3acoby, BKIYaKYM
KapTOHHI Kopo6Lyi AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AisS/IbHICTB, 3a SKy BiAnosigae
BMPOGHMK/iIMNOpTEpP, BK/OYAUM BUMYCK Cepiii)
(YTOUHeHHs nepeknagy Ha YKpaiHCbKy MOBY
aapecy B1po6HMUTBa (MicTa KOJIOMb'€) 6e3
3MiHV MicLs BUpo6HMUTBaA) (TEepMiH BBEAEHHS
3MiH NPOTArom 6 MicsiLiB Mic/1s 3aTBepPAKEHHS)
71. | AENAKIH® TabneTku, BKpUTI ToBapucTBo 3 Ykpaina CaHodi ®paHuia/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2598/02/01
EHTEPIK 300 060/10HKOI0, 06MEXEHO BiHTpon Icnanis BUNPAB/IEHHSI TEXHIYHOT MOMUKM B MeTogax peyenmom
KMLIKOBOPO34YMHHI M0 BiNoBiAa/IbHICTIO IHoacTpia, KOHTPOJIH0 SIKOCTI JlikapcbKoro 3acoby
300 mr Ne 100 (10x10): "CaHopi-ABeHTIC PpaHuis; (Cneuudpikauisi) 3a NOKasHUKOM
no 10 TabneTtok y Ykpaina" CAHO®I- "KonmyecTBeHHOe cofepxaHne Basibnpoara
6nicTepi; no 10 ABEHTIC HaTpus"
6nicTepiB y KAPTOHHIN C.A., IcnaHis
Kopoo6Li
72. | BEPMABIH Masb no 15 ry Ty6i; no 1 TOB "$3 Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/14273/01/01
Ty6i y nauti 3 KapToHy "BIO®APMA" "BIO®APMA", 3MiHY | TURY - 3MiHK Woao peyenmom
YkpaiHa; TOB 6e3nekn/edpeKTMBHOCTI Ta hapmakoHariagy -
"®3 3MiHW [0 TEKCTY MapKyBHHS BTOPUHHOI YNakoBKY
"BIO®APMA", nikapcbKoro 3acoby B po3aini "lHopmauis
YkpaiHa 010 MapKyBaHHA wpndTom bpaiinsa”
73. | AUKNAK® PO3uuH NS iH exyin, 75 CaHpo3 CnoBeHist Nek CnoBeHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/1202/03/01
Mr/3 Mmn no 3 mn B dapmacbloTikan3 4.4. hapmaveBTny 3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHS peyenmom
amnyni; no 5 amnyn B Ha KomMaHis roTOBOrO NiKAPCbKOro 3acoby - 3MiHV A0
KapTOHHI KopooLli o.4. MeToAMKM T. "BakTepiasibHi eHAOTOKCUHU" B

roTOBOMY JlikapCbKOMY 3aco06i, y 38" 53Ky 3i
3MiHO BUPOBHMYOT AinbHuULi Ha Lek
Pharmaceuticals d.d., Slovenia (3miHy
3aTBEPAXEHO), BBEAEHO OHOBMIEHHA Basigauii
aHaTITMYHOI Mpoueaypy Ans 6akTepiaibHNX
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

€HOO0TOKCUHIB; BBE,EHHS NepiogNYHOCTI
KOHTPO/IO Ha TEPMIH NpuAAaTHOCTI "TecT
BMKOHYETbLCS Ha NOYaTKy Ta B KiHLi AOCAifKEHHS
cTabinbHocTi "

74.

ANKNOPAH®
nnoc

renb no 30 ry Ty6i; no 1
Ty6i y KapTOHHIli kopobui

TOB "[)XOHCOH i
JPKOHCOH YKpaiHa"

Ykpaina

"HOHiK
dapMacblTUK
an
Na6opaTopiz"
(BipgineHHs
ipmn "Ox. B.
Kewmikan3s eHg,
dapMacbTUK
ans itg.")

IHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHY | TUny - 3MiHK WoAao
6e3nekn/edekTUBHOCTI Ta thapmakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHyX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOI 0cobm,
BiANOBIAA/IbHOT 3a 34iICHEHHS
chapmakoHarnsgy; KoHTakTHoi ocobu 3
hapmakoHarnisgy 3asBHUKa 4151 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3miHn y
pO3MilLieHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - YnosHoBaxeHa ocoba
3asBHUKa, BiANOBiAa/IbHA 3a hapMakoHarnag;
[MponoHoBaHa pepakuis - Mapia Cnit. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXEHOT 0CO6U; 3MiHM
| Tuny - 3miHK Wwoao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHUX AaHunx Nnpo cuctemy
dhapmakoHarnsgy (BBefjeHHs y3arasibHeHnx
[JaHux Npo cuctemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XXEHOT 0CO6M, BiANOBIAa/ILHOI 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTakTHOT 0cobu
3 (hapMakoHarnsgy 3asBHvKa A5 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BifJ, yNOBHOB&XeHOI 0co6u,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsgy) - KoHtaktHa ocoba B YkpaiHi
YMNOBHOB&XeHOT 0cobM 3asiBHMKaA AN1A
3[jicCHeHHs1 dhapmakoHarnagy: MponoHoBaHa
pefaxuis - ApHayTtosa tOnis JleoHigisHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u

6e3
peyenma

UA/7366/01/01

75.

AIA3ONIH ANSA
LITER

rpaHynun gna opasibHoi
cycnensii, 0,6 r/100 mn
no 9 ry donakoHi; no 1
hnakoHy Ta
CTaKkaH4MKkoM As
npuiiomy nikie y navui 3

ToBapucTBO 3
06MEXEHO
BiANOBIAA/IbHICTIO
"[ocnigHuii 3aBofg
"rHyaCct

YKpaiHa

BCi cTagii
BMPOGHULTBA,
KOHTPO/Ib
SAKOCTI, BUNYCK
cepil:
ToBapuCTBO 3

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
BUMPABIEHHS TEXHIYHOI NOMU/IKM B IHCTPYKLT
[ONA MeAnYHOro 3acToCyBaHHS NikapCbkoro
3acoby y po3aini "Ynakoska"

6e3
peuyenma

UA/7633/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

KapToHy

obmexeHolo
BiANOBIAaAbHI
CTI0
"OocnigHnii
3aB0/,
"rHuAC,
YKpaiHa; BCi
cragii
BMPOGHMLITBA,
KOHTPO/b
AKOCTI, BUMYCK
cepii:
ToBapucTBO 3
06MEXEHOI0
BiANoBiga/IbHI
CTIo
"®apmavuesTu
YHa KOMMaHis
"3popos'a”,
YKpaiHa

76.

[IOKCOPYBILIH-

BICTA

KOHLeHTpaT ans
PO34unHy aNns iHdysild, 2
mr/ma no 5 mn, 10 mn,
25 mn, 50 mn, 75 mn,
100 mn y cpnakoHi; no 1
hnakoHy B KAPTOHHIl
Kopoo6Li

Mictpan Kenitan

MeHexmeHT JiTg,

Benuka
BpuTaHis

AKTaBic ITanis

C.n.A,, ITanis;

CiHpaH ®apma
Cc.P.N,,
PymyHis

ITanis/ PymyHis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHunx Nnpo cuctemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBiAANbLHOI 3a 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
hapmakoHarnsgy 3asiBHUKa 4115 34iACHEHHS
hapMakoHarnsagy B YKpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 32 34ilicCHEHH:A dhapmakoHarnsagy
(BKTHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - [itoya pegakuis:
YnoBHoBaxeHa kBasighikoBaHa ocoba 3asiBHUKA,
BiANoBiAasbHa 3a hapmakoHariag: PUHbKO
Anna OnekciiBHa. MNponoHoBaHa pejakuis:
YnoBHOBaxeHa ocoba 3asBHMKa, BignosigansHa
3a thapmakoHarnag: Dr. Ascanio Maia/[lokTop
AckaHio Maiio. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOT 0CO6U 3asBHUKA A1
3fjicHeHHs chapmakoHarnagy: Mirniy
OnekcaHgp OnekcaHApoBUY. 3MiHa KOHTaKTHUX
AaHux. 3MiHa MicLle3HaxoKeHHs macTep-

chaniny

3a
peyenmom

UA/14710/01/01




82

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
77. | AYOAOAPT Kancynu Teepai no 0,5 nakcoCmiTKnsiiH Benvka KataneHt HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13330/01/01
mr/0,4 mr no 30 a6o no Ekcnopt JlimiTeg, BpuTtaHis [xepmeHi 3MiHM Il TURY - 3MiHW [0 IHCTPYKUiT Ans peyenmom
90 kancyn y chnakoHi; no LLlopHaopd MeJMVNYHOro 3aCTOCYBaHHS Y PO34inu:
1 chnakoHy y KapTOHHil veX "®apmakooriyHi BnactueocTi", "Ocob6nnBoCTi
Kopoo6Li 3acTocyBaHHs". BBefieHHA 3MiH NpoTArom 3-X
MicaUiB nicnsa 3aTBepAKeHHs
78. | EFNOHIN® Tabnetky no 200 mr Ne TOB "CaHodpi-ABEHTIC Ykpaina LOENb®APM PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3818/01/01
12 (12x1): no 12 YkpaiHa" ADKOH 3MiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom
TabneTtok y 6nictepi; no nikapcbknii 3aci6. Cuctema
1 6nicTepy y KapTOHHii KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
KopoobLi PO3Mipy ynakoBKv roTOBOrO MikapCbKoro 3acoby
(BWTyYEHHS YNaKoBK/ NMEBHOTO po3mipy)
(BMNyYeHHs ynakoBku no 12 tabneTok y
6nicTepi; No 5 6icTepiB B KAPTOHHIl KOpooL,i 3
BiAMOBIAHVMMM 3MiHaMK Y p. "YnakoBka"). TepMmiH
BBEJEHHS 3MiH NMPOTAroM 6-TW MicAUiB nicns
3aTBEPKEHHS.
79. | E3O/IOHI®-20 TabneTku, BKpUTI OpraHocuH Naiich IHais EBepTomxeH IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/11328/01/01
NNiBKOBOK 060/I0HKOIO, CaeHcus MBT. /IT4. Naiidp 3MiHK | TNy - 3MiHK WoA0 peyenmom
no 20 mr no 7 TabneTtok CaeHcus 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
y 6nicTepi; no 1 a6o 2 Nimiteq BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
6nicTepy y KapTOHHiIl npo cuctemy papmakoHarnsgy (BBeAeHHs
Kopoo6Li y3arasibHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBiAaNbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa A5 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KL BOHA
BiAMiHHA BiJ, yNTOBHOB&XXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BK/TIHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnagy) - firoya pefakuis:
YnoBHoBaxeHa ocoba 3asiBHUKa, BiANOBia/bHa
3a papmakoHarnag bpigpxew Peran / Brijesh
Regal. NponoHoBaHa pefakLis: YNoBHOBaXxeHa
ocoba 3asBHVKa, BignoBigaibHa 3a
thapmakoHarnsg A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3MiHa KOHTaKTHUX JaHnX
YNOBHOBaXEHOI 0CO6U
80. | E30/IOHI®-20 TabneTkn, BKPUTI OpraHocviH Naidy IHgis EBepTogxeH IHgis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: - UA/11329/01/01
NNiBKOBOK 000/I0HKOH, CaeHcm3 MB.T. /IT4. Naiidp 3MiHK | TUNY - 3MiHK WoA0
no 20 wmr in bulk: no CaeHcus 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
2500 y noggiHnx Nimiteq BBegeHHs1 abo 3MiHM A0 y3arasibHEHNX JaHNX

naketTax

npo cuctemy dpapmakoHarnsigy (BBefeHHs
y3araslbHeHUX AaHux Npo cucTemy
dhapmMakoHarasgy, 3MiHa YNoBHOBaXXEHOI 0cobu,
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BiANOBiAANbHOI 3a 34ilicCHEHHS
thapmakoHarnagy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa 4115 34iACHEHHSA
thapMakoHarnagy B YKpaiHi, KLU0 BOHA
BiIMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3milLeHHi MacTep-thaiina cucremm
thapmakoHarnagy) - [irova pegakuis:
YnoBHOBaxeHa 0coba 3asBHWKa, BifnoBigaibHa
3a thapmakoHarnsg bpigpxew Peran / Brijesh
Regal. NponoHoBaHa pefakuis: YNoBHOBaXeHa
ocoba 3asBHVKa, BignoBigasibHa 3a
hapmakoHarnag [-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHMX AaHNX
YNOBHOB&XEHOI 0co6U

81.

E30/I0OHI®-40

TabneTku, BKPUTI
NNIBKOBOI 060J1I0HKOI0,
no 40 Mr no 7 TabneTok
y 6nicTtepi; no 1 a6o 2
6nicTepy y KapTOHHIl
KopooLi

OpraHocuH flaiid
CaeHcms MeT. T4,

IHais

EBepTopxeH
Naiidp
CaeHcuns
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHY | TUny - 3MiHK WoAao
6e3nekn/edekTUBHOCTI Ta thapmakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHyX Npo cucTemy
hapmakoHarnagy, 3MiHa yNnoBHOBaXXEHOI 0cobwm,
BiANOBIAA/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHn y
pO3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [iroya pegakuis:
YnoBHOBaXKeHa ocoba 3asiBHUKa, BignosigasibHa
3a (papmakoHarnsg bpimpkew Peran / Brijesh
Regal. NponoHoBaHa peAakuis: YNoBHOBaXeHa
ocoba 3as1BHVKa, BignoBigasibHa 3a
thapmakoHarnsag A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6U

3a
peyerimom

UA/11328/01/02

82.

E30/IOHI®-40

TabneTku, BKpUTI
NAiBKOBOK 060/I0HKOI,
no 40 wr in bulk: no
2500 y noaBiiHMX
nakeTax

OpraHocuH aiich
CaeHcus MNB.T. J/IT4.

IHais

EBepTopaxeH
Naidy
CaeHcus
Nimiten

IHAis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
BBeieHHs1 a60 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHvxX Npo cuctemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,
BiANOBiAaNbHOI 3a 37iiCHEHHS

UA/11329/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiIMiHHA BiJ, YyNOBHOBaXeHOI 0co6Y,
BiZiNOBIfANbLHOI 3a 3iICHEHHS hapmakoHarnsgy
(BKNKOYAKOUN KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - [irova pegakuis:
YnoBHOBaXeHa ocoba 3asiBHUKaA, BignosigasibHa
3a (papmakoHarnsg bpigpxew Peran / Brijesh
Regal. NponoHoBaHa pefakuis: YNoBHOBaXeHa
ocoba 3as1BHVKa, BignoBigasibHa 3a
thapmakoHarnsag A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHUX AaHnX
YMOBHOBaXXEHOI 0CO6U

83.

EKSEMECTAH -
BICTA

TabneTku, BKPUTI
NAiBKOBOK 0O0/I0HKOI,
no 25 mr no 10 TabneTok
y 6nictepi; no 3 abo no
10 6nicTepiB y nauui

MicTpan Kenitan
MeHemxmeHT JiTa,.

Benvka
BpuTtaHis

CiHpaH
thapma C.P./.

PymyHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | Tuny - 3MiHK WoAo
6e3nekn/echeKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHvx Npo cuctemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHO! 0cobu,
BiANOBIA&NbHOI 3a 3iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BifJ, yNOBHOB&XeHOI 0co6u,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-chaiina cuctemm
hapmakoHarnagy) - [itova pefakuis:
YnoBHOBaXeHa kBaslihikoBaHa ocoba 3asiBHUKA,
BiAnoBigasbHa 3a dhapmakoHariaa: PUHbKO
Anna OnekciiBHa. MponoHoBaHa pejakuis:
YnoBHOBaxeHa ocoba 3asBHWKa, BignoBigasibHa
3a hapmakoHarnag: Dr. Ascanio Maia/[jokTop
AckaHio Malio. KoHTakTHa ocob6a B YkpaiHi
YMNOBHOB&XeHOT 0cobM 3asiBHMKaA AN1A
3gificHeHHs chapmakoHarnsagy: Mirniy
OnekcaHgp OnekcaHApoBUY. 3MiHA KOHTaKTHUX
AaHyX. 3MiHa MicLe3HaxoKeHHs macTep-
dhaiiny

3a
peyenmom

UA/14554/01/01

84.

ENENICO

MOPOLLIOK
niochinizoBaHwin ans
PO34uHy ANns iHdysiii no
200 OJ; 1 chnakoH 3
NOPOLLKOM Y KapTOHHil

Mdpaiizep Eiry.Ci.Mi.
Kopnope/iLuH

CLA

BUPOGHMLTBO
(popmyna,
acenTnyHe

HanoBHEHHS,

niogpinizavis),

CLUA/
Ipnangis/
I3painL

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsay.
3MiHM y TepaneBTUYHUX NOKa3aHHAX (BUNYYEHHS
TepaneBTUYHOro nokasaHHs) (3MiHM BHeceHo 10

3a
peyenmom

UA/14379/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
KOpo6Li nepBuHHe Ta IHCTPYKUIi ANA MEeJMYHOTO 3aCTOCyBaHHS
BTOPWHHE nikapcbKoro 3acoby A0 po3gainy "MNokasaHHA")
nakyBaHHs, (TepmiH BBEAEHHSA 3MiH MPOTArOM 3-X MicsLiB
MapKyBaHHS, nicnsa 3aTBepkeHHs); 3MiHu Il Tuny - 3miHn
BMNYCK cepil: o0 6e3nekn/edekTMBHOCTI Ta
dapmaujs i hapmakoHarnsgy. 3mMiHu y KOpoTKili
AnKoH XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
KomnaHi NINC, MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
CLA; 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMW AaHVMU 3
KOHTPO/b AKOCTI, AOKTIHIYHUMM, KTIHIYHUMU AaHUMK Ta
AKOCTI Npun AaHvmu 3 chapmakoHarnsagy (3mMiHn BHeceHo o
BUMYyCKy Ta IHCTPYKUIi 415 MEJNYHOTO 3aCTOCYyBaHHS
LoCnimKeHHA niKkapcbKoro 3acoby A0 po3ainis
cTabinbHOCTI: "®apmakonoriyHi BnactueocTi, "Cnoci6
Mdpaiizep 3acTocyBaHHsa Ta gosu", "Aitn", “MNo6iyHi
IpnaHgis peakuii”) (TepmiH BBe,eHHSA 3MiH NPOTAToM 3-X
dapmacbloTika MiCALIB MiCNA 3aTBEPLYKEHHS)
nc, lpnangis;
KOHTPO/b
AKOCTI Npun
BUMYyCKy Ta
LocCnimKeHHA
CTabifIbHOCTI:
MpoTanikc
N14., 13pains
85. | ENENICO NopoLLOK Mdpaiizep Eny.Ci.Mi. CLA BUPOGHMLTBO CLWA/ Ipnangis/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/14379/01/01
nioghinizoBaHwin ans KopnopeiLuH (dbopmyna, I3painb 3MiHM | TRy - 3MiHW Woao peyenmom
PO34unHy ans iHgysii no acenTuyHe 6e3nekn/edekTUBHOCTI Ta thapmakoHarnsgy.
200 Of; 1 dpnakoH 3 HanoBHEHHSA, BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX

NMOPOLLKOM Y KapTOHHil
KopooLi

niodpinizayis),
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
BUMYCK Cepii:
dapmavjs i
AnaXoH
Komnani /1N1C,
CLUA;
KOHTPO/b
AKOCTI Npwn
BUMYyCKy Ta
OoCnimKeHHsA
CTabiNIbHOCTI:
Mdpaiizep
IpnaHgis
dapmacbloTika

npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHyX Npo cucTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXEHOI 0cobwm,
BiANOBIAA/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3miHn y
pO3MilLieHHI MacTep-thaiina cuctemm
hapMakoHarnisgy) - NponoHoBaHa peaakList:
ynoBHOBaxkeHa ocoba 3 hapmakoHarnsagy
®paHcyasa Ayma-CinnaH/ Francoise Dumas-
Sillan; ynoBHoBaxxeHa ocoba 3asBHMKa,
BiANOBiga/IbHa 3a hapMakoHarsg Ha
perioHanibHOMY piBHI: TaTbsHa
Mpoxoposa/Tatyana Prokhorova
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
ne, lpnaxgis;
KOHTPO/b
AKOCTI Npu
BUMYyCKy Ta
[OCNigpKEHHA
CTabifIbHOCTI:
MpoTanikc
T4, 13painb
86. | EHANMANPUN Tabnetku no 10 mr, no MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/8867/01/01
10 TabneTok y 6nicTtepi; "Kuismegnpenapar” "Kuismegnpen 3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBUIA peuyenmom
no 2 6nictepy B Navuj apar” nikapcbkuii 3aci6. CtabinbHiCTb. 3miHa y
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
rOTOBOrO JliKapCbKOro 3acoby (36i/bLUeHHS
TEepMiHy NPUAATHOCTI FOTOBOrO NiKapCbKoro
3acoby) - 115 TOproBoi ynakoBKu
(niaTBEPAKYETHCA AAaHUMU PEasIbHOTO Yacy)
(36inbLUeHHs TepMiny npugatHocTi N3 3 1-ro go
2-x pokiB) (TepmiH BBEAEHHSA 3MiH MPOTAroM 6-
TV MiCALIB Nicna 3aTBepMXeHHSs); 3MiHun | Tuny -
3MiHM 3 KOCTi. F0TOBWMIA NiKapCbKuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3MiHa y NepBUHHII yNakoBL,i r0OTOBOro
NiKapcbKoro 3acoby (Tun KoHTeliHepa abo
[ofaBaHHA HOBOrO KOHTeHepa) - BunyyeHHs
NepBUHHOT YNakoBKW, L0 He NPU3BOAUTbL A0
MOBHOTO BU/TyYEHHS NiKapCbKOro 3acoby 3
NEeBHOI0 CU/IOK0 Aji @60 y NeBHii Nikapcbkiii
hopMi (BUIyUYEHHR 6nicTepy 3 N/iBKK
nonisiHinxnopugHoi Aclar 4 000 i chonbru
a/IlOMiHIEBOT 3 APYKOM, 1aKoBaHo, 3
Bi4NOBIAHVMUN BHECEHHS 3MiH [0 P. «YNakoBka»)
(TepMiH BBEAEHHS 3MiH MPOTArOM 6-TU MicALIB
nicsia 3aTBepHKEeHHs)
87. | EHANANPUN Tabnetky no 20 mr, no MNAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8867/01/02
10 TabneTok y 6nicTepi; "Kuismegnpenapar” "Kuismegnpen 3MmiHu | TMRY - 3MiHK 3 AKoCTi. FoToBUIA peyenmom
no 2 6nictepy B nayuj apar”

nikapcbkuii 3aci6. CTabinbHiCTb. 3miHa Yy
TepMiHax npuaaTHOCTI abo ymMmoBax 36epiraHHs
rOTOBOrO JliKapCbKoro 3acoby (36iNbLUeHHS
TepMiHy NpuaaTHOCTI FOTOBOro NiKapCbKoro
3acoby) - 1A Toprosoi ynakoBku
(nigTBEPAKYETLCA AaHUMW PeasibHOro vacy)
(36inbLUEHHA TepMiHy npugaTHocTi 13 3 1-ro go
2-x pokiB) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-
TN MicsLiB nicns 3aTBepMKeHHs); 3MiHu | Tuny -
3MiHK 3 SKocTi. FoToBMIA NiKapcbkuid 3aci6.
CuncTeMa KoHTelHep/3akynoproBasibHUiA 3aci6.

3MiHa y NepBUHHIN ynakoBsL,i roToBOro
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
nikapcbKoro 3acoby (Tvn KoHTelHepa abo
[lofaBaHHsA HOBOrO KOHTENHepa) - BunyyeHHs
NepPBUHHOT YNakoBK, L0 He NPU3BOANTbL [0
MOBHOrO BU/yYEeHHS NiKapCbKoro 3acoby 3
NeBHO CUMOHD i @60 y NeBHilA nikapcbkil
dopmi (BUNyYeHHs 6ricTepy 3 NAiBkx
nonisiHinxnopuaHoi Aclar 4 000 i chosnbru
a/IIOMIHIEBOT 3 PYKOM, S1aKOBaHOI, 3
BiAMOBIAHVMW BHECEHHS 3MiH [0 P. «YNaKoBKa»)
(TepMiH BBEAEHHS 3MiH NMPOTAroM 6-TU MicALiB
nicns 3aTBepkeHHs)
88. | EHAM® NN KOMBI | Tabnetkn, BKpUTI KPKA, a.4a., Hoso CnoBeHis KPKA, a.4., CnoBeHisi BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/14277/01/01
N1iBKOBOK 060/10HKOI0, MecTo HoBso mecTo 3MiHK | TURY - 3MiHa Yy napameTpax peyenmom
20 mr/10 mr no 10 cneumdikauin Ta/abo AonycTMMmX MeX,
TabneTok y 6nictepi; no BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
3 abo no 9 bnictepiB y BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
KapTOHHI Kopo6Lyi BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(iHLWi 3MiHK); 3MiHW | TUNY - BUNYYEHHS
BMPOOBHMKA NPOMIXXHOrO NPOAYKTY, LU0
BVKOPVCTOBYETLCSA 417 BUPOGHULTBa AD|
NepxaHiguniny rigpoxnopug, Avon Organics
Limited, India; 3miHu | TUNY - 3miHa
HaliMeHyBaHHS BUPO6HUka A®| NlepkaHignniny
rigpoxnopug, 6e3 3miHn micus BUpoGHMLTBA
89. | EHAN® N KOMBI | Tabnetku, BKpUTI KPKA, a.4., Hoso CnoBeHist KPKA, a.4., CnoBeHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14276/01/01
NNiBKOBOK 060/1I0HKOIO, MecTo HoBso mecTo 3MiHKM | TUNY - 3MiHa y NapameTpax peyenmom
10 mr/10 mr no 10 cneuudikauin Ta/abo gonNycTMMUX MEX,
Tabnetok y 6nictepi; no BM3HauYeHuX y cneuudpikauisx Ha Adl, abo
3 abo no 9 6nictepis y BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
KapTOHHI KopobLyi BUKOPVCTOBYIOTbCSA Y NpoLeci BUpobHuuTea Ad|
(iHWi 3MiHW); 3MiHK | TUNY - BUNYYEHHSA
BMPOGHMKA NPOMIXXHOrO MPOAYKTY, LU0
BVIKOPWCTOBYETbLCA 419 BUPOOHULTBa AD|
NepkaHiguniny rigpoxnopug, Avon Organics
Limited, India; 3miHu | TMNY - 3miHa
HaliMeHyBaHHS1 BUpo6HUka A®| JlepkaHignniHy
rigpoxnopug, 6e3 3miHn micusa BUpo6HMLTBA
90. | ENIPYBIUUH - PO34MH NS iH ek, 2 MicTtpan Kenitan Benvka AKTaBic ITanis ITanis/ PymyHis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/14658/01/01
BICTA mr/mn no 5, a6o 10, abo MeHemkmeHT JTg, BpuTaHis C.n.A., ltanis; 3MiHK | TUNy - 3MiHK WoA0 peyenmom

25, a6o 50, a6o 100 mn
y thnakoHi; no 1
thr1akoHy B KapTOHHiiA
Kopoo6Li

CiHpaH ®apma
C.P.N.,
PymyHis

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
npo cuctemy capmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHyX Npo cucTemy
hapmakoHarnisgy, 3MiHa yNnoBHOBaXXeHOI 0cobw,
BiANOBiAANbLHOI 3a 34iiCHEHHSA
thapmakoHarnagy; KOHTakTHOI ocobu 3
hapMakoHarsgy 3asaBHUKa ANs 34iNCHEHHs




Ne

88

n/n

Hassa

3acoby

JliKapcbKO20

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

91.

thapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHa Bif, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BKNKOYAKUN KOHTAKTHI faHi) Ta/abo 3MiHM y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [iroya pegakuis:
YnoBHoBaxeHa kBaslihikoBaHa ocoba 3asBHUKA,
BiAnosiganbHa 3a hapmakoHariag: MpUHbKo
Anna OnekciiBHa. MNponoHoBaHa pejakLis:
YnoBHOBaxeHa 0coba 3asBHWKa, BifnoBigaibHa
3a hapmakoHarnag: Dr. Ascanio Maia/[JokTop
AckaHio Maiio. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOT 0CO6U 3asBHUKA AN
3ailicHeHHs thapmakoHarnsgy: Mirniy
OnekcaHgp OnekcaHApoBUY. 3MiHa KOHTaKTHMX
AaHux. 3MiHa MicLle3HaxoKeHHs macTep-
doaiiny

EProc®

Tabnetkv no 50 mr no 1
a6o 2, abo 4 Tabnetkn y
6nicTepi; no 1 6nictepy
B KOpo6uj; no 4
Tabnetku B 6nictepi; no
2 6nictepu B KOpo6L,

TOB "dapmaueBTNYHa
KomMnaHis "®apKoC"

YkpaiHa

NMOBHWIA LMK
BUPOGHMLTBA
N3, nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib
SKOCTI, BUMYCK
cepii: TOB
"®apmavuesTu
YHa KoMnaHis
"®apKoC",
YKpaiHa,;
BVPOGHWK,
BignoBigabHU
14 3a BMNyCK
cepil
KiHLLeBOro
NpoaykTy Ta
BTOPVIHHE
nakyBaHHS:
MpAT
"®GapmauesTn
YyHa chipma
"®apKoC",
YKpaiHa,;
BUPOBHUK,
[,030BaHoOI
chopmu,
nepBuHHe Ta
BTOPUHHE

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro
3aco06y (iHLWi 3MiHK) - BBEAEHHSA NEPiOANYHOCTI
KOHTPO/I0 3a nokasHuKoM "MikpobionoriyHa
yncToTa": KOHTPOETLCS KOXHa 10-Ta cepis
roTOBOrO JliKapCbKoro 3acoby

3a
peyenmom

UA/6666/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

nakyBaHHS:
TOB
"AcTpadapm",
YkpaiHa

92.

EProc®

Tabnetkn no 50 mrin
bulk no 5000 TabneTok y
NAsILLKaxX

TOB "®apmaueBTnyHa
KomnaHis "®apKoC"

Ykpaina

MOBHWIA LKA
BMPOGHMLTBA
N3, nepsuHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b
AKOCTI, BUMYCK
cepii: TOB
"®apmaueBTun
YyHa KoMnaHis
"®apKoC",
YKpaiHa,;
BUPOBHMK,
BignoBigabHM
11 3a BUNyCK
cepii
KiHLleBoro
npoAaykTy Ta
BTOPVHHE
nakyBaHHS:
MpAT
"®apmavuesTu
YyHa chipma
"®apKoC",
YKpaiHa,;
BVPOGHWK,
[,030BaHoOIl
thopmu,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs:
TOB
"AcTpadapm”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHM | Tuny - 3mMiHa napameTpiB cneyudikawii
Ta/abo foNyCTUMUX MEX rOTOBOrO NikapCbKoro
3aco06y (iHLWi 3MiHK) - BBEAEHHA NEPIOANYHOCTI
KOHTPO/10 3a nokasHukom "MikpobiosnoriyHa
yyucToTa": KOHTPOETLCA KOXHa 10-Ta cepis
roTOBOrO NiKapCbKOro 3acoby

UA/5760/01/02

93.

EPIYC®

TabneTku, BKpUTI
NNiBKOBOK 060/1I0HKOIO,
no 5 mr, no 7 a6o no 10
TabneTtok y 6nictepi, no
1 6nicTepy B KAPTOHHii
Kopo6ui; no 15 TabneTok
y 6nicTepi, no 2
6nicTepy B KapTOHHIlA
Kopoo6Li

Baiiep KoHcblomep
Kep Al

LLiBefuapis

LWepinHr-Mnay
Na6o H.B.

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro
3aco06y - 3MiHM 3a NoKa3HMKOM «OAHOPIAHICT
[,030BaHNX OAMHNLb», 30KPEMA, BUJTYYEHHS
[aHoro nokasHuka 3i cneumdikavii Ha TepmiH
36epiraHHsA Ta YTOYHEHHS Ha3BW MOKa3HMKa
3rifHO BUMOr USP; yTOUHEHHS 3a NOKa3HNKOM
«Onuc» roToBOrO JIIKAPCbKOro 3acoby,

6e3
peuyenma

UA/5827/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
BW/YYEHHS TeCTy «laeHTudikauis» 3i
cneumdikauii Ha TepmiH 36epiraHHs. BBegeHHsA
3MiH nNpoTsrom 6-tm micsAuis nicns
3aTBepAXKEHHSA
94. | ECO30N nioghinizat 419 po3unHy TOB "ALLA Ykpaina PAPMA Icnanis/ IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/14382/01/01
ONs iH'eKUiin Ta iHdy3ii ®OPMYNENALLIHC" MELITEPAHI 3MiHY | TUny - 3MiHK WoAao peyenmom
no 40 mr y donakoHax, 1 4, C.J., 6e3nekn/edekTUBHOCTI Ta thapmakoHarnsgy.
abo 10 chnakoHis 3 Icnanis; BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
niocpinizatom y CTEPWU- npo cuctemy chapmakoHarnsagy (BBefeHHs
KapTOHHI ynakoBLi IPKEH NIAN® y3arasibHeHUX AaHux Npo cuctemy
CAMEHCU3 hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
(M) NTA4, IHgisa BiANOBIAA/IbHOT 3a 34iICHEHHS
chapmakoHarnsgy; KoHTakTHoi ocobu 3
hapmakoHarnisgy 3asBHUKa 4151 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3miHn y
pO3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - firova pegakuis: Lapma
MaHkagk. MponoHoBaHa pedakuis: MoTivuHmiA
Oner OMenAHOBMY. 3MiHa KOHTaKTHUX OaHUX
YNOBHOB&XXEHOT 0CO6M, BiANOBIAa/IbHOI 3a
chapmakoHaraag,
95. | ETAM3UNAT PO34mnH ANs iH'ekuid 12,5 ToBapucTBo 3 Ykpaina KOHTPO/b YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5470/01/01
% no 2 ma1 B amnyni; no 06MEXEHO SIKOCTi, BUNYCK 3MiHu |l TUNy - 3MiHa BUPOGHMKaA peyenmom
10 amnyn y nauuj 3 BiNoBiAa/IbHICTIO cepit: BUXIAHOIO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
KapTOHy; Mo 2 MN B "LlocnifHnin 3aBof, ToBapucTBO 3 BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY MPOLLECi
amnyni, no 10 amnyn y "rHUAC 06MEXEHO Adl, ab0 3miHa BUpobHMKa (BKIOUatoum, ae
6nicTepi, no 1 6nictepy BiAgnoBigasIbHi HeobXxiHO, MicLie NPoBEAEHHS KOHTPOJIH0 AKOCTI)
y nauyui 3 KapToHy; no 2 cTIo Al (3a BigcyTHOCTI cepTudbikata BiANoBiAHOCTI
M B amnyni, no 5 "flocnigHnin €Bponeiicbkiin hapmakonei y 3aTBepaXeHoOMy
amnyn y 6nictepi, no 2 3aB0o/, [0Cbe)(BBEAEHHS HOBOrO BUpOo6OHUKa AdI 3
6nictepy y naui 3 "rHUNCY, HafaHHAM MacTep-thaiina Ha A®l) - BBeEHHS
KapTOHY YkpaiHa; BCi [04aTKOBOr0 BUPO6HUMKa AdI
cragii
BMPOGHULTBA,
KOHTPO/Ib
SAKOCTI, BUNYCK
cepil:
ToBapucTBO 3
06MeXeHoH
BignoBigasbHI
CTIO
"®GapmauesTn

YHa KoMnaHisi
"310pOB'S",




91

Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

YkpaiHa

96.

30/IEPOHOBA
KWUCNOTA-BICTA

KOHLeHTpaT AN
PO3uuHy ANns iHdysii, 4
Mr/5 M, 1 conakoH 3
KOHL,EHTPaTOM B
KapTOHHI Kopo6Lyi

Mictpan Kenitan
MeHemkmeHT JITa

Benvka
BpuTanis

AkTaBic ITania
C.n.A.

ITanisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHY | TUny - 3MiHK WoAao
6e3nekn/edpekTUBHOCTI Ta thapMakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHyX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXEHOI 0cobm,
BiANOBIAA/IbHOT 3a 34iICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUka 15 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHn y
po3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - [irova pegakuis:
YnoBHOBaXKeHa kBaslichikoBaHa ocoba 3asiBHMKa,
BignosiganbHa 3a hapmakoHarnsg: MpUHbKO
Anna OnekciiBHa. MNponoHoBaHa peAakuis:
YnoBHOBaXKeHa ocoba 3asiBHUKa, BignosigasibHa
3a thapmakoHarnag: Dr. Ascanio Maia/[lokTop
AckaHio Maiio. KoHTakTHa ocoba B YkpaiHi
YMOBHOB&XXEHOI 0CO6M 3asBHMKa 415
3piicHeHHs1 chapmakoHarnsgy: Mirniy
OnekcaHgp OnekcaHApPoBUY. 3MiHA KOHTaKTHUX
AaHux. 3MiHa MicLle3HaxoKeHHs macTep-

dhaiiny

3a
peyerimom

UA/14456/01/01

97.

130-MIK® 10 Ml

Tabnetkv no 10 mr no 50
TabneTok y 6aHui; no 1
6aHLi y nauLli 3 KapToHy

TOB HaykoBo-
BMpOGHMYa hipma
"Mikpoxim"

Ykpaina

TOB Haykoso-
BMPOGHMYA
hipma
"Mikpoxim"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis:
3MiHu | TUNYy - 3MiHa NocTavasibHUKa
nakyBaslbHUX MaTtepianis a60 KOMMNIEKTYHUNX
(AKL,0 3a3HaYeHo B A0CbE) (3aMiHa abo
[ofaBaHHA nocTavasibHMKa) - 3MiHa BUPOGHNMKa
NepBMHHOT YNakoBKM NiKapCbKoro 3acoby, 6aHku
noniMepHoT 3 KPULLIKOKD, 6e3 3MiHM SKICHOTO Ta
KiNbKiCHOro ck/iagy nakyBaslbHOro marepiay.
BBegeHHA 3MiH npoTarom 3-x MicAuiB nicns
3aTBepAKEHHS

3a
peyerimom

UA/3186/01/01

98.

1I30-MIK® 20 MI'

Tabnetkv no 20 mr no 50
Tabnetok y 6aHui; no 1
6aHLi y nauLi 3 KApTOHY

TOB Haykoso-
BMPOGHMYa hipma
"Mikpoxim"

YKpaiHa

TOB Haykoso-
BMPOGHUYA
ipma
"Mikpoxim"

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNYy - 3MiHa NOcTaYasIbHUKa
nakyBaUlbHUX MaTtepiasliB ab0 KOMMIEKTYHUNX
(siKLL0 3a3HaYeHo B AoCbkE) (3amiHa abo
[ofaBaHHA nocTavyasibHUKA) - 3MiHa BUPOGHMKA
NepBUHHOT YNakoBKM NiKapCbKoro 3acoby, 6aHkn
noniMepHoi 3 KpULLIKOH, 6e3 3MiHM SIKICHOTo Ta
KifIbKICHOTO CKNagy nakysaslbHOro marepiasny.
BBeAeHHA 3MiH NpoTArom 3-x MicsAUiB nics

3a
peyenmom

UA/3186/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

3aTBepPAXKEHHS

99.

IMATIHIB-BICTA

kancysim no 400 mr no
10 kancyn y 6nicTepi; no
3 6nictepn y nayui 3
KapTOHY

Mictpan Kenitan
MeHemKMeHT JliviTeq,

CnonyyeHe
KoponiscTBo
Benukobput
aHii i
NiBHiYHOT
IpnaHaii

CiHpgaH ®apma
C.P.N.

PymyHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHY | TUny - 3MiHK WoAao
6e3nekn/edpekTUBHOCTI Ta thapMakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHyX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXEHOI 0cobm,
BiANOBIAA/IbHOT 3a 34iICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUka 15 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHn y
po3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - [irova pegakuis:
YnoBHOBaXKeHa kBaslichikoBaHa ocoba 3asiBHMKa,
BignosiganbHa 3a hapmakoHarnsg: MpUHbKO
Anna OnekciiBHa. MNponoHoBaHa peAakuis:
YnoBHOBaXKeHa ocoba 3asiBHUKa, BignosigasibHa
3a thapmakoHarnag: Dr. Ascanio Maia/[lokTop
AckaHio Maiio. KoHTakTHa ocoba B YkpaiHi
YMOBHOB&XXEHOI 0CO6M 3asBHMKa 415
3piicHeHHs1 chapmakoHarnsgy: Mirniy
OnekcaHgp OnekcaHApPoBUY. 3MiHA KOHTaKTHUX
AaHux. 3MiHa MicLle3HaxoKeHHs macTep-

dhaiiny

3a
peyerimom

UA/15420/01/01

100.

IMATIHIB-BICTA

kancysim no 100 mr no
10 kancyn y 6nicTepi; no
3 abo 12 6nictepiB y
nauj 3 KapToHy

Mictpan Kenitan
MeHemKMeHT JlimiTeq,

Cnony4yeHe
KoponiscTBo
Benvkobput
aHii i
MiBHiYHOT
Ipnanaii

CiHpgaH ®apma
C.P.N.

PymyHist

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cuctemy hapmakoHarnsagy (ssefeHHs
y3arasibHeHUX aHnx npo cuctemy
hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobw,
BiANOBiAa/IbHOT 32 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHUKa 4151 34iNCHEHH:
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEeHH:A ddapmakoHarnsagy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHM y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - [irova pegakuis:
YnoBHOBaXKeHa KBaslichikoBaHa ocoba 3asiBHUKa,
BignoBiganbHa 3a hapmakoHarnsg: MpUHbKO
Anna OnekciiBHa. MNponoHoBaHa peAakuis:

3a
peyerimom

UA/15420/01/02
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
YnoBHOBaxeHa 0coba 3asBHWKa, BifnoBigaibHa
3a hapmakoHarnag: Dr. Ascanio Maia/[okTop
AckaHio Maiio. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOT 0CO6U 3asBHUKA AN
3ailicHeHHs thapmakoHarnsgy: Mirniy
OnekcaHgp OnekcaHApoBUY. 3MiHa KOHTaKTHUX
AaHux. 3MiHa MicLle3HaxoKeHHs macTep-
oaiiny
101. | IMMN/INKOP® 50 TabneTku, BKpUTI NE NABOPATYAP ®paHuis Na6opaTtopii ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/15819/01/01
Mr/5 M NNiBKOBOK 060/10HKOIO, CEPBE Ceps’e 3MiHUM | TUNY - 3MiHK Woa0 peuyenmom
no 50 mr/5 mr no 14 IHpacTpi 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy -
TabneTok y 6nictepi; no BHECEHHS 3MiH Y TEKCT MapKyBaHHS NepPBUHHOI
4 a6o 8 6nicTepiB y Ta BTOPMHHOT yNaKoBKK (BHECEHHS iHchopmali
KOpOoO6Li 3 KAPTOHY LLIOA0 HOMEPY PEECTpaLiiHOro NOCBigYEHHS Ta
He3Ha4YHUX pefakuUiiiHuX NpaBok)
102. | IMIMJIMKOP® 50 TabneTku, BKpUTI Nne NABOPATYAP PpaHuis Nab6opaTopii PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/15820/01/01
Mri7,5 MI’ NNIBKOBOK 060J1I0HKOIO, CEPB’E CepB'e 3MiHu | TURy - 3MiHK WoA0 peyenmom
no 50 mr/7,5 mr no 14 IHoacTpi 6e3nekn/edheKTUBHOCTI Ta chapmakoHarnagy -
Tabnetok y 6nictepi; no BHECEHHS 3MiH Y TEKCT MapKyBaHHS NepBUHHOI
4 abo 8 bnicTepiB y Ta BTOPWHHOI YNakoBky (BHeCEHHSs iHdhopmaii
KOpo6Lii 3 KapTOHY LLOL0 HOMEPY pPeeCcTpaLliiHoro NocBiAYeHHs Ta
He3HayHWX peaakuiiHnx NnpaBok)
103. | IHTATPA®IC TabneTkn, BKPUTI ToBapucTBO 3 Ykpaina ToBapuncTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/12352/01/01
0600HKot0, No 25 wr, [04aTKOBOKO [0[aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peyenmom
no 1 a6o no 2 Tabnetku BiAANOBIAA/IBHICTIO BiANOBIAaA/bHI Ta/abo fonycTUMMUX MeX NepPBUHHOT YNakoBKM
y 6nicTepi; no 1 "IHTEPXIM" cTHo rOTOBOTO JIiKAPCLKOr0 3acoby - BUyYEeHHHS
6nicTepy B nauui 3 "IHTEPXIM", nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
KapTOHY; No 2 TabneTku Ykpaina 3i cneyudikalii Ha NePBUHHWIA NaKyBasTbHUIA
y 6nicTepi; no 2 (BUPOGHMK, MaTepian: «[niBka noniBiHiNXxI0pugHa» Ta
6nicTepy B nayuj 3 BignoBigasbHU «®osbra antoMiHieBa»
KapTOHY 11 3a BUNYyCK
cepir;
BMNPOOYBaHHSA
KOHTPO/O
AKOCTI
(chi3nyHi/ximiy
Hi,
MiKpOGioorivyH
a yucroTa),
36epiraHHs
roToBoTl
npoaykuii,
BMPOGHMLITBO,
36epiraHHs
(rotoBoi
NPoOAYKUii,

CMPOBUHKU Ta
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
mMartepianis);
BUNPOBYBaHHSA
KOHTPO/0
AKOCTI
(iznyHi/Ximiy
Hi))
104. | IHTATPA® IC TabneTku, BKPUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12352/01/03
060710HKO0, No 100 wmr, [04aTKOBOKO [04aTKOBOIO 3MiHM | TUny - 3mMiHa napameTpis cnevuudikawii peyenmom
no 1 a6o no 2 tabneTtku BignoBiga/bHICTIO BiAnoBiga/bHi Ta/abo fonyCTMMNX MEX NEePBUHHOT YMakoBKM
y 6nictepi; no 1 "IHTEPXIM" CTIo rOTOBOIO JIiKAPCLKOro 3acoby - BUNYyYEeHHHS
6nicTepy B nauui 3 "IHTEPXIM", nokasHuka «Po3Mipu»/«FeoMeTpUYHI po3mipm»
KapTOoHY; No 2 TabneTku YkpaiHa 3i cneuwndikauii Ha NepBUHHWIA NakyBasTbHUIA
y 6nictepi; no 2 (BUPOBHUK, MaTepian: «Mniska nonisiHiNxI0puaHa» Ta
6nicTepu B nauuj 3 BiANOBIAa/IbHU «®donbra anomiHiesa»
KapTOHY 71 3a BUNYyCK
cepir;
BMNPOBYBaHHSA
KOHTPO/0
AKOCTI
(izmyHi/Ximiy
Hi,
Mikpo6ionoriyH
a yucroTa),
36epiraHHsA
roToBof|
npoAyKuii,
BMPOGHMLTBO,
36epiraHHs
(roToBoi
NpoayKuUii,
CUPOBWHM Ta
marepianis);
BMNPOBYBaHHSA
KOHTPOI0
AKOCTI
(piznyHi/ximiy
Hi)
105. | IHTATPA® IC TabneTku, BKPUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/12352/01/02
060/10HKOt0, No 50 Mr, [,0[aTKOBOKO [04aTKOBOKO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peyenmom
no 1 a6o no 2 tabnetku Bi4NoBiAa/IbHICTIO BignoBigasbHI Ta/abo fonyCTUMUX MEX NEPBMHHOT YNakoBKM
y 6nicTepi; no 1 "IHTEPXIM" CTIO rOTOBOTO J1iKAPCLKOr0 3acoby - BUYYEHHHS
6nicTepy B nauui 3 "IHTEPXIM", nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
KapTOHY; No 2 TabneTtkn YkpaiHa 3i cneuydikauii Ha NepPBUHHWIA NakyBasIbHUIA
y 6nicTepi; no 2 (BMPOGHMK, matepian: «lniBka nonisiHinxnopngHa» Ta
6nicTepy B nayuj 3 BignoBsiganbHn «®onbra antoMiHieBa»

KapToHy

11 3a BUNyCK
cepii;
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo

3acoby ynakoska) 20
nocsioYeHHs1
BUNPOGYBaHHSA
KOHTPO/O
AKOCTI
(chi3nyHi/ximiy
Hi,
MiKpo6iosoriuH
a yucroTa),
36epiraHHs
roToBoTl
npoaykuii,
BMPOGHULITBO,
36epiraHHs
(roToBoi
NPOAYKUii,
CUPOBUWHM Ta
mMartepianis);
BUNPOBYBaHHSA
KOHTPO/0
AKOCTI
(i3nyHi/Ximiy
Hi)

106. | IHPAHPUKC™ CycneHsis ans iH'ekuiii nakcoCmiTKnsiAH Benuka nakcoCmiTKn Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13939/01/01
InB no 0,5 mn y nonepeaHb0 Ekcnopt JNimiTeq, BpuTaHis SANH 3MiHK | TUNY - 3MiHa NnapameTpiB cneumdikavini peyenmom
KOMBIHOBAHA 3anoBHeHOMY Bionomxikana Ta/abo fonyCTUMNX MEX NEePBUHHOT YMakoBKM
BAKUUHA ANA 0/ZlHOPa30BOMY LUMPULL Y C.A. roTOBOrO NiKapCbKOro 3acoby - fOMNOBHEHHS
NMPODITAKTUKU KOMMAEKTI 3 FONKOK; MO crneundikavii Tectom A (NOBEpPXHEBUIA TECT) 3
ANDTEPI, 1 a6o 10 nonepeaHbO BiANOBIAHMM MeTOA0M BUNpobyBaHHA A71A
NMPABLA, 3anoBHEHNX nokasHvka Hydrolytic resistance Test ans
KALLUJTFOKA 0iHOPa30BMX LUMPULIB Y unningpis wnpuuis 3 PRTC; fONOBHEHHSA
(ALENONAPHN nnacTvKoBoOMy cneuudikauii nokasHmkom Visual control 3
N KOMIMOHEHT) KOHTeliHepi; no 1 Bi4NOBiAHMM METOL0M BUNPOGYBaHHSA A5
TA KOHTEWHepy B KAPTOHHIl uuniHgpis wnpuuis 3 PRTC Ta BHECEHHSA

noniomienitTy

Kopoo6Li

pejakuiiHux 3miH y po3gin 3.2.P.7. Container
Closure System (Editorial changes);
[OMNOBHEHHA crevumdikauii nokasHyukom ldentity
by Total Ash Test 3 BignoBigHUM MeToA0M
BUNPOBYBaHHSA /1A YLLiNbHIOBAYIB NOPLLHIB
wnpuuis 3 PRTC; 3miHn | TURY - 3miHa 6yab-aKoi
4acTUHW MaTepiasly NepBUHHOT YNakoBKK, L0 He
KOHTaKTye 3 FOTOBMM liKapCbKM 3aC060M
(Hanpvknag, Konip KpULEYOoK 3 KOHTPOsIEM
nepLuIoro BiAKPUTTS, KOMIp KOZOBUX KineLb Ha
amnynax, KoHTeliHepa A5 rosok (pisHi Buan
nnacTmacw) (3mMiHa, sika He BMVBaE Ha KOPOTKY
XapaKTepUCTUKY /ikapCbKoro 3acoby) - 3miHa
BEJ/IMYMH PO3MIpiB OCHOBW MOPLUHA A5 LINPULLIB
3 PRTC
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
107. | IHPAHPUKC™ cycneHsis ans iH'ekuii nakcoCmiTKnsiiH Benvka nakcoCmiTKn Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15120/01/01
KOMBIHOBAHA no 1 gosi (0,5 mn) y Ekcnopt JNimiTepq, BpuTaHis SANH 3MiHM | TUny - 3mMiHa napameTpiB cneyudikawii peyenmom
BAKUVHA ANA nonepegHLO Bionogxikans Ta/abo fonyCTMMNX MEX NePBUHHOT YMaKkoBKM
MPO®INTAKTUKUN | 3anoBHeHOMY LUNpuLi Ne C.A. roTOBOrO NiKapCbKOro 3acoby (4,0MNOBHEHHS
BUNOTEPII, 1y KOMNNEKTi 3 OfHi€0 cneuudikaLii HOBYUM NOKa3HWKOM 3 BifMnoBigHUM
MPABLA, abo ABoMa rosikamu: no MEeTOAOM BUNPOBYBaHHS) - JOMOBHEHHS
KALLU/TIOKY 1 nonepeaHbO cneuundikavii nokazHnkom ldentity by Total Ash
ALUENMONAPHA HanoBHEHOMY LUNpuLy y Test 3 BIANOBIAHUM METOAOM BUNPOGYBaHHSA
OYULLEHA KOMMEKTI 3 0AHiE0 abo [ANA ywinbHIOBaYiB NopLHiB wnpuyis 3 CCT;
IHAKTUBOBAHA | aBowma ronkamu y 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii
PIAKA n1acTUKoBOMY Ta/abo fonycTMMMUX MeX NepPBUHHOT YNakoBKM
KOHTelHepi; no 1 roTOBOrO JIiKaPCbKOro 3acoby - JOMOBHEHHS
nnacTMKoBOMy cneuudikauii nokasHukom Visual control 3
KOHTENHEepY B KapTOHHIi BiANOBIAHMM MeTOA0M BUNPoBYyBaHHA A11A
KOpoo6Li uuniHapis wnpuyis 3 CCT Ta BHECEHHSA
pepakuiiHux 3miH y po3gin 3.2.P.7. Container
Closure System (Editorial changes); 3miHu | Tuny
- 3MiHa ByAb-AKOi YacTMHW MaTepiasy NepBUHHOI
YNaKoBKW, LLIO HE KOHTaKTY€e 3 FOTOBUM
nikapcbkM 3acobom (Hanpuknag, konip
KPWLLEYOK 3 KOHTPOMIEM MEPLLOTO BiAKPUTTS,
KOMip KOAOBWX Kineub Ha amnynax, KoHTeliHepa
4N ronok (pisHi Buam nnactmack) (3miHa, sika
He BM/IMBAE Ha KOPOTKY XapakTepucTuky
nikapcbKoro 3acoby) - 3MiHa BE/TMYUH PO3MIpiB
OCHOBMU MOPLUHA ANs wnpuyis 3 CCT; 3MiHu |
Tuny - 3MiHa napameTpis cneuudikauin Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOr0
NiKapcbKoro 3acoby (A0NOBHEHHSA cneuundikawi
HOBWM MOKA3HMKOM 3 BifMOBIAHUM METOAO0M
BUNPOBYBaHHS) - AOMOBHEHHSA crieundikavii
TecToMm A (NOBEPXHEBWIA TECT) 3 BiANOBIAHNM
MeTOA0M BUNPOOYBaHHSA A1 NoKasHMKa
Hydrolytic resistance Test gnsa uuniHgpis
wnpuuis 3 CCT
108. | IHP/TYBAK® CycneHsis Ans iH'ekuii AG6OTT Bionoaxikan3 | Higepnanam AGGOTT HigepnaHvgn BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/13027/01/01
(INFLUVAC®) no 0,5 mn y nonepeaHb0 B.B. Bionogxikans BUMNPAaB/IEHHS TEXHIYHOI NOMWUIKM Y AHANITUYHIN peuyenmom
BAKUMHA And HanoBHEHNX B.B. HOPMaTVBHI AOKYMeHTaLii Ha roToBuit
MPO®ITAKTUKN | opHOpasoBumx Linpuuax nikapcbknii 3aci6, B p. «Pe4yoBuHM, WO BXOAATb
reuny, Ne 1 a6o Ne 10 [0 cknafy npenapary» - NoMusaka npu
NOBEPXHEBWIA 3a3HayeHHi KinbkocTi Ha ogHy fo3y (0,5 mn)
AHTUIEH, [0MOMDKHOT peyoBrHM "HaTpito rigpodpocdpary
IHAKTUBOBAHA avrigpaty”
109. | IPUHOTEKAH- KOHLleHTpaT ans MicTtpan Kenitan Benuka AKTaBic ITanis ITanis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/14240/01/01
BICTA NPUroTyBaHHA PO34NHY MeHemxmeHT JITa,. BpuTaHis C.n.A. 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peyenmom

Ons iHysiii, 20 mr/mn
no 5 mn (100 mr) a6o no

Ta/abo fonycTUMUX MeX 4718 AONOMIKHOT
pPeYvOBUHM (AONOBHEHHS cneundikauii HOBUM
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
15 mn (300 wmr), abo 25 NOKa3HWKOM 3 BiAMNoBiAHUM METOL0M
mn (500 mr) y dpnakoHi; BMNPOGYBaHHS) - 3MiHW B cneuudikawlii
no 1 conakony B [IOMOMDKHOI Pe4OBMHM, a came [ofaBaHHA TecTy
KapTOHHi KopooLyi [ONSA BU3HAYEHHA S-eHaHTiomepy, B 3B'A3KY 3
3aMiHOK BUPO6HUKA MOIOYHOI KUCAOTH; 3MiHN |
TMMy - 3MiHa po3Mipy cepii (BK/oYaumn
fianasoHn) A®l a6o NPoMiXKHOro NPOAYKTY, SKUiA
3aCTOCOBYETLCA Y NpoLieci BUPO6HULTBA ADI
(36inblueHHs go 10 pasiB NOPIBHSAHO i3
3aTBEPMAKEHUM PO3MIPOM) - 36i/bLUEHHSI 06’eMY
MPOMDKHOro NPOAYKTY Npu BUPO6HMLTBI API Ha
cTagisax 1-4, 6e3 36iNbLIEHHS Cepiii KIHLEBOrO
npoAaykTy. 3anponoHoBaHo B kr: 7,0/ 14,0, 13,0/
26,0, 15,0/ 20,0
110. | KAMETOH no 30 r y 6as10oHi TOB "Mikpochapm” YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/0939/01/01
aepo30/ibHOMY; no 1 "Mikpodpapm" 3MiHu || TUNY - BBEAEHHA a/lbTepHATUBHOIO peyenma
6as10Hy B nauuj 3 BMPOGHMKa AP| MeHTON BUPOGHMLTBA hipMmun
KapTOHY Bhagat Aromatics Ltd., IHgis
111. | KAMIKOP® kancynu no 180 mr/60 TOB "O/IPA" Ykpaina AT Nartsis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12399/01/01
mr, no 10 kancyny "OnaitHdapm" 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
6nicTepi, no 2 abo 6 Kogy ATX (3MiHV BHeCeHO A0 iHCTPYKUiT Ans
6nicTepiB y nayui 3 MeAMYHOro 3aCTOCYBaHHA [0 Po3Ainy
KapTOHY "dapmakoTepaneBTUyHa rpyna” BianoBigHo A0
MikHapogHoi ATX knacudikauii BOO3)
112. | KAPAITAB IC TabneTtky cybniHrBasibHi ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 6e3 UA/14659/02/01
no 10 TabneTtok y [04aTKOBOK [04aTKOBOIO 3MiHK | TUNY - 3MiHa NapameTpiB cneumdikauii peuyenma
6nicTepi; no 1 6nictepy BiANoBiga/IbHICTIO BiAgnoBigasIbHi Ta/abo foNyCTUMUX MEX NEPBUHHOT YMaKoBKM
B Mauuyj; no 6 TabneTok y «IHTEPXIM>» CTIO rOTOBOrO JIiKAPCLKOro 3acoby - BUYYEHHHS
6nictepi "IHTEPXIM", nokasHuka «Po3Mipu»/«eoMeTpuyHi po3mipm»
Ykpaina 3i cneuwdikauii Ha NepBUHHWIA NakyBasIbHUIA
(BUPOGHMK, matepian: «lniska nonisiHinxnopugHa» Ta
BigNoBiga/IbHN «®osbra antomiHieBa»
11 3a BUNyCK
cepii;
BMNPOGYBaHHS
KOHTPO/I0
AKOCTI
(chiznyHi/ximiy
Hi,
MiKpob6iosnoriyH
a yucroTa),
36epiraHHs
rotoBof
npoayKuii;
BMPOGHMLITBO,
36epiraHHs

(roToBoi
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
npoaykuii,
CUPOBWHM Ta
marepianis);
BUNPOGYBaHHSA
KOHTPO/O
AkocTi (chisnyH
i/XiMi4Hi))
113. | KAPAITAB IC Tabnetkn no 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/14659/01/01
TabneTtok y 6nictepi; no [04,aTKOBO [04aTKOBOO 3MiHM | Tuny - 3mMiHa napameTpiB cneyudikawii peyenma
1 6nictepy B naJi, no 6 BignoBigaIbHICTIO BignoBigabHi Ta/abo fonyCTUMUX MEX NEPBUMHHOT YNakoBKu
TabneTtok y 6nictepi "IHTEPXIM" CTIo rOTOBOrO J1iKapCbKOro 3acoby - BUMYYEHHHS
"IHTEPXIM", nokasHuka «Po3Mipu»/«eomMeTpuyHi po3mipmns»
YkpaiHa 3i cneywdpikauii Ha NepPBUHHWIA NakyBasIbHUIA
(BMPOGHMK, marepian: «lniBka nonisiHinxnopngHa» Ta
BignoBiganbHM «®osnbra antoMiHieBa»
11 3a BUNyCK
cepir;
BMNPO6YBaHHSA
KOHTPOI0
AKOCTI
(piznyHi/ximiy
Hi,
MiKpo6iosoriuH
a yucrtoTa),
36epiraHHs
roToBo|
NPOAYKLUIT;
BMPOBHULTBO,
36epiraHHs
(rotoBoi
npoaykuii,
CUPOBWHM Ta
marepianis);
BUNPOGYBaHHSA
KOHTPO/O
AKocTi (chisnyH
i/XiMiYHi))
114. | KAPAITAB® IC TabneTku, BKPUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/15572/01/01
PITO NNIBKOBOI 060J1I0HKOI0, [,0[aTKOBOKO [04aTKOBOKO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuyenma
no 10 Tabnetok y Bi4NoBiAa/IbHICTIO BignoBigasbHI Ta/abo fonyCTUMUX MEX NEPBMHHOT YNakoBKM
6nicTepi; no 1 6nictepy "IHTEPXIM" CTIo rOTOBOrO J1iKapCbKOro 3acoby - BUMYYEHHHS
B nauuj "IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
3i cneuydikauii Ha NepPBUHHWIA NakyBasIbHUIA
maTepian: «Mnika noniBiHiNXI0puaHa» Ta
«®osibra antoMiHieBa»
115. | KECTUH TabneTku, BKpUTI ANMIPAN, C.A. IcnaHis IHoacTpiac IcnaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/3228/02/01
NNiBKOBO 060/I0HKOK dapmacbloTika 3MiHu | TMNY - 3MiHK Woao peyenma
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

no 10 mr, no 10
TabneTok y 6nictepi; no
1 6nicTepy y KapTOHHii
KopooLi

¢ Anmipann
CA

6e3nekn/ehekTUBHOCTI Ta hapMakoHarnagy
(iHLWi 3MiHW) (OHOBNEHHS 3aTBEPAXKEHOIO TEKCTY
MapKyBaHHS NepBUHHOT Ta BTOPUHHOT YNakoBOK
13 3 BHECEHHSM 3MiH 0 TEKCTY MapKyBaHHS:
BHECEHHS aipecy Ta Ha3BW 3asBHUKA Ta
NpU3HaYeHHs A0 3aCTOCYBaHHA Ha BTOPUHHY
ynakoBKy, BU/TyYEHHSs NiKapcbkoi hopMU i3
NePBUHHOT YNAKOBKM Ta BHECEHHA HE3HaUYHUX
pefakLiiHVX NPaBoK Ha NePBUHHY Ta BTOPUHHY
ynakoBku) (TepMiH BBEAEHHS 3MiH NPOTArom 6-
TN MicaLiB nicns 3aTBepipkKeHHs); 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo afipecu MicLsi NPOBaPKEHHS AiSNIbHOCTI
BMPOGHUKa/iMnopTepa roToBoro fikapCbKoro
3aco6y, BKII0YAKuM AifbHULL BUNYCKY cepii abo
MicLie NPOBEeAEHHSA KOHTPO/TIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMNOpTEpP, BK/IOYAUM BUMYCK Cepiid)
(3miHa Ha3Bu BUpPOOHUKa MN3, 6e3 3miHKU Micus
BMPOOHULTBA) (TEpPMiH BBEAEHHS 3MiH MPOTArOM
6-Tv MicALiB Nic/1A 3aTBEPAKEHHS); 3MiHW | Trny
- AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamKeHHS AiS/IbHOCTI
BMPOGHMKa (BK/TOYAK4M, 3a HEOOXIAHOCTI, MicLe
NpoBefeHHS KOHTPOJIK0 SIKOCTI), @60 BNacHuKa
macTep-haiina Ha A®l, abo noctayasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULTBI
AQ®| (AKLLO 3a3HAYEHO Y OCbE Ha NikapcbKuii
3acib) 3a BigcyTHOCTI cepTudpikaTa BifgnoBiAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMY
[ocbe, abo BMPOOHUKA HOBOI AOMOMIKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE) (3MiHA
Ha3Bu BUPO6HMKa ADI, 6e3 3MiHW Micus
BMPOGHMLTBA)

116.

KECTUH

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOIO
no 20 wr, no 10
TabneTok y 6nictepi; no
1 6nicTepy y KapTOHHii
Kopoo6Li

ANMIPANN, C.A.

IcnaHis

IHpacTpiac
PapmacbloTika
¢ Anmipann
CA

IcnaHis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarisgy
(iHWi 3MiHW) (OHOB/IEHHSI 3aTBEPAXKEHOIO TEKCTY
MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT YNakoBOK
13 3 BHECEHHAM 3MiH [0 TEKCTY MapKyBaHHS:
BHECEHHS afipecy Ta Ha3BM 3asiBHUKA Ta
npu3HaYeHHs A0 3aCTOCYBaHHA Ha BTOPUHHY
yMakoBKy, BUTyYeHHS nikapcbKoi hopmu i3
NepPBUHHOT YNaKoBKN Ta BHECEHHS HE3HAYHNX
pefakLiiHiX NpaBoK Ha NePBUHHY Ta BTOPUHHY
ynakoBku) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-

6e3
peyenma

UA/3228/02/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

TV MiCALIB Nicna 3aTBepMXeHHSR); 3MiHM | Tuny -
AAMIHICTPATVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
BMpPOGHUKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIKYaKUM AiNbHULL BUNYCKY cepii abo
MicLie NPOBEAEHHSA KOHTPOJTIO AKOCTI.
(misnbHICTb, 3a SAKy BignoBsifae
BMPOGHWK/IMNOPTEP, BKIHOYAOYN BUMYCK CEPiid)
(3miHa Ha3Bu BMpoGHKWKa 13, 6e3 3MiHn micus
BMPO6HULTBA) (TEpMiH BBEAEHHS 3MiH MPOTSAroM
6-Tv MicALiB NicnsA 3aTBEPAYKEHHSR); 3MiHM | Tuny
- AOMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo afipecu MicLsi NPOBaPKEHHS AiSNIbHOCTI
BMPOGHMKa (BK/IKOYAOYM, 3a HEOOXIAHOCTI, MicLe
npoBefeHHS KOHTPOJII0 SKOCTI), ab0 BnacHuKa
macTep-aiina Ha A®l, abo nocTavanbHUKa
Adl/BuxigHoro matepiasy/peareHTy/npoMixXHOro
NPOAYKTY, WO 3aCTOCOBYOTLCA Y BUPOOHWLITBI
A®| (K0 3a3HAYEHO Y JOCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa BifnoBiAHOCTI
€Bponeliicbkiin hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOOHUKA HOBOT AOMOMIXKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y A0CLE) (3MiHA
Ha3Bu BUPO6HMKa AD|, 6e3 3MiHM Micus
BUPO6GHULTBA)

117.

KETOPO/ Ir'ENb

rens 2 % no 30 r y Ty6i;
no 1 Ty6i B kopobuj

A-p Peapi'c

Na6opaTopic /T4,

IHais

[-p Pegpai'c
NabopaTopic
nrg
(BupobHnya
AinbHMUS - VI)

IHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHM | TUMy - 3MiHW BUNpobyBaHbL abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisx, nig yac BUPOOHNLTBA FOTOBOrO
nNikapcbKoro 3acoby - 3MiHa NepioguYHoOCTI
KOHTPO/IO Mif Yac BUPOBGHMLITBA FOTOBOMO
nikapcbKoro 3acoby Ha cTagii 3millyBaHHsA

6e3
peyenma

UA/2566/03/01

118.

KNATIHON®

TabneTku, BKpUTI
06010HKO0, Mo 500 mr +
TabneTku, BKpUTI
060/10HKOI0, N0 250 mr +
kancynu no 30 wmr,
KOMGIHOBaHMIA Habip
ON15 nepopasibHoro
3acTocyBaHHA No 42: 2
TabneTkn XOoBTOro
KOJ/IbOPY Kpyrnoi oopmMun
(knapuTpOMILMHY) + 2
TabneTkn XOoBTOro
KONbOPY A0Bractoi
hopmu (TuHIgasony) + 2
Kancysm

OpraHocuH Naiich
CaeHcms IM.T. /T4,

IHAjA

EBepToaeH
Naiidp
CaeHcus
Nimiteq

IHAisA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsagy (ssefeHHs
y3arasibHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBiAaNbHOI 3a 34iliCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KL BOHA
BiAMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaina cuctemm

3a
peyenmom

UA/5974/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
(naHconpasony) -y thapmakoHarnagy) - fitova pefakuis:
CTpuni; No 7 cTpunis y YnoBHOBaxeHa ocoba 3asBHWKa, BignosifasibHa
KapTOHHIN nauui; 3a hapmakoHarnsg, bpigpxew Peran / Brijesh
KOMGIHOBaHWIA Habip Regal. NponoHoBaHa peakLis: YNoBHOBaXxeHa
015 nepopasibHOro ocoba 3asBHMKa, BiANOBiAaIbHA 3a
3actocyBaHHs Ne 42: 2 thapmakoHarnag O-p Awy fiin Wapma / Dr.
TabneTKky XOBTOro Ashu Deep Sharma. 3MiHa KOHTaKTHUX AaHnX
KONbOpPY Kpyrnoi coopmu yNOBHOBaXeHOT 0cobm
(knapuTpomiuuHy) + 2
TabneTkv XOBTOro
KO/IbOpY A,0Bractof
dhopmu (TuHigasony) + 2
Kancynu
(naHconpasony) - y
6nicTepi; no 7 6nictepis
Y KAPTOHHIl nayui
119. | KIOHA3ENAM IC | TabneTkn no 0,5 Mr no ToBapuncTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/4532/01/01
10 TabneTok y 6nicTepi; [04,aTKOBO [04aTKOBOO 3MiHM | Tuny - 3MiHa napameTpiB cnevuudikawii peyenmom
no 5 6nictepis y navuyi BignoBigaIbHICTIO BignoBigasbHi Ta/abo fonyCTUMUX MEX NEePBUMHHOT YNakoBKu
"IHTEPXIM" CTH0 rOTOBOTO JIiKAPCLKOro 3acoby - BUYYEHHHS
"IHTEPXIM", nokasHuka «Po3Mipu»/«eomMeTpuyHi po3mipmns»
Ykpaina 3i cneuwdpikauii Ha NepPBUHHWIA NakyBasIbHUIA
(BMPOGHMK, marepian: «lniBka nonisiHinxnopngHa» Ta
BignoBiganbHM «®osnbra antoMiHieBa»
11 3a BUNyCK
cepir;
BMNPO6YBaHHSA
KOHTPOI0
AKOCTI
(piznyHi/Ximiy
Hi,
MiKpo6iosoriuH
a yucrtoTa),
36epiraHHs
roToBo|
NPOAYKLUIT;
BMPOBHULTBO,
36epiraHHs
(rotoBoi
npoaykuii,
CUPOBWHM Ta
marepianis);
BUNPOGYBaHHSA
KOHTPO/0
AKOCTI

(hisnyHi/ximiy

Hi))
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

120.

KNMOHASENAM IC

Tabnetkv no 1 mr no 10
TabneTtok y 6nictepi; no
5 6nicTepiB y navui

ToBapucTBO 3
[04,aTKOBO
BigNoBiAa/IbHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTBO 3
[04aTKOBOO
BiANoBiAa/IbHI
CTIo
"IHTEPXIM",
YkpaiHa
(BUPOBHUK,
BiANOBIAa/IbHA
11 3a BUNyCK
cepir;
BUNPOBYBaHHSA
KOHTPO/0
AKOCTI
(hiznyHi/Ximiy
Hi,
Mikpo6ionoriyH
a yucroTa),
36epiraHHsA
roTtoBofl
NPOAYKUIT;
BMPOGHMLTBO,
36epiraHHs
(roToBoi
NpoAyKuUii,
CUPOBWHM Ta
marepianis);
BMMNPOBYBaHHSA
KOHTpOI0
AKOCTI
(pizmyHi/ximiy

Hi))

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:

3MiHu | TUNy - 3MiHa NapameTpiB cneuudikawii

Ta/abo [oNyCTUMUX MEX NEPBUHHOT YNaKoBKM
rOTOBOrO NiKAPCbKOro 3acoby - BUMYYEHHHS

nokasHvka «Po3Mipu»/«eoMeTpuyHi po3mipm»
3i cneuwndikauii Ha NepBUHHWIA NakyBasTbHUIA
MaTepian: «niska nonisiHiNxIo0puaHa» Ta

«®donbra anomiHiesa»

3a
peyenmom

UA/4532/01/02

121.

KTOHASENAM IC

Tabnetkv no 2 mr no 10
TabneTok y 6nictepi; no
3 6nictepn y navuj

ToBapucTBO 3
[04aTKOBO
BigNoBigaIbHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[08aTKOBOIO
BignoBigasbHi
CTHO
"IHTEPXIM",
YkpaiHa
(BMPOGHMK,
BignoBigabHM
11 3a BUNyCK
cepir;
BMNPOBYBaHHSA
KOHTPOI0
AKOCTI
(piznyHi/ximiy
Hi,
MiKpo6iosoriyH

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3MiHM | Tuny - 3mMiHa napameTpiB cneyudikawii

Ta/abo JoNyCTUMUX MEX NEPBUHHOT YNakoBKM
rOTOBOTO NKAPCHKOro 3aco0by - BUMYYEHHHS

nokasHuka «Po3Mipu»/«eomMeTpuyHi po3mipms»
3i cneywdpikauii Ha NepPBUHHUIA NakyBasIbHUIA
maTepian: «nika noniBiHiNXxI0pugHa» Ta

«dosbra asltoMiHieBa»

3a
peyerimom

UA/4532/01/03
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

a yucroTa),
36epiraHHs
roToBoTl
npoayKuii;
BMPOGHMLITBO,
36epiraHHs
(roToBoi
NPOAYKUii,
CUPOBUWHM Ta
mMartepianis);
BUNPOBYBaHHSA
KOHTPO/0
AKOCTI
(hiznyHi/Ximiy

Hi))

122.

KOOEIHY
®OCDHAT

Tabnetky no 0,03 r, no

10 TabneTok y 6nicTepi,
no 1 6nictepy y nauui 3
KapTOHY

ToBapucTBO 3
[04,aTKOBOO
BignoBiga/bHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTBO 3
[04aTKOBOO
BiAnoBiga/bHi
CTIo
"IHTEPXIM",
YkpaiHa
(BMPOGHHMK
BiANOBIga/IbHA
11 3a BUNyCK
cepit,
BMNPOBYBaHHSA
KOHTPO/0
AKOCTI
(izmyHi/Ximiy
Hi,
Mikpo6ionoriyH
a yucroTa),
36epiraHHsA
roToBof|
NPOAYKLi;
BMPOGHMLTBO,
36epiraHHs
(roToBoi
NpoayKuUii,
CUPOBWHM Ta
marepianis);
BMNPOBYBaHHSA
KOHTPOI0
AKOCTI
(piznyHi/ximiy

Hi))

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:

3MiHM | TUNy - 3mMiHa napameTpis cnevuudikawii

Ta/abo [oNyCTUMMUX MEX NEPBUHHOT YNaKoBKM
roTOBOrO NiKaPCbKOro 3acoby - BUMYYEHHHS

nokasHuka «Po3Mipu»/«eoMeTpuyHi po3mipm»
3i cneuwndikauii Ha NepBUHHWIA NakyBasTbHUIA
MaTepian: «niska nonisiHiNXxI0puaHa» Ta

«Posibra atoMiHieBa»

3a
peyenmom

UA/11811/01/01

123.

KOAECAH® IC

Tabnetkn no 10

ToBapuCTBO 3

Ykpaina

ToBapuCTBO 3

YKpaina

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepiais:

3a

UA/8687/01/01




104

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
Tabnetok y 6nictepi; no [04aTKOBOK [0[aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peyenmom
1 6nicTepy B nauui 3 BiANOBIAA/IBHICTIO BiANOBIAaAbHI Ta/abo fonycTMMMUX MeX NepPBUHHOT YNakoBKM
KapTOHY "IHTEPXIM" CTIO rOTOBOrO J1iKapCbKOr0o 3acoby - BUTYyYEHHHS
"IHTEPXIM", nokasHuka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
YkpaiHa 3i cneyudikalii Ha NePBUHHWIA NaKyBasTbHUIA
(BMPOGHMK, Matepian: «[niBka nonisiHiNx1opngHa» Ta
BignoBigabHU «®osnbra antoMiHieBa»
11 3a BUNYyCK
cepii;
BUNPOGYBaHHSA
KOHTPO/0
AKOCTI
(chi3nyHi/ximiy
Hi,
MiKpo6iosoriuH
a yucroTa),
36epiraHHs
roToBoTl
npoayKuii;
BMPOGHMLITBO,
36epiraHHs
(roToBoi
NPOAYKUiT,
CUPOBUWHM Ta
mMartepianis);
BUNPOBYBaHHSA
KOHTPO/0
AKOCTI
(i3nyHi/Ximiy
Hi))
124. | KOATEPMIH IC® Tabnetky no 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8689/01/01
TabneTok y 6nictepi; no [04,aTKOBOO [04aTKOBOO 3MiHM | TUNy - 3mMiHa napameTpis cneyudikawii peyenmom
1 6nicTepy B nauui; no BignoBiga/bHICTIO BiAnoBiga/bHi Ta/abo fonyCTUMNX MEX NEePBUHHOT YMakoBKM
10 TabneTok y "IHTEPXIM" CTIO rOTOBOrO JIiKAPCLKOro 3acoby - BUNYyYEeHHHS
6nicTepax "IHTEPXIM" nokasHukKa «Po3Mipu»/«CeoMeTPUYHI po3mipmn»
3i cneuwndikauii Ha NepBUHHWIA NakyBasTbHUIA
MaTepian: «Mniska nonisiHiNXxI0puaHa» Ta
«Posibra a/lloMiHieBa»
125. | KOMBIrPUNM TabneTky no 4 TabneTkun OpraHocuH Naiich IHais EBepTomxeH IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/2068/01/01
AEKCA® y 6nictepi; no 1 CaeHcus MBT. /IT4. Naiidp 3MiHKW | TURY - 3MiHK Woa0 peuenma
6nicTepy B naui; no 20 CaeHcus 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
nayvoK y rpynosiii nauuj; Nimiteq BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX

no 4 Tabnetkny
6nicTepi; no 1 6nictepy
y nanepoBoMy KOHBEPTI;
no 20 nanepoBux
KOHBEPTIB Y rpynosili

npo cuctemy thapmakoHarnsagy (ssefeHHs
y3arasibHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBiAaNbHOI 3a 34ilicCHEHHS
dhapmakoHarnsgy; KOHTakTHOi ocobu 3
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

nauj; no 8 TabneTok y
6nictepi; no 1 6nictepy
B mayuj; no 10 nayok y
rpynogiii nauwi

thapmakoHarnsgy 3asaBHuKa A5 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/ILHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BKNHOYAIOUN KOHTAKTHI faHi) Ta/abo 3miHn y
PO3MilLeHHI MacTep-chaiina cuctemm
thapmMakoHarnagy) - giroya pefakuis:
YnoBHOBaxeHa ocoba 3asBHWKa, BignosijasibHa
3a papmakoHarnsg, bpigpxew Peran / Brijesh
Regal - nponoHoBaHa pefakLis: YNoBHOBaXeHa
ocoba 3as1BHVKa, BignoBigasibHa 3a
thapmakoHarnag O-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeHOT 0cobum

126.

KOMBIFPUMN
JNEKCA®

Tabnetkn in bulk: no
5000 Tabnetok y
nakeTax

OpraHocuH Naiid
CaeHcms IM.T. /T4,

IHais

EBepToaxeH
Naiidp
CaeHcus
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHuW | TUNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHKX MPO CUCTEMY
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBiAANbLHOI 3a 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa An15 34iCHEHHS
hapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - giroya pegakuis:
YnoBHOBaxeHa ocoba 3asBHMKa, BignosigansHa
3a hapmakoHarnag bpigpxew Peran / Brijesh
Regal - nponoHoBaHa pefakLis: YNoBHOBaXeHa
ocoba 3asBHVKa, BignosigaibHa 3a
thapmakoHarnag [-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHMX AaHWX
YNOBHOBaXEHOI 0cO6U

UA/2069/01/01

127.

KOMBIrPUN®

Ma3sb in bulk: no 200 kr y
KOHTeWHepi

OpraHocuH Naiid
CaeHcms MeT. /T4,

IHais

EHK' 106
Etikans
MpaiiBiT
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHyX Npo cucTemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobw,
BiANOBIAA/IbHOT 32 3AiICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarsgy 3asaBHUKa ANs 34iNCHEHHs

UA/2599/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

thapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHa Bif, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BKNKOYAKUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3milLeHHi MacTep-thaiina cucremm
thapmakoHarnsgy) - lponoHoBaHa pegakuis:
YnoBHoBaxeHa ocoba 3asBHUKa, BiANoBiga/ibHa
3a thapmakoHarnag A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHMX AaHuX
YNOBHOB&XEHOI 0co6U

128.

KOMBIrPUN®

Masbno 20ry
KOHTeliHepi; no 1
KOHTelHepy B nauLi; no
20 r abo no 40 r y Ty6i;
no 1 Ty6i y KapTOHHii
nauuj

OpraHocuH flaiid

CaeHcms MeT. /T4,

IHais

EHK' 106
ETikan3
MpaiiBiT
Nimiten

IHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHY | TUny - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapMakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHyX Npo cucTemy
hapmakoHarnsgy, 3MiHa yNnoBHOBaXXEHOI 0cobm,
BiANOBIAa/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnisgy 3asaBHUKa 4151 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3miHn y
pO3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - lponoHoBaHa pegakuis:
YnoBHOBaXKeHa ocoba 3asiBHUKa, BignosigasibHa
3a thapmakoHarnag 4-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6U

6e3
peyenma

UA/1920/02/01

129.

KOMBITPUMN®

Tabnetkn no 8 TabneTok
y 6nicTepi; no 1
6nicTepy y nauuj 3
KapTOHy; Mo 8 TabneTok
y 6nicTepi; no 1
6nicTepy y nauuj 3
KapToHy; no 10 nayok y
rpynosii nauyj 3
KapToHy; No 4 TabneTku
y 6nictepi; no 1
6nicTepy y nanepoBomMy
KOHBepTi; no 20
nanepoBMX KOHBEPTIB Y
rpynosii nauyj 3
KapToHy; No 4 TabneTku
y 6nictepi; no 1
6nictepy y navui 3

OpraHocuH aiich

CaeHcus MNB.T. J/IT4.

IHais

EBepTopaxeH
Naidy
CaeHcus
Nimiten

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TURy - 3MiHK WoA0
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHvxX Npo cuctemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,
BiANOBIAANbHOI 3a 3i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHuka AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BifJ, yNOBHOBaXeHOI 0co6u,
BiANOBIAaA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnagy) - giroya pegakuis:
YnoBHOBaXKeHa ocoba 3asiBHMKa, BignoBigasibHa

6e3
peuyenma

UA/2913/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

KapToHy; no 20 na4vok y
rpynoBiii nayui 3
KapToHY

3a (papmakoHarnsg bpigpxew Peran / Brijesh
Regal - nponoHoBaHa pefakuis: YnoBHOBaxeHa
ocoba 3as1BHVKa, BignoBigasibHa 3a
thapmakoHarnsag A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHUX AaHnX
YMNOBHOBaXXEHOI 0CO6U

130.

KOMBIrPUMN®

Tabnetku in bulk: no
5000 Tabnetok y
naketax

OpraHocuH Naiich
CaeHcus MB.T. JIT4.

IHais

EBepTopaxeH
Naind
CaeHcus
Nimiteq

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TUny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHvx Npo cuctemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiANOBIAANbHOI 3a 3iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BifJ, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
PO3MilLieHHi MacTep-chaiina cuctemm
hapmMakoHarnagy) - girova pefakuis:
YnoBHOBaXeHa ocoba 3asBHWKa, BignoBigasibHa
3a papmakoHarnag, bpigpxew Peran / Brijesh
Regal - nponoHoBaHa pefakLis: YNoBHOBaXeHa
ocoba 3as1BHVKa, BignoBigasibHa 3a
thapmakoHarnag O-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0cobm

UA/2914/01/01

131.

KOMBICNMA3M®

Tabnetkv no 10
Tabnetok y 6nictepi; no
1 a6o 10 6nicTepiB y
nauui 3 kapToHy; no 10
TabneTok B
anomiHiesomy 6nictepi;
no 1 6nictepy y
KapTOHHI nayui; no 10
KapTOHHMX NayoK y
rypTOBIil Nauui 3
KapTOHY

OpraHocuH Naiich
CaeHcms IM.T. /T4,

IHAjA

EBepToaeH
Naiidp
CaeHcus
Nimiteq

IHAisA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (ssefeHHs
y3arasibHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBiAaNbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa A1s 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KL BOHA
BiAMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnagy) - fitova pefakuis:
YnoBHoBaxeHa ocoba 3asiBHUKa, BiANoBifasbHa
3a dpapmakoHarnag bpimpkew Peran / Brijesh

6e3
peyenma -
Ne 10; 3a
peyenmom -
Ne 10x10

UA/3088/01/01




108

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
Regal. NponoHoBaHa peakLis: YNoBHOBaXxeHa
ocoba 3as1BHVKa, BignoBigasibHa 3a
thapmakoHarnag O-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeHOT 0cobum
132. | KOMBICNA3M® Tabnetku in bulk: no OpraHocuH Naiid IHAis EBepTomXeH IHgis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: - UA/3089/01/01
1200 Tabnetok y CaeHcu3 MBT. /IT4. Naiidp 3MiHK | TUNy - 3MiHK WoA0
naketax y naykax 3 CaeHcus JTimit 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
KapTOHY en BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHunx Nnpo cuctemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBiAANbLHOI 3a 3iliCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa 4115 34iACHEHHS
hapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [itoya pegakuis:
YnoBHOBaxeHa ocoba 3asBHMKa, BignosigansHa
3a papmakoHarnag bpigpxew Peran / Brijesh
Regal. MNponoHoBaHa peakLis: YNoBHOBaXeHa
ocoba 3asBHVKa, BignosigaibHa 3a
thapmakoHarnag [-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHMX AaHWX
YNOBHOBaXEHOI 0co6U
133. | KOMBOI/IIBA XR | TabneTku, BKpUTI AcTpa3eHeka tOK Benukobput | AcTpa3eHeka CWA BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/12952/01/01
N/1iBKOBOK 060/10HKOI0, Nimiten aHis dapmacbloTuK 3MiHW | TUNY - NOAA@HHS OHOB/IEHOTO peyenmom
no 2,5 mr/1000 mr no 7 anc n cepTudikaTa BignoBiAHOCTI EBpONECHKii
TabneTtok y 6nictepi, No papmakonei Ne R1-CEP 1997-029-Rev 04 ansa
4 6nicTepu B KAPTOHHIl nitoyoi pevoBuHy Metformin Hydrochloride Big
KopooLi BX€e 3aTBEepKEHOro BUpobHMKa 3 BiZNOBIgHNMY
3MiHamu B creymdikauii AdI
134. | KOMBOI/II3A XR | TabneTku, BKpUTI AcTtpa3eHeka OK Benukobput | AcTpa3eHeka CWA BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/12952/01/02
NNiBKOBOK 060/I0HKOIO, NimiTen aHis PapMacboTUK 3MiHK | TUNY - NOAAHHS OHOB/IEHOTO peyenmom
no 5 mr/500 mr no 7 anc n cepTudikaTa BignoBigHOCTI €Bponeiichbkii
TabneTtok y 6nictepi, no hapmakonei Ne R1-CEP 1997-029-Rev 04 ansa
4 6nicTepy B KAPTOHHIiA Aitoyoi pevosuHn Metformin Hydrochloride Big,
KopoobUi BXEe 3aTBEpAKEHOr0 BUPOOHMKA 3 BigNOBIgHNMYN
3MiHamu B cneumndikauii AdI
135. | KOMBOI/IIBA XR | Tabnetku, BKpUTI AcTpa3eHeka HOK Benvkobput | AcTpa3eHeka CWA BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12952/01/03
NAiBKOBOK 0O0/IOHKOH, Niviten aHis dapmacbloThK 3MiHM | TUNY - NOAAaHHSA OHOB/IEHOTO peyenmom
no 5 mr/1000 mr no 7 anc n cepTudpikaTa BignoBiAHOCTI EBpoNeiChKii

TabneTtok y 6nictepi, no
4 6nicTepu B KAPTOHHIN

thapmakonei Ne R1-CEP 1997-029-Rev 04 ans
njto4oi pevoBmHM Metformin Hydrochloride Big
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
KopooLi BXe 3aTBepKeHOro BUpobHUKa 3 BiANOBigHNMY
3MiHamu B crieymdikauii API
136. | KOPBANOI/- Kpanni opasibHi, PO34nH MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: rno 25 mn - UA/14817/01/01
AAPHULUA® no 25 mn a6o no 40 mn "PapmaueBTuyHa "®apmaueBTun 3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS 6e3
y thnakoHi, no 1 ipma "OapHnus” yHa thipma roTOBOro MikapcbKoro 3acoby - B po3gini peyenma;
chrnakoHy B nauuj "OapHuus” «lgeHTudikauis C»; 3MiHu | Tuny - 3miHa o 40 ma -
(nakyBaHHS i3 napamMeTpiB cneuudgikadii Ta/abo gonycTummx 3a
in bulk chipmu- MEX FOTOBOrO MiKapCbKOro 3acoby; cynyTHs peyenmom
BMPOGHMKa 3MiHa - 3MiHa y MeToAax BUNpobyBaHHSA
TOB rOTOBOrO JIiKAPCbKOro 3acoby y po3aini
"dapmxim", «MikpobionoriyHa unctoTa» NpUBEAEHO A0
YkpaiHa) BMMor [1®Y aitovoro BUgaHHs; B po3ginax
«KinbkicHe BU3HaveHHs» Ta «ETaHon»
BU3HAYEHHS NPOBOAATL METOAOM ra3oBoi
xpomatorpacii 4dY, 2.2.28 3anponoHoBaHO
NPUCKOPEHUIA TEMNEPATYPHUIA rpaslieHT, KA
[03BO/ISIE 3MEHLLNTUN Yac XpomartorpadyBaHHs
opHiel imxekuii B 1,5 pasu 3a paxyHoK
306iNbLUEHHS LUBUAKOCTI HarpiBaHHA TepmocTaTy
KOMOHKM Mic/ns BUXOAY NiKOB, SIKi aHani3ytTbCs.
BBefieHHA 3MiH NpoTArom 6-Tu Micsauis nicna
3aTBepAXKEHHSA
137. | KOPAAPOH® PO34unH NS iH'eku;iid, 50 TOB "CaHodi-ABeHTIC YkpaiHa CaHodi ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3a UA/3683/01/01
mr/mn Ne 6: no 3 mn B YkpaiHa" BiHTpon 3MiHu | TUNy - 3MiHK o IHCTPYKUiT ANns peyenmom
amnyni; no 6 amnyn B IHgacTpia MeAMYHOro 3aCTOCYBaHHA NikapCbKoro 3acoby
noniMepHMX YapyHkax y [0 po3ginis "®apmakonoriyHi BnactmsocTi”,
KapTOHHI Kopo6Lyi "MpoTmnokasaHHA","B3aemogisa 3 iHWKMKN
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemMogiin", "Ocob6MBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpygao”, "34artHicTb BNMBATH Ha
LUBMAKICTb peakLii Npy KepyBaHHI
aBTOTPAHCNOPTOM ab0 iHWMMK MexaHismamn',
"Cnoci6 3acTocyBaHHs Ta f03u1", "Mo6iuHI
peakuii”. BBeeHHA 3MiH NpOTArom 6-tn
MicALiIB Nicna 3aTBepAXEHHA
138. | KOPJIEKC Kancynu no 10 kancyny MAT "Ximchapm3aasop, YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3a UA/15310/01/01
6nicTepi; no 2 6nictepn "YepBoHa 3ipka" "Ximchapm3sas 3MiHn | TNy - 3MiHK 3 SKOCTi. [OTOBMIA peuyenmom
abo no 9 6nictepiB y op "YepBoHa nikapcbkuii 3aci6. Cuctema
3ipka” KOHTelHep/3akynoptoBasibHKiA 3aci6. 3miHa

nauj 3 KapToHy

PO3Mipy ynakoBKV rOTOBOrO MiKapCbKOro 3acoby
(3MiHa KiNbKOCTi 0AMHMLE (Hanpuknag TabneTok,
amnyn TOLL0) B yNakosLi:) - 3MiHa nosa
[Liana3oHOM 3aTBepMAKEHNX PO3MIpIB YNaKOBKM
(mopaBaHHA HOBOrO po3Mipy ynakoBku no 10
Kancyn y 6nictepi; no 9 6nictepis y nauwi 3
KapTOHY)
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
139. | KCUMENIH cnpeii HasanbHWiA no 10 Takena ABcTpisa TM6X ABCTpis Takepa M'm6X HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/6955/01/01
EKCTPA M1y hnakoHi 3 3MiHK | TUnNy - nogaHHsA oHosneHoro CEP R1- peyenma
NOMMNOBUM [03YH4nUM CEP 2006-286 —Rev 01 gns gito4oi pevoBrHN
nNpuUCcTpoemMm, no 1 Xylometazoline hydrochloride Big,
chnakoHy y KapTOHHil 3aTBEPKEHOr0 BUPOOHMKa. B pamkax
KOpoo6Li 3a8B/1€HOI NpoLieaypw Biabynacs 3MiHa Ha3BK
BUPOBHUYOT AinbHULI. JinbHNULA hakTUYHOro
BMPOOHULITBA 3MiH HE 3a3Hana
140. | NNIEBAHA®IC Tabnetku no 0,5 mr no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/11175/01/01
10 TabneTok y 6nicTtepi; [04aTKOBOK [0[1aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuyenmom
no 2 6nictepu B nay, 3 BiANOBIAA/TIbHICTIO BiANOBIAA/bHI Ta/abo fonycTMMMNX MeX NePBUHHOT YMakoBKM
KapTOHY "IHTEPXIM" CTI0 rOTOBOrO J1iKapCbKOro 3acoby - BUTyYEHHHS
"IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
3i cneuymdikauii Ha NePBUHHNIA NakyBasTbHUIA
Matepian: «[niBka nonisiHiNxopugHa» Ta
«®donbra anomiHiesa»
141. | NNEBAHA®IC Tabnetkn no 1 mr no 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/11175/01/02
TabneTtok y 6nictepi; no [04aTKOBOK [0[aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cnevuudikawii peyenmom
1 6nicTtepy B nauui 3 BiANoBiAa/IbHICTIO BignoBigasbHI Ta/abo fonyCTUMUX MEX NEPBMHHOT YNakoBKM
KapTOHY "IHTEPXIM" CTH0 rOTOBOTO J1iKAPCbKOr0 3acoby - BUYYEHHHS
"IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
3i cneuwdikauii Ha NepPBUHHWIA NakyBasIbHUIA
maTepian: «MniBka noniBiHiNXxI0pugHa» Ta
«Ponbra aoMiHiesa»
142. | NIEBAHA® IC Tabnetky no 2 mr no 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a UA/11175/01/03
TabneTok y 6rictepi; no [04aTKOBOK [04aTKOBOIO 3MiHK | TUNY - 3MiHa NapameTpiB cneumdikauii peuyenmom
1 6nicTepy B naui 3 BiANoBiga/IbHICTIO BiAgnoBigasIbHi Ta/abo foNyCTUMUX MEX NEPBUHHOT YMaKoBKM
KapToHY "IHTEPXIM" CTH0 rOTOBOrO JIiKAPCLKOro 3acoby - BUYYEHHHS
"IHTEPXIM" nokasHuka «Po3Mipu»/«eoMeTpuyHi po3mipm»
3i cneuwdikauii Ha NepBUHHWIA NakyBasIbHUIA
matepian: «lniska nonisiHinxnopugHa» Ta
«Posibra aslloMiHieBa»
143. | NNIE®PNOK- pO3unH ans iHdysii, 5 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14011/01/01
AAPHULA mr/mMa no 100 mn y "papmaLeBTnuiHa "®apmavuesTu 3MiHM | TNy - 3MiHa y napameTpax peyenmom
dhnakoHi; no 1 dnakoHy thipma "AapHuusa” YyHa dhipma cneumdikauin Ta/abo gonycTMMKX MEX,
y nauyui; no 100 mny "OapHuus" BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo

hnakoHax

BUXIZAHWA/NPOMIXHUIA NPpOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(3BYXXEHHSA AOMYCTUMUX MEX, BU3HAYEHUX Y
cneumdikaylii); cynyTHA 3miHa: 3MiHa y MeTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMarepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCA Y NpoLieci BUpo6HuLTBa ADI
- 3BY)XEHHS KpUTEPI NPUAHATHOCTI y
crneundikauii APl 3a NnokasHUKoOM «bakTepianbHi
€HA0TOKCUHW», 3@ NOoKa3HUKOM «MBY», Ta
«PO34MHHICTb» - BHECEHO pefaKLiliHi
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
BUNPAB/IEHHS; 3MiHM | TUNY - 3MiHA NnapameTpis
cneumdikauiii Ta/abo foNyCTUMUX MEX FOTOBOrO
NiKapCbKOro 3acoby (3BYXXEHHS A0MYyCTUMUX
MeX); CynyTHA 3MiHa:
3MiHa y MeTogax BunpobyBaHHA roTOBOr0
NiKapCbKOro 3acoby - 3BYXeHHS [0NyCTUMUX
MeX Yy crieuudikaLii roToBoro nikapcbkoro
3ac06y 3a NokasHWKoM «bakTepiasibHi
EeHOO0TOKCUHN» dY 2.6.14. BBefeHHs1 3MiH
NPOTArom 6-T1 MicsauiB NicnA 3aTBepAXEHHSA
144. | NIBEPIA® IC Tabnetkn no 0,5r no 10 ToBapuncTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/13164/01/01
TabneTtok y 6nictepi, no [04,aTKOBOIO [04aTKOBOO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peyenma
2 6nictepn y nayui 3 BignoBigaIbHICTIO BignoBigasbHi Ta/abo fonyCTUMUX MEX NEPBUMHHOT YNakoBKu
KapTOHY "IHTEPXIM" CTH0 rOTOBOTO JIiKAPCLKOro 3acoby - BUYYEHHHS
"IHTEPXIM", nokasHuka «Po3Mipu»/«eomMeTpuyHi po3mipmns»
Ykpaina 3i cneyydpikauii Ha NepPBUHHWIA NakyBasIbHUIA
(BMPOGHMK, marepian: «lnieka nonisiHinxnopngHa»,
BiANOBIAa/IbHU «MniBka 6ap’epHa» Ta «donbra asiloMiHieBa»
11 3a BUNyCK
cepil,
BMNPOBYBaHHSA
KOHTPOI0
AKOCTI
(piznyHi/ximiy
Hi,
MiKpo6iosoriuH
a yucrtoTa),
36epiraHHs
roToBo|
NPOAYKLUIT;
BMPOBHULTBO,
36epiraHHs
(roToBoi
npoaykuii,
CMPOBUHMN Ta
marepianis);
BUNPOGYBaHHSA
KOHTPO/0
AKOCTI
(chiznyHi/ximiy
Hi))
145. | NIPA® PO34mnH opasibHuiA, 100 MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/13370/02/01
mr/mn, no 30 mn a6o 60 BMNPAaB/IEHHS TEXHIYHOT NOMUKM Y MeTofax peyenmom

My donakoHi; no 1
h1akoHy pasom 3i
LINpYLEeM-403aTOpOM Y
nayi 3 KapToHy

KOHTPOJI0 SIKOCTI Ha roToBUIA Nikapcbkuii 3aci6, B
MeToAuLi BUNPO6YBaHHSA NokasHMKa
«CynpoBigHi AOMILLKM», B ONUCI METOAUKM
NPUroTyBaHHS PO34MHY NopiBHAHHSA (b)
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

146.

NbOHY
HACIHHA

HaciHHsa no 100 r a6o no
200 r y naykax 3
BHYTPILLHIM NakeTom; no
15 r y naketax

MpAT "Miktpasn"

YKpaiHa

MpAT
"NikTpasn”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 AKoCTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKi 3aci6. 3MiHa
PO3Mipy YNakoBKy roToBOro fikapcbKoro 3acoby
(3miHa macun/o6'emy BMICTY KOHTellHepa
6araTof030B0ro /likapCbKoro 3acoby ans
HenapeHTepasbHOro 3acTocyBaHHs (abo
OZIHOA,030BOT0, YaCTKOBOrO BUKOPUCTAHHS))
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBanbHWii 3aci6. 3MiHa y
NepBUHHIlA yNakoBLji rOTOBOrO JlikapCbKOro
3acoby (sKicHuiA Ta KinbkicHuiA cknag) - Teepgi
nikapcbki hopmu (BBEAEHHSA 40AATKOBOT
ynakoBku no 15 r B naketu 3 nanepy
JlaMiHOBaHOro NJIIBKOIO NONIETU/IEHOBOIO, 3
BiAMOBIAHMMM 3MiHaMK Y cneuudikauii/meToaax
KOHTPOJI0 SIKOCTI N. «Macca coepXumoro
YNakoBKM» Ta p. «YnakoBka»)

6e3
peuyenma

UA/5978/01/01

147.

MAIrBIT™

TabneTku, BKpUTI
060/10HKOI0
KMLLKOBOPO34MHHI, Ne 50
(10x5) y 6nictepax; Ne
50 y donakoHi Ne 1

TOB "OMETA ®APMA

YKPAIHA"

YkpaiHa

nakcoCmiTKn
SAAH
PapmMacboTuK
an3 C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHKX MPo CUCTEMY
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBiAANbLHOI 3a 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
hapmakoHarnsgy 3asiBHUKa 4115 34iACHEHHS
hapMakoHarnsagy B YKpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 32 34ilicCHEHH:A dhapmakoHarnsagy
(BKTHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3MiHa agpecu po3MiLLleHHs
MacTep-haiina cuctemun dpapmakoHarnsgy

6e3
peyenma

UA/8643/01/01

148.

MEBIKAP IC

Tabnetkv no 0,3 r no 10
TabneTtok y 6nictepi; no
2 6nictepn y nayuj 3
KapTOHY

ToBapucTBO 3
[04aTKOBO
Bi4NoBiAa/IbHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTBO 3
[0aTKOBOO
BignoBigasbHI
CTHO
"IHTEPXIM",
YkpaiHa
(BMPOGHMK,
BignoBsiganbHn
11 3a BUNyCK
cepii;

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii
Ta/abo [oNyCTUMUX MEX NEPBUHHOT YNaKoBKM
roToOBOro MiKapCbKOro 3acooby -
BU/TYYEHHHS MOKa3HMKa
«Po3mipu»/«reoMeTpuyHi po3mipu» 3i
cneuudikauii Ha NEPBUHHWI NaKyBaslbHWI
MaTtepian: «niska nonisiHinxnopugHa» Ta
«®donbra anomiHiesa»

6e3
peyenma

UA/8823/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BUNPOGYBaHHSA
KOHTPO/0
AKOCTI
(chi3nyHi/ximiy
Hi,
MiKpo6iosoriuH
a yucroTa),
36epiraHHs
roToBoTl
npoayKuii;
BMPOGHULITBO,
36epiraHHs
(roToBoi
NPOAYKUii,
CUPOBUWHM Ta
mMartepianis);
BUNPOBYBaHHSA
KOHTPO/0
AKOCTI
(i3nyHi/Ximiy

Hi))

149.

MEBIKAP IC

Tabnetkn no 0,5r no 10
TabneTok y 6nictepi; no
2 6nictepn y nauui 3
KapTOHY

ToBapucTBO 3
[04,aTKOBO

BignoBiga/bHICTIO

"IHTEPXIM"

YKpaiHa

ToBapucTBO 3
[04aTKOBOO
BiAnoBiga/bHi
CTIo
"IHTEPXIM",
YkpaiHa
(BUPOBHUK,
BiANOBIAa/IbHU
11 3a BUNyCK
cepir;
BMNPOBYBaHHSA
KOHTPO/0
AKOCTI
(izmyHi/Ximiy
Hi,
Mikpo6ionoriyH
a yucroTa),
36epiraHHsA
roToBof
NPOAYKLi;
BMPOGHMLTBO,
36epiraHHs
(roToBoi
npoayKuUii,
CUPOBWHM Ta
marepianis);

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNy - 3mMiHa napameTpis cnevudikawii
Ta/abo [oNyCTUMUX MEX NEPBUHHOT yNakoBKM
roToBOro NikapcbKoro 3acoby -
BWUIYYEHHHS NOKa3HUKa
«Po3mipu»/«eoMeTpunyHi po3mipu» 3i
cneuudikauii Ha NepBUHHWI NaKyBaslbHWI
maTepian: «Mnika noniBiHiNXxI0pugHa» Ta
«dosbra asltoMiHieBa»

6e3
peuyenma

UA/8823/01/02
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
BUNPOGYBaHHSA
KOHTPO/0
AKOCTI
(chi3nyHi/ximiy
Hi))
150. | MEQUXPOHAN®- | rpaHynu, naket Ne 1 Ta MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/6504/01/01
AAPHULA naket Ne 2 y nauuj; 7 "PapmavueBTuyHa "®apmaueBTun 3MiHuM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS peyenma
naketis Ne 1 1a 7 dipma "fapHuus” YyHa hipma A®| abo BMXigHOrO martepiany/npomMiKHOro
naketiB Ne 2 y nauui; 21 "fapHuua” npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSH Y

naket Ne 1 ta 21 nakeT
Ne 2 y nauui

npoueci Bupo6HuUTBa A®I (iHLWI 3MiHK Y
MeTo4ax BUNPOOyBaHHA (BK/IHOUAKUMN 3aMiHy
abo gonoBHeHHs) AD| abo
BMXiZAHOrO/NMPOMIXXHOr0 NPOAYKTY); CYNyTHS
3MiHa: 3MiHa y napameTpax cneundikauiii
Ta/abo JONyCTUMUX MEX, BUSHAUYEHUX Y
crneundikauiax Ha A®l, abo
BMXiIAHWIA/NPOMDKHMIA NpoAyKT/pearexT, Lo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea AdI
(iHWWi 3MiHM) — BHECEHHSA pefaKLjiiiHUX NpaBokK Ta
[OOMNOBHEHD Y creumdikaito Ta METOAUKN
BXigHOro koHTposnto A®| «Hatpito dpopmiar» 3a
NnoKasHUKaMmn SIKOCTi «PO3UMHEHHSI»,
«[Mpo30picTb Po3UMHY», «MikpobionoriyHa
yuctoTta», «KinbkicHe BU3HaUeHHs», «Macosa
[0NS BIIbHUX KUCNOT Ta nyrie. «CynbgaTtn»,
«Xnopuam», «Bakki meTanun», «3anLLKOBI
KifIbKOCTi OpraHi4HnX pO34MHHMUKIB»; BHECEHHS
peAakuiiHMX NpaBoK Ta HE3HAYHWUX AOMNOBHEHDb Y
cneuudikaLito Ta METOAVKM BXiHOTO KOHTPO/IIO
A®| «['oko3a MoHorigpaT» 3a NokasHukamu
SIKOCTi «PO3UMHEHHs», «MikpobionoriyHa
YNCTOTa»; BHECEHHS pefaKLiiHNX NpaBok Yy
cneuudikaLito Ta METOAVKM BXiAHOrO KOHTPO/IIO
AD| «[NiunH» 3a NoKasHUKaMmn AKOCTI
«Po34nHeHHs», «MikpobionoriyHa YncToTa»,
«lgeHTudikayis», «Mpo3opicTb PO3UnHY», «pH»,
«Baxkki MeTasin», «Pe4oBUHW, AKi BUABIAIOTLCA
HIHTIAPWAOM»; 3MiHM | TUNY - 3MiHAa napameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0
NiKapcbKoro 3acoby (BUyYEHHS HE3HAYHOro
nokasHuka (Hanpvknag, 3actapifioro nokasHuka,
TakKoro sk 3anax Ta cmak, abo igeHTudikauis
6apBHYKIB YN CMaKOBUX A06ABOK)) - BUTyYEHHS
3i cneuydikauii rotoBoro nikapcbkoro 3acoby
rokasHuka skocTi «Po3nagaHHsa»; 3MiHv | Tuny -
3MiHa y MeToax BUNpobyBaHHS roTOBOro
niKapcbKoro 3acoby (iHwi 3MiHM y MmeTogax
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BMNpoOYBaHb (BK/OUaoUM 3aMiHy abo
[OMOBHEHHS)); CYNyTHA 3MiHa: 3MiHa napameTpiB
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0

nikapcbkoro 3acoby (iHwi 3miHv). BBegeHHs
3MiH npoTArom 6 micAwiB nicna
3aTBEPAKEHHS

151.

MEAOMEKCON

Tabnetkn no 0,088 mr Ne
30 (10x3) y 6nictepax

Megokemi T4

Kinp

Cnevuidap CA

Ipeuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHvx Npo cuctemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiANOBIAANbHOI 3a 3iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BifJ, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI faHi) Ta/abo 3miHn y
PO3MilLieHHi MacTep-chaiina cuctemm
dhapmakoHarnsgy) - 3anponoHoBaHo: MNenex
Mogmuna OnekcaHgpisHa

3a
peyenmom

UA/14904/01/01

152.

MEAOMEKCON

Tabnetky no 0,18 mr Ne
30 (10x3) y 6nictepax

Mepokemi 1T/,

Kinp

Cneujidap CA

Ipeuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsagy (ssefeHHs
y3arasibHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBiAaNbHOI 3a 34iliCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3anponoHosaHo: Menex
Niogmuna OnekcaHapisHa

3a
peyenmom

UA/14904/01/02

153.

MEOOMEKCON

Tabnetkn no 0,7 mr Ne
30 (10x3) y 6nicTepax

Megokemi T4

Kinp

Cneuidap CA

Ipeuis

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHyX Npo cucTemy
dhapmMakoHarasgy, 3MiHa YNoBHOBaXXEHOI 0cobu,

3a
peyenmom

UA/14904/01/03
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
BiANOBiAANbHOI 3a 34ilicCHEHHS
thapmakoHarnagy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa 4115 34iACHEHHSA
thapMakoHarnagy B YKpaiHi, KLU0 BOHA
BiIMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3milLeHHi MacTep-thaiina cucremm
dhapmakoHarnsgy) - 3anponoHosaHo: Nenex
Niogmuna OnekcaHapisHa
154. | MEMA TabneTku, BKpUTI AxTasic rpyn AT Icnangis Brpo6HuK, Icnanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/7816/01/01
NNIBKOBOI 060/1I0HKOI0, BignoBiganbHM HimeuunHa/ 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 10 mr, no 10 3a Bonrapis HalilMeHyBaHHs Ta/abo agpecu Micus
TabneTtok y 6nictepi, no BVPOGHMLTBO NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
3 abo no 6 6nictepiB y in bulk, rOTOBOrO JliKapCbKoro 3acoby, BK/IYaum
KapTOHHI KopooLyi nakyBaHHs, OinbHULI BUNYCKY cepii abo micLe npoBefeHHs
KOHTPO/b KOHTPOJIO AKOCTI. (AisaNbHICTb, 3a Ky BiAnoBigae
AKOCTI Ta BMPOGHUWK/IMNOpPTEpP, He BK/TKOYakoun BUMYCK
BMNYCK cepil: cepiid) (3MiHa agpecy Ta Ha3BU BUPOGHMKA
CiHTOH PotteHgopc ®apma MvbX, a Takox 3miHa
XicnaHis, C.J1., Ha3Bu BUpo6HuKa [xi | dapmacstoTtikanc, /174,
IcnaHis; 6e3 3MiHK Micus BUpo6HMLTBA); 3MiHu | Tuny -
Bunpo6HuK, 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta
BiANOBIA&/TbHU thapmakoHarnagy (iHwi 3miHn) (3amiHa
3a rpadiyHoro ohopM/IEHHS YNakoBKM Ha
nakyBaHHsA: MapKyBaHHSA NMEePBUHHOT Ta BTOPUHHOI YNakoBK/
PoTTengopd 3 BignoBigHUMYK 3mMiHamu o po3ginis MKA 13
$apma NvbX, (po3gin «pachiyHe 0hOPM/IEHHS YNaKOBKU»
HimeuunHa 3aMiHEHO Ha po3ain «MapKyBaHHSI») 3
Ta BHECEHHSAM 3MiH 0 TEKCTY MapKyBaHHS:
Ioxi | BW/IyYEHHS 3a3HAYEHHS LONOMDKHOT pevyoBMHN
dapmacbloTika Opadry white 3 mapkyBaHHS1 BTOPUHHOT
nc, nTa, YNaKkoBKM, & TaKoX BHECEHHS peAaKLiiHnX
Bonrapis NpaBOK Ha NEePBUHHY Ta BTOPUHHY YNakoBKW)

(TepMiH BBEAEHHS 3MiH MPOTArOM 6-TU MicALUIB
nicns 3aTBepmkeHHs); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus NPOBamKeHHs AisIbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco0by, BK/IKYa4mM AinbHULL BUNYyCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/THO AKOCTI.
(misnbHiCTb, 3a Ky BignoBigae
BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepiid)
(3miHa Ha3Bu Ta agpecy BUpo6Huka CiHTOH
Xicnanis, C.J1., IcnaHist 6e3 3MiHn Micus
BUpo6HMUTBA (TepMiH BBEEHHS 3MiH NPOTATOM
6-TV1 MiCALIIB MiC/1S 3aTBEPKEHHS)
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
155. | META®IH® IC Tabnetku no 5 mr, no 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14448/01/01
TabneTok y 6nictepi; no [04,aTKOBO [04aTKOBOO 3MiHu | TUNy - 3MiHa NapameTpiB cneuudikawii peyenmom
1 6nicTepy B nauui 3 BigNoBiAa/IbHICTIO BiANoBiAa/IbHI Ta/abo fonyCTMMNX MEX NePBUHHOT YMaKkoBKM
KapTOHY "IHTEPXIM" CTIO rOTOBOrO J1iKAPCbKOro 3acoby - BUNYyYEeHHHS
"IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3mipm»
3i cneuwndikauii Ha NepBUHHWIA NakyBasTbHUIA
MaTepian: «niska nonisiHiNxIo0puaHa» Ta
«®donbra anomiHiesa»
156. | META®IH® IC Tabnetku no 10 mr, no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/14448/01/02
10 TabneTok y 6nicTtepi; [04aTKOBOK [0[1aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuyenmom
no 1 6nictepy B nauui 3 BiANOBIAA/TIbHICTIO BiANOBIAA/bHI Ta/abo fonycTMMMNX MeX NePBUHHOT YMakoBKM
KapTOHY "IHTEPXIM" CTI0 rOTOBOrO J1iKapCbKOro 3acoby - BUTyYEHHHS
"IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
3i cneuymdikauii Ha NePBUHHNIA NakyBasTbHUIA
Matepian: «[niBka nonisiHiNxopugHa» Ta
«®donbra anomiHiesa»
157. | META®IH® IC Tabnetku no 25 mr, no ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/14448/01/03
10 TabneTok y 6nictepi; [04aTKOBOK [0[aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cnevuudikawii peyenmom
no 1 6nictepy B nauuj 3 BiANoBiAa/IbHICTIO BignoBigasbHI Ta/abo fonyCTUMUX MEX NEPBMHHOT YNakoBKM
KapTOHY "IHTEPXIM" CTH0 rOTOBOTO J1iKAPCbKOr0 3acoby - BUYYEHHHS
"IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
3i cneuwdikauii Ha NepPBUHHWIA NakyBasIbHUIA
maTepian: «MniBka noniBiHiNXxI0pugHa» Ta
«Ponbra aoMiHiesa»
158. | ME®GEHAMIHOB kancynu no 500 mr, no dnamiHro IHais ®namiHro IHais BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 6e3 UA/4974/01/02
A KUCNNIOTA 10 kancyn y 6nicTtepi, no dapmacbloTUKanc dapmacboTuK 3MiHK | TNy - 3MiHa y MeTogax BUNpPobyBaHHS peuyenma
2 6nictepn B KOpO6LLi nra. anc N1a. rOTOBOrO JlikapcbKoro 3acoby (OHOB/IEHHS
npoueaypu BUNPO6YBaHHA 415 NPUBELEHHS Y
BIAMOBIAHICTb 3i 3MIHEHOIO 3ara/IbHOK CTaTTEH
[®Y abo €sponeiicbkoi hapmakonei) -
npusefeHHs nokasHuka "MikpobionoriyHa
yucrora" go sumor EP
159. | ME®®EHAMIHOB Kancynu no 250 mr, no dnamiHro IHais ®namiHro IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/4974/01/01
A KMCNOTA 10 kancyn y 6nicTtepi, no PapmacboTuKanc PapMacboTUK 3MiHK | TNy - 3MiHa y MeTogax BUNpobyBaHHS peyenma
2 6nictepy B KOPO6LIi nrp. anc N1a. rOTOBOrO JliKapCbKoro 3acoby (OHOB/IEHHS

npoueaypy BUNpobyBaHHS A9 NPUBEAEHHS Y
BiANOBIAHICTb 3i 3MIHEHOIO 3araslbHO0 CTATTE
[®Y abo €sponeiicbkoi hapmakone) -
npvBefeHHA nokasHuka "MikpobionoriyHa
yuctoTa" fo sumor EP; 3miHun | Tuny - 3miHa
napameTpiB cneyndikauii Ta/abo gonycTummx
MeX roTOBOro NikapcbKoro 3acoby (40N0BHEHHS
cneumdikalii HOBUM NOKa3HUKOM 3 BifNOBIgHUM
MeTOA0M BUNPOOYBaHHS) - [ONOBHEHHS
crneuudikaLii rotoBoro nikapcbKoro 3acoby
nokasH1KoM "OfHOPIAHICTb [030BaHUX
0oAMHWUG" BiAMOBiIAHO BUMor EP
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
160. | MIPAKCON Tabnetky no 0,25 mr; no My6niyHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12123/01/01
10 TabneTok y 6nictepi, ToBapucTBO "Haykoso- akujioHepHe 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. peyenmom
no 3 6nictepy y nauui BMPOGHUYNIA LLEHTP TOBapUCTBO BunyyeHHs BUPOGHWYOT AinbHuLi (BKIHOYa04uM
"BopLyariBcbkuii "HaykoBo- AinbHuui ansa A®l, npomixHoro Nnpoaykty abo
XimiKo- BUPOGHNUNIG roTOBOrO /liKapCbKoro 3acoby, AinbHUL A1
thapmaueBTUYHNI LieHTp npoBefieHHA NaKyBaHHs, BUPOOHUKA,
3aBog" "BbopLuariscbk BiANOBIAA/ILHOIO 3a BMNYCK Cepiit, MicLe
niA Ximiko- npoBeAEeHHS KOHTPOLO cepii) abo
chapmaneBTny noctayasnibHuKa BUXiAHOTO MaTepiasy, peareHty
HWi1 3aBoa” a60 AOMNOMIXXHOT PeYOBUHM (SKLLO 3a3HAYEHO Y
(cbacyBaHHs i3 [0CbE) (BUyYEHHSA BUPOBHYKA NiKapCbKoro
chopmm "in 3aco06y in bulk «Synthon BV», HigepnaHgn)
bulk" dipmu- (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicALiB
BMPOGHUKA nicnsa 3aTBepmxeHHs); 3MiHu | Tuny -
"Synthon AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Hispania S.L.", Ta/abo agpecu Micusa NPOBaXeHHs AifNIbHOCTI
Icnanis) BMPOGHUKa/iMnopTepa roToBoOro ikapcbkoro
3aco6y, BKII0YAKuM AifbHULL BUNYCKY cepii abo
MicLie NPOBEeAEHHSA KOHTPO/TIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMNOPTEpP, HEe BK/TKOYAKUM BUMYCK
cepiid) (3MiHa agpecy BUPOGHMKa NPoAYKLT in
bulk CiHToH Xicnanis C.J1., IcnaHis, 6e3 3MiHn
Micus BUpo6HMLUTBA) (TEepMiH BBEAEHHS 3MiH
npoTarom 3-x MicsiLiB Nicns 3aTBepKeHHs)
161. | MIPAKCON Tabnetkn no 1,0 mr; no My6niyHe akuioHepHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/12123/01/02
10 TabneTok y 6nictepi, ToBapucTBO "HaykoBo- akujioHepHe 3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHW. peyenmom
no 3 6nictepun y nayui BMPOBHUUNIA LLEHTP TOBapuCTBO BunyuyeHHs BUPOOGHMYOT AiNbHULI (BKTHOYAOUM
"BopLyarisBcbkuii "HaykoBo- AinbHuui ana A®l, npomixHOro npoAykTy abo
XimiKo- BMPOGHWYNIA roTOBOrO JliKapCcbKoro 3acoby, AinbHWLi 4N
thapmaueBTUYHUIA LieHTp npoBefeHHA NakyBaHHs, BUPOOHUKA,
3aBog" "Bopuyariscbk BiANOBIAA/ILHOrO 3a BUMNYCK Cepiii, MicLe
niA XiMiKo- NpoBeAEHHSI KOHTPO/O cepii) abo
chapmaneBTUy noctayanbHuKa BUXiAHOTO MaTepiany, peareHty
HWiA 3aBoA" a60 AONOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y
(cbacyBaHHs i3 [0CbE) (BUNyYEHHS BUPOBHYKA NiKapCbKoro
dhopmm "in 3acoby in bulk «Synthon BV», HigepnaHan)
bulk" chipmu- (TepmiH BBEAEHHSA 3MiH MPOTATOM 3-X MicsLiB
BMPOGHMKa nicns 3aTBepmkeHHs); 3MiHu | Tuny -
"Synthon AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Hispania S.L.", Ta/abo agpecu micus NPOBaKEHHS AiSNbHOCTI
Icnarnis) BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro

3aco0by, BK/IKYa4mM AinbHULL BUNYCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/THO AKOCTI.
(misnbHiCTb, 3a Ky BignoBigae
BUPOGHMK/IMNOPTEP, He BK/IOYAUM BUMYCK
cepiii) (3MiHa agpecy BUPO6HMKA NPOAYKLiT in
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
bulk CiHtoH Xicnania C.J1., IcnaHis, 6e3 3MiHK
Micus BUpo6HMLTBA) (TEPMIH BBEAEHHS 3MiH
npoTsrom 3-x MicsiLiB Nicnsl 3aTBEPAKEHHS)
162. | MOBECMNA3M TabneTku, BKPUTI Mogi Xenc rm6X LLiBeiiuapis CaBa Xesnckea IHais/ Tpeuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/10010/01/01
o060s10HKot, no 10 NTa, IHgis; 3MiHM | TUNYy - 3MiHa po3mipy cepii (BKIOYaum peyenma
TabneTok y 6nictepi; no Knesa CA, Jianas3oH po3Mipy cepii) roTOBOro JlikapCbKoro
1 abo 2 6nictepu y Ipeuist; 3aco6y (36inblueHHs 1o 10 pasiB NOPIBHAHO i3
KapTOHHI nayui; no 20 Bannec 3aTBEPKEHUM PO3MIPOM) - BBELEHHS
TabneTtok y 6nictepi; no dapmacbloTika [04aTKOBOro po3Mipy cepii 415 BUpOOHUKa
1 6nicTepy B KApPTOHHii nc rner. n14., Bannec ®apmacbtoTikanc MeT. T4, HAin,
nauuj IHgis 3anponoHoBaHo: 320 000 Tabnetok (99,2 kr),
400 000 TabneTok (124,0 kr), 600 000 TabneTok
(186,0 kr) Ta gogaTkoBuii po3mip 800 000
Tabnetok (248,0 kr). BBegeHHA 3MiH NPOTArom
3-X MicaliB nicnsa 3aTBepAKeHHSA
163. | MOBECMNA3M TabneTku, BKpUTI Mosi Xenc M'mé6X LBeliuapis CaBa Xenckea IHpis/ peuis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: - UA/10011/01/01
060n0Hkot0, in bulk: no NTa, IHgis; 3MiHM | TUNYy - 3MiHa po3mipy cepii (BKIOYaoum
5000 TabneTok y Knesa CA, JianasoH po3mipy cepii) roToBOro Nikapcbkoro
noagiiHomy Ipeuist; 3aco6by (36inblueHHs 8o 10 pasiB NOPIBHAHO i3
nonieTMIeHoBOMY nakeTi Bannec 3aTBEPKEHUM PO3MIPOM) - BBELAEHHS
Y KOHTelHepi PapmacboTika [04aTKOBOro po3Mipy cepii 4151 BUpobHUKa
nc nert. /114,., Bannec ®apmacbtoTikanc MeT. It4., HAia,
IHgis 3anponoHoBaHo: 320 000 Tabnetok (99,2 kr),
400 000 Tabnetok (124,0 kr), 600 000 TabneTok
(186,0 kr) Ta gogaTkoBuii po3mip 800 000
Tabnetok (248,0 kr). BBegeHHA 3MiH NPOTAromM
3-X MicauiB nicnsa 3aTBepAKEHHA
164. | MOAEN/Ib AHTU | TabneTku, BKPUTI Tesa ®apmaveBTikan 13painb BVMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3a UA/13449/01/01
NNIBKOBOK 060JI0HKOI0, IHgacTpi3 114, Hepo3sghacoBa Xopsaris 3MiHKM | TNy - 3MiHW 40 IHCTPYKUIT Ans peuyenmom
no 21 trabnetuiy HOI noAykKuj, MeAMYHOro 3aCTOCYBaHHSA y PO34inu:
6nicTepi; no 1, a6o no 3, nepBuHHa Ta "MpoTunoka3saHHa", "B3aemogis 3 iHLWMMU
abo no 6 6nictepiB y BTOPVHHA nNiKapcbknmy 3acobamu Ta iHLWi BUAM B3aeMOSin"
Kopoo6Li ynakoBKa, BiANOBIAHO 0 OHOBMEHOT iHGOpMaLii 3 6e3nekn
KOHTPO/1b 3acTocyBaHHA fjtoyol pevoBrHN. BBegeHHA
cepii: Xaynt 3MiH npoTArom 3-x micsuiB nicns
dapma 3aTBepPAKEHHS
MtioHcTep
rmo6X,
HimeuuunHa,;
[03BiN Ha
BMNYCK Cepil:
MNAIBA
XpBarcka
4.0.0.,
Xopsaris
165. | MOAEN/b NPO TabneTku, BKpUTI Tesa ®apmaveBTikan I13paine BVMPOGHMLTBO Cynranar BHECEHHS 3MiH [0 peecTpaLjiiiHnux maTepianis: 3a UA/13889/01/01
NNiBKOBOK 060J1I0HKOH, IHgacTpi3 /114, Hepo3gpacoBa | OmaH/ Xopsarisi 3MiHK | TNy - 3MiHW 40 IHCTPYKUIT Ans peuyenmom
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
no 21 rabnetuyi y HOI noAykuj, MeAMYHOro 3aCTOCYBaHHSA Y pPO34inu:
6nicTepi; no 1 a6o 3, nepBuHHa Ta "MpoTunokasaHHa", "B3aemogis 3 iHWMMK
abo 6 6nicTepis B BTOPUHHA nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiii"
KopooLi ynakoBKa, BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
KOHTPO/1b 3acTocyBaHHA fjtoyoi pevoBrHN. BBegeHHA
cepii: OmaH 3MiH npoTsirom 3-x MicsiliB nicna
dapmMacbloTuK 3aTBepAKEeHHA
an MNpogakrc
KomnaHi TOB,
CyntaHar
OMmaH; f03BIN
Ha BMNycK
cepii: MNIBA
XpBarcka
4.0.0,
Xopsaris
166. | MOAEN/b TabneTku, BKpUTI Tesa ®apmaveBTikan 13painb BVPOGHMLTBO CynrtaHar BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/14092/01/01
TPEHA, NAiBKOBOK 0O0IOHKOHO, IHpacTpis /T4, Hepo3dacoBa | Owman/ XopBsartis 3MiHM | TUMy - 3MiHW [0 IHCTPYKUiT Ans peyenmom
no 24 CBIT/10-POXEBUX HOI NpoAYKUIT, MeAMYHOro 3aCTOCYBaHHSA Y PO34inu:
(akTMBHMX) TabneTkn Ta nepBrHHa Ta "MpoTunokasaHHs", "B3aemogis 3 iHWMMu
no 4 6inux TabneTkn BTOPUHHA nikapcbknMu 3acobamu Ta iHWi BUAW B3aeMogiii"
(nnaue6o) y 6nictepi; no ynakoBKa, BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3 6e3neku
1 6nicTepy B kOpo6L;j KOHTPO/Ib 3acTocyBaHHs Ajtoyoi pevoBrHN. BBegeHHA
cepii: OmaH 3MiH npoTsrom 3-x MicsiliB nicna
dapmMacbloTukK 3aTBepAKEHHA
an MNpopgakrc
KomnaHi TOB,
CyntaHar
OmaH; f03BIN
Ha BMNyCcK
cepii: MNIBA
XpBarcka
4.0.0.,
XopBaris
167. | MOP®IHY Tabnetkn no 0,005 r no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/12735/01/01
CYNb®AT 10 TabneTok y 6nicTepi; [04aTKOBOK [0[aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peyenmom
no 5 6nictepis y nayuy,i 3 BiANoBiAa/IbHICTIO BignoBigasbHI Ta/abo fonyCTUMUX MEX NEPBMHHOT YNakoBKM
KapToHY "IHTEPXIM" CTH0 rOTOBOTO J1iKAPCLKOr0 3acoby - BUYYEHHHS
"IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
3i cneuwdikauii Ha NepPBUHHWIA NakyBasIbHUIA
maTepian: «MniBka noniBiHiNXI0pugHa» Ta
«Ponbra aomiHiesa»
168. | MOP®IHY Tabnetky no 0,010 r no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12735/01/02
CYNIb®AT 10 TabneTok y 6nicTepi; [,04aTKOBOKO [04aTKOBOIO 3MiHK | TUNY - 3MiHa NapameTpiB cneumdikauii peuyenmom
no 1 a6o no 5 6nictepis BiANoBiga/IbHICTIO BiAgnoBigasIbHi Ta/abo foNyCTUMNX MEX NEPBUHHOT YMaKoBKM
y nauuji 3 kapToHy; no 10 "IHTEPXIM" CTH0 rOTOBOrO JIiKAPCLKOro 3acoby - BUYYEHHHS
TabNeToK y b6rictepi; no "IHTEPXIM" nokasHuka «Po3Mipu»/«eoMeTpuyHi po3mipm»
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
14 6nicTepiB y rpynosi 3i cneuwdpikauii Ha NepPBUHHUIA NakyBasIbHUIA
Tapi matepian: «lniska nonisiHinxnopngHa» Ta
«dosibra aslloMiHieBa»
169. | MYKANITUH® cupon no 100 mn y MAT "Tanuuchapm" Ykpaina MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/8800/01/01
6aHLj cknsAHin abo y "Tanuudapm” 3Minn | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
dhrakoHi cknsHomy; no 1 Ha3BM NikapcbKoro 3acoby (6yno - ANTTEMKA)
6aHLi abo dhnakoHy 3 (TepMiH BBEAEHHS 3MiH NPOTArOM 6-TU MicALiB
JIOKKOK MIpPHOIO B nauly; nicns 3aTBepkKeHHs)
no 100 mn y donakoHi
nonimepHomy; no 1
h1aKOHY 3 JTIOXKKOH
MipHoto B naui; no 200
M1y do1akoHi CKIsSTHOMY
abo nonimepHomy; no 1
dpnakoHy 3 /TIOXKKO
MipHOI B nauuj
170. | MYKANTTUH® cupon in bulk: no 100 mn MAT "Tanuuchapm” Ykpaina MAT Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: - UA/9508/01/01
y 6aHLj cknsHili, abo y "Tanuugapm” 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
hnakoHi cknstHomy, abo Ha3BM Nikapcbkoro 3acoby (6yno - AlTTENKA)
dhakoHi noniMepHomy; (TepmiH BBEA,EHHS 3MiH MPOTAroM 6-Tu MicALIB
no 48 6aHOK CKNSHUX, nicnsa 3aTBepiXeHHs)
a60 pNakoHIB CKNSAHUX,
a6o onakoHiB
noniMepHuX y Kopobi
KapToHHOMY; in bulk: no
200 mn y dpnakoHi
CK/IIHOMY @60 ¢p/1aKOHi
nonimepHomy; no 30
dh1aKkoHiB CkNsAHNX abo
(h1aKOHIB MONIMEPHUX y
KOpOG6i KAPTOHHOMY
171. | HABOHEKC® cnpeit HasaslbHWIA, LepiHr-Mnay CeHtpan LLiBeliyapis LepinHr-Mnay Benbrisi/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/7491/01/01
[no3oBaHuii, 50 MKr/go3y, lct Al Na6o H. B., CiHranyp 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 18 r (140 po3) Benebris; HaliMeHyBaHHS Ta/abo afpecy micus
cycneHsii y MC/[, NPOBaPKEHHS AiS/IbHOCTI BUpOOHMKa/imnopTepa
nonieTneHoBoMy IHTepHeLuHN roTOBOrO /liKapCbKOro 3acoby, BKIo4aun
nakoHi 3 403y0UnUM 'M6X (chinis AiNbHULI BUNYCKY cepii abo MicLie NpoBefeHHs
HacocoM- CiHranyp), KOHTPO/IO SIKOCTI. (QiS/IbHICTb, 3a 5Ky BignoBigae
po3nuBayeM, CiHranyp BMPOGHMK/IMNOpTEp, BK/OUaUM BUMYCK cepiid)
3aKpUTMM KOBMaYKoM; no (3MiHa Ha3Bw Ta agpecy BUPOGHUKa, 6e3 3MiHK
1 donakoHy y KapTOHHii Micusi BUpobHuLTBa) (TepmiH BBEAEHHS 3MiH
Kopoo6Li npoTarom 6 mMicsuiB Nicns 3aTBepPAYKEHHS)
172. | HA3BOHEKC® cnpei HasanbHui, LepiHr-Mnay Centpan | LUBeiiyapis LWepiHr-Mnay Benebris/ BHECEHHS 3MiH [0 peecTpaLjiiiHnux maTepianis: 3a UA/11264/01/01
CUHYC no30BaHuii, 50 mMkr/go3y lct AT Na6o H. B., Cinranyp 3MiHu | TMRY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 10 r (60 go3) Benbris; HalilMeHyBaHHs Ta/abo agpecu Micus
cycnexsii y MC[, NpoBaPKEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
nonieTuIeHoBOMy IHTepHeLuHN rOTOBOIO J1iKQPCbKOro 3acoby, BK/IH0Yaun
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
(h1aKoHi 3 fO3YyUUM 'M6X (chinis OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
HacocoMm- Cinranyp), KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky BiAnoBigae
po3nuoBaYem , Cinranyp BMPOGHMK/IMNOpTEpP, BK/IOYAUM BUMYCK Cepiid)
3aKpUTMM KOBMAYKoM; No (3miHa Ha3Bu Ta agpecy BUPOGHMKa, 6e3 3MiHK
1 chnakoHy y KapTOHHiIl Micusa BUpo6HMLTBA) (TEPMIH BBEAEHHS 3MiH
Kopo6Ui NpoTsArom 6 MicsiLiB Micnsi 3aTBEPAKEHHS)
173. | HEBPOJIEK PO34MH NS iH'EKLA, NO MpuBaTHe akuioHepHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12880/01/01
2 mn B amnyni, no 5 TOBapUCTBO "Jlekxim- akujioHepHe 3MiHM | TUMY - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTO peyenmom
amnyn B mauui; no 2 mn Xapkis" TOBapUCTBO npuBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil
B amnyni; no 5 amnyn B "Jlekxim- A®Y abo Eponeiicbkoi papmakonel, abo iHLLOoi
6nicTepi, no 1 6nictepy Xapkis" HaujioHabHOI dhapmakonei gepxasu €C (3miHa
B nauuj y cneuudikauisix, NoB'A3aHa 3i 3MiHamu B JdY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C);
CyNyTHS 3MiHa: 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeAEeHHS Yy BiANOBIAHICTb A0 MOHOrpadii
LY abo €Bponeiicbkoi papmakonei, abo iHLWoT
HaujioHanbHoi chapmakonei gepxasu €C (iHLi
3MiHW) - NpYBeAEHHS cneuudikauii Ta meToais
KOHTponto A®I TiamiHy rigpoxnopugy y
BiANoBiAHOCTI A0 BUMOT MoHorpadii «Thiamine
hydrochloride» gitouoro BugaHHs €sponeiicbKoi
hapmakonei 3a nokasHMKom «CynposiaHi
OOMiLLKN»
174. | HENPOKCOH® po34nH oNns MAT "Tanuuchapm" Ykpaina MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12114/02/01
nepopasibHOro "Tannudapm” 3MiHM | TUNY - 3MiHa y MeToAax BUNPO6yBaHHS peyenmom
3acTocyBaHHs, 100 rOTOBOrO /iKapCbKOro 3acoby (He3HauyHa 3miHa y
mr/mn no 45 mny 3aTBEPMXEHNX MeToAaxX BUNPOGYBaHHS)
dhnakoHi; no 1 donakoHy
pasom i3 403aTOpOM Y
nauuj
175. | HEMPOMAKC PO34MH AN iH'EKLn no 2 ToBapucTBO 3 Ykpaina ToBapuncTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/11453/01/01
M B amnynax Ne 5, Ne o6MexeHo 06MexeHo 3MiHU | TUMY - BUNYyYeHHS BUpo6HUKa Ad| peyenmom
10 y kopobui, Ne 5 (5x1), BiANoBiAa/IbHICTIO BignoBigasbHI LliaHoko6anamin North China Pharmaceutical
Ne 10 (5x2), Ne 10 "hapmaleBTUYHa cTHo Victor Co., Ltd., China; 3miHu | Tuny - nogaHHs
(10x1) y 6nictepax B KoMnaHis "3popos'a” "®apmaueBTu HOBOro abo OHOB/IEHOro cepTudikata
Kopoo6Li YHa KoMnaHisi BiANOBIAHOCTI 260 BUYYEHHA cepTudikara
"3p0poB'sa” Bi4MNOBIAHOCTI €Bponeiichbkili chapmakonei: ans

A®I; pnsa BuxigHoro
marepiany/peareHTy/npomiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTbLCS y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peqyoBrHK (cepTudpikat
BiANoBigHOCTI €Bponelickkili hapmakonel) -
HOBUIA cepTudikaT Bi HOBOTO BUPOGHMKA
(3amiHa abo JOMOBHEHHST); CyNyTHS 3MiHa: 3MiHa
y NapameTpax crneuudikauiin Ta/abo
AONYCTUMUX MeX, BU3HaAYeHMX Y cneumdikavisx
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Ne

Hassa

®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
Ha A®|, abo BUXigHWIA/NPOMIXKHWIA
NpPoAyKT/peareHT, WO BUKOPUCTOBYIOTbCH Y
npoueci Bupo6HnuTBa A®I (iHwWwi 3miHW); 3mMiHa Y
mMeTogax BunpobysaHHa APl ab6o BuxigHoro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NpoLeci BUpobHMuTBa AdI
(iHWi 3miHM y MeTofax BUNPo6yBaHHS
(BKtOYAtOUM 3aMiHy abo [0NOBHEHHS) Ad| abo
BUXi4HOro/MPOMIXXHOro NPoAyKTY); NogaHHS
HOBOro cepTudikaty BifnoBigHOCTI
€Bponeiicbkiii hapmakonei R1-CEP 2008-070-
Rev 01 Big HOBOro BUPOGHVKA aKTUBHOI
cybcTaHUil LiaHoko6anamiH, npusefeHHs
cneumdikauii Ta MeToAiB BXifHOroO KOHTPOI0
AKOCTI Ha [ilovy peyoBUHY A0 MaTtepianis
BMPOGHMKa cybcTaHLji
176. | HEPBUMJIEKC-H | po3uuH ans iH'ekuiii no 2 | lMpuBaTtHe akuioHepHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/10373/01/01
M B amnyni; no 5 abo TOBapUCTBO "“Jlekxim- akujioHepHe 3MiHM | TUMY - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO peyenmom
100 amnyn y nadui; no 2 Xapkis" TOBapuCTBO npuBeAEeHHS Yy BiANOBIAHICTb A0 MOHOrpadii
M B amnyni; no 5 "Nekxim- [®Y abo €sponeicbkoi hapmakonei, abo iHLOoi
amnyn B 04HOGIYHOMY Xapkis" HaujioHanbHoi hapmakonei gepxasu €C (3miHa
6nictepi; no 1 6nictepy y cneyudpikaLisx, nos'asaHa 3i 3miHamu B Y,
B navui abo €sponelicbkin dhapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C);
CYNYTHS 3MiHa: 3MiHW, NOB'A3aHi 3 HEOOXIiAHICTIO
NpUBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil
[®Y abo Esponeiicbkoi hapmakonel, abo iHLOoi
HauioHanbHoI hapmakonei gepxasu €C (iHLWi
3MiHW) - NpuBeAeHHs cneuudikaLii Ta MeToAiB
KoHTponto A®I TiamiHy rigpoxnopugy y
BiANOBIAHOCTI A0 BUMOr MoHorpadii «Thiamine
hydrochloride» gitouoro BugaHHs €sponelicbKoi
hapmakonei 3a nokasHkom «CynpoBiaHi
[LOMILLIKM»
177. | HOBOKAIH po3uunH ans iHdysiii 0,5 MpvBaTHE akuioHepHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/4883/01/01
% no 200 mn, a6o 400 TOBapucTBo "IHdy3ia" akuioHepHe 3MiHW | TUNY - BUNYYEHHSI BUPO6HUKIB AD| peyenmom
MY NAsWKax TOBapUCTBO npokaiHy rigpoxnopuay (HOBOKaiHy)
"lHdpysia”
178. | HOBOKAIH po3uunH Ang iHgysiii 0,25 | MNpuBaTHe akuioHepHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a UA/4883/01/02
% no 200 mn, abo 400 TOBapUCTBO "[HDY3is" akujoHepHe 3MiHW | TUMY - BUNYYEHHS BUPOOHUKIB AD| peyenmom
My nAswkax TOBapuUCTBO npokaiHy rigpoxsopuay (HOBOKaiHy)
"lHdpy3ia"
179. | HONMINPEN® bI- TabneTku, BKpUTI Ie Nabopatyap ®paHuin Na6opaTtopii PpaHuin/ BHECEHHS 3MiH [0 peecTpaLjiiiHnux maTepianis: 3a UA/10248/01/01
POPTE NAiBKOBOK 0O0/IOHKOH, CepB'e CepB'e IpnaHgjs 3MiHM Il TRy - 3MiHW [0 IHCTPYKUiT Ans peyenmom
Ne 30 y koHTeliHepax Ne IHoacTpi, MeAMYHOro 3aCTOCYBaHHSA Y pPo34inu:
1 ®paHuis; "®apmakonoriyHi BnacTmseocTi”,
CepB'e "MMpoTnnokasaHHsa", "B3aemogisi 3 iHWnMmn
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
(IpnaHgis) nikapcbkumu 3acobamu Ta iHWi BUAK
IHgacTpic /114, B3aemogiit", "Oco6MBOCTi 3acTOCyBaHHS",
IpnaHgis "3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpygao”, "34artHicTb BNMBaTH Ha
LWBMAKICTb peakLii Npy KepyBaHHI
aBTOTpaHCMOpPTOM abo iHWMMK MexaHismamu',
"Cnoci6b 3acTocyBaHHsa Ta gosu", "4itn"
(peparyBaHHs iHdopmalLii), "Mepeno3yBaHHs",
"Mo6iyHi peakuji”. BBegeHHA 3MiH npoTArom 3-
X MicaUiB nicnA 3aTBepAXeHHSs
180. | HOMII'PEH TabneTku, BKpUTI BocHanek g.4. BocHist i BocHanek g.4. BocHis i BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/2791/01/01
BOCHAJ/EK® NAiBKOBOK 0O0I0HKOIO, epuerosmH epuerosuHa 3MiHM | TUNY - NoA4aHHA OHOB/IEHOTO peyenmom
no 10 Tabnetok y Ty6i; a cepTudikaty BignosigHocTi € (CEP) NeR1-
no 1 Ty6i B KapTOHHiIl CEP 1998-022-Rev 03 gn1s Ajto40i pe4yoBuHM
KopooLi Caffeine Big 3aTBepmxeHOro BUPO6HUKa, Y
3B’A3KY i3 3MiHOI Ha3BW Ta aApecu BnacHuka
CEP Ta 3MiHV Ha3Bu BUPOGHMYOT AifbHULL;
nofaHHA OHOB/IEHOTO cepTudikaTy
BignosigHocTi €EP Ne R1-CEP 2007-328-Rev 02
4Nns pitoyoi pevosrHn Ergotamine Tartrate Big
3aTBEPAKEHOr0 BUPOBGHMKA; 3MiHW | TNy -
36i/1bLUEHHS Nepiofy NOBTOPHUX BUNPOOYyBaHb
N5 Oi4oi peYOBMHM MEKIOKCaMiHy LmTpary
181. | HOOBYT® IC Tabnetkv no 0,1 r no 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/8831/01/02
Tabnetok y 6nictepi; no [04aTKOBOK [0[aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuenma
2 6nicTepn y nauui 3 BiANOBIAA/IbHICTIO BiANOBIAAbHI Ta/abo fonycTMMMNX MeX NePBUHHOT YMakoBKM
KapTOHY "IHTEPXIM" CTIO roTOBOrO J1iKapCbKOro 3acoby - BUTyYEHHHS
"IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3mipm»
(BMPOGHMK, 3i cneuymdikauii Ha NepBUHHNIA NakyBasTbHUIA
BignoBsiganbHn MaTtepian: «niska nonisiHiNxnopugHa» Ta
11 3a BUNyCK «®onbra antomiHieBa»
cepil,
BMNPO6YBaHHSA
KOHTPO/I0
AKOCTI
(hi3nyHi/ximiy
Hi,
MiKpob6iosnoriuH
a uyucroTa),
36epiraHHs
roToBoIl
npoayKuii;
BMPOBHULTBO,
36epiraHHs
(rotoBoi
npoaykuii,

CUPOBWHM Ta
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

mMartepianis);
BUNPOBYBaHHSA
KOHTPO/0
AKOCTI
(iznyHi/Ximiy

Hi))

182.

HOOBYT® IC

Tabnetku no 0,25 r no
10 TabneTok y 6nictepi;
no 2 6nictepn y nayui 3
KapTOHY

ToBapucTBO 3
[04,aTKOBOO
BignoBiga/bHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTBO 3
[04aTKOBOO
BiAnoBiga/bHi
CTIo
"IHTEPXIM"
(BMPOGHMK,
BignoBigabHU
14 3a BMNyCK
cepii,
BUNPOGYBaHHSA
KOHTPO/O
AKOCTI
(hisnyHi/ximiy
Hi,
MiKpob6iosoriuH
a yucroTa),
36epiraHHs
roToBol
npoayKuii;
BMPOGHMLTBO,
36epiraHHsA
(roToBoi
npoAyKLii,
CUPOBWHKN Ta
mMartepianis);
BMNPOBYBaHHSA
KOHTPO/0
AKOCTI
(izmyHi/Ximiy

Hi))

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:

3MiHM | TUny - 3mMiHa napameTpis cnevuudikawii

Ta/abo [oNyCTUMUX MEX NEPBUHHOT yNaKoBKM
roTOBOrO NiKapPCbKOro 3acoby - BUMYYEHHHS

nokasHuka «Po3Mipu»/«eoMeTpuyHi po3mipm»
3i cneuwndikauii Ha NepBUHHWIA NakyBasTbHUIA
MaTepian: «Mniska nonisiHiNxI0puaHa» Ta

«®donbra anomiHiesa»

6e3
peuyenma

UA/8831/01/01

183.

HOCO/IH®
nnoc

cnpeii HazanbHuii no 30
ry 6anoHi; no 1 6anoHy
y nauj 3 KapToHy

AT "Ctoma"

YkpaiHa

AT "Ctoma"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3mMiHa napameTpis cnevuudikawii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHK); cynyTHSA 3MiHa: 3MiHa Y
MeTofax BUNPO6YyBaHHS rOTOBOrO /iKapCbKOro
3aco06y (iHWi 3MiHM Y MeToAax BUNPoGyBaHb
(BK/KOUALOUM 3aMiHY 260 [ONOBHEHHS)) -
npuBefeHHs nocunaHb APY o aitouoi pegakuii
3 He3HAaYHUMU NpaBKaMn TEXHIYHOTO XapakTepy
(pefakuiiHiMm) Ta JONOBHEHHAMM Y
crneungikauii Ta MeTogax KOHTPOK SIKOCTi

6e3
peuyenma

UA/8171/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
roTOBOrO JliKapcbKoro 3acoby 6e3 3MiHu
KpUTEpIiB NPUIAHATHOCTI Ta aHaTITUYHNX
MeTOANK 38 HACTYMHUMM MOKa3HNKamu:
«lgeHTudikauis», «pH», «BunpobysaHHs
nakoBaHHs («Bu3HaueHHs1 BUXOAy BMICTY
6anoHa» Ta «CepefHsA Maca BMICTy [031»),
«MikpobionoriyHa uicToTa», «KinbkicHe
BMU3HAYEHHS»; 3MiHM | TUNY - 3MiHA NnapameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0
niKapcbKoro 3acoby (40NOBHEHHA cneuudikaui
HOBWM MOKA3HWKOM 3 BiANOBIAHUM METOA0M
BMNPOOYBaHHS) - A4ONOBHEHHS crneuudikauil
NnoKasHUKOM «KonbopoBiCTb», Ta YTOYHEHHS [0
po3giny «Onuc»; 3MiHU B IHCTPYKUIT Ans
MeZJMYHOro 3acToCyBaHHsA y p. "Jlikapcbka
chopma”; 3miHu | TUNy - 3MiHa NapameTpis
cneumdikauiii Ta/abo foNyCTUMUX MEX FOTOBOrO
nNiKapcbKoro 3acoby (BHECEHHS 3MiH Y AOCbE ANA
npuBeAeHHs Y BiANOBIAHICTb A0 3arasibHOl
cTarTi 2.9.40 «OgHOPIAHICTb [030BaHUX
oavHnup» NdY/EBponelicbkoi hapmakonei
3aMiCTb 3aTBEPXEHUX 3arasibHUX cTarteid 2.9.5
«OfHOopigHICTb Macu» Ta/abo 2.9.6
«OAHOPIZHICTb 403W») - 3aMiHa po3ainy
«OHOPIAHICTb Macu OAHIET 031» Ha PO34in
«OHOPIAHICTb 1030BaHWX ONHULIb»
184. | OPACENT® cnpeii opanbHuii 1,4% TOB "baiviep" YkpaiHa damap A.B.E. Ipeuis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/7397/01/01
no 177 mn cnpeto y ABJOH lMnaHT 3MiHa 3asiBHMKa (BnacHWKa peecTpaviiHoro peyenma
nnacTuKoBmx hnakoHax nocsigyeHHs) (TepMiH BBEAEHHSA 3MiH NPOTATOM
6-TU MicsUIB nicns 3aTBEPKEHHS)
185. | OPFA/TYTPAH® PO34mnH aNs iH'ekuiid, 0,5 LepiHr-Mnay CeHtpan LLiBeiiuapis BUPOGHMLTBO HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8192/01/01
mr/mMna no 0,5 mny lct Al Hepo3chacosa Higepnangn/ 3MiHM Il TURY - 3MiHW [0 IHCTPYKUiT Ans peyenmom
nonepegHL0 HOI npoayKuii IpnaHgis MeAMYHOro 3aCTOCyBaHHSA [0 PO34iNniB
HanoBHEHOMY LUNPUL; Ta nepBuHHa "®apmMakonoriyHi BnactusocTi”,
no 1 wnpuvuy pasom 3 ynakoBKa, "MpoTnnokasaHHa", "B3aemogis 3 iHWnMmn
rO/KOK 3 3aXVCHUM KOHTPO/b nNikapcbKMK 3acobamu Ta iHLi BUAK
KOBMAYKOM Y BigKpUTOMY AKOCTI: B3aemogiit", "Ocob6MBOCTI 3acTOCyBaHHS",
NN1acTUKOBOMY JIOTKY; MO BetTep- "3acTocyBaHHs y nepiog BariTHOCTi abo
1 a6o no 5 noTkiB y Papma rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHsA Ta
KapTOHHI Kopo6Lyi depTuryHr no3n", "Mob6ivHi peakuii". BBeA€HHA 3MiH
v6X i Ko. KI, npoTarom 3-x MicsiLiB NicnA 3aTBepAKEHHsA
HimeuuunHa,;
KOHTpONb
AKOCTI:
BeTtTep-
Papma

PepTuryHr
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Ne
n/n

Hassa

3acoby

JliKapcbKO20

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

v6X i Ko. KT,
HimeuuunHa;
BTOPVIHHA
ynakoBka,
KOHTPO/Ib
SIKOCTi, [03BIN
Ha BMNycK
cepii:
H.B. OpraHoH,
HigepnaHgu;
OpraHoH
(IpnaHgis)
Nita, Ipnangis

186.

NAHALON®

TabneTku, BKPUTI
060/10HKO10, Mo 500 mr
Ne 12 (12x1), Ne 64
(8x8), Ne 96 (8x12) y
6nicTepax

"nakcoCmiTKNAiiH
KoHcblomep Xenckep
(FOK) TpeigiHr
Nimiten

Benvka
BpuTaHis

BVPOGHMLTBO
nikapcbkoro
3acoby,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/b
SKOCTI, BUMYCK
cepit:
FnakcoCmiTKn
aviH
JaHrapsaH
Nimites,
Ipnaxgis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
BMNYCK cepil:
C.K.
€pochapm
C.A., PymyHisi;
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/b
SKOCTI, BUMYCK
cepit:
CwmiTKnsinH
Bivem C.A.,
Icnanis

Ipnangis/
PymyHisi/
Icnanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHa 3asBHVKa (BnacHWKa peecTpaviiiHoro
noceigyeHHs) (TepmiH BBe4EHHS 3MiH MPOTATOM
6-TV1 MiCALIB MiCNSA 3aTBEPIKEHHS)

6e3
peyenma

UA/2562/01/01

187.

MAHKPEATVH
4N AITEN

TabneTkn, BKPUTI
060/10HKOH,
KMLLKOBOPO34MHHI no 10
TabneTok y baictepi; no

MAT "BiTamiHn"

Ykpaina

MAT
"BiTamiHn"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:

3MiHu | TUNy - 3MiHa po3mipy cepii (BKIYaum
JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
3ac006y - yTouHeHHs p. 3.2.P.3.2. «Cknag Ha

6e3
peyenma

UA/8983/01/01




128

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
2 abo no 6 6nictepis y cepito»
naui 3 KapToHy
188. | MANABEPWH PO34uH NS iH'ekuiid, 20 MprBaTHE akuioHepHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/13332/01/01
Mr/Mn No 2 MA B aMmnyni; TOBapuCcTBO "J1eKXiM- akuioHepHe 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenmom
no 10 amnyn y nauuj 3 Xapkis" TOBapuCTBO HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
KapTOoHY 3 "Nlekxim- (BnacHvka peecTpauiiHoro nocBig4eHHs) (3miHa
neperopogkamu; no 2 Xapkis" HaliMeHyBaHHS Ta agpecu 3asaBHUKa (BnacHuka
M B amnyi; no 100 peecTpauiiHoro nNocBig4yeHHs); 3miHu | Tuny -
amnyn y kopo6ui 3 AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
KapToOHY 3 Ta/abo agpecu Micusa NPoBamXeHHs AiSIbHOCTI
neperopogkamu; no 2 BMPOGHMKa/iMnopTepa roToBoro /ikapCbkoro
M B amnyni; no 5 3aco6y, BK/II0YAKuM Ai/bHULL BUNYCKy cepii abo
amnyn y énictepi; no 2 MicLie NpoBeAEeHHS KOHTPO/IKO AKOCTI.
6nicTepu y nauui 3 (aisnbHiCTb, 3a AKy Bignosigae
KapToHY BMPOGHMK/IMNOpTEp, BK/IOYAUM BUMYCK Cepiid)
(3MiHa HalilMeHyBaHHs Ta afpecu BUPOOHMKa
N3, 6e3 3MiHM Micus BUPO6HULITBA)
189. | MAPAKO/ IC® Tabnetku, no 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/12054/01/01
Tabnetok y 6nictepi; no [04aTKOBOK [0[aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuyenmaom
1 6nicTepy B nauui 3 BiANOBIAA/TbHICTIO BiANOBIAA/bHI Ta/abo fonycTMMMNX MeX NePBUHHOT YMakoBKM
KapToHy; no 10 "IHTEPXIM" CTIO rOTOBOrO J1iKapCbKOro 3acoby - BUTyYEHHHS
Tabnetok y 6nictepi "IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3mipm»
(BUPOGHWMK 3i cneuymdikauii Ha NepBUHHNIA NakyBasTbHUIA
BignoBsiganbHn MaTtepian: «niska nonisiHinxnopugHa» Ta
11 3a BUNyCK «®onbra antomiHieBa»
cepir;
BMNPO6YBaHHSA
KOHTpO/I0
AKOCTI
(hi3nyHi/ximiy
Hi,
MiKpob6iosnoriuH
a yacrorTa),
36epiraHHs
roToBoIl
npoayKuii;
BMPOBHULTBO,
36epiraHHs
(rotoBoi
npoaykuii,
CMPOBUHMN Ta
martepianis);
BUNPOGYBaHHSA
KOHTPO/0
AKOCTI

(hiznyHi/ximiy

Hi))
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
190. | MAPALIETAMOI/- | Ta6netku no 200 mr, no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/4369/01/01
AAPHULA 10 TabNeToK Yy KOHTYPHIiA "papmaLeBTnuiHa "®apmavuesTu 3MiHu | TMNY - 3MiHK 3 AKoCTi. FoToBMIA peyenma —
YapyHKOBIli yrnakoBLi, No tipma "AapHuusa” YyHa dhipma nikapcbkuii 3aci6. CtabinbHiCTb. 3miHa Yy Ne 10; 3a
1 a60 no 10 KOHTYPHUX "fapHuua" TepMiHax NpuaaTHoCTi abo yMoBax 36epiraHHs peyenmom —
YapyHKOBUX YNAaKOBOK Y roTOBOrO J1iKapCbKOro 3acoby (iHLi 3MiHW) - (Ne 10x10)
nauuyj; no 10 TabneTok y 36iNbLUEHHA TEPMiHY NPUAATHOCTI NiKapCbKOro
KOHTYPHUX YapyHKOBMX 3aco0y (3aTBepaKeHO: 2 POKM; 3anponoHOBaHO:
yrnakoBKax 4 poku). BBefeHHs 3MiH NpoTArom 6-T MicsauiB
nicns 3aTBepKEHHS.
191. | NAPALEETAMOI/- | Tabnetku no 500 mr, no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/4369/01/03
AAPHULA 10 TabneToK y KOHTYpHIl "papmaLeBTnyHa "®apmavuesTu 3MiHu | TMNYy - 3MiHKW 3 AKOCTi. FoTOBUIA peyenma
YapyHKOBIli yrnakoBLi, No thipma "AapHuusa” YyHa chipma nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
1 KOHTYPpHIlA YapyHKOBIi "OapHuus" TepMiHax npuaaTHOCTI abo ymMoBax 36epiraHHs
ynakoBLji y navui; no 10 rOTOBOrO NliKapCbKOro 3acoby (36i/bLEHHS
Tab/1eTOK Y KOHTYPHUX TEepMiHy MPUAATHOCTI FOTOBOTO JliKapCbKOro
YapyHKOBUX yNakoBKax 3acoby) - [lna ToproBoi ynakoBku
(nigTBEPAXKYETLCA AaHUMK PeasibHOro Yacy) -
36iMbLUEHHS TEPMiHY NPUAATHOCTI NiKapCbKOro
3aco0y (3aTBepKeHO: 2 POKM; 3anponoHOBaHO:
4 pokn). BBeAeHHSI 3MiH MPOTAroM 6-Tn MicsAuiB
nicns 3aTBepKeHHs.
192. | MEHTAJ/ITIH IC® Tabnetky no 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8694/01/01
TabneTtok y 6nictepi, no [04,aTKOBOO [04aTKOBOO 3MiHM | TUNy - 3mMiHa napameTpis cnevuudikawii peyenmom
1 6nicTepy B nauui 3 Bi4NOBIfANbLHICTIO BignoBsigancHi Ta/abo foNyCTUMUX MEX NEePBUHHOT YMaKkoBKM
KapToHy; no 10 "IHTEPXIM" CTIO rOTOBOrO JIiKAPCbKOro 3acoby - BUNYyYEHHHS
TabneTok y 6nictepax "IHTEPXIM" nokasHuKa «Po3Mipu»/«FeoMeTpuUyHi po3mipm»
(BUPOGHMK, 3i cneuwndikauii Ha NepBUHHWIA NakyBasTbHUIA
BignoBigabHU MaTepian: «Mniska nonisiHiNXxI0puaHa» Ta
11 3a BUNyCK «®donbra anomiHiesa»
cepit;
BUNPOGYBaHHSA
KOHTPO/0
AKOCTI

(hiznyHi/ximiy
Hi,MiKpob6ionori
YyHa uncToTa),
36epiraHHs
roToBoIl
npoayKuii;
BMPOBHULTBO,
36epiraHHs
(rotoBoi
npoaykuii,
CMPOBUHMN Ta
martepianis);
BUNPOGYBaHHSA
KOHTPO/0




130

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
AKOCTI
(i3nyHi/Ximiy
Hi))
193. | NEHTACE], Tabnetku in bulk no TOB "XapkiBcbke Ykpaina TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/14529/01/01
1000 a6o no 5000 hapmaueBTNYHE "XapkiBcbke 3MiHn | TMNY - 3MiHK 3 SKOCTIi. [OTOBMIA
TabneToK y naketax nignpveMCcTBO thapmaveBTuy nikapcbkuii 3aci6. Onuc Ta ckiad. 3miHa y
nonieTuNeHoBmxX "3a0poB'sa Hapoay" He cknagi (LONOMiXXHUX peyoBUHax) roTOBOrO
nignpMeEMCTBO nikapcbkoro 3acoby (iHLWi 3MiHN) . BBeaeHHA
"300poB's 3MiH NpPOTAroM 3-X MicALiB Nicns 3aTBepAKeHHS
Hapogy"

3MiHu | TUny - 3MiHKM 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HauioHanbHoI hapmakonei gepxasu €C (iHLWi
3MiHW) — BHECEHHS 3MiH Y po3gin "MBY" y
cneumdikauii Ha AjitoYi pe4yoBUHU KOAETHY
dhocchart, cheHobapbiTan, kogeiH,
nponicheHasoH. 3MiHun | TUny - 3MiHK 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo €Bponeicbkoi
dhapmakonei, abo iHLWOoT HauioHaIbHOT
hapmakonei gepxasun €C (iHLWi 3MiHN) -
BHECEHHS 3MiH Y po3inv "CynpoBigHi OMILLKK",
"Baxki meTann" y cneundikadiio Ta metogm
KOHTPOJIO il040i Pe4oBUHM MPOniheHa30H.
3MiHu | TUny - 3MiHKM 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
NnoB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HauioHanbHOI chapmakonel gepxasu €C (3MiHa
y cneuudpikauisix, Nos'A3aHa 3i 3miHamu B JdY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaLjioHasnbHIli hapmakonei gepxasu EC)
BHeceHHs 3MiH y cneyudikauii Ha 4OoNOMKHi
PEYOBMHM LieN10/103a MIKPOKpUCTauiuHa,
KpOXMauib KyKypYyA3aHWUIA, TaulbK, HaTpito
KpocKapmeso3a, f1akto3a MoHorigpar (naktosa
80), KpeMmHilo AioKcuz, KONoiaHWIA 6e3BOAHWIA,
MarHito cteapar, HaTpito naypuncynbgar.
CynyTHSA 3MiHa - 3MiHK 3 sikoCTi. FoToBWUI
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1

nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3MiHa y meTofdax BUNpobyBaHHsA
[OOMOMDKHOT peYOBUHM (HE3HAYHI 3MIHU Y
3aTBEpKEHNX MeTodax BUNpo6yBaHb). 3MiHM |
TMny - 3MiHu 3 akocTi. CepTuddikat
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI abo BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; ans
[OMNOMDKHOT peyoBuHUM (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWI cepTUdikaT Bif yXe 3aTBEpAXEHOro
BMpPO6HMKa — R1-CEP 2003-027-Rev 03, R1-
CEP 2003-017-Rev 03, R1-CEP 2009-132-Rev
01, R1-CEP 1999-053-Rev 03, R1-CEP 2006-
199-Rev 00. CynyTHs 3miHa - 3MiHW 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
HeoOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo €Bponeicbkoi
dhapmakonei, abo iHLWOoT HauioHabHOT
thapmakonei gepxasu E€C (3miHa 'y
cneumaikauisx, nos'a3aHa 3i 3amiHamy B dY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaujioHasbHIli hapmakonei gepxasu EC). 3MiHU
| TMNY - 3MiHW 3 AKOCTIi. FOTOBWIA NiKapCbKuiA
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneuudikaui Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCcbkoro 3acoby
(IHWIi 3MiHW) - BHECEHHSA 3MiH Y po3gin "MBY"
MeTOoZIB KOHTPOs0 AKocTi 13, CynyTHS 3MiHa -
3MiHK 3 SKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/ib rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPOBYyBaHHSA rOTOBOrO /iKapCbKOro
3acoby (He3HayHa 3MiHa Yy 3aTBepKeHNX
mMeTofax BUNpobyBaHHs). 3MiHW | Tuny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauiii Ta/abo foNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN) — BHECEHHS
3MiH Y po3ain «lgeHTudikauis» metosis
KOHTPOsIt0 sikocTi [/13. CynyTHA 3MiHa - 3MiHK 3
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb

roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS roTOBOrO JliKapCbKoro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb
(BK/IIOYA0UMN 3aMiHy 260 AONOBHEHHS)). 3MiHY |
TMny - 3MiHK 3 SKOCTI. [0TOBWIA NikapCbkni
3aci6. KOHTpo/1b roTOBOrO NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(oonoBHeHHS cneumaikaLii HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS) -
[IOMOBHEHHSA METOAiB KOHTPO0 fKOCTi 13
po3ainom "Po3gineHHs TabneTok”. 3miHum | Tuny -
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b fONOMIKHUX PeYOBWH. 3MiHa Y
MeToAax BUNPo6YyBaHHA [OMNOMDKHOI PEHOBUHM
(He3HauHi 3MiHW y 3aTBEPAKEHNX MeTohax
BMNPOOYBaHb) - BHECEHHS 3MiH Y METOAN
BUMPOBYBaHHA AOMOMIXKHUX PEYOBUH MarHito
cTeaparT, HaTpito naypwnacynbdaT 3rigHo BUMOr
aitoyoro BuaaHHsa EP (moHorpadii "Magnesium
stearate", "Sodium laurilsulfate™). 3miHu | Trny -
3MiHK 3 siKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b AONOMIKHMX PeHOBUH. 3MiHa
napamMeTpiB cneyudikaii Ta/abo gonycTummx
MeX A5 AONOMDKHOT peqoBUHY (HLLI 3MiHW) -
BHECEHHS 3MiH y po3gin "MBY" y cneumndikauii
Ha [OMNOMiXHI peYOBUHY HATPI0 aypuncybgar,
KPEMHIt0 Aiokcua, KonoiaHuiA 6e3BOAHWIA,
nonietunenraikonb 4000 (makporon 4000).
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. KOHTponb AOMOMiIXHUX
peyoByvH. 3MiHa y meToAax BUNpo6yBaHHSA
[0MOMDKHOT PEYOBUHU (HE3HAUHI 3MiHW Y
3aTBEPAKEHNX MeToAax BUnNpobyBaHb) - 3MiHu |
Tuny - 3MiHK 3 akocTi. A®Il. KoHTposb AdL. 3miHa
y napameTpax cneuudikauin Ta/abo
[ONYCTUMMX MEX, BU3HaUeHuX y cnevudikavisx
Ha A®|, abo BMXigHWI/MPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci Bupo6HuuTea AP®| (4ONOBHEHHS
cneuudikauii HOBUM NMOKAa3HNKOM SKOCTi Ta
BiANOBIAHUM METOA0M BUNPOBYBaHHSA) -
BBEJEHHS NOKa3HuKa "3a/INLLKOBI KifIbKOCTi
OpraHi4yHNX pO3UMHHKKIB" y cneuudikauiio Ha
aitouy peyoBuHy KodheiH. 3miHu | Tuny -

AfMiHICTpaTUBHI 3MiHW. Buy4yeHHsi BUPO6HUYOI
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
OinbHUUI (BKIOYaoun AinbHuU ana Adl,
NPOMIXXHOro NPOAYKTY abo roToBOro Nikapcbkoro
3aco6y, AinbHULI AN NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiAMOBIfa/IbHOMO 3a BUMYCK Cepil,
MicLie NpoBefEHHS KOHTPOSIHO cepii) abo
noctayanibHuKa BUXiAHOTO MaTepiasy, peareHty
a60 [JONOMIKHOI PeHOBMHU (AKLLO 3a3HaYeHO Y
[0CbE) — BUyYEHHS BUPOOHWMKa KodheiHy BASF
PharmaChemikalien GmbH & Co. KG, Germany.
194. | NEHTACE] Tabnetku, no 10 TOB "XapkiBcbke Ykpaina TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/5787/01/01
TabneTtok y 6nictepi; no hapmaueBTNYHE "XapkiBCcbke 3MiHn | TNy - 3MiHK 3 SKOCTIi. [OTOBMIA peyenmom
1 6nicTepy B kOpobu;i 3 nignpveMCcTBO thapmaveBTuy nikapcbkuii 3aci6. Onuc Ta ckiad. 3miHa y
KapTOHY "3p0poB'sa Hapoay" He cknagi (LoNOMiXHUX peyoBUHax) roToOBOro
nignpMeEMCTBO nikapcbkoro 3acoby (iHLWi 3MiHN) . BBeaeHHA
"300poB's 3MiH NPOTAroM 3-X MicALiB Nicns 3aTBepAKeHHS
Hapoay" 3MiHu | TUny - 3MiHKM 3 AKkocTi. CepTudikaT

BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HauioHanbHoI hapmakonei gepxasu €C (iHLWi
3MiHW) — BHECEHHS 3MiH Y po3gin "MBY" y
cneumdikauii Ha AjitoYi pe4yoBUHU KOAETHY
dhocchart, cheHobapbiTan, kogeiH,
nponicheHasoH. 3MiHun | TUny - 3MiHK 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBELEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo €Bponeicbkoi
dhapmakonei, abo iHLWOoT HauioHaIbHOT
hapmakonei gepxasun €C (iHLWi 3MiHN) -
BHECEHHS 3MiH Y po3inv "CynpoBigHi AOMILLKM",
"Baxki meTann" y cneundikadio Ta metogm
KOHTPOJIO il040i Pe4oBUHMN MPONiheHA30H.
3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HauioHasbHOI chapmakonel gepxasu €C (3MiHa
y cneuudikauisix, Nos'A3aHa 3i 3MiHamu B JdY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaLjioHasnbHIli hapmakonei gepxasu EC)
BHeceHHs 3MiH y cneyudikaulii Ha JONOMiXKHi
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

PeyoBMHM LieNt0103a MiKpOKpUCTauivHa,
KpOXMasib KyKypYyA3sHWUiA, TaulbK, HaTpito
Kpockapmenosa, flakto3a MoHorigpar (nakrosa
80), KpeMmHilo AioKcuz, KONoIgHWIA 6e3BOAHWIA,
MarHito cTeapar, HaTpilo naypuncynbgar.
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3MiHa y meTodax BUNpobyBaHHsA
[OOMOMDKHOT peYOBMHN (HE3HAYHI 3MIHU Y
3aTBEpXEHNX MeTodax BUNpobyBaHb). 3MiHN |
TMny - 3MiHu 3 akocTi. CepTuddikat
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI abo BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BYKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; ans
[OMNOMDKHOT peyoBuHUM (cepTuddikat
BiANOBIAHOCTI EBponeiickkilii hapmakonei) -
OHOBNEHWI cepTUdikaT Bif, yxe 3aTBEpAXEHOro
BMpPO6HMKa — R1-CEP 2003-027-Rev 03, R1-
CEP 2003-017-Rev 03, R1-CEP 2009-132-Rev
01, R1-CEP 1999-053-Rev 03, R1-CEP 2006-
199-Rev 00. CynyTHs 3miHa - 3MiHW 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
HeoOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii AdY abo €Bponeicbkoi
dhapmakonei, abo iHLWOoT HauioHaIbHOT
thapmakonei gepxasu E€C (3miHa 'y
cneumaikauisx, nos'a3aHa 3i 3amiHamy B dY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaujioHasbHIli hapmakonei gepxasu EC). 3MiHU
| TMNY - 3MiHW 3 AKOCTIi. FOTOBUIA NiKapCbKUiA
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneuudikaui Ta/abo
[OMYyCTUMMX MEX rOTOBOTrO NiKapCcbKoro 3acoby
(IHWIi 3MiHKW) - BHECEHHSA 3MiH Y po3gin "MBY"
MeTOoZIB KOHTPOs0 AKocTi 13, CynyTHS 3MiHa -
3MiHK 3 SKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/ib rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeToAax BUNPOBYBaHHSA rOTOBOrO /iKapCbKOro
3aco0by (He3HayHa 3MiHa Yy 3aTBepKeHNX
mMeTofax BUNpobyBaHHs). 3MiHW | Tuny - 3MiHK 3
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb

roTOBOrO /likapCcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0
nikapcbKoro 3acoby (iHLi 3MiHW) — BHECEHHS
3MiH y po3gin «lgeHTudikauis» metoais
KOHTpO/It0 skocTi [13. CynyTHS 3MiHa - 3MiHM 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMMPOGYBaHHS roTOBOrO JliKapCbKoro 3acoby
(iHWi 3miHM y MeTogax BuNpobyBaHb
(BK/IIOYA0UMN 3aMiHy 260 AONOBHEHHS)). 3MiHY |
TMny - 3MiHK 3 SKOCTI. [0TOBWIA NikapCbkni
3aci6. KOHTpos1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCbKoro 3acoby
(oonoBHeHHs cneumaikaLii HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS) -
[IOMOBHEHHSA METOZAiB KOHTPO/O AKOCTi 13
po3gainom "Po3gineHHs TabneTok”. 3miHum | Tuny -
3MiHK 3 siKoCTi. FoToBUIA Nikapcbkuii 3aci6.
KOHTpO/b AONOMIKHUX PeYOBWH. 3MiHa y
MeToAax BUNPo6YyBaHHA [OMNOMDKHOI PEHOBUHM
(He3HauHi 3MiHM y 3aTBEPAKEHNX MeTohax
BMNPOOYBaHb) - BHECEHHS 3MiH Y METOAN
BUMPOBYBaHHA AOMOMIXKHUX PEYOBUH MarHito
cTeaparT, HaTpito naypwnicynbgat 3rigHo BUMOr
aitoyoro BuaaHHsa EP (moHorpadii "Magnesium
stearate", "Sodium laurilsulfate™). 3miHu | Tuny -
3MiHK 3 siKoCTi. FoToBUIA Nikapcbkuii 3aci6.
KOHTpPO/b AONOMIDKHVX PeHOBUH. 3MiHa
napamMeTpiB cneyndikauii Ta/abo gonycTummx
MeX A5 AONOMDKHOT peqoBUHY (HLLI 3MiHW) -
BHECEHHS 3MiH y po3gin "MBY" y cneumndikaui
Ha [OMNOMiXHI peYOBUHY HATPI0 aypuncyibgar,
KPEMHIt0 Aiokcua, KonoiaHuiA 6e3BOAHWIA,
nonietunenraikonb 4000 (makporon 4000).
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. KOHTponb AOMOMiIXHUX
peyoByvH. 3MiHa y meToAax BUNpo6yBaHHSA
[0MOMDKHOT PEYOBMHU (HE3HAUHI 3MiHW Y
3aTBEPAXEHNX MeToAax BunpobyBaHb) - 3MiHu |
Tmny - 3MiHK 3 akocTi. A®Il. KoHTposb AdL. 3miHa
y napameTpax cneuudikauin Ta/abo
[ONYCTUMUMX MEX, BU3HaUeHuX y cnevudikavisx
Ha A®|, abo BMXigHWI/MPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y

npoteci BupobHuuTea AP| (40NOBHEHHS
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

cneuudikaLii HOBUM NOKa3HUKOM SKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS) -
BBE/EHHS NOKa3HMKa "3a/IMLLKOBI KifIbKOCTi
opraHiYH1X PO34YMHHUKIB" y cneuudikaLio Ha
Aitody peyoBuHy KOopeiH. 3miHu | Tuny -
AZMIHICTpaTUBHI 3MiHWN. BryyeHHs1 BUPO6HUYOT
OinbHUUI (BKIOYaoun AinbHuU ana Adl,
NPOMIXXHOro NPOAYKTY abo roToBOro Nikapcbkoro
3aco6y, AinbHNLI AN NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiAMOBIfa/IbHOMO 3a BUMYCK Cepil,
MicLie NpoBefEHHS KOHTPOSIHO cepii) abo
noctavyanibHuKa BUXiAHOTrO MaTepiasy, peareHty
a60 [ONOMIKHOI PeHOBMHU (AKLLO 3a3HaYeHO Y
[0CbE) — BUyYEHHSA BUPOOHWMKa KodheiHy BASF
PharmaChemikalien GmbH & Co. KG, Germany.

195.

NIPALEETAM-
JAPHULA

PO34unH NS iH'ekuiid, 200
mr/Mano 5 mn B
amnynax Ne 10 (5x2) y
KOHTYPHUX YapyHKOBMX
ynakoBKax y maui

MpAT
"papmaLeBTUiHa
thipma "AapHuusa”

YKpaiHa

MpAT
"®apmavuesTu
YyHa chipma
"fapHuua”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa y MeToAax BUNPO6yBaHHS
A®| abo BMXigHOrO MaTepiany/npoMiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci Bupo6Hnytea APl (HesHauHi 3mMiHN y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) —
He3HauHi 3MiHM Y cneumdikauii Ta MeTogax
BXIIHOro KOHTPO/0 AD| 3a NokasHMKamm SAKOCTI
«CynpoBigHi AOMiLLKN», «KinbkicHe
BU3HAUYEHHs», «MBUY»; cynyTHsi 3MiHa: 3MiHa y
napameTtpax cneuucpikauii Ta/abo gonycTUMmnx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMKHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(iHWi 3miHW); 3MiHK | TUNY - 3MiHa Y NapameTpax
cneumdikauin Ta/abo gonycTuMmx Mex,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(IHWi 3miHKW); CcynyTHA 3MiHa: 3MiHa y MeTofax
BunNpobyBaHHa APl abo BMXigHOTO
mMatepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
BVKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa ADI
(He3HauHi 3MiHN y 3aTBEpPXEHUX MeToAax
BMNPOB6YBaHHS); 3MiHU | TUNy - 3MiHa y MeToAax
BMNPOGYBaHHA roTOBOrO /liKapcbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX MeToAaxX
BUNPOOBYBaHHSA); CYMyTHSA 3MiHa: 3MiHa
napameTpiB cneyndikauii Ta/abo goNycTUMUX
MEX roTOBOrO JliKapCbKoro 3acoby (iHLi 3MiHW);
3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro

3a
peyenmom

UA/3225/02/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

3aco06y (3BY>XEHHS AONYCTUMUX MEX); CYNnyTHS
3MiHa: 3MiHa y MeTofax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEpPXKEHNX MeToax BUNPO6YBaHHS); 3MiHK |
TUMy - 3MiHa y MeTofiax BUnNpobyBaHHs roToBoro
nNikapcbKoro 3acoby (BUy4eHHs MeToay
BUNPOOYBaHHSA, SKLLO BXe 3aTBepaKeHui
aNbTepPHATUBHUI METOA); CYMyTHS 3MiHa: 3MiHa
napameTpiB cneyndikauii Ta/abo gonycTummx
MEX roTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW);
3MiHY | TUny - 3MiHa nepioAy NOBTOPHUX
BMNpo6yBaHb/nepiody 36epiraHHs abo yMoB
36epiraHHa A®I (3a BigcyTHOCTI y
3aTBEPAKEHOMY [O0CLE cepTudiikata
BiANOBIAHOCTI EBponelickbkin hapmakonei, wo
BK/IIOYAE Nepios, MOBTOPHOrO BUNPOGYBaHHS)
(nepiog, NOBTOPHOro BUNPOByBaHHA/Nepios
36epiraHHs) - 36inbLeHHA abo BBeAEHHS
nepiofly NOBTOpPHOro BMNpobyBaHHsA/nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB JOCAIAKEHb Y
peaslbHOMy Yaci — 3MiHa TEPMiHY NpUAATHOCTI
A®I; 3miHM | TUNY - 3MiHA Y MeToAax
BunpobysaHHA APl abo BUXigHOTO
matepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTea Ad®I
(iHWi 3MiHM y MeTOoaax BUNPOBYBaHHS
(BKtOYatOUM 3amMiHy abo foNoBHEHHS) Ad| abo
BUXIQHOTO/NPOMIXXHOrO NPOAYKTY) - Y
cneuudikavii BXigHOro KoHTponto Ad| 3a
MOKa3HUKOM «3a/TULLIKOBI KifIbKOCTi OpraHiyHmnX
PO3UYMHHVIKIBY»: BUTyYEHHS PO3YNHHWKIB METAHON
Ta TO/yon, 3MiHW y MeToauLi BUNpobyBaHHSA
(A®Y 2.2.28); cynyTHA 3MiHa: 3MiHa Y
napamMeTpax cneuudikadii Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikaisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(IHLWi 3MiHK)

196.

NAAHTATIIOLM
A

NopoLLoK (cybcTaHuis) y
nakertax
nonieTMNeHoBNX Ans
thapmaL,eBTMHHOTO
3aCTOCYBaHHS

ToBapucTBO 3
obmexeHoto
BiANOBIAA/IBHICTIO
"PapmaueBTuyHa
KoMnaHis "3popos'a”

YkpaiHa

ToBapucTBO 3
06MEXEHHOI0
BiANOBIAA/bHI
CTHO
"®apmaueBTun
YyHa KoMnaHis
"3p0poB'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHuM | TUNY - 3MiHa y NnapameTpax
crneundikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(iHLWi 3MiHKW); CyMyTHA 3MiHa - 3MiHa y MeToAax
BunNpobyBaHHsA APl abo BMXiAHOrO
marepiany/npomikHOr0 NPoAyKTy/peareHTy, Lo

UA/4203/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTa AdI
(iHWi 3MiHM y MeTogax BUNPOBYBaHHS
(BKtOYatOUM 3aMiHy abo J0oNoBHEHHS) Ad| abo
BVXiZHOrO/NPOMIXHOro NPOAYKTY)
197. | NPANYEHT PO34uH ANS iH EKLA No CaHodi-aBeHTic rpyn ®paHuis BVMPOGHMLTBO PpaHuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/15348/01/01
75 Mr y nonepefHb0 Ta HimeyunHa 3MiHK | TUNYy - 3MiHa y MeToAax BUNPOOyBaHHSA peyenmom
HanoBHEHWX LUNPULAX BUMNPOBOYBaHHA roToBOrO NikapcbKoro 3acoby (He3HauHa 3MiHa y
no 1 mn Ne 1 a6o Ne 2 Hepo3chacosa 3aTBEPKEHNX MeToAax BUNPobyBaHHS) -
abo y nonepefHb0 HUX He3HauHi 3MiHN 40 aHaNiTUYHOTO MeToay
HanoBHEHUX LUNPWL- nonepegHLo 6ionoriyHOro aHanisy roToBoro iKapcbkoro
pyukax no 1 mn Ne 1 a6o HanoBHEeHWX 3acoby. Pegakuiiiti 3miHm B p.3.2.P.5.2. Ta
Ne 2 LINpULB; BUyYeHHs TecTy ELISA B sikocTi Tecty IPC;
BMPOBHULTBO, 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii
BMNPOBYBaHHSA Ta/abo fonyCTUMUX MeX A1 JONOMIKHOT
, MapKyBaHHS, PEYOBUHM (3BYXKEHHS AONYCTUMUX MEX) - B

nakyBaHHs Ta
BUMYCK Cepiii
nonepegHL0
HanoBHEHNX
LINpu1uiB:
CAHO®I
BIHTPOTM
IHOACTPIA,
dpaHuis;
BMPOBHULTBO,
BMNPOBYBaHHSA
, MapKyBaHHS,
BTOPVHHE
nakyBaHHs Ta
BUMYCK Cepiii
nonepegHLo
HanoBHEHNX
LUMPWLL-PYYOK:
CaHochi-
ABeHTiC
[Loliunang
M6X,
HimeuunHa;
BMNPO6YBaHHSA
nonepegHLo
HanoBHEHNX
LwnpuuiB Ta
nonepegHLo
HanoBHEHNX
LUMPWLL-PYYOK:
CaHodpi LLimi,
PpaHuis

cneumaikaLii 4ONOMDKHOI peyoBuHu Monicopbar
20, 3BYXXEHHS KpUTepiiB NPUAHATHOCTI 3a
nokasHukoM «MikpobionoriyHa unctota» (BMiCT
nnicHasux rpubis (TYMC)); 3miHu | Tuny - 3MiHa
y meTogax BunpobyeaHHsa APl abo BMXigHOTO
marepiany/npomMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTea AdI
(He3HauHi 3MiHM y 3aTBEPAKEHNX MeTohax
BMMNPOBYBaHHSA); 3MiHM | TUMy - 3mMiHa y
napameTpax cneuudikadii Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUTYyYEHHS HE3HAYHOTO NOKa3HMKa AKOCTI
(Hanpviknag, BUTyYeHHS 3acTapisnioro
nokasHuka)); 3MiHu | Tuny - 3mMiHa y napameTpax
crneundikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(monoBHeHHS cneuudikaLii HOBUM NOKa3HUKOM
AKOCTIi Ta BiANOBIAHNM METOAOM BUNPOGYBaHHS)
- OHOBJ/IEHHS Ta [AONOBHEHHSA crneumndikauii
cy6CcTaHUil nyTpecuuHy aurigpoxnopuay, ska
BMKOPUCTOBYETLCA B Npoueci BUpobHuuTea AdI
HOBUMW NapameTpamu, BignoBigHO A0
mMarepianis BUPOOHMKA; 3MiHW | TUMy - 3MiHa Y
napamMeTpax cneuudikadii Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHS cneuudikaLii HOBUM NOKa3HUKOM
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1

AIKOCTi Ta BigMoBigHMM METOA40M BUNPOOYBaHHS)
- JONOBHEHHSA cneuudikavii XoniHy xinopuay
HOBVM napameTpoMm «laeHTudikalis meTogom
pamaHiBCbKOI CnekTpopoTOMETpIi», KpuTepii
NPUAHATHOCTI 3a NOKA3HWMKOM «3a/ILLOK nicns
NPOXaploBaHHSA»; 3MiHKM | TUMY - 3MiHa Y
napamMeTpax cneuudikadii Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMoBigHMM METOA0M BUNPOOYBaHHS)
- cneumdikalito eTaHonamiHy rigpoxnopuay
[0MOBHEHO HOBVM NapameTpoMm
«IHhpayepBOHUIA CNEKTP; NOKA3HUK «30BHILLHIlA
BUINI4» OHOB/MIEHO; 3MiHVM | TUMY - 3MiHa Y
napamMeTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad®|
(3BYXXEHHSA AOMYCTUMUX MEX, BU3HAYEHUX Y
cneumaikauii) - B cneyudikauii Monicop6at 20,
(B p.3.2.S.2.3. KOHTpO/b MaTepianis) 3BY>KEHHS
KpUTEpIiB NPUAHATHOCTI 3a MOKa3HMKOM
«MikpobionoriyHa unctota» (BMICT NAICHABUX
rpn6ie (TYMC)); 3MiHu | Tvny - 3MiHK
BMNPOGYyBaHb abo AOMYCTVMUX MEX Y NPOLECi
BMPO6HULTBA A®DI, 1110 BCTAHOB/EHI Y
cneundikaLisix (3BY>XXEHHS AONYCTUMUX MEX) -
3MEHLLEHHS BEPXHbOTO rPaHNYHOr0 3HaYEHHS
KiNnbKOCTi MeM6paHHuX umknis PA5 etany 9
BMPOGHMYOro npouecy A®I (ouiHka KiflbkocTi
LMKNiB hinbTpaLii TaHreHLUiaslbHOro NoToKy,
BMKOHaHWX Nnepes 3amMiHo QiNbTpa); 3MiHu |
TUMY - 3MiHW BUNPOBYBaHb abo AONYCTUMUX MEX
y npoueci BUpo6HuuTBa AdI, Lo BCTaHOBEHI Y
cneumadikayisx (3BYXXeHHA A0NyCTUMUX MeX) -
3MEHLLIEHHS A0NYCTUMOro Yacy 3bepiraHHs ans
OUMLLEHHS Ta CaHiTapHOi 06POBKN KO/TOHOK
Capto 3 4-24 roavH [0 4-8 roavH; 3MiHun | Tuny -
3MiHM BUNpOGyBaHb abo AONYCTUMUX MEX Y
npoueci BupobHuuTea A®I, L0 BCTAHOB/EHI y
cneumadikayisx (3BYXXeHH A0NyCTUMUX MeX) -
3BY)XEHHS FPaHNYHMX 3HaYEeHb POBOUNX
napameTpiB 6iopeakTopis 06'emom 50 n1, 500 n
Ta 3000 N ANs KOHTPOJIHO Y NPOLECi
BMPOOHULITBA; 3MiHM | TUMY - 3MiHW BUNPO6YyBaHb
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
abo fonycTUMUX MeX y npoueci BUpo6HMLTBA
A®I, 1o BCTaHOB/EHI Y cneyndikaLisx
(3BYXXEHHA JOMYCTUMUX MEX) - 3MEHLUEHHS
TepMiHy 36epiraHHs ansi 6ydepHOro po3unHy
0115 KOpeKTyBaHHA caxaposun 3 30 AHiB A0 7 AHiB
198. | NPANYEHT PO34UH ANS iH EKLA Mo CaHodpi-aBeHTic rpyn ®paHuis BVPOGHMLTBO ®paHuis/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/15348/01/02
150 mr y nonepegHbL0 Ta HimeyunHa 3MiHuM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS peyenmom
HaMoOBHEHUX LUNpULax BMNPOGYBaHHS rOTOBOIO JliKapCbKOro 3acoby (He3HayHa 3MiHa y
no 1 mn Ne 1 a6o Ne 2 Hepo3dacosa 3aTBEPXEHUX MeToAax BUNpPoOyBaHHS) -
a6o y nonepefHbO HUX He3HauHi 3MiHM 40 aHa/TITUYHOrO MeToAY
HanoOBHEHWX LUNPWL- nonepegHL0 6io10riYHOro aHasnisy rotoBoro /ikapcbkoro
pyukax no 1 mn Ne 1 a6o HanoBHEHUX 3acoby. PepakuiiiHi 3miHm B p.3.2.P.5.2. Ta
Ne 2 LINpu1LiB; BUyYeHHs TecTy ELISA B sikocTi TecTy IPC;
BMPOGHMLITBO, 3MiHM | TUNy - 3mMiHa napameTpis cnevyudikawii
BMNPO6YBaHHSA Ta/abo foMyCTUMUX MeX A1 JOMNOMiIKHOT
, MapKyBaHHs, PEYOBWHM (3BYXXEHHS AONYCTUMUX MEX) - B

nakyBaHHs Ta
BUMYCK Cepiii
nonepegHLo
HanoBHEHWX
LINpULB:
CAHO®I
BIHTPOMM
IHOACTPIA,
PpaHuis;
BMPOGHMLTBO,
BMNPO6YBaHHSA
, MapKyBaHHS,
BTOPVHHE
nakyBaHHs Ta
BUMYCK Cepiii
nonepeaHLo
HanoBHEHNX
LUMPWLL-PYYOK:
CaHodi-
ABeHTIC
Loiunang
m6X,
HimeyumnHa;
BUNPOGYBaHHSA
nonepeaHLo
HanoBHEHNX
Lwnpuuis Ta
nonepeaHLo
HanoBHEHNX
LUMPWLL-PYYOK:
CaHodi Limi,

cneumdikauii 4ONOMKHOI peyosuHM Monicopbat
20, 3BY)XEHHS KpUTEepiiB NPUAHATHOCTI 3a
nokasHukoM «MikpobiosioriyHa unctota» (BMIiCT
nnicHasux rpubis (TYMC)); 3MiHu | TUny - 3MiHa
y MeTogax BunpobyBaHHA A®l abo BuxigHOro
mMartepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
BVKOPVCTOBYETbLCS y NpoLieci BUPo6HuLTBa ADI
(He3HauHi 3MiHN y 3aTBEpPXEHUX MeToAax
BUNPOGYBaHHSA); 3MiHU | TUNY - 3MiHa Y
napameTtpax cneuucpikauii Ta/abo gonycTUMmnx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMKHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(BMAyYEHHS HE3HAYHOrO NOKa3HMKa AKOCTI
(Hanpviknag, BUNyYeHHs 3acTapinioro
nokasHuka)); 3miHu | Tuny - 3miHa y napameTpax
cneumdikauin Ta/abo gonycTMMKX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BMXiIAHWIA/NPOMDKHMIA NpoAyKT/pearexT, Lo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(4ONOBHEHHS cneumdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNOBIgHMM METOA0M BUNPOOYBaHHS)
- OHOBJ/IEHHS Ta AOMNOBHEHHSA crneumndikawii
cybcTaHUil NyTpecLuHy avrigpoxnopuay, ska
BMKOPUCTOBYETLCS B NPOLECi BUPOGHMLTBA AD|
HOBMMM NapameTpamu, BigNoBIAHO [0
mMartepianis BUPO6HMKA; 3MiHW | TUNy - 3MiHa Y
napameTpax cneuucpikauii Ta/abo gonycTUMmnx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMKHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea AdI
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
PpaHuin (8ONOBHEHHS cneumndikaLii HOBUM NOKa3HNUKOM

AKOCTI Ta BifNOBIgHMM METOA0M BUNPOOYBaHHS)
- AOMOBHEHHSA cneuudikauii XoniHy xiopuay
HOBUM MapameTpoMm «laeHTudikalis MmeTogom
pamaHiBCbKOi cnekTpothoTOMETPIi», Kputepii
MPUAHATHOCTI 3@ NOKA3HMKOM «3asIMLLIOK Mic/is
NPOXapBaHHSA»; 3MiHW | TUNY - 3MiHa Yy
napamMeTpax cneuudikadii Ta/abo AonycTummx
MeX, BU3HaueHux y cneyudikauisx Ha Ad®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea A®|
(monoBHeHHs cnevudikaLii HOBUM NOKa3HUKOM
AIKOCTi Ta BigMNoBigHMM METOA40M BUNPOOYBaHHS)
- cneyudikaLito eTaHoNnaMiny rigpoxnopuay
[OMOBHEHO HOBUM NapaMeTpoMm
«IH(hpayepBOHWIA CNEKTP; NOKa3HMK «30BHILLHIi
BUINAA» OHOBJ/IEHO; 3MiHW | TUNY - 3MiHa Y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaYeHuX y cneuudikauisx Ha Adl, abo
BUXIZAHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(3BYXXEHHSA AOMYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii) - B cneundikauii Monicopbat 20,
(B p.3.2.S.2.3. KoHTpO/b MaTepiasnis) 3BY>KEHHS
KpUTepiiB NPUIAHATHOCTI 3@ NOKa3HNKOM
«Mikpob6ionoriyHa unctota» (BMICT NAICHABUX
rpubis (TYMC)); 3MiHu | TURY - 3MiHK
BMNpobyBaHb abo AONYCTUMUX MEX Y NPOLLECi
BMPOOHULTBA A®PI, LLIO BCTAHOB/EHI Y
cneundikauisix (3BY>XXEHHS AONYCTUMUX MEX) -
3MEeHLLEHHS BEPXHbOTO rPaHNYHOr0 3HaYeHHS
KiNIbkOoCTi MembpaHHuX umkniis PAS etany 9
BMpOGHMYoro npouecy A®I (ouiHka KinbkocTi
LMKNIB hiNbTpauil TaHreHuia/IbHOro NoToky,
BMKOHaHWX nepef 3amiHoo dinbTpa); 3miHu |
TUMY - 3MiHW BUNPO6yBaHb abo AONYCTUMUX MEX
y npoveci Bupo6HuuTBa AdI, L0 BCTAHOB/EHI Y
cneundikauisix (3BY>XXEHHA AONYCTUMUX MEX) -
3MEHLLIeHHA [0MyCTMMOro Yacy 36epiraHHs gns
OYNLLEHHS Ta caHiTapHOI 06PO6KM KOMOHOK
Capto 3 4-24 roavH [0 4-8 rogvH; 3MiHm | Tuny -
3MiHM BUNpPOGyBaHb abo AONYCTUMUX MEX Y
npoueci Bupo6HuLTBa A®I, L0 BCTAHOBNEHI Y
cneundikaLisix (3BY>XXEHHA AONYCTUMUX MEX) -
3BYXEHHS rPaHNYHUX 3HaYeHb PO6OUNX
napameTpis 6iopeakTopis 06'emom 50 51, 500 n
Ta 3000 /1 4151 KOHTPOJIO Y NPOLECi
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
BMPOBHULITBA; 3MiHM | TUMY - 3MiHW BUNPOGYBaHb
abo gonycTummnx Mex y npoueci BUpobHuLTBa
A®I, 1o BCTaHOB/IEHI Y cneundikauisx
(3BYXXEHHS [OMYCTUMUX MEX) - 3MEHLUEHHSA
TepMiHy 36epiraHHs A1 6ycepHOro posymHy
AN KOpEeKTyBaHHA caxapo3sun 3 30 AHIB [0 7 AHIB
199. | MPEBEHAP® 13/ | cycneHsia gns iH'exuji Mdcpaiizep Eiu.Ci.Mi. CLWA Bakctep CLUA/ Benuka BHECEHHS 3MiH [0 peecTpaljiiiH1ux maTepianis: 3a UA/15864/01/01
PREVENAR® 13 no 1 gosi (0,5 mn)y Kopnope/iLuH dapmaceyTuk BpuTanis/ 3MiHM | TUMy - 3MiHK 3 AKOCTIi. FOTOBUIA peyenmom
BAKUMHA nonepegHbL0 an ConowmHe IpnaHgjs nikapcbkuii 3aci6. KOHTponb roToBoro
NMHEBMOKOKOB HanoBHEHOMY LUNpUL 3 NNC, CWA; niKkapcbKoro 3acoby (iHLi 3MiHW) -
A OKpemoto ronikoto Ne 1 Baer nepesaTBepKEHHS aHaNiTMYHO-HOPMAaTUBHOI
MONICAXAPUAH PapmaceyTuk [OKyMeHTaLii Ha MeToAMN KOHTPOSIH0 SKOCTI.
A an [iBixH MpuBeneHHs nocunaHb y cneyudikadii Ta
KOH'FOTOBAHA BaeT Xonginr MeTofax KOHTPOSIK0 A/15 MOKa3HWKIB SKOCTi, Ha3B
(TPUHAQUATUB KopnopefiwH, NOKa3HWKIB SIKOCTi 10 JOKYMeHTaL,ii BUPOOHUKa;
ANEHTHA [ovipHe CYMYTHSA 3MiHa - 3MiHU LWoA0
A COPBOBAHA) nigNpPUEMCTBO 6e3nekn/edhekTVBHOCTI Ta hapMakoHarisgy
Mdpaiizep IHK., (iHWi 3miHW) - BUAaneHHs rpadiyHoro
CLUA; Baet 306paXeHHs 3 po3ainy «MapkyBaHHS» MeTOLIB
dapmaceyTuk KOHTPOJII0 SKOCTI; 3MiHK || TUMY - 36iNbLUEHHSR
anc, Benuka TepMiHy NpUAATHOCTI PiAKoro (3aMOopoXeHOro)
BpuTaHis; CRM197 6inky 3 36 micauis A0 48 micAuis
Mdparizep
IpneHg
PapmaceyTuk
anc, lpnangis
200. | MPOHOPAH® TabneTku, BKpUTI Ie Nabopatyap ®paHuin Na6opaTtopii PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/4995/01/01
060/10HKOI0, Ceps'e Ceps'e 3MiHuM | TUNy - 3amMiHa po3giny «IpadiyHe peyenmom
NPOJIOHroBaHoI Aji, o IHpacTpi 0hOPM/IEHHS YNAKOBOK» Ha PO3A4in
50 mr, no 15 TabneTtok y «MapKyBaHHs»
6nicTepi, no 2 6nictepu
Y KaPTOHHIli kopobui
201. | NPOTEKOH® TabneTku, BKpUTI OpraHocuH aiich IHais EBepTomxeH IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/3347/01/01
0600Hkot0, Mo 10 CaeHcus MBeT. N174. Nalidp 3MiHM | TUNY - 3MiHK WOA0 peyenma
TabneTok y 6rictepi; no CaeHcuns 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnisgy.
3 6nictepu y navui 3 Nimitepn BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHKX

KapToHy; no 10
TabneTok y 6nictepi; no
3 6nictepu y navui 3
KapTOHyY; Mo 3 naukn y
nauui 3 kapToHy; no 30
abo 60 TabneTok y
KOHTelHepax; no 1
KOHTeliHepy B nauuj 3
KapTOHY

npo cuctemy thapmakoHarnsagy (sBefeHHs
y3araslbHeHUX JaHvx npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiNOBIANbLHOI 3@ 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa
BiMiHHA Bif, YNMOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAIOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-thaiina cuctemm
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
thapmMakoHarnagy) - girova pefakuis:
YnoBHOBaxeHa ocoba 3asBHWKa, BignosifasibHa
3a hapmakoHarnsg, bpigpxew Peran / Brijesh
Regal - nponoHoBaHa pefakLis: YNoBHOBaXeHa
ocoba 3as1BHVKa, BignoBigasibHa 3a
thapmakoHarnag O-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0cobm
202. | NPOTEKOH® TabneTku, BKpUTI OpraHocuH Naiid IHAis EBepTomXeH IHgis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: - UA/3348/01/01
060/10HKOM0, in bulk: no CaeHcu3 MBT. /IT4. Naiidp 3MiHUM | TUNY - 3MiHK Woa0
2500 TabneTtok y CaeHcus 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
KOpOO6Li 3 rod)poKapToHy Niviten BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHunx npo cuctemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBiAANbLHOI 3a 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
hapmakoHarnsgy 3asiBHUKa An15 34iACHEHHS
hapMakoHarnsgy B YKpaiHi, KO0 BOHA
BiIMiHHA BifJ, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapMmakoHarnsagy
(BKTHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - giroya pegakuis:
YnoBHOBaXeHa ocoba 3asBHMKa, BignosigansHa
3a hapmakoHarnag bpigpxew Peran / Brijesh
Regal - nponoHoBaHa pefakLis: YNoBHOBaXeHa
ocoba 3asBHVKa, BignoBigaibHa 3a
thapmakoHarnag [-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHMX AaHNX
YNOBHOBaXEHOI 0co6U
203. | M'ATUPYATKA® Tabnetkn no 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/8698/01/01
IC TabneTtok y 6nictepi, no [04aTKOBOK [0[aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peyenmom
1 6nicTtepy B nauui 3 Bi4NoBiAa/IbHICTIO BignoBigasbHI Ta/abo fonyCTUMUX MEX NEPBMHHOT YNakoBKM
KapToHY "IHTEPXIM" CTH0 rOTOBOTO J1iKAPCLKOr0 3acoby - BUYYEHHHS
"IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
(BUPOBHUK, 3i cneuwdikauii Ha NepPBUHHWIA NakyBasIbHUIA
BiANOBIAa/IbHU matepian: «lniBka nonisiHinxnopngHa» Ta
11 3a BUNyCK «®osbra antomiHieBa»
cepir;
BMNPOBYBaHHSA
KOHTPO/I0
AKOCTI
(izmyHi/Ximiy
Hi,

Mikpo6ionoriyH
a yncroTa),
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
36epiraHHs
roToBo|
NPOAYKUIT;
BMPOBHULTBO,
36epiraHHs
(rotoBoi
npoaykuii,
CUPOBWHM Ta
marepianis);
BUNPOGYBaHHSA
KOHTPO/0
AKOCTI
(chi3nyHi/ximiy
Hi))
204. | PEQAVUTYKC KOHLleHTpaT Ans [-p Pegpi'c IHais [-p Pegai'c IHais BHECEHHS 3MiH [0 peKecTpavliliHiX maTepianis: 3a UA/12905/01/01
po3uunHy ans iHgysiid, 10 Na6opatopic N4 Nab6opaTtopic 3MiHu | TUNY: AAMIHICTPaTUBHI 3MiHU. 3MiHa peuyenmom
mr/mn, no 10 mn (100 nrtp, HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
mr) a6o no 50 mn (500 (BnacHvka peecTpauiiHoro nocBigyeHHs) (3miHa
Mr) y dp1akoHi; no 1 aapecu 3asaBHuKa [-p Peagai‘c labopartopic /114,
chnakoHy B po36ipHoMy IHAiS y 3B'A3KY 3 AEpXKaBHOK peopraHiavieto
nnacTvKoBOMy wraTiB) (TepmiH BBEAEHHS 3MiH NPOTAroM 6-Tu
KOHTeliHepi; no 1 MicsILiB nicns 3aTBepMKEHHS); 3MiHM | Tny:
nnacTMKoBOMY AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
KOHTEWHepy B KapTOHii Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
KOpOO6Li; N0 1 KAPTOHHI BMpOGHUKa/iMnopTepa roToBoro /ikapcbkoro
KOpo6Li y N1acTkoBomy 3aco6by, BKIYaK4M AiNbHULL BUNYCKY cepii abo
MiLLKy MicL,e NpoBeAEeHHS KOHTPOJIK SKOCTI.
(misnbHICTb, 3a SKy BignoBifae
BMPOGHMK/iIMNOpTEpP, BK/OYAUM BUMYCK Cepiii)
(3miHa appecu Bupo6bHuka J-p Pepgi‘c
Nab6opaTopic JITa, IHAiA y 3B’A3KY 3 AepXaBHO
peopraHizaujeto wraris) (TepmiH BBEAEHHSA 3MiH
NpPOTSArom 6-Tv MicsILiB Mic/1s 3aTBepPAKEHHS)
205. | PEOOAUTYKC KOHUEeHTpaT ans [-p Peppi'c IHais O-p Peppi'c IHAis BHECEHHS 3MiH [j0 pekecTpauiliHix maTepianis: - UA/12906/01/01
PO3uunHy ans iHdysiii, 10 Na6opaTopic /Tg, Na6opaTopic 3MiHn | TUNY: AAMiHICTPaTWBHI 3MiHU. 3MiHa
mr/mn, in bulk: no 10 mn nrp, HaliMeHyBaHHs Ta/abo afpecu 3asBHUKa

(100 mr) a6o 50 mn (500
Mr) y donakoHi, no 1000
dhrakoHiB y Kopoo6Li

(BNnacHvka peecTpauiiHoro nocBigyeHHs1) (3miHa
agpecu 3asaBHuka [-p Peaai‘c labopartopic /114,
IHAis Y 3B'A3KY 3 AepXXaBHOK peopraHizavieto
wrati) (TepMiH BBEAEHHSA 3MiH NPOTATOM 6-Tn
MiCAUIB MicNA 3aTBEPKEHHS); 3MiHM | Tuny:
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamKEeHHS AiSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIHOYAKUM AifbHULL BUNYCKy cepii abo
MicLie NPOBEAEHHS KOHTPOJTIO AKOCTI.
(gisnbHICTb, 3a Ky BignoBigae
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
BMPOGHMK/IMNOpTEpP, BK/IOYAOUM BUMYCK Cepiif)
(3miHa agpecu BupobHuka [-p Peagi‘c
Na6opaTtopic /14, IHAiA Y 3B’A3KY 3 AepXaBHOH
peopraHisauieto WwraTiB) (TepmiH BBEAEHHSA 3MiH
NpOTArom 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS)
206. | PENI®® Masb pekTasnbHa no 28,4 TOB "baiiep" YkpaiHa damap A.B.E. Ipeuis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/3173/01/01
ry ty6ax Nel ABJOH lMnaHT 3MiHa 3asiBHKKa (BnacHWKa peecTpaviiHoro peyenma
nocsigyeHHs) (TepMiH BBEAEHHSA 3MiH NPOTATOM
6-TU MicsUIB nicns 3aTBEPKEHHS)
207. | PENI®® CYno3uTopii peKTasibHI TOB "Baiiep" Ykpaina IcTiTyTO [le ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/3173/02/01
no 6 cynosutopiiB y Arnxeni C.p.n. 3MiHa 3asBHUKa (BNacHMKa peectpauiiHoro peyenma
CTpwvni; No 2 cTpunu B noceigyeHHs) (TepMiH BBeAEHHS 3MiH NMPOTATOM
KapTOHHII Kopo6Lii 6-TU MicsLIB Nicns 3aTBEPKEHHS)
208. | PENI®® Masb pekTasibHa, 200 TOB "baiiep" Ykpaina damap A.B.E. Ipeuis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/1953/01/01
AOBAHC Mr/r no 28,4 r y Ty6ax AB/OH lMnaHT 3MiHa 3asBHKKa (BNnacHWKa peecTpaviiiHoro peyenma
Nel pasom 3 nocsigyeHHs) (TepMiH BBEAEHHA 3MiH NPOTATOM
annaikaTopom 6-TN MicsLIB Nic/1s 3aTBEPKEHHS)
209. | PENI®® YNbTPA | cyno3uTtopii pekTasbHi TOB "baiiep" Ykpaina IcTiTyTO [l ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/1954/01/01
no 6 cynosutopiis y Anxeni C.p.n. 3MiHa 3asBHYKa (BNacHWKa peecTpauiiHoro peyenma
CTpuni; No 2 CTpunu B nocsigyeHHs) (TepMiH BBEAEHHS 3MiH NPOTATOM
KapTOHHI Kopo6Lli 6-TU MicsUIB Nicns 3aTBEPKEHHS)
210. | PUCCET® TabneTku, BKPUTI MNIBA XpBatcka Xopsaris MNIBA Xopsaris BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/4542/01/01
NAiBKOBOK 0O0IOHKOHO, 4.0.0. XpBarcka 3MiHM | TUMy - 3MiHW [0 IHCTPYKUiT Ans peyenmom
no 1 wmr, no 10 TabneTok 4.0.0. MeAMYHOro 3acToCyBaHHA y po3ainu: Baaemogis
y 6nictepi; no 2 abo 6 3 iHWKMK NTiKapcbkMMK 3acob6amu Ta iHLWi BUAn
6nicTepiB y kopobLi B3aemogiii. Ocob6MBOCTi 3aCTOCYBaHHS, 3rigHO 3
OHOB/IEHUMU JaHUMK 3 6e3NeKn 3acTOCyBaHHsA
nikapcbKoro 3acoby. BBegeHHsA 3MiH NpoTArom
3-X MicaliB nicnsa 3aTBepAKeHHSA
211. | PUCCET® TabneTku, BKpUTI MNIBA XpBaTcka Xopsaris MNIBA Xopsaris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4542/01/02
NNIBKOBOK 060/1I0HKOIO, 4.0.0. XpBartcka 3MiHKM | TUNY - 3MiHW 40 IHCTPYKUIT Ans peyenmom
no 2 wmr, no 10 TabneTok 4.0.0. MeAMYHOro 3acToCyBaHHA y po3ginu: Baaemogis
y 6nicTepi; no 2 abo 6 3 iHLWMMK fiKapCcbKMK 3acobamu Ta iHWi BUAK
6nicTepisB y kopobui B3aemMogiin. Ocob6MBOCTi 3aCTOCYBaHHS, 3rigHO 3
OHOB/IEHUMU JaHUMK 3 6e3NeKkn 3acTOCYBaHHsA
nikapcbKoro 3acoby. BBeeHHA 3MiH NPOTArom
3-x MicsaLiB nicnsA 3aTBepAKEHHA
212. | PUCCET® TabneTku, BKpUTI MNIBA XpBaTcka Xopsaris MNIBA Xopsartis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4542/01/03
NNiBKOBOK 060/I0HKOI0, 4.0.0. XpBartcka 3MiHM | TUNY - 3MiHW 00 IHCTPYKUIT AN peyenmom
no 3 wmr, no 10 TabneTok 4.0.0. MeAMYHOro 3acTOCyBaHHA y po3ginu: Baaemogis
y 6nicTtepi; no 2 abo 6 3 iHWKMK NikapcbkMK 3aco6amu Ta iHLLi BUAn
6nicTepis y Kopobui B3aemogijii. Ocob6MBOCTi 3aCTOCYBaHHS, 3rigHO 3
OHOB/IEHUMU JaHNMK 3 6e3NeKkn 3acTOCyBaHHsA
nikapcbKoro 3acoby. BeefieHHA1 3MiH NPOTArom
3-xX MicsaLiB nicnsa 3aTBepAKEHHA
213. | PUCCET® TabneTku, BKpUTI MNIBA Xpartcka Xopsartis MNiBA Xopsaris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/4542/01/04
NNiBKOBOK 060J1I0HKOHO, [.0.0. XpBarcka 3MiHM | TUNY - 3MiHW 40 IHCTPYKUIT Ans peyenmom
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
no 4 wmr, no 10 TabneTok 4.0.0. MeAMYHOro 3acToCyBaHHA y po3gainu: Baaemogis
y 6nicTepi; no 2 abo 6 3 iHWKMK NiKapcbkMMK 3acob6amu Ta iHLWi BUAK
6nicTepiB y kopobui B3aemogiii. Ocob6/MBOCTi 3aCTOCYBaHHS, 3rigHO 3
OHOB/IEHUMU JaHNMK 3 6e3MNeKkn 3acTOCyBaHHSA
nikapcbKoro 3acoby. BBefeHHA 3MiH NPOTArom
3-X mMicauUiB nicnsa 3aTBepAKEeHHSA
214. | PUCCET® PO34MH opasibHUiA, 1 TeBa ®apmaLesTikan 13painb LinbHUUSA, fka HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13379/01/01
mr/mn no 30 mny IHgacTpi3 14, Bignosigae 3a 3MiHKM | TNy - 3MiHW 40 IHCTPYKUIT Ans peyenmom
dhnakoHi; no 1 donakoHy BVPOGHMLTBO MeJMYHOro 3aCTOCYBaHHS y po3ainu: Baaemogis
pas3om i3 afanTopom i Hepo3gacoBa 3 iHLWMMK NiKapCcbKMK 3acob6amu Ta iHWi BUAK
L,03YHUMM MPUCTPOEM Y HOI NPOAYKUIT, B3aeMOogiin. OCO6MBOCTI 3aCTOCYBaHHS, 3rigHO 3
Kopo6uj; no 100 mny NepBUHHY Ta OHOB/IEHUMU JaHNMK 3 6e3NeKkn 3acTOCyBaHHS
thnakoHi; no 1 dpnakoHy BTOPUHHY nikapcbKoro 3aco6y. BBeieHHA 3MiH NPOTArom
pasom i3 aganTepom i yMaKoBKy: 3-x MicAauiB nicnA 3aTBepAKEHHA
[,03yH4UM NPUCTPOEM Y Mepkne 'm6X,
KopooLi HimeuuunHa;
OiNbHWLA, SKa
BignoBsigae 3a
[03BiN Ha
BUMYCK Cepii:
Mepkne 'm6X,
HimeuunHa
215. | PUTMOKOP® Kancynm Ned8 (12x4), TOB "dapmaueBTnyHa YkpaiHa BVPOGHWK, YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/3122/01/01
Ne60 (12x5) y 6nictepax KomMnaHis "®apKoC" BignoBigasibHU 3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenma
71 3a NOBHWIA HaliMeHyBaHHs Ta/abo agpecu Micus
LK NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
BMPOGHMLTBA roTOBOrO /liKapCbKOro 3acoby, BK/oYaoun

N3: nepsuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpPO/1b
AKOCTI, BUMYCK
cepit:
TOB
"®apmauesTu
YHa KoMMaHis
"®apKoC",
YKpaiHa,;
BVPOGHWK,
BignoBigabHU
14 3a BMNyCK
cepii
KiHLLeBOro
npoaykTy Ta
BTOPUHHE
naxyBaHHs:
MpAT

OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPOJIO SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpTep, BK/IOYaUM BUMYCK Cepiid)
(3miHa agpecu Bupo6Huka N3 TOB
«®dapmaueBTyHa komnanis «®apKoC», 6e3
3MiHM MicL BUPOGHMLITBA (3MiHA Ha3BY BY/ULL)
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
"®apmaueBTun
YyHa hipma
"®apKoC",
YKpaiHa,;
Bupo6HuK
[,030BaHOT
hopmu,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS:
TOB
"AcTpadapm",
Ykpaida
216. | PO3YBACTATWUH | Tabnetku, BKpUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/15855/01/01
IC NNIBKOBOI 060JI0HKOI0, [04aTKOBOK [0[aTKOBOIO 3MiHM | Tuny - 3mMiHa napameTpiB cneuudikawii peyenmom
no 5 mr, no 10 TabneTok BignoBigaIbHICTIO BignoBigasbHi Ta/abo fonyCTUMUX MEX NEePBUMHHOT YNakoBKM
y 6nicTepi; no 3 "IHTEPXIM" CTIo rOTOBOTO JIiKAPCLKOro 3acoby - BUYYEHHHS
6nicTepy y navui "IHTEPXIM" nokasHuka «Po3Mipu»/«eomMeTpuyHi po3mipms»
(BUPOBHUK, 3i cneuwdpikauii Ha NePBUHHUIA NakyBasIbHUIA
BiANOBIAa/IbHU marepian: «lniBka nonisiHinxnopngHa» Ta
11 3a BUNyCK «®donbra anomiHieBa»
cepii)
217. | PO3YBACTATWUH | Tabnetku, BKpUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/15855/01/02
IC NNiBKOBOI 060J1I0HKOIO, [,04aTKOBOKO [04aTKOBOKO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peyenmom
no 10 mr, no 10 Bi4NoBiAa/IbHICTIO BignoBigasbHI Ta/abo fonyCTUMUX MEX NEPBMHHOT YNakoBKM
TabneTok y 6nictepi; no "IHTEPXIM" cTIo rOTOBOrO J1iKapCbKOro 3acoby - BUMYYEHHHS
3 6nictepu y nauui "IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
(BUPOBHUK, 3i cneuwdikauii Ha NepPBUHHWIA NakyBasIbHUIA
BiANOBIAa/IbHA matepian: «lniBka nonisiHinxnopngHa» Ta
11 3a BUNyCK «®osbra antomiHieBa»
cepii)
218. | PO3YBACTATWUH | Tabnetku, BKpUTI ToBapucTBO 3 Ykpaina ToBapuncTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/15855/01/03
IC NNiBKOBOK 000/I0HKOH, [04aTKOBOKO [0[aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peyenmom
no 20 mr, no 10 BiAANOBIAA/IBHICTIO BiANOBIAaA/bHI Ta/abo fonycTUMMUX MeX NepPBUHHOT YNakoBKM
TabneTok y 6rictepi; no "IHTEPXIM" cTHo rOTOBOTO JIiKAPCLKOrO 3acoby - BUyYEeHHHS
3 6nictepu y nauui "IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
(BUPOGHMK, 3i cneyudikalii Ha NePBUHHWIA NaKyBasTbHUIA
BigNoBiga/IbHN MaTepian: «[niBka noniBiHiNXI0pugHa» Ta
11 3a BUNyCK «®osbra antoMiHieBa»
cepii)
219. | PO3YBACTATWH | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/15855/01/04
IC NNiBKOBOK 060JI0HKOIO, [04aTKOBOK [0[aTKOBOIO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuyenmom
no 40 wr, no 10 BiANOBIAA/IBHICTIO BiANOBIAaAbHI Ta/abo fonycTMMUX MeX NepPBUHHOT YNakoBKM
TabneTok y 6nictepi; no "IHTEPXIM" CTHO rOTOBOrO J1iKapCbKOr0o 3aco0by - BUTYYEHHHS
3 6nictepu y nauui "IHTEPXIM" nokasHuka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
(BMPOGHMK, 3i cneyudikalii Ha NePBUHHWIA NaKyBasTbHUIA

BignoBigabHM

MaTepian: «[niBka noniBiHiAx10puaHa» Ta
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
11 3a BUNyCK «®osnbra antoMiHieBa»
cepii)
220. | PONIHO3 Kpanni opasbHi, 10 "POTA®APM Benuka ABC ITanisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/12490/02/01
mr/mn no 20 mny NIMITEL" BpuTaHis dapmayeyTidi 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenma
dhnakoHi Ne 1 B C.n.A. HalilmeHyBaHHs Ta/abo agpecu Micud
KapTOHHI ynakoBLi NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKoro 3acoby, BkIovaun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJI0 SIKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepiid)
(3miHa agpecu BUpo6HMKa 13 6e3 3MiHM Micus
BUPOGHMLTBA:)
221. | PO/IHO3 Tabnetky no 10 mr Ne 20 "POTADAPM Benuka ABC ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/12490/01/01
(10x2) NIMITEL" BpuTtaHis dapmayeyTivi 3MiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenma
C.n.A. HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaPKEeHHS AiSIbHOCTI BUpobHUKa/imnopTepa
roTOBOrO MiKapCbKOro 3acoby, BK/IUaKUM
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPO/IO SIKOCTI. (AisS/IbHICTb, 3a SIKy BignoBigae
BMPOGHMK/iIMNOpTEp, BK/OYAUM BUMYCK Cepiii)
(3miHa agpecu BupobHuka 13 6e3 3mMiHu Micus
BUPO6GHULTBA)
222. | POMIHO3 Kpanni opasibHi, 10 POTA®APM NIMITEL Benvka ABC ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/12490/02/01
mr/mn no 20 mny BpuTaHis PapmayeyTidi 3MiHK | TUNY - 3MiHK WoA0 peuyenma
CKNsiHOMY p1akoHi 3 C.n.A. 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

KPULLIKOHO-
KpanenbHuueto; no 1
(01aKOHY B KapTOHHIi
Kopoo6Ui

BBefieHHs1 ab0 3MiHV [0 y3arasibHeHUX JaHnX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHyX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXeHOI 0cobwm,
BiANOBiAANbLHOI 3a 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOI ocobu 3
hapmakoHarnisgy 3asaBHUKa 4151 34iNCHEHHS
thapmakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS hapmakoHarnsay
(BKNKHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHN y
po3milLeHHi MacTep-chaiina cucremm
dhapmakoHarnsgy) - 3areeppxeHo: KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOi 0cobu
3asBHUKA A4N19 34iiICHEHHA (hapMakoHarnsagy -
lopaieHko Ceprii Muxaiinosumu.
3anponoHoBaHO: YNoBHOBaxeHa ocoba
3asBHUKA, BiANOBIAa/IbHA 3a hapmakoHariag -
CasiweBa Jlapuca / Savishcheva Larisa;
KoHTakTHa ocoba B YkpaiHi yNnOBHOBaXEHOI
0Cco6Y 3asiBHMKA AN 34jACHEHHS
dpapmakoHarnsgy - PemizoB Ceprili
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Ne

Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
AHaToniioBMY. 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XeHOT 0CO6M. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0co6U. 3MiHa Micust 34iCHEHHS
OCHOBHOI AliSNIbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecy Mactep-chaiina; aminu | Tuny -
BW/TyYEHHS BUPOOHUYOI AiNbHULI (BKIOYA0UN
AinbHuui ansa A®l, npomixHoro Nnpoaykty abo
roTOBOrO /liKapCbKoro 3acoby, AinbHUL A1
NpoBefieHHA NaKyBaHHs, BUPOOHUKA,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiit, MicLe
npoBeAEeHHS KOHTPOLO cepii) abo
noctavyanibHuKa BUXiAHOTrO MaTepiasy, peareHty
a60 [ONOMIKHOI PEHOBWHW - BUNYYEHHS
BMPOGHWYOI AinbHuLi s AdD| LieTnpunanny
purigpoxnopuay Glochem Industrial Ltd
223. | CEHAOEKCWUH- Tabnetky no 70 mr, no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/5692/01/01
340POB'A 10 TabneTok y 6nictepi, obmexeHor obmexeHo 3MiHM | TUNYy - 3MiHa po3mipy cepii (BKIOYauM peyenma
no 2 6nictepn y BiANOBIAA/TbHICTIO BiANOBIAA/bHI Jianas3oH po3Mipy cepii) roTOBOro JlikapCbKoro
KapTOHHI kopobuj; no "papmaLeBTUYHa CTIo 3acoby - BBEJEHHSA A0AATKOBMX PO3MipiB cepili
10 TabneTok y 6aictepi KoMnaHis "3gopos'a” "®apmavueBTu ansauexy M3 tarno
YHa KoMnaHis
"3popos'a”
224. | CENTUN po3uunH ans TOB "AKnM YkpaiHa TOB "OKnM YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3a UA/6211/01/01
30BHILUHLOIO "PapmaueBTuyHa "®GapmauesTn 3MiHK | TUMy - 3MiHa BUPOOHMKa peyenmom
3acToCyBaHHS, habpuka" YHa habpuka" BUXiAHOIO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
cnupToBuid 70 % no 100 BMKOPUCTOBYHOTbCS Y BUPOOHNYOMY npoLeci
MY doiakoHax A®I, abo 3miHa BUpOGHYKKa (BKOHaKUn, ae
HeobXifHO, MicLle NPOBEeAEHHS KOHTPOSIIO AKOCTI)
A®| (3a BigcyTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoMy
[0Cbe)(iHLWi 3MiHK) - BBEAEHHS A04ATKOBOro
BMPO6HUKa AdI
225. | CENTONETE® 4, nactunkv no 1 mr, no 10 KPKA, a.4., Hoso CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/3010/01/01
31 CMAKOM nacTuiok y énictepi, no MecTo HoBo mecTo, 3MiHM | TUny - noaaHHA oHosrieHoro CEP Ne R1- peyenma
MEHTONY 3 6nicTepun B KAPTOHHIN CnoBeHis CEP 2000-123-Rev 03 g5 gito4oi pevoBuHM
Kopo6Li, no 15 nacTuniok (BignoBigansH Benzalkonium chloride Big 3aTBEpAXEHOIO
y 6nicTepi, no 2 uii 3a BMPOGHMKa. B pamkax 3asiBneHol npouenypu
6icTepy B KAPTOHHIN KOHTPO/Ib cepil BigOynacs 3amiHa BnacHvka ceptudiikaTty Ta
KOpoo6Li Ta BUMNYyCK 3MiHa Ha3BU BUPOBHNYOT AiNbHULL
cepii); KPKA,
A.4a., Hoso
MecTo,
CnoseHis
(BignoBiganbH
uii 3a
BVMPOGHMLTBO

"in bulk",
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs)
226. | CENTONETE® 31 | nactunaku no 1 mr no 15 KPKA, a.4., Hoso CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/3010/02/01
CMAKOM nacTuiok y 6nictepi, no MecTo HoBo mecTo, 3MiHK | TUNY - nogaHHs oHoBneHoro CEP Ne R1- peyenma
MEHTONY 2 6nicTepn B KAPTOHHIi CnoBeHis CEP 2000-123-Rev 03 a715 Ajito40i pe4oBUHM
KopooLi (BignoBigansbH Benzalkonium chloride Big 3aTBEpAXEHOIO
nii 3a BMPOGHMKa. B pamkax 3asiBneHol npoueaypu
KOHTpO/b cepii Bigbynacs 3miHa BNacHvka ceptudikary Ta
Ta BUMNYyCK 3MiHa Ha3BW BUPOBGHUYOI AiNbHULI
cepii); KPKA,
A4.4a., Hoso
MecTo,
CnoBeHis
(BignoBigansH
uii 3a
BVPOGHMLTBO
"in bulk",
nepBuHHe Ta
BTOPVHHE
nakyBaHHs)
227. | CEPETUO™ NOPOLLIOK A1t iHraNALiA, nakcoCMmiTKnsiiH Benuka "nakco Benvka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8524/01/01
ANCKYC™ n[o3oBaHuiA, 50 mkr/100 Ekcnopt JimiTepq, BpuTaHis OnepenwHc BpuTaHis/ 3MiHK |l TURYy - 3MiHW [0 IHCTPYKUIT Ans peyenmom
MKr/fo3y no 60 no3 y tOK Nimitep, PpaHuis MeZMYHOro 3acToCyBaHHs y po3ainu: "Mo6iyHi
avckyci Ne 1y KapTOHHIl Benuka peaxuii”, "Ocob/MBOCTi 3aCTOCyBaHHS",
Kopoo6Li BputaHis; "B3aemogis 3 iHWKMM fikapcbkuMmn 3acobamu 1a
nakco iHWi BUAW B3aemopiii". BBegeHHs1 3MiH
Bennkom nporarom 3-x MicsiLliB NicnA 3aTBepMKEHHSA
MpoAakLuH,
DdpaHuis
228. | CEPETUO™ NOPOLLIOK A5t iHraNALiA, nakcoCMmiTKnsaiiH Benvka "nakco Benvka BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a UA/8524/01/02
ANCKyC™ [o30BaHniA, 50 Mkr/250 EkcnopT JlimiTepg, BpuTaHis OnepenLwHc BpwuTaHis/ 3MiHu |l TURY - 3MiHW 8O IHCTPYKUIT An1A peuyenmom
MKr/fo3y no 60 fo3 y tOK Nimitep, PpaHuis MEZMYHOro 3aCToCyBaHHs y po3ainu: "Mo6iyHi
anckyci Ne 1y kapTOHHil Benwuka peakuii”, "OcobMBOCTi 3acTOCyBaHHS",
KopoobUi BpuTaHis; "B3aemogisi 3 iHWMMM NiKkapCbKkMMK 3acobamm Ta
"nakco iHWIi BMAOW B3aemopiin". BBegeHHA 3MiH
Bennkom npoTrarom 3-x MicaiLiB NicnA 3aTBepAKEeHHsA
MpogakLuH,
DpaHuis
229. | CEPETUO™ NOPOLLIOK A5t iHraALiA, nakcoCMmiTKnsiiH Benvka nakco Benvka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/8524/01/03
ANCKYyC™ no3oBaHuii, 50 mMkr/500 Ekcnoprt JlimiTepg, BpuTtaHis OnepeiilHc BpuTanis/ 3MiHM Il TRy - 3MiHW 80 IHCTPYKUiT Ans peyenmom
MKr/fo3y no 60 fo3 y IOK Nimitep, PpaHuis MeAMYHOro 3acTocyBaHHA y po3ainu: "TMo6iyHi
anckyci Ne 1y KapTOHHil Benwuka peakuii”, "Ocob1MBOCTi 3acTOCyBaHHS",
KOpoo6Li BputaHis; "B3aemogis 3 iHWK1MKM NikapcbkrMmn 3acobamu 1a
"nakco iHWi BMAOW B3aemopiin”. BBefeHHA 3MiH
Bennkom npoTarom 3-x MicaLiB NicNA 3aTBepAKEHHSA

MpogakLuH,
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

PpaHuis

230.

CUBASOH® IC

Tabnetkv no 0,005 r, no
10 TabneTok y 6nicTepi;
no 2 6nictepun B navi 3
KapTOHY

ToBapucTBO 3
[04,aTKOBO
BigNoBigaIbHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTBO 3
[04aTKOBOIO
BignoBigasbHi
CTIO
"IHTEPXIM"
(BUPOBHUK,
BiANOBIga/IbHA
11 3a BUNyCK
cepir;
BMNPOBYBaHHSA
KOHTPO/0
AKOCTI
(izmyHi/Ximiy
Hi,
Mikpo6ionoriyH
a yucroTa),
36epiraHHsA
roToBof
NPOAYKLi;
BMPOGHMLTBO,
36epiraHHs
(roToBoi
npoayKuUii,
CUPOBWHM Ta
marepianis);
BMNPO6YBaHHSA
KOHTPOI0
AKOCTI
(piznyHi/Ximiy

Hi))

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3MiHM | Tuny - 3mMiHa napameTpiB cneuudikawii

Ta/abo JoNyCTUMUX MEX NEPBUHHOT YNakoBKM
rOTOBOTO NKAPCHKOro 3aco0by - BUMYYEHHHS

nokasHuka «Po3Mipu»/«eomMeTpryHi po3mipms»
3i cneuwdpikauii Ha NepPBUHHWIA NakyBasIbHUIA
MaTepian: «niska noniBiHiNXxI0pugHa» Ta

«dosbra asltoMiHieBa»

3a
peyerimom

UA/4828/01/01

231.

CUBA3OH® IC

Tabnetkn no 0,01 r, no
10 TabneTok y 6nictepi;
no 2 6nictepun B naui 3
KapTOHY

ToBapucTBO 3
[04aTKOBO
Bi4NoBiAa/IbHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTBO 3
[08aTKOBOIO
BignoBigasbHI
CTIO
"IHTEPXIM"
(BUPOBHUK,
BiANOBIAa/IbHU
11 3a BUNyCK
cepir;
BMNPOBYBaHHSA
KOHTPO/I0
AKOCTI
(izmyHi/Ximiy
Hi,
Mikpo6ionoriyH
a yncroTa),

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:

3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii

Ta/abo [oNyCTUMUX MEX NEPBUHHOT YNakoBKM
rOTOBOrO J1iKapCbKOro 3acoby - BUMYYEHHHS

nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
3i cneuwdikauii Ha NepPBUHHWIA NakyBasIbHUIA
maTepian: «Mnika noniBiHiNXI0puaHa» Ta

«®donbra anomiHiesa»

3a
peyerimom

UA/4828/01/02
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Ne

Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
36epiraHHs
roToBo|
NPOAYKUIT;
BMPOBHULTBO,
36epiraHHs
(rotoBoi
npoaykuii,
CUPOBWHM Ta
marepianis);
BUNPOGYBaHHSA
KOHTPO/0
AKOCTI
(chi3nyHi/ximiy
Hi))
232. | CIHMETOH TabneTku, BKpUTI OpraHocuH Naiid IHAis EBepTomXeH IHgis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/10667/01/01
060/10HKO10, Mo 500 mMr CaeHcu3 MBT. /IT4. Naiidp 3MiHK | TUNy - 3MiHK WoA0 peuyenmom
no 10 TabneTtok y CaeHcus 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
6nicTepi; no 1 a6o no 3 Nimiteq BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
a6o no 10 6nicTepis y npo cuctemMy papMakoHarnsgy (BBefeHHs
nauj 3 KapToHy y3arasibHeHUX AaHunx npo cuctemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBiAANbLHOI 3a 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa An15 34iCHEHHS
hapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - [iroya pegakuis:
YnoBHOBaxeHa ocoba 3asBHMKa, BignosigansHa
3a hapmakoHarnag bpigpxew Peran / Brijesh
Regal. MNponoHoBaHa peakLis: YNoBHOBaXeHa
ocoba 3asBHVKa, BignosigaibHa 3a
thapmakoHarnag [-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHMX AaHWX
YNOBHOBaXEHOI 0cO6U
233. | CIHMETOH TabneTku, BKpUTI OpraHocuH Naiid IHAis EBepTopxeH IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/10667/01/02
060/10HKO0, N0 750 Mr CaeHcms MeT. /T4, Naiidp 3MiHK | TUNY - 3MiHK WoA0 peyenmom
no 10 Tabnetok y CaeHcuns 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
6nicTepi; no 1 abo no 3 Nimiten BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX

abo no 10 6nicTepiB y
nauui 3 KapToHy

npo cuctemy capmakoHarnsagy (BBefeHHs
y3araslbHeHUX AaHux Npo cucTemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobw,
BiANOBIAA/IbHOT 32 3AiICHEHHS
thapmakoHarnsay; KOHTakTHOi 0cobu 3
hapmakoHarsgy 3asaBHUKa ANs 34iNCHEHHs
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

thapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHa Bif, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BKNKOYAKUN KOHTAKTHI faHi) Ta/abo 3MiHM y
po3milLeHHi MacTep-thaiina cucremm
thapmakoHarnagy) - [iroya pegakuis:
YnoBHOBaXxeHa 0coba 3asBHWKa, BifnoBigaibHa
3a thapmakoHarnsg bpigpxew Peran / Brijesh
Regal. NponoHoBaHa pefakuis: YNoBHOBaXeHa
ocoba 3asBHVKa, BignoBigasibHa 3a
hapmakoHarnag [-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHMX AaHNX
YNOBHOBaXEHOI 0co6U

234,

CIHMETOH

TabneTku, BKPUTI
060/10HKO10, Mo 500 mr
in bulk: no 1000
TabneTok y naketax i3
dhonbru antomiHieBoi

OpraHocuH flaiid
CaeHcms MeT. T4,

IHais

EBepTopxeH
Naiidp
CaeHcuns
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHY | Tuny - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHyX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOI 0cobwm,
BiANOBIAA/IbHOT 32 34iICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnisgy 3asaBHUKa 4151 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHn y
pO3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - [irova pegakuis:
YnoBHOBaXKeHa ocoba 3asiBHUKa, BignosigasibHa
3a (papmakoHarnsg bpimpkew Peran / Brijesh
Regal. NponoHoBaHa peAakuis: YNoBHOBaXeHa
ocoba 3as1BHVKa, BignoBigasibHa 3a
thapmakoHarnsag A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6U

UA/10668/01/01

235.

CIHMETOH

TabneTku, BKpUTI
060/10HKO0, No 750 Mr
in bulk: no 1000
TabneTok y naketax i3
ho/IbIn antoMiHieBoT

OpraHocuH aiich
CaeHcus MB.T. J/IT4.

IHais

EBepToaxeH
Naidy
CaeHcus
Nimiten

IHAis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
BBeieHHs1 a60 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHvx Npo cuctemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,
BiANOBIAANbHOI 3a 3iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHuka AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, SKL0 BOHa

UA/10668/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BiIMiHHA BiJ, yNOBHOBaXeHOI 0co6H,
BiZiNOBIfANbLHOI 3a 3iICHEHHS hapmakoHarnsgy
(BKNOYAKOUN KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - [irova pegakuis:
YnoBHOBaXeHa ocoba 3asiBHUKaA, BignosigasibHa
3a (papmakoHarnsg bpigpxew Peran / Brijesh
Regal. NponoHoBaHa pefakuis: YNoBHOBaXeHa
ocoba 3as1BHVKa, BignoBigasibHa 3a
thapmakoHarnsag A-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHUX AaHnX
YMOBHOBaXXEHOI 0CO6U

236.

CMNOPATAN

kancynu no 100 mr no
10 kancyn y 6nictepax;
no 10 kancyn y 6nicTepi;
no 1, aéo no 3 6nictepu
B NayLi 3 KApTOHY

TOB "®apma Crapt"

YKpaiHa

TOB "®apma
Crapt"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) (3amiHa rpadiuHOro 306paxeHHs
YMNaKoBOK Ha TEKCT MapKyBaHHA NepBUHHOI Ta
BTOPWHHOT YMakoBKM 3 BiAMNOBIAHUMY 3MiHAMY [0
MK$A (po3gain «padhiyHe 306padKkeHHs
yNakoBOK» Ta po34in «MapKyBaHHS»), a TakoX
BHECEHHSAM 3MiH 0 TEKCTY MapKyBaHHS:
BU/TYYEHHS TEKCTY MapKyBaHHSA POCICbKOD
MOBOH), 3 paHill 3aTBEPAKEHOIO YKpPaiHCLKO Ta
POCI/iCbKOI0 MOBamK, & TakoX BHECEHHS
N0roTMnNy KOMNaHii Ta iHLWOoT TEXHIYHOT
iHchopmaLii Ha BTOPUHHY ynakoBky); 3miHu |
Tuny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) (BHECTU 3MiHW
LLOAO AOAAHHS B IHCTPYKLiIO 415 MeAnyYHOro
3acTocyBaHHs iHhopMaLii WoA0 KOHTaKTIB i3
nTaHb WoAo0 6e3nekn Ta No6iYHMX edpekTiB)

3a
peyenmom

UA/0316/01/01

237.

CTPEMNCINIC®
NS MITENA 6+

nbogaHukn Ne 12 (12x1),
Ne 24 (12x2) y
6nictepax

PekkiTT BeHkizep
Xenckep IHTepHeLHN

NimiTen

Benvka
BpuTaHis

PekkiTT
BeHkizep
Xernckep

IHTepHeLHN

Nimiteq

Benuvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUny - 3MiHK B Npoueci BupobHuyTea Ad|
- He3HauyHa 3MiHa y npoleci BupobHuuTea Ad|
2,4-anxnop6beH3nn0Boro cnvpTy; 3MiHu | Tuny -
npuBefeHHs cneumdikauii APl 2,4-
ONXNop6eH3n0BOro CNMpTy Y BiANOBIAHICTL A0
BMMOT MoHorpadii «2,4-Dichlorobenzyl Alcohol»
EP; 3MiHK | TMNY - 36iNbLUEHHSA Nepiogy
NOBTOPHOro BUNPobyBaHHA ADI 2,4-
ONXN0p6EH3NIOBOro CNMpTy.
3aTBepopKeHo: 2 poku, 3anponoHoBaHo: 5 pokiB

6e3
peyenma

UA/13607/01/01

238.

TAPKA®

Tabnetku 3
MogudikoBaHUM
BVBI/IbHEHHAM, BKPUTI
NNiBKOBOK 060/I0HKOIO,
2 mr/180 mr no 14

A660TT Jlabopatopis

m6X

HimeuunHa

AGOGBI
[Loliunang
M6X i Ko. KI'

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis:
3MiHu |l TURY - 3MiHW O IHCTPYKUIT An1A
MeAMYHOro 3aCTOCYBaHHA Y PO3AiNu:
"B3aemogisa 3 iHWVMM NikapcbKuMmn 3acobamu 1a

iHWi B1nAn B3aemogiin”, "OcobamBocTi

3a
peyenmom

UA/8978/02/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
Tabnetok y 6nictepi; no 3acTocyBaHHA". BBeA€HHA 3MiH NPOTArom 3-x
2 6nictepy B KAPTOHHIl MicALiB nicna 3aTBepaKeHHsA
Kopo6Ui
239. | TAPKA® Tabnetku 3 AG60TT Jlabopatopi3 HimeuuunHa AGGBI HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8978/02/03
MoamndpikoBaHUM 6X [Jonunang 3MiHM Il TRy - 3MiHW [0 IHCTPYKUiT Ans peyenmom
BVBIMIbHEHHAM, BKPUTI v6X i Ko. KI' MeJMVYHOro 3aCTOCYBaHHS Y po34inu:
NNiBKOBOK 060JI0HKOIO, "B3aemogis 3 iHWMMK Nikapcbkumn 3acobamm 1a
4 mr/240 wr no 14 iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
TabneTtok y 6nictepi; no 3acTocyBaHHs". BBefieHHA 3MiH NpPOTArom 3-Xx
2 6nicTepy B KAPTOHHIi micauiB nicnA 3aTBepAKeHHs
KOpoo6Li
240. | TENMNPEC NNKOC | tabnetkn no 80 mr/25 mr "KCAHTIC ®APMA Kinp NABOPATOPI IcnaHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15949/01/02
no 14 tabneTtok y NIMITEL" O AP. @. TEeXHIYHA MOMUSIKA B TEKCTI MapKyBaHHs peyenmom
6nicTepi; no 2 abo no 7 EYEBAPHE, BTOPUHHOI ynakoBkun B M. 8 "[laTa 3akiH4eHHs
6nicTepiB y KAPTOHHIN AHANICIC, TepMiHy npugarHocTi”
nauuj C.A,, IcnaHis
(koHTpOnb
AKOCTI);
NABOPATOPI
OC NIIKOHCA,
C.A., IcnaHis
(NoBHMIA LWKN
BMPOGHMLITBA,
BUMYCK cepil)
241. | TIAMIHY PO34MH ANa iH'ekuiid, 50 MpuBaTHE akuioHepHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3a UA/12783/01/01
xnoeunpg, mr/mn no 1 ma B amnyni, TOBapuCTBO "J1ekxiM- akuioHepHe 3MiHM | TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO peuyenmom
(BITAMIH B1) no 10 amnyn B navui 3 Xapkis" TOBapuCTBO npuBeAeHHA Y BiANOBIAHICTb A0 MOHOrpadii
neperopogkamu, no 1 "Nlekxim- LY abo EBponeiicbkoi hapmakonei, abo iHLwoT
M/1 B amnyni, no 5 Xapkis" HauioHasIbHOI chapmakonei gepxasu €C (3miHa
amnyn B 04HOGIYHOMY y cneyudpikauisx, nos'asaHa 3i amiHamu B Y,
6nicTepi, no 2 6nictepu abo €poneiicbkiit hapmakonei, abo iHLil
B Maulj 3 KAPTOHY HauioHasbHIN thapmakonei gepxasu €C);
CynyTHSI 3MiHa: 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeLEHHS Y BiANOBIAHICTL A0 MOHOrpadil
LY abo €Bponeiicbkoi hapmakonei, abo iHWoT
HauioHanbHOI hapmakonei gepxasu €C (iHLWi
3MiHW) - NpuBeAEeHHA cneuudikaLil Ta MeToAiB
KoHTponto A®| TiamiHy rigpoxnopuay y
BiAMNOBIAHOCTI 4,0 BUMOr MoHorpadii «Thiamine
hydrochloride» gitouoro BugaHHa €BponeincbKkoi
hapmakonei 3a nokasHMKoM «CynpoBigHi
LOMILLIKM»
242, | TPAMIKC® PO34MH ANa iH'ekuiid, 100 MAT "Fanuucpapm" YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHnux maTepianis: 3a UA/14160/01/01
Mr/mMa no 5 mn B amnyni, "rannudapm” 3MiHM | TNy - 3MiHa y napameTpax peyenmom

no 5 amnyn y KOHTYpHi
YapyHKOBIll ynakoBLi, No
1 abo 2 KOHTYpHI

cneuudikauin Ta/abo gonycTMMUX MeEX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BVIXiAHWIA/NPOMIXXHMIA NpoAYKT/peareHxT, Lo
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
4yapyHKOBi YNakoBKv B BUKOPVCTOBYIOTbCS Y NpoLeci BUpobHuuTBa Ad|
navui (nopaBaHHsA ab0 3amiHa (3a BUHATKOM aKTUBHOI
peyoBUHM 6i0N0rYHOro abo IMyHOTOrYHOTO
NOXOPKEHHS) NapameTpa cneumdikauii 3
BiANOBIAHUM METOA0M BUNPOGYBaHHSA 3a
pe3ynbTatamun gocnigxeHb 3 6esneku abo
SAKOCTI); CynyTHA 3MiHa: 3MiHa y MeTofax
BunpobysaHHA APl abo BMXigHOTO
matepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BVKOPUCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(iHWi 3mMiHM y MeTOoAax BUNPOBYBaHHS
(BKtOYatOUM 3aMiHy @60 [ONOBHEHHS) Ad| abo
BVXiAHOTO/NPOMIXHOr0o NPOAYKTY)
243. | TPAHKBI/IAP® Tabnetkn no 0,3 rno 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/8851/01/01
IC TabneTok y 6nictepi; no [04,aTKOBOIO [04aTKOBOO 3MiHM | Tuny - 3mMiHa napameTpiB cneuudikawii peyenma
2 6nictepu B nayui 3 BignoBigaIbHICTIO BignoBigasbHi Ta/abo fonyCTUMUX MEX NEePBUMHHOT YNakoBKM
KapToOHY "IHTEPXIM" CTH0 rOTOBOTO JIiKAPCLKOro 3acoby - BUYYEHHHS
"IHTEPXIM" nokasHuka «Po3Mipu»/«eomMeTpuyHi po3mipms»
(BUPOBHUK, 3i cneuwdpikauii Ha NePBUHHUIA NakyBasIbHUIA
BiANOBIAa/IbHU marepian: «lniBka nonisiHinxnopngHa» Ta
11 3a BUNyCK «®donbra anomiHieBa»
cepir;
BMNPOBYBaHHSA
KOHTPO/0
AKOCTI
(izmyHi/Ximiy
Hi,
Mikpo6ionoriyH
a yucroTa),
36epiraHHsA
roToBof
NPOAYKLi;
BMPOGHMLTBO,
36epiraHHs
(roToBoi
npoayKuUii,
CUPOBWHM Ta
marepianis);
BMNPO6YBaHHSA
KOHTPOI0
AKOCTI
(piznyHi/ximiy
Hi))
244. | TPECIBA® PO3unH ANs iH'ekuid, 100 A/T Hoso Hopgaick [JaHis BMPOGHMLTBO, [NaHis/ ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/14264/01/01
PNIEKCTAU® OofA/mn, no 3Mny HanoOBHEHHA B 3MiHuW | TUNY - 3MiHW WoA0 peyenmom
KapTpuaXi, SKnit NepBUHHY 6e3nekn/edekTVBHOCTI Ta hapMakoHarniagy -
MIiCTUTBbCS Y yMaKoBKy Ta 3MiHW A0 IHCTPYKLUii 415 MeAUYHOro




157

Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

6araTtof030Biii
0/IHOPa30BiIit WnpuL-
pyuui Ne 1, Ne 5

KOHTPO/b
6asky.
BignosiganbH
uii 3a BUMYCK:
AT Hoso
Hopgick,
[aHis;
BMPOGHMLITBO,
HanoBHEHHS B
nepBUHHY
ynakoBky Ta
KOHTPO/b
6asnky.
KomnnekrtyBaH
HA,
MapkKyBaHHS
Ta BTOPUHHE
nakyBaHHS
roToBOro
NPOAYKTY.
KoHTpo/b
AKOCTi 6asnky
roToBOro
npoAykTy Ta
KiHLLeBOro
roToBOro
npoaykty: A/IT
Hoso Hopgick,
[NaHis;
MapKyBaHHS
Ta BTOPWHHE
nakyBaHHs
roToBOro
npoaykty: AIT
Hoso Hopgick,
[aHis; HoBo
Hopgaick
MpoaoKcbLOoH
CAC, ®paHuis

3acToCcyBaHHA y po3in "Cnocié 3acTocyBaHHs
Ta [031" LWoA0 BUKOPUCTaHHA pyykn FlexTouch
(OOfaHHA YTOUHEHb i 3acTepexeHb 3 MeTo
3anobiraHHa HenpasWIbHOMY 3aCTOCYBaHHIO
npUCTpoIo). BHECEHHSA 3MiH NPOTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS

245.

TPUAMITYP®
KOMMO3UTYM

Tabnetkn Ne 50 y
hnakoHax

TeBa ®apmaLesTikan
IHpacTpi3 /74,

13painb

MAIBA
XpBarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa y TepMiHax NnpuaaTHoCTI
abo ymoBax 36epiraHHsi rOTOBOrO JlikapCbKOro
3acoby (3miHa y 3aTBepKeHOMY NPOTOKO/I
CTabisIbHOCTI)

3a
peyenmom

UA/10076/01/01

246.

TPUMICTVH® -
JAPHULA

Masb no 14 ry Ty6i; no 1
Ty6i y nauui

MpAT
"PapmaueBTuyHa
dipma "fapHuus”

YKpaiHa

MpAT
"®apmaueBTun
YyHa dhipma

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHuM | TUNy - 3MiHa y NnapameTpax
cneundikauii Ta/abo AONYCTUMUX MEX,

6e3
peuyenma

UA/6123/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
"OapHuus" BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BUXIZAHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
- ANS AiY0i PeYOBMHU TPUaMLMHOIOHA
aueToHia MiKpOHi3oBaHW BigbyBa€eTbCA
npuBeLEHHS Y BiANOBIAHICTb A0 MoHorpadii EP

3a posginamu «lgeHTudikauis», «furome
onTuyHe obepTaHHA», «CynyTHI JOMILLKM»,
He3HauHi 3MiHu 3a p. «Boga», pefakuiiHi
YTOUHEHHS 3a p. «Onuc», «PO3YMHHICTb» 6€3 X
hakTUYHOI 3MiHW, NpUBEeAEeHHA po3ainy MbY y
BiANoBigHICTb A0 APY N; cynyTHA 3MmiHa: 3MiHa Y
mMeTogax BunpobysaHHa APl ab6o BuxigHoro
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpo6Huytea Adl;
3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS
A®| abo BMXigHOrO Matepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci Bupo6HuuTea A®I - ansa aivoyoi
PEYOBMHM MIpaMICTVUH peAaKLiiiHi yTOYHEHHS
cneuudikaLii i MeToankK BUNpobyBaHHs 6e3 ix
hakTUYHOT 3MiHW, NpuBeAEeHHS po3ainy MBY y
BiAnoBigHICTb A0 APY N; cynyTHA 3MmiHa: 3MiHa Y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaYeHuX y cneuudikauisx Ha Adl, abo
BUXIZAHWA/NPOMIDXHUIA NPOAYKT/peareHT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHunuTea Adl;
3MiHuM | TUNY - 3MiHa y NnapameTpax
cneumdikauin Ta/abo gonycTMMmX MeEX,
BM3HAYEHUX y cneumdikauisix Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
- 4NA AiY0i PeYOBUHU TPUaMLUMHO/IOHA
aueToHig BiAbyBaeTbCA 3BY)XXEHHA cneuudikauii
3a NokKasHmkamuy «3a/IULWKOBI KiIbKOCTI
OpraHiYHUX PO3UMHHUKIB i «KifbKicHe
BMU3HAYEHHS» BIAMNOBIAHO 4O MaTepianis
BMPO6HUKa A®PI 3 BigNOBIAHNM Y3rOMKEHHAM
MeTOAVKN BUNPOGYBaHHSA 3a P. «3a/NLLKOBI
KiNNbKOCTi OpraHiyHuX pO34mMHHUKIB», i 3MiHOIO
meToaukn 3 Y Ha BEPX 3a p. «KinbkicHe
BU3HAUYEHHS»; CYNyTHA 3MiHa: 3MiHa y MeTogax
BuNpobyBaHHa A®l abo BMXigHOTO
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo

BUKOPWCTOBYETLCA Y NpoLieci Bupo6Huytea Adl;
3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS

roTOBOIO JiKapcbKoro 3acoby - NPUBEEHHS
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

po3gainy MBY y BignosigHicte o APY N,
peakuiiiHi yTouHeHHs 3a p. «Maca BmicTy
yNakoBkmn», «KiflbkiCHe BU3HAYEHHS» 6e3 3MiHU
MEeTOAMK; CYynyTHA 3MiHa: 3MiHa napameTpiB
cneumdikauiii Ta/abo foNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby. BBegeHHA 3MiH NPOTAromM
6-TU MicsILiB Nicnsa 3aTBepPAXXEeHHS

247.

TPUHOMIA®

kancysnm TBepgi no 100
Mr/20 mr/10 mr no 7
Kancyn y 6nictepi; no 4
6nicTepy B KapTOHHIi
Kopoo6Li

Peppep

IHTepHauioHans, C.A.

IcnaHis

deppep
IHTepHauioHan
b, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MmiHu | TMNY: 3MiHK Wwoao
6e3nekun/edheKTUBHOCTI Ta hapMakoHarnagy
(iHWi 3MiHW) 3aMiHa TEKCTY MapKyBaHHsA Ha
NepBWHHI Ta BTOPUHHII ynakoBkax 3
YKpPaiHCLKOT MOBW Ha TEKCT MapKyBaHHSA
YKPaIHCbKOI Ta aHrnilicbkoto mosamu) (TepmiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicAUIB micns
3aTBEpPXEHHS); 3MiHK | TUny: AgMiHICTpaTUBHI
3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby (3miHa
Has3Bu Nikapcbkoro 3acoby 6yno - TPUHOMIA)
(TepMiH BBEEHHS 3MiH NMPOTAroM 6 MicALiB 3
[aTn 3aTBEPAKEHHS 3MiH)

3a
peyerimom

UA/15408/01/01

248.

TPUHOMIA®

Kancysnu Teepgi no 100
Mmr/20 mr/5 mr no 7
Kancyn y 6nictepi; no 4
6nicTepy B KapTOHHIiA
KopooLi

deppep

IHTepHauioHanb, C.A.

IcnaHis

beppep
IHTepHauioHan
b, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TMNY: 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarisgy
(iHWi 3miHW) 3aMiHa TEKCTY MapKyBaHHS Ha
NepBUHHIl Ta BTOPUHHII ynakoBKax 3
YKpaiHCbKOT MOBW Ha TEKCT MapKyBaHHA
YKPaIHCbKOK Ta aHrnilicbkoto moBamu) (TepMmiH
BBEJEHHS 3MiH NPOTAroM 6-TW MicAUiB nicas
3aTBEPMKEHHS); 3MiHM | TUNY: AgMiHICTPaTMBHI
3MiHW. 3MiHa Ha3BW NiKapcbKoro 3acoby (3miHa
Ha3BW flikapcbkoro 3acoby 6yno - TPHOMIA)
(TepmiH BBEflEeHHS 3MiH NPOTArom 6 micsuis 3
[AaTV 3aTBEPAYKEHHS 3MiH)

3a
peyenmom

UA/15409/01/01

249,

TPUHOMIA®

kancynu Teepgi no 100
Mmr/20 mr/2,5 mr no 7
Kancyn y 6nictepi; no 4
6nicTepy B KApPTOHHIl
KopoobUi

Peppep

IHTepHaujioHanb, C.A.

IcnaHis

deppep
IHTepHauioHan
b, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TMNy: 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHM) 3aMiHa TEKCTY MapKyBaHHSA Ha
NEepPBVHHI Ta BTOPUHHI ynakoBKax 3
YKpPaiHCLKOT MOBW Ha TEKCT MapKyBaHHSA
YKPaiHCBKOIO Ta aHrincbkot MoBamu) (TepMiH
BBE[EHHS 3MiH MPOTArOM 6-TK MicsAUiB nic/s
3aTBepXeHHS); 3MiHK | Tuny: AgMiHICTpaTUBHI
3MiHW. 3MiHa Ha3BW Nikapcbkoro 3acoby (3miHa
Has3BW Jlikapcbkoro 3acoby 6yno - TPMHOMIA)
(TepMiH BBEEHHS 3MiH NMPOTAroM 6 MicALiB 3
[aTu 3aTBepPAKEHHS 3MiH)

3a
peyenmom

UA/15410/01/01

250.

TPOMBOHET®

TabNeTKn, BKPUTI

MAT "dapmak”

YkpaiHa

MAT "dapmak”

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:

3a

UA/4315/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
NNiBKOBOK 060JI0HKOIO, 3MiHK | TUNy - 3MiHa po3mipy cepii (BKYaoum peyenmom
no 75 mr no 10 TabneTok Jiana3oH po3Mipy cepil) roTOBOro /liKkapCbKOro
y 6nicTepi, no 1 a6o 3, 3ac00y (36inbweHHs Ao 10 pasiB NOpPIBHSAHO i3
a6o 6, abo 8 bnicTepiB y 3aTBEpPKEHVMM PO3MIPOM) - BBEAEHHSA
navui [04aTKOBMX PO3MIpIB Cepild: 3anponoHOBaHo:
100,726 kr (390410 Tabn.) Ta gopartkosuii 201,4
Kr (780620 Ta6n.); 402,0 kr (1558139 Ta6.))
251. | YKPNIB® CycneHsis opasibHa, 250 TOB "KYCYM ®APM" YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/11750/02/01
Mr/5 ma no 200 mn y PAPM" 3MiHW | TUMY - 36iNbLIEHHA TepMiHy NPUAATHOCTI peyenmom
thnakoHi; no 1 pnakoHy roTOBOrO NikapCcbKoro 3acoby nicns nepLuoro
pa3om 3 MipHOI PO3KPUTTS; 3MiHW | TUNY - 3MiHa Y TepMiHax
JIOXEUKOH Y KApPTOHHIl npugaTHocTi abo ymoBax 36epiraHHs roToBOro
ynakosui; no 30 mny nNiKapcbKoro 3acoby (iHwi 3MiHKW) - 3MiHa B
thnakoHi; no 1 dpakoHy yMoBax 36epiraHHsi roTOBOroO MiKapCbKoro
pas3om 3 MipHOH 3acoby
JIOXKEUKOH Y KapTOHHIlA
yNaKoBLi
252. | PEAVNH-20® kancysm no 20 mr no 10 OpraHocuH Naiich IHais EBepTomxeH IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/1239/01/01
Kancyn y 6nictepi; no 3 CaeHcus MBT. /IT4. Naiidp 3MiHK | TNy - 3MiHK WoA0 peyenmom
6nicTepy B navuj 3 CaeHcus 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
KapTOoHY Nimiten BBefieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBiAaNbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa A5 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KL BOHA
BiAMiHHA BiJ, yNTOBHOB&XXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BK/TIHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnagy) - firoya pefakuis:
YnoBHoBaxeHa ocoba 3asiBHUKa, BiANOBia/bHa
3a papmakoHarnag bpigpxew Peran / Brijesh
Regal. NponoHoBaHa pefakLis: YNoBHOBaXxeHa
ocoba 3asBHVKa, BignoBigaibHa 3a
thapmakoHarnag [-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3MiHa KOHTaKTHUX JaHnX
YNOBHOBaXEHOI 0CO6U
253. | PEAVNH-20® Kancysm no 20 Mmr in OpraHocviH Naidy IHgis EBepTogxeH IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: - UA/1240/01/01
bulk: no 2500 kancyn y CaeHcm3 MB.T. /IT4. Naiidp 3MiHK | TUNY - 3MiHK WoA0
noaBiHMX CaeHcus 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
nonieTuIeHoBMX Nimiteq BBegeHHs1 abo 3MiHM A0 y3arasibHEHNX JaHNX
nakertax npo cucTemy dpapmakoHarnsgy (BBefeHHs

y3araslbHeHUX AaHux Npo cucTemy
dhapmMakoHarasgy, 3MiHa YNoBHOBaXXEHOI 0cobu,
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
BiANOBiAANbHOI 3a 34ilicCHEHHS
thapmakoHarnagy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa 4115 34iACHEHHSA
thapMakoHarnagy B YKpaiHi, KLU0 BOHA
BiIMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [irova pegakuis:
YnoBHOBaxeHa 0coba 3asBHWKa, BifnoBigaibHa
3a hapmakoHarnag bpigpxew Peran / Brijesh
Regal. NponoHoBaHa pefakuis: YNoBHOBaXeHa
ocoba 3asBHWKa, BiANOBidasIbHA 3a
hapmakoHarnag [-p Awy fiin Wapma / Dr.
Ashu Deep Sharma. 3miHa KOHTaKTHMX AaHNX
YMOBHOBaXXEHOT 0cobm
254. | ®PEHOBAPBITAN | Tabnetkv no 5 mr no 10 ToBapuncTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/4052/01/01
IC TabneTok y bnictepi; no [04,aTKOBO [04aTKOBOO 3MiHM | Tuny - 3MiHa napameTpiB cnevuudikawii peyenmom
5 6nicTepis y nayu,i BignoBigaIbHICTIO BignoBigasbHi Ta/abo fonyCTUMUX MEX NEePBUMHHOT YNakoBKu
"IHTEPXIM" CTH0 rOTOBOTO JIiKAPCLKOro 3acoby - BUYYEHHHS
"IHTEPXIM" nokasHuka «Po3Mipu»/«eomMeTpuyHi po3mipmns»
(BUPOBHUK, 3i cneuwdpikauii Ha NepPBUHHWIA NakyBasIbHUIA
BiANOBIga/IbHA marepian: «lniBka nonisiHinxnopngHa» Ta
11 3a BUNyCK «®donbra anomiHieBa»
cepir;
BMNPOBYBaHHSA
KOHTPO/0
AKOCTI
(izmyHi/Ximiy
Hi,
Mikpo6ionoriyH
a yucroTa),
36epiraHHsA
roToBof|
NPOAYKLi;
BMPOGHMLTBO,
36epiraHHs
(roToBoi
NpoayKuUii,
CUPOBWHM Ta
marepianis);
BMNPOBYBaHHSA
KOHTPOI0
AKOCTI
(piznyHi/ximiy
Hi))
255. | PEHOBAPBITANT | Ta6netkn no 50 mr no 10 ToBapucTBO 3 YKpaina ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH A0 peecTpauiiHuX maTtepianis: 3a UA/4052/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

Tabnetok y 6nictepi; no
5 6nicTepiB y navui

[0AaTKOBOIO
BiANOBIAA/IBHICTIO
"IHTEPXIM"

[08aTKOBOIO
BiANOBIAaAbHI
CTI0
"IHTEPXIM"
(BUPOGHMK,
BignoBigabHN
11 3a BUNyCK
cepir;
BMMNPOBYBaHHSA
KOHTpOI0
AKOCTI
(pizmyHi/ximiy
Hi,
MiKpo6iosnoriuH
a yucrtoTa),
36epiraHHs
roToBo|
NPOAYKUIT;
BMPOBHULTBO,
36epiraHHs
(rotoBoi
npoaykuii,
CUPOBWHM Ta
marepianis);
BUNPO6YBaHHSA
KOHTPO/0
AKOCTI
(chi3nyHi/ximiy

Hi))

3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii
Ta/abo fonycTMMMUX MeX NepPBUHHOT YNakoBKM
roOTOBOrO NIKAPCHbKOro 3aco0y - BUMTYYEHHHS
nokasHuka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
3i cneyudikalii Ha NePBUHHWIA NaKyBasTbHUIA
Matepian: «[niBka nonisiHiNx1opngHa» Ta
«®donbra anomiHiesa»

peyenmom

256.

®EHOBAPBITAN

IC

Tabnetkv no 100 mMr no
10 TabneTok y 6nicTepi;
no 5 6nictepis y nauui

ToBapucTBO 3
[04,aTKOBO
BiANOBIAA/IBHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/bHI
CTI0
"IHTEPXIM"
(BMPOGHMK,
BignoBigabHM
11 3a BUNyCK
cepir;
BMNPO6YBaHHSA
KOHTPOI0
AKOCTI
(piznyHi/ximiy
Hi,
MiKpo6iosoriuH
a yucrtoTa),
36epiraHHs
roTtoBoi

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:

3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii

Ta/abo fonycTMMMNX MeX NePBUHHOT YMakoBKM
roTOBOrO NIKAPCHbKOro 3aco0y - BUMTYYEHHHS

nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
3i cneuymdikauii Ha NePBUHHNIA NakyBasTbHUIA
Matepian: «[niBka nonisiHiNxopugHa» Ta

«®donbra anomiHiesa»

3a
peyenmom

UA/4052/01/03
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
npoayKuii;
BMPOGHMLITBO,
36epiraHHs
(roToBoi
NPOAYKUiT,
CUPOBUWHM Ta
mMartepianis);
BUNPOBYBaHHSA
KOHTPO/0
AKOCTI
(hiznyHi/Ximiy
Hi))
257. | ®ITONIT PO34MH OpasibHUIA NO ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepaJiis: 6e3 UA/13118/01/01
100 mn y chnakoHi; no 1 06MEXEHOI0 06MEXEHO 3MiHu | TMNYy - 3MiHK Woao peuyenma
dhriakoHy pas3om 3i BiANOBIAA/TbHICTIO BiANOBIAA/bHI 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy
LINpYL-403aTOPOM "papmaLeBTUYHa CTIo (iHWi 3miHW) (3amiHa rpadiyHoro ohopmIEHHS
cKnageHvuM y kopobu,i 3 KomnaHis "30poBs'a" "®apmavuesTu YMNaKoBKN Ha TEKCT MapKyBaHHA NepBUHHOI Ta
KapToHY YHa KOMMaHisi BTOPUHHOI yNakoBOK, 3 BiANOBIAHOK 3aMiHOO
"3p0poB'a” po3giny «padiuHe ohopMNEHHS YNakoBKM» Ha
po3gin «MapkyBaHHs») (TepMmiH BBeAEHHS 3MiH
NpoTArom 3-x MICALIB MiC/1A 3aTBEPLKEHHS);
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micud
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKoro 3acoby, BkIovaun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJI0 SIKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3miHa agpecu Bupo6HuKa /13, 6e3 3MiHM MicLs
BMPO6HULTBA. 3aTBEpAKEHO: YKpaiHa, 61013,
M. XapkiB, By/. LLleBueHka, 22 3anponoHOBaHO:
YkpaiHa, 61013, XapkiBcbka 06/1., MiCTO XapkiB,
Bynvus LeBueHka, 6yamHok 22) (TepMmiH
BBEJEHHS 3MiH NPOTAroM 3-X MicsiLiB nicns
3aTBEPMKEHHS); 3MiHM | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
3asBHUKa (B1acHVKa peecTpaviiiHoro
nocsigyeHHs) (3miHa agpecu 3asBHuka) (TepmiH
BBE/EHHS 3MiH MPOTAroM 3-X MicsiB nicns
3aTBEPKEHHS)
258. | PNTYMIBAKT IC TabneTky BariHasibHi, Mo ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/15786/01/01
10 mr no 6 TabneTtok y [,04aTKOBOKO [04aTKOBOKO 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peuyenma
6nictepi; no 1 6nictepy Bi4NoBiAa/IbHICTIO BignoBigasbHI Ta/abo fonyCTUMUX MEX NEPBMHHOT YNakoBKu
B nauui "IHTEPXIM" cTIo rOTOBOrO J1iKapCbKOro 3acoby - BUMYYEHHHS
"IHTEPXIM" nokasHvka «Po3Mipu»/«eoMeTpuyHi po3Mipm»
(BUPOBHUK, 3i cneuwdikauii Ha NepPBUHHWIA NakyBasIbHUIA

BiANOBIga/IbHU

MaTepian: «[niBka noniBiHiAXI0puAHa» Ta
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
11 3a BUNyCK «®osnbra antoMiHieBa»
cepii)
259. | ®YPOCEMI], PO34uH NS iH'ekuiid, 10 ToBapucTBo 3 YkpaiHa KOHTPO/Tb YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/5153/01/01
Mr/Mn No 2 MA B aMmnyni; 06MeXEHO SIKOCTI, BUNYCK 3MiHUM | TUNY - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO peuyenmom
no 10 amnyn B nayui; no BiANOBIAA/IbHICTIO cepii: NpUBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil
2 mn B amnyni; no 10 "[locnigHwii 3aBog ToBapucTBo 3 [®Y abo Esponeiicbkoi hapmakonel, abo iHLOoi
amnyn y 6nictepi; no 1 "rHuAC" 06MEeXeHO HauioHasbHOT hapmakonel agepxasu €C;
6nicTepy B nauui; no 2 BiANOBIAA/bHI CyNyTHs 3MiHa - 3MiHa Y MeTogax BUNpobyBaHHs
M B amnyni; no 5 CTI0 [OMNOMDKHOI PEHOBUHU - NPUBEAEHHS
amnyn y énictepi; no 2 "OocnigHnii cneumaikaLii Ta MeToaiB BXIAHOTO KOHTPO/IO
6nicTepy B naywj 3asopg " AKOCTI Ha fjitovy pevoBuHy chypocemigy 3a
rHUsaC, nokasHnkoM «CynpoBigHi JOMILLKN» Y
YKpaiHa; BCi BIANOBIAHICTb 4O BUMOT MOHoOrpadii
cragji «Furosemide» EP, 3a NOKa3HWKOM
BMPOGHMLITBA, «MikpobionoriyHa YACTOTa» 40 BUMOT 3araibHuX
KOHTPO/b ctateii 4®Y Ta 3miHa ®CO AdY Ha EP CRS;
AKOCTI, BUMYCK 3MiHM | TUNy - 3mMiHa napameTpis cnevuudikawii
cepii: Ta/abo fonyCTMMNX MEX NEepPBUHHOT YMakoBKM
ToBapucTBO 3 roTOBOrO NiKapPCbKOro 3acoby - BUTy4YeHHS
06MEXEHO nokasHuka «Mikpo6ionoriyHa uncToTa» 3
BiAnoBiga/bHI cneumdikaLii BXifHOTO KOHTPOSO NEPBUHHOT
CTIo yrNaKkoBKW (amnyn CKNSHI); 3MiHK | Tuny - 3MiHa
"®apmauesTu napameTpiB cneundikauin Ta/abo gonycTummx
YHa KoMnaHis MeX roTOBOr0 /liKapCbKOro 3acoby; CynyTHs
"3popos's’, 3MiHa - 3MiHa y MeTofax BUNPOo6YyBaHHS
Ykpaina roTOBOrO /liKapCbKOro 3acoby - NpuBeAeHHs

cneumdikauii Ta aHaniTUYHUX METOAVK 3a
nokasHnkamm «MexaHiuHi BK/TOYEeHHS,
«CynpoBigHi gomilkm» Ta «KinbkicHe
BU3HAYEHHS», & TaKOX BUYYEHHS pO34iny
«Miporenn» i gofasaHHa po3iny «bakTepiasbHi
€HAO0TOKCUHM» Y BIANOBIAHICTb 40 BUMOT
MoHorpadii «®ypocemify po3unH ANs iH eKLii»
LdY Ta 3aranbHux ctatein OY; 3miHu | Tuny -
3MiHa napameTpiB cneyudikauin Ta/abo
J0NyCTUMUX MEX AN AOMOMKHOT PEYOBUHY;
CYNyTHSA 3MiHa - 3MiHa y MeTogax BUNpobyBaHHS
[OMOMDKHOT PEYOBWHW, NPUBEAEHHSA
cneumdikauii Ta MeTogAiB BXifHOrO KOHTPO/I0
SAKOCTi [JONOMIXXHUX PEYOBUH HATPIto xopuay 1a
BOAW ANS iH'EKLIN Y BigNOBIAHICTb A0 BUMOr EP,
[dY Ta HOpMaTBHOI fJOKYMeHTaLii BUPO6HUKa,
a came: HaTpito xnopug, (po3gain
«Mikpo6ionoriyHa uncToTa» A0 BUMOT 3arasibHUX
ctateii JdY); Boga A4ns iH'eKUiii (40 NOKa3HWKIB
«BMIiCT 3arasibHOro opraHi4Horo ByrnieLo» Ta
«MikpobionoriyHa ynctoTa» BBEAEHO A0AATKOBI
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BW3HAYEHHS BUMOT «PiBeHb NonepempKeHHs» Ta
«piBeHb fjii», A0 NOKa3Huka «bakTepianbHi
©HA0TOKCUHU» BBELEHO A0AATKOBI BUSHAYEHHS
BUMOT «TPaHUYHUIA BMICT», «piBEHb
nonepekeHHs» Ta «piBeHb Aii» BifnoBiAHO 40
HOPMAaTVBHOI JOKYMeHTaL|ii BUPOOHMKA); 3MiHW |
TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTL A0 MOHOrpadil
[®Y abo €sponeiicbkoi hapmakonei, abo iHLOi
HauioHasbHOT hapmakonel gepxasu €C;
CyNyTHs 3MiHa - 3MiHa Y MeTofax BUNpobyBaHHsA
A®| abo BMXigHOrO MaTepiany/npoMiKHOTO
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea APl - npueegeHHs
cneuudikauiii Ta METOAIB BXiLHOrO KOHTPO/HO
AKOCTi JONOMIXHUX PEYOBVH Y BIAMNOBIAHICTb A0
sBumor EP Ta IdY, a came: HaTpito xnopug,
(kpuTepii NPMIAHATHOCTI 38 MOKa3HWMKOM
«lpeHTudikauis» Ta METOAUKY 3@ NOKA3HUKOM
«MarHiit i ny)xHo3eMesibHi MeTanu» NpUBEAEHO
Y BigMoBigHICTb A0 BUMOTr MoHorpadii «Sodium
chloride» EP 8.4, a Takox Bigdynocs 3amiHa
nocwnaHb 3 EP 7.0 Ha EP gjtouy pefakuito);
HaTpito rigpokcus (BBeAeHO po3ain
«Mikpob6iosioriyHa unctoTa» BifnosigHO A0
BMMOT 3arasibHuX ctateii AdY Ta 3miHa
nocunaxb 3 EP 6.0 Ha EP gitouy pegakuito);
BOAA ANS iH'EKLi (BUYYEHO NOKA3HUK «Bavkki
MeTanv» BifnoBigHO A0 BUMOT MOHOrpadii
«Boga gns iH'ekuii» AdY Ta 3miHa nocunaHb 3
OoY 1.2 Ha APY gitody pefakuito)

260.

®YPOCEMIJ-
OAPHMLA

PO3unH NS iH'ekuin, 10
Mr/M o 2 M B amnyni;
no 10 amnyny
KOHTYPHIli YapyHKOBIi
ynakosuj; no 1
KOHTYpHIli YapyHKOBIi
ynakoBLji B nauui; no 2
M B amnyni; no 5
amnys y KOHTYPHiiA
YapyHKOBIli yNakoBLi; No
2 KOHTYpPHI YapyHKOBI
ynakoBKM B nauLl

MpAT
"PapmaueBTuyHa
ipma "OapHnus”

YkpaiHa

MpAT
"®GapmauesTn
YyHa chipma
"AapHnus”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHM | TUNY - 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micua NpoBaKEeHHS AisNbHOCTI
BMPOGHMKA (BK/TKOYAKOYM, 38 HEOOXIAHOCTI, MicLe
npoBefeHHs KOHTPOJIK SKOCTI), ab0 BnacHuKa
mMacTep-gaiina Ha A®l, abo nocTavasnbHUKa
Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, WO 3aCTOCOBYOTHCA Y BUPOOHWLITBI
A®| (K0 3a3HAYEHO Y JOCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikara BifnoBiAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHoOMy
nocbe, abo BUPOOHUKA HOBOT AOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
aapecy BMpo6Huka A®I (3miHa topuanyHoi
afpecu Ha hakTuyHy), 6e3 3MiHu Micua
BMPOGHULITBA

3a
peyerimom

UA/2353/02/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
261. | XEBEPT Tabnetky no 10 XesepT HimeuuunHa XesepT HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/13239/01/01
CUHYCITIC TabneTtok y 6nictepi; 4 ApuHaiimiTTenb MM6X ApuHaiimiTTen 3MiHM | TMNY - 3MiHK WoA0 peyenma
6nicTepy B KApTOHHIiA & Ko. KI b 'M6X & Ko. 6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy
KopooLi KIr (iHWi 3miHW) - 3aMiHa rpaciyHOro ohopMIEeHHS
NepBUHHOT Ta BTOPUHHOI YNaKOBOK Ha TEKCT
MapKyBaHHS! yNakoBOK 3 BiANOBIAHUMM 3MiHAMM
[0 po3iniB MeToaiB KOHTPOSIHO AKOCTI
nikapcbKoro 3acoby (po3ain «padivHe
0hopMIEHHS» 3aMiHEHO PO34i/I0M
«MapkyBaHHs»). BBefieHHs1 3MiH NPOTArom 6-
TU MicsILiB nicnsa 3aTBepKeHHs
262. | XENNOCEPIH Kancynm no 250 mr; no Xenn C.A. pevjis Xenn C.A. Ipeuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/11539/01/01
10 kancyn y 6nicTtepi; no 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenmom
5 6nicTepis y nayuj; no HalilMeHyBaHHs Ta/abo agpecu Micud
50 kancyny NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
nonieTuNeHoBIN abo roTOBOrO NikapCcbKoro 3acoby, BKIYa4u
CKNAHIM naswyi; no 1 AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
NAALWLI B KAPTOHHIN KOHTPOJIO SIKOCTI. (fisNbHICTb, 3a 5Ky BiAnoBigae
nauuj BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(npvBegeHHA HaiMeHyBaHHSA BUpo6HKKa 13 go
BrCHOBKY LLI0A0 MiATBEPAKEHHS BiANOBIAHOCTI
BUpo6HMUTBa J13 BUUMoram GMP
(depxnikcnyxba YkpaiHn) Ta 3miHa
MiCL,e3HaxXo4KeHHS BUpo6HuKa /13, 6e3 3MiHu
MicLsl BUPOGHMLTBA (3MiHA iHAEKCY)
263. | XIBEPUKC™ | niocpinisat 4Ns posunHy nakcoCmiTKNsiiH Benvka nakcoCmiTKn Benbris BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/13048/01/01
HIBERIX™ Ons iH'ekuii no 1 gosiy Ekcnopt NimiTepq, BpuTaHis ANH 3MiHM | Tuny - 3MiHa napameTpiB cneyudikawii peyenmom
BAKUVHA And thnakoHi Ne 1 B Bionogxikans Ta/abo foNYyCTUMUX MEX rOTOBOro NikapcbKoro
MPO®ITAKTUKUN KOMMNAEKTi 3 C.A. 3acoby
3AXBOPHOBAHb, | pO34MHHUKOM Y
36YAHNKOM nonepegHL0
AKNX € HanosHeHOMY Linpuui Ne
HAEMOPHILUS 1 Ta ABOMa rosikamu; no
INFLUENZAE 1 posiy pnakoHax Ne
TNy B 100 y komnaexTi 3
PO3YMHHMKOM Y amnynax
Ne 100
264. | XNoPoo®INIOT pO34MH cnupToBUiA, 10 ToBapucTBO 3 Ykpaina ToBapuncTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: - UA/11848/01/01

mr/mn in bulk: no 50 ny
60uKax

o6MexeHo
BiAANOBIAA/IBHICTIO
"[locnigHnii 3aBog
"rTHUNC"

06MeXeHoI0
BiANOBIAaA/bHI
CTI0
"NocnigHnii
3aB0/,
"rHunc"

3MiHu | TUNy - 3MiHa NocTavasibHUKa
nakyBas/IbHUX MaTepiasis abo KOMMIEKTYOUNX
(SKLW,0 3a3HaYeHo B A0CbE) (3aMiHa abo
[oAaBaHHA nocTavasibHUKa); CynyTHS 3MiHa -
3MiHa Y NepBUHHIli yNakoBLji roTOBOro
NikapcbKoro 3acoby (SIKICHWIA Ta KiIbKICHWI
cknapg) - M'siki Ta HeCTepu/ibHI pifki Nikapcbki
dhopmu; 3miHa napameTpiB cneumdikauiii Ta/abo
Z0NYyCTUMUX MEX NEPBMHHOI YNakoBK/ rOTOBOIO
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

nikapcbKoro 3acoby (iHLwi 3MiHK); 3MiHa hopMun
a60 po3Mmipy KOHTEiHepa Y 3aKynopoBasIbHOTO
3aco6y (NepBUHHOT yNakoBku) (HECTEPUSIbHI
niKkapcbki 3aco6u); 3MiHW | TUNY - 3MiHK,
NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HaujioHasIbHOT dhapmakonei gepxasun €C (3miHa
y cneuudikauisix, NoB'A3aHa 3i 3miHamu B JdY,
abo €sponelicbkiii hapmakonei, abo iHLUii
HauioHasbHi chapmakonei aepxasu €C) —
npuBefeHHs cneundikauin Ta metoais
KOHTPOJO SIKOCTi JONOMIXHOI peqoBUHU ETaHon
96% y BignosigHicTb go Bumor EP 1a AdY;
CynyTHS 3MiHa - 3MiHa Y MeTogax BUNpobyBaHHs
[0MOMDKHOT PEYOBMHU (HE3HAUHI 3MiHW Y
3aTBEPMKEHNX MeToAax BUNPOOyBaHb); 3MiHK |
TUMY - 3MiHW, NOB'A3aHi 3 HEOBXigHICTIO
npuBeAEeHHSA Yy BiANOBIAHICTb A0 MOHOrpadii
A®Y abo €sponeiicbkoi papmakonel, abo iHLWOoi
HaujioHanbHOI hapmakonei gepxasu €C (3miHa
y cneyudpikaLisx, nos'a3aHa 3i smiHamu B Y,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C);
CYNyTHS 3MiHa - 3MiHa y MeToAax BUNpobyBaHHs
A®| abo BMXigHOrO Matepiany/npoMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpo6HUUTBa A®I (iHLWI 3MiHN Y
MeToAax BUNPObyBaHHA (BKIHOUAKUMN 3aMiHy
abo gonoBHeHHs) AD| abo
BUXIAHOrO/NPOMIXHOro NPOAYKTY); 3MiHU | TUny -
3MiHa napameTpiB cneuudikauiii Ta/abo
JONYyCTUMUX MEX NEPBMHHOI YNakoBK/ rOTOBOIO
niKkapcbKoro 3acoby (iHLi 3MiHW); CynyTHA 3MiHa
- 3MiHa y MeTogax BunpobyBaHHA NEePBUHHOI
yNaKoBKM rOTOBOTO NiKAPCbLKOro 3acoby
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BMNPOOGYBaHb); 3MiHM | TUNY - 3MiHa NapameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0
niKkapcbKoro 3acoby (iHLi 3MiHW); CynyTHA 3MiHa
- 3MiHa y MeTogax BUnNpobyBaHHA roTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHM y meToaax
BMNpoOYBaHb (BK/OUaoUM 3aMiHy abo
[ONOBHEHHS))

265.

XnoepooininTt

PO34MH cnnpToBUiA, 10
mr/mn no 100 mny
dhnakoHax, no 1

ToBapucTBO 3
obmexeHoto
BiANOBIAA/IbHICTIO

YkpaiHa

BCi cTagii
BMpOBGHULTBA,
KOHTPO/1b

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHu | TUNy - 3MiHa NocTavasibHUKa
nakyBa/IbHUX MaTepiasnis abo KOMMIEKTYUNX

3a
peyenmom

UA/1556/05/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

(hnakoHy B naui 3
KapTOHY

"[locnigHuii 3aBof
"FHLAC

SAKOCTI, BUNYCK
cepii:
ToBapuncTBO 3
obmexeHolo
BiANOBIAaAbHI
CTI0
"®apmaueBTun
YHa KoMnaHis
"3popos'a’,
YKpaiHa; BCi
cragii
BMPOGHMLITBA,
KOHTpO/b
AKOCTI, BUMYCK
cepii:
ToBapucTBO 3
06MEXEHOI0
BiANoBiga/IbHI
CTIo
"LocnigHnii
3aBOf,
"rHUAC,
Ykpaina

(sIKLL0 3a3HaYeHO B AOCkE) (3amiHa abo
[0faBaHHA NocTavyasibHUKA); CynyTHA 3MiHa -
3MiHa y MepBUVHHIli yNakoBLji roTOBOro
NikapcbKoro 3acoby (SKiCHWIA Ta KinlbKicHUIA
cKnag) - M'siKi Ta HeCTepWbHi piaki Nikapcbki
chopmu; 3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOr0
nNikapcbKoro 3acoby (iHwWi 3MiHW); 3miHa hopmu
abo po3mipy KOHTeliHepa 41 3aKynopoBaibHOro
3aco6y (NepBMHHOT YNakoBkM) (HECTEPU/IbHI
nikapcbki 3aco6u); 3MiHN | TUMY - 3MiHK,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HaujioHanbHOI hapmakonei gepxasu €C (3miHa
y cneuudpikaLisx, nos'a3aHa 3i smiHamu B Y,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaujioHasnbHili hapmakonei gepxasu €C) —
npuBeLeHHs cneundikalii Ta metoais
KOHTPO/O AKOCTi AOMNOMDKHOI pevyoBuHn ETaHon
96% vy BignosigHicTb go Bumor EP 1a AdY;
CYNyTHS 3MiHa - 3MiHa y MeToAax BUNpobyBaHHs
[0MNOMDKHOT peHOBUHU (HE3HaYHI 3MiHN Y
3aTBEPMKEHNX MeTogax BUNpobyBaHb); 3MiHu |
TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil
[®Y abo €sponeiicbkoi hapmakonei, abo iHLWOoi
HauioHanbHOI chapmakonel gepxasu €C (3MiHa
y cneyudpikanisix, nos's3aHa 3i 3miHamu B Y,
abo €sponelicbkiin hapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C);
CyNyTHs 3MiHa - 3MiHa Y MeTofax BUNpobyBaHHsA
A®| abo BMXigHOrO MaTepiany/npoMiKHOTO
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHK Y
MeToax BUNPOo6yBaHHS (BK/IHOHYAKUMN 3aMiHY
a60 fonoBHeHHs) APl abo
BWXi4HOrO/MPOMIXHOIo NPOAYyKTY); 3MiHu | Tuny -
3MiHa napameTpiB cneuyvdikauiii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
NikapcbKoro 3acoby (iHWi 3MiHW); CynyTHS 3MiHa
- 3MiHa y MeTofax BUNPobyBaHHS NepBUHHOT
yNaKkoBKM rOTOBOTO NiKapCbKOro 3acoby
(He3HauHi 3MiHM y 3aTBEPAKEHNX MeTohax
BMNPOGYBaHb); 3MiHM | TUMY - 3MiHa NapameTpiB
cneuudikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
NikapcbKoro 3acoby (iHWi 3MiHW); CynyTHS 3MiHa
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
- 3MiHa Yy MeToax BUNpoGyBaHHs roTOBOrO

nikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMMPOGYBaHb (BK/TKOYaOuM 3amiHy abo
[0NOBHEHHS))

HauyanbHuK YnpaBniHHA chapMauleBTUUYHOI

BIANBbHOCTI Ta AAKOCTI (hapMaueBTUYHOI NpoAYKLUil

T.M. IACKOBCbKUM
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