MIHICTEPCTBO OXOPOHU 30,0POB’Sl YKPAIHU

HAKAS3
31.10.2016 Ne 1155
Kuis

[Ipo mepkaBHY peecTpaLjito
(mepepeecTpailito) JlikapcbKUX 3acobiB
(MegUUHUX iIMYHOOi0/TOTiUHKX
TriperapaTiB) Ta BHECEHHS 3MiH /0
peecTpalLiiiHiX MaTepiasiB

BignosigHo go cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTiB 5 Ta 7 IlopsigKy [gep»kaBHOI peecTpauil (mepepeecTparii) /iKapCbKUX
3acobiB, 3aTBepkeHoro nocraHoBoto Kabinety MiHicTpiB YKpainu Bif 26 TpaBHs
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsaky pmepykaBHOI peecTparii
(mepepeecTpaiiii) sikapcbkux 3acobiB i po3mipiB 300py 3a iX AepkaBHY peecTpailito
(mepepeecTpaiiito)», ab3aily TpuALATOro MiANyHKTY 10 myHKTY 4 ITosi0’KeHHSI Mpo
MiHicTepcTBO OXOpPOHM 37I0pOB’ST YKpaiHu, 3aTBeppKeHOoro rnocrtaHoBoro KabiHery
MinictpiB Ykpainu Bim 25 Oepe3nsi 2015 poky Ne 267, Ha mificTaBi pe3ynbTaTiB
eKCITIePTH3U  PEeECTpalliiHMX  MaTepialiB  JIKAapCbKUX  3aco0iB  (MeaUUHMX
iMyHOOio/TOTiUHMX TIperapariB) Ta KOHTPOJIO SKOCTi THX, III0 TIO/laHi Ha [ep>KaBHY
peecTpauitlo  (mepepeecTpanito), NpoBefeHMX [lep)kaBHUM  MiJATIPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
BHUCHOBKIB 10710 e(heKTUBHOCTI, 0e3MeuHoCTi Ta SKOCTi JIiKapChbKOTO 3aco0y
(MeauuHOrO iMyHOGiO/OTiYHOrO TIpernapary), peKoMmeHAallii Horo o Aep»kKaBHOI
peecTpaliii (TlepepeecTpaliii) Ta BHECEHHS 3MiH [0 peeCTpaLliiiHMuX MaTepiasiB

HAKA3Y1O:

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

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



3. BHecTu 3MiHM [0 peecTpaljiiHMX MaTepiasiB Ta [lep)KaBHOrO peecTpy
miKapcbKMX 3acobiB YKpaiHM Ha JTiKapchkKi 3acobu (MeauuHi imMyHOOiosoriudi
ripeniapaTy) 3rijHO 3 mepesiikoM (#ogaTok 3).

4. BimMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHuX MarepiasiB Ta Jlep>kKaBHOTO DeECTPY JIiKAapChKUX 3aco0iB YKpaiHu

MKapChbKHUX 3aCO0iB 3riIHO 3 TIepelikoM (401aToK 4).

5. KOHTpO/1b 32 BUKOHAaHHSAM LIbOT'O HaKa3y IOK/IaCTy Ha 3acTyrnmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



3actynnHuK MiHicTpa

HauanbHUK YTipaB/1iHHA
(dhapMalrleBTUUHOI Aisi/TbHOCTI
Ta SIKOCTi (papMaLleBTUUHOI MTPOAYKLii

HauvanbHuUK YTipaB/iiHHSA IPaBOBOIO
3abe3reyeHHs

HavanbHuK YTipaB/iiHHSA
opradi3arfifiHoro 3abe3reueHHs: pob60TH
arapaty

B.o. 3aBigyBaua CeKTOpy OLIIHKU Ta
YCYHeHHS KOPYTIL[iMHUX PU3UKIB

HavanbHuK YTipaB/iiHHA Ooprasi3atiii
poboTH KepiBHHUIITBa MiHicTepcTBa

Peectp poscunku:

Jl0 CripaBu

YripaBniHHs (hapMalleBTUUHOI JisTbHOCTI
Ta SIKOCTi (papMalieBTUYHOI MPOJYKLIii

OIT «/lep>xkaBHUM eKcriepTHUM 1ieHTp MO3 YKpaiHu»
Iep>kaBHa ciy>k0a YKpaiHu 3 TiKapChbKUX 3aco0iB

I'ynan H.B..

498-43-48

P. Inux

T. JISCKOBCHKUH

JI. lemMiiieBCbKa

1. Benuuko

O. JIeBUEHKO

C. AHTOHOB

- 2 IPUMIPHUKHA

- 1 npuMipHUK
- 1 npumMipHUK
- 1 npumipHUK



3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIONOIMN4YHNX NPENAPATIB), AKI

NMEPENIK

Aopatok 1
[0 Hakasy MiHicTepcTBa OXOpPOHU
3[,0pOB’A YKpaiHn

31.10.2016 Ne 1155

BHOCATLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa Popma sunycky (nikapcbka 3asisBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina | Ymosu | Peknamys Howmep
n/n JliKapCbK0O20 ¢hopma, ynakoska) 3asiBHUKa BUPOGHUKa npoyeadypa Bionyc aHHs peecmpayitiHo
3aco6by Ky 20
nocsiO4Y€eHHs1
1. BICMYTY nopoLUoK (CybCcTaHLis) B nakeTax MAT Ykpaina 5H Mntoc /obek HimeuunHa peecTpaLisf Ha - He UA/15500/01/01
CYBHITPAT nonieTUIeHoBNX Ans "Knismegnpen veX 5 pokiB niosnsieae
hapmaLleBTUYHOro apat”
3aCTOCYBaHHS
2, rAHUUKNOBIP KpUCTasivyHWiA MOPOLLOK ToBapucTso 3 YkpaiHa Xy6eii l'easHb KnTaii peecTpadia Ha - He UA/15501/01/01
(cybeTaHuis) y noagiiHnx 06MEXEHO XblOMEHBesNN 5 pokis nionsizae
nonieTUIeHOBNX NakeTax A BiANOBIAA/bHI PapmachbioTikas
hapmaueBTUYHOTO CTIO Ko., ita.
3aCToCyBaHHA "®APMEKC
reyn"
3. nopn NIacTUHKM abo rpaHy/iboBaHi MAT "dapmak” YkpaiHa CKM C.A. Yuni peecTpadia Ha - He UA/15495/01/01
KpucTanm (cybcTaHuis) y milukax 5 pokiB nionsizae
NoABIAHUX NONIETUIEHOBUX A1S
hapmaneBTUYHOro
3aCTOCYBaHHA
4, ME®EHAMIHOBA | nopowok (cy6cTtaHuin) y naketax | MAT "®apmak” YkpaiHa Baougsi TiaHkCiH Kntait peecTpaisf Ha - He UA/15494/01/01
KNCNOTA nonieTUIeHOBUX Ans dapmacbroTikan 5 pokis nionsizae
hapmaLeBTUYHOro Ko., Nita.
3aCTOCYBaHHS
5. HOOBYT® nopowok (cy6cTaHuis) y ToBapucTso 3 YkpaiHa ToBapucTBo 3 YkpaiHa peecTpadia Ha - He UA/15496/01/01
NoABINHMX NONIETUIEHOBUX [0[aTKOBOIO [04aTKOBOIO 5 pokiB niossieae
naketax ana papmavesBTMyHoro BiANOBiAA/IbHI BiANOBifa/LHICTIO
3aCTOCyBaHHA CTIO "IHTEPXIM"
"IHTEPXIM"
HavyanibHUK YnpaBniHHA
q)apmaueBquHm AIAJIbHOCTI TA
AKOCTI papmaLeBTUYHOI NpoAYyKLUii T.M. JlacKkOBCbKUu




NEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIN4YHUX MPEMNAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHUN

Aopartok 2

[0 Hakasy MiHicTepcTBa OXOpPOHU
3[,0pOB’A YKpaiHn

31.10.2016 Ne 1155

naketax ass
BMPOGHULTBA
HeCTepuIbHUX
nikapcbkmx hopm

Ne Hassa dopma BunyckKy 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU Bionycky BaHHs peecmpayitiHo
3acoby ¢hopma, Ka 1)
ynakKoska) nocsi04YeHHs1
1. 2,3,4,5,6 - NMOpPOLLOK MpAT YkpaiHa rno6an IHais nepepeecTpavyis Ha 5 pokiB y 3B A3Ky i3 - He UA/5063/01/01
MNEHTATIAPOK | (cy6cTaHuis) B "®papmauesT Kanbuiym MeT. 3aKiHY4eHHAM TepMiHy Ail peecTpaviiiHoro niosnsieae
CUKAMPOHOB | noagiliHux nyHa dhipma nra. NOCBIAYEHHSI; NPBEAEHHS BUKOPUCTaHHS
A KNCINOTA, NNacTUKOBUX "®apKoC" cy6cTaHLii BignoBiAHO A0 BUMOT AjiH040ro
MATHIEBA nakeTtax gsis BunaaHHA EP
Cllb thapmaueBTUYHOT
0 3aCTOCYBaHHS
2, L-FiICTUAVH NMOPOLLOK MpAT YkpaiHa KioBa Xakko bio AnoHis nepepeecTpawisi Ha 5 pokiB y 3B A3Ky i3 - He UA/4907/01/01
(cybeTaHuin) y "PapmaLeBT Ko., 114, 3aKiHYeHHAM TepMiHy Aii peecTpauiliHoro niossizae
noABiiHMX n4yHa dhipma NoCBigYeHHs; 3MiHW | TUNy: 3MiHK 3
nonieTnIeHoBNX "dapKoC" sKocTi. CepTudpikat BignosigHOCTI/IE-

cepTudpikaT BignoBigHOCTI EBpONENChKiii
hapmakonei/MmoHorpadii. 3mMiHu,
NoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBiAHICTL A0 MOHOrpadii APY abo
€Bponelicbkoi thapmakonei, abo iHLWoT
HaljioHanbHOT thapmakonei gepxasu €C
(3mina y cneundikawi
HethapmakoneiHoro A®I ans
npvBeAEHHSA y BIAMNOBIAHICTL 40 BUMOT
[dY abo €sponeiicbkoi hapmakoner,
abo IHLWOT HalioHauTbHOT hapmakonei
aepxasun €C) — A®I - posginu: «Mutome
ONTUYHe 0b6epTaHHA», «CynbtaTn»,
«BTpaTta B Maci npu BUCYLLYBaHHI»,
«Baxki meTtanu», «KinbkicHe
BM3HAYEHHSI» Ta «KoediljieHT
nponyckaHHsA» (Po34is BUIYy4YEHO),
«K0o/bOpPOBICTb PO3UNHY» (PO34in
BBe/leHO) NpuBeAeHi y BiANOBIAHICTb A0
BMMOr MoHorpadii «Histidine» gjitoyoro
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[TpogoBykeHHs fojaTka 2

Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayitiHo
2o
nocsBiO4YeHHs1

BMAAHHA €Bponeicbkoi Papmakoner;
3MiHu | Tuny: 3MiHK 3 aKocTi. ADL.
KoHTponb A®Il. 3miHa y MeTogax
BMNpo6yBaHHA A®I abo BMUXigHOrO
MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETBLCS Y NPOLIECI
BUpoGHMLUTBA AP (iHLWi 3MiHK Y MeToAax
BUNPOGYBaHHA (BKNOYaoun 3amiHy abo
[OnoBHeHH:) APl abo
BUXiQHOro/NPOMIDKHOrO NPOAYKTY) - po34in
"Mikpo6ionoriyHa uncrtoTa" NpMBeLEHO y
Bi4MOBIAHICTb A0 BMMOT Ajit040ro BUAaHHS
€ponelicbkoi Papmakonei

AMISOHYUK®

cupon, 10 mr/mn
no 100 mny
donakoHi; no 1
onakoHy Ta 1
[03yBasIbHIl
noxui B navi

NnAT
"dpapmak"

YkpaiHa

MAT "®apmak”

YkpaiHa

nepepeecTpawisi Ha HeobMeXeHni
TepMiH; 3MiHun | Tuny: 3MiHK WoAao
6e3nekn/ePeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpoTkil
XapakTepucTuLi NlikapCbKoro 3acooby,
TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
MEeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHO OHOB/IIOBAHOTO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
[ocnifxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpauinHuii nepioa, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOC/iKEHb,
npoBeeHrX BiANOBIAHO A0 nnaHy
negiatpnyHmx gocnimkers (PIP) (iHwi
3MiHW) - 3MiHW BHECEHO A0 IHCTPYKLUIT ANs
MeJMYHOro 3aCTOCyBaHHA npenapary 4o
po3ainis "MpoTunokasaHHs",
"Oc061BoCTi 3acTocyBaHHS", "Mo6IYHI
peakuji"

6e3
peuyenma

He
nionsizae

UA/11862/01/01

AMNOAMNIH
NOAUSEP

TabneTkn no 5 mr
no 10 tabneTtok
Ne 30 (10x3) y
6nictepax

Mdcpaiizep
IHK.

CUWA

Bupo6HMK,
BiANOBiAaNbHNIA
3a BUPOGHNLTBO

npenapary in
bulk,
nakyBaHHs,
KOHTPO/1b SKOCTI
Ta BUNYCK cepii:

HimeuunH
a/
CWA

nepepeecTpayis Ha HeobMeXeHWi
TepMiH; 3MiHn | Tuny: 3MiHuK Woao
6e3nekun/edeKTMBHOCTI Ta
papMakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuui nikapcbkoro 3acoby,
TEKCTi MapKyBaHHSA Ta IHCTPYKLii An1s
MEeAMYHOro 3aCTOCYBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BiTY 3

3a
peuerimom

He
nionsieae

UA/11267/01/01




7 [TpogoBykeHHs fojaTka 2
Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
P-dapm 6e3nekn nikapcbkoro 3acoby, abo
xepmaHi [OCNigXeHb 3 6e3Mnekn 3acTocyBaHHs
vm6X, nikapcbKoro 3acoby B
HimeuunHa; nicnApeecTpawiiiinii nepiog, abo sk
B1poGHUK, pe3ynbTaT OLUiIHKM 3BiTY 3 A4OC/IAKEHD,
BiANOBiAaNbHUIA npoBeeHrX BiANOBIAHO A0 nnaHy
3a BUPOGHNLTBO negiatpuyHux gocnipxeHs (PIP) (iHwi
npenapary in 3MiHW ) - 3MiHW BHECEHO [0 iHCTPYKUIT ANna
bulk: Me[MYHOro 3aCToCyBaHHs npenapary o
Mdpaiizep po3ainis «MobiuHi peakwii», «B3aemogis 3
PapmachbioTikas HLIMMK NiKapCcbkMMKU 3aco6amu Ta iHLLi
3 JI/1IC, CWWA BMAW B3aeMOili» BiANOBIAHO iHGpopMaL,il
CTOCOBHO 6e3neku Aik4oi pe4oBMHU
5. AMnoauniH Tabnetku no 10 Mdpaiizep CLWA B1po6HuUK, HimeuunH nepepeecTpavisi Ha Heo6MeXeHuiA 3a He UA/11267/01/02
NOANIEP mr no 10 IHK. BiANOBiAaNbHUIA al TepMiH; 3MiHn | Tuny: 3MiHK Woao peyenmom | nidns2ae
Tabnetok Ne 30 3a BUPOGHULTBO CWA 6e3nekn/ePeKTUBHOCTI Ta
(10x3) y npenapary in thapmakoHarnsgy. 3miHa y KOpoTkiii
6nictepax bulk, XapakTepucTuLi NlikapCbKoro 3acooby,
nakyBaHHs, TEKCTi MapKyBaHHSA Ta IHCTPYKLii Ans
KOHTPO/1b AKOCTI MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
Ta BUMYCK cepii: perysiipHO OHOBJIHOBAHOrO 3BiTY 3
P-®apm 6e3nekn nikapcbkoro 3acoby, abo
[xepmaHi JocnigpxeHb 3 6e3nekn 3acTocyBaHHs
vm6X, nikapcbKoro 3acoby B
HimeuunHa,; nicnspeecTpawiiiinii nepiog, abo siK
B1poGHUK, pe3ynbTaT OLiHKM 3BiTY 3 AOC/IAKEHD,
BiANOBIAA/IbHWUIA npoBeAeHVX BIAMOBIAHO A0 NnaHy
3a BUPOGHNLTBO negiatpuyHux gocnigxeHs (PIP) (iHwwi
npenapary in 3MiHW ) - 3MiHK BHECEHO [0 IHCTPYKUIT AN
bulk: Me/ZMYHOro 3aCTOCyBaHHs npenapary o
Mdpaiizep po3gainis «o6iyHi peakuii», «B3aemogis 3
PapmachboTikan HLIMMK NiKapCbKMMKU 3aco6amu Ta iHLLi
3 JI/1IC, CWWA BMAW B3aEMOZin» BiANOBIAHO iH(hopmaLi
CTOCOBHO 6e3neku Aik40i pe4oBMHU
6. AHANbIIH- Tabnetkn no 500 ToBapucTBo YkpaiHa ToBapucTeo 3 YkpaiHa nepepeecTpavyis Ha 5 pokiB y 3B 3Ky i3 6e3 niossizae UA/5706/01/01
340POB'A Mr Ne 6 (6x1), Ne 3 06MEXEHO 3aKiHYEHHAM TepMiHy Al peecTpauiiHoro peyernma
10 (10x1) y 06MEXEHOH BignoBigasbHICT noceigyeHHs; 3MiHu | Tuny:
6nictepax B BignoBifasib 10 AOMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3Bu AdI
Kopob6ui; Ne 6, Ne HICTIO "papmaueBTUYH ab0o fONOMDKHOI peyoBunHU — Ha3By AdI
10 y 6nicTtepax "PapmaLeBT a KoMnaHis npvBeAeHO Y BigNoBIAHICTL A0
NyHa "3p0pos A" MoHorpadii «Metamizole sodium
KOMMaHis monohydrate» Ailo4yoro BuAaHHs




8 [TpogoBykeHHs fojaTka 2
Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
"3popoB "

3MiHM Wwopo 6e3nekn/ethekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
TepaneBTUYHNX NOKa3aHHAX (BUyYEHHS
TepaneBTUYHOr0 NokasaHHs) - 3MiHK
BHECEHO [0 IHCTPYKLi 415 MeguyHOro
3acToCyBaHHA npenapary A0 po3giny
"Moka3aHHA" (BUAANEHI NOKa3aHHA
"Tpasmu, ONiknN", yTOYHEHHS Ta
AeTanisauist iHWKX nokasaHb CTOCYEThCA
6e3nekn 3acocyBaHHs) BiANOBIAHO A0
iHchopmauii Wwoao Aitoyoi pevyoBrHN
MeTami3on HaTpito. 3MiHu | Tuny: 3miHn 3
AKOCTI. [OTOBUIA NlikapCbKuiA 3aci6.
KOHTpO/Ib rOTOBOrO NiKapCbKoro 3acoby.
3mMiHa napameTpiB cneuumdikauiin Ta/abo
[0nyCTMUX MeX roTOBOro NikapCcbKoro
3aco0y (iHwWi 3miHW). CynyTHA 3MiHa:
3MiHM 3 siKoCTi. FOTOBWIA NikapCbKuii
3aci6. KoHTposib roToBOro NMikapcbkoro
3aco0y. 3miHa y MeTogax BUNnpoGyBaHHs
roTOBOrO JliKapCbKOro 3acoby (iHLWi 3MiHN
y MeTogax BunpobyBaHb (BK/IOUa0um
3aMiHy abo JONOBHEHHS) - PO3Ainu
"laeHTndikauin”, "CynposigHi JoMiLKKn"
npuBeAEeHO Yy BiANOBIAHICTb A0
MOHoOrpaii «AHasIbriH TabneTkm»
Aitoyoro BugaHHa JdY; po3gain
"Mikpo6ionoriyHa uncTota" NnpMBeAeHo y
Bi4NOBIAHICTb A0 BUMOr AjH04Oro BuAaHHs
Joy.
3MiHu | TURY: 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPoNb roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikain Ta/abo gonycTUMNX Mex
rOTOBOTO JTiKAPCLKOr0 3ac06y (3BYXXEHHS
JONyCTUMUX MeX) — NpUBEAEHHSA
KpUTEpIiB NPUAHATHOCTI po3ainy
"P0O34MHEHHA" Y BiANOBIAHICTb 40
3aranbHol cTarTi AdY 2.9.3.
«P034nHeHHA», a came BBeLEHO

€sponelicbkoi ®apmakonei; 3MiHu | Tuny:

BENNYMHY «Q».




9 [TpogoBykeHHs fojaTka 2
Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs

3MiHM | TUNy: AgMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecu
MiCLiA MPOBaMKEHHS AiSNIbHOCTI
BMpoGHUKa/imnopTepa rotoBoro
NikapcbKOoro 3acoby, BKAKYaUn AiNbHULL
BUMYCKY cepii abo micLe NnpoBefeHHs
KOHTPOJItO SIKOCTI. (Li/IbHICTb, 3a AKY
BignoBsigae BUpo6HUK/iMnopTep,
BK/IIOUAK0OUM BUMYCK cepiid). 3MiHu | Tuny:
AOMIHICTpaTMBHI 3MiHN. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa
(BnacHuKa peecTpauiiHoro nocBig4yeHHs).
3MiHu | Tuny: 3MiHn 3 AkocTi. CepTudikar
BignosigHocTi/IE-cepTudikar
BiAMNOBIAHOCTI EBpoONEChbKii
thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBJ/IEHOro cepTudpikaTa
BiANoBIAHOCTI ab0 BUNYyYEHHS
cepTudikaTa BignoBiAHOCTI E€BpoNelicbkilt
thapmakonei: ans A®l; ansa BuxigHoro
MaTepiasny/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTBLCA Y
BMPOGHULTBI ADI; ANA AONOMIXHOI
peyoBuHM (CepTudikaT BifNOBIAHOCTI
€Bponeiicbkin hapmakonei) - Hosuia
cepTudikaT Bif, BXe 3aTBepAKeHOoro
BUPOOHMKa. CynyTHA 3MiHa: 3MiHK 3
AKocTi. A®Il. KoHTponb A®L. 3miHa 'y
napameTpax cneumdikauii Ta/abo
[ONYyCTUMUX MEX, BUSHAUEHUX Y
cneumndikayisx Ha Adl, abo
BUXiAHWIA/NPOMIXHWIA NpoayKT/pearexT,
LLIO BUKOPWUCTOBYIOTBLCA Y MPOLIECI
BMPOOHULTBa API (iHWI 3MiHN). CynyTHSA
3MiHa: 3MiHM 3 AKOCTi. ADI. KOHTpOsb
AdIl. 3miHa y meTogax BMnNpobysaHHs AdI
ab0 BMXigHOro matepiany/npomMiKHOro
NpoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETBLCS Y NPOLIECI
BUpOGHMLUTBA AP (iHLLI 3MiHK Y MeTodax
BUNPOGYBaHHA (BKNOYaoun 3amiHy abo
[0noBHeHHS) APl abo




10 [TpogoBykeHHs fojaTka 2
Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
BWXiZHOrO/NMPOMDKHOI0 NPOAYKTY) —

HafaHHa HoBoro CepTudikaty
BignoBigHOCTI €Bponeiickbkin Papmakonei
Ne R1-CEP 2001-356-Rev 03 ans
BMpPOGHMKa Shandong Xinhua
Pharmaceutical Co.,Ltd Ta sk Hacnigok
3MiHM 40 pOo3iny «3a/LWKOBI Ki/IbKOCTI
OpraHiyHUX PO3UYMHHUKIB» . 3MiHY | TUNy:
AIMiHICTpaTMBHI 3MiHN. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiANbHOCTI BUPOOHMKa
(BKNtOYAKOUM, 3a HEOOXIAHOCTI, MicLe
NpoBeAEHHS KOHTPO/IO AKOCTI), abo
BNacHuka mactep-gainna Ha A®l, abo
noctavyasibHuka A®l/BuxigHoro
MaTepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCSA Y
BMPOOHULTBI AD| (AKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkiin hapmakoneiy
3aTBEPXXEHOMY [OCbE, 60 BMPOGHMKA
HOBOT JOMOMDKHOI pe4yoBUHU (SKLLO
3a3HayeHo y A0CbE) — 3MiHa
HalilMeHyBaHHA Ta agpecu BUPOBHMKa
AdI, 3miHa agpecu 3 PUANYHOT Ha
hakTnyHy 6€e3 3MiHN MicLS NPOBaKEHHSA
AiSNbHOCTI. 3MiHu | TMny: 3MiHKU 3 AKOCTI.
Ceptudikart BignosigHocTi/lE-cepTudikat
BiAMNOBIAHOCTI EBpONEChKii
hapmakonei/MmoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBiAHICTL A0 MOHOrpadii APY abo
€Bponelicbkoi thapmakonei, abo iHLWoT
HaLjioHaibHOT thapmakonei aepxasu €C
(3miHa y cneundikalisx, nos'a3aHa 3i
3MiHamu B I®Y, abo €Bponecbkil
chapmakonei, abo iHLWii HaLioHaNbHINA
hapmakonei gepxasu €C). CynyTHsA
3MiHa: 3MiHW 3 AKOCTi. FoToBWIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHUX

peyoBuH. 3MiHa y MeToAax
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs

BMNPOOGYBaHHA AOMOMKHOI PEYOBUHU
(He3HauHi 3MiHM Yy 3aTBEPIKEHUX
MeTofax BunNpobysaHb) — 415
[0NOMDKHOT peyoBrHU Kpoxmasb
KapTONASHUIA po3ainu
«lpeHTuikauis»(3a metogom A),
«CTOPOHHI AOMILLKM» Ta
«Mikpob6ionoriyHa YncTotTa» NpUBEAEHO Y
BiZANOBIAHICTL 0 BUMOT [il0YOr0 BUAAHHSA
€sponelicbkoi Papmakonei; ans
[ONOMDKHOT peqyoBuHY KanbLjto cTeapar
po3ainu «Kagmii», «CBUHELb»,
«MikpobionoriyHa unctoTa» NPUBELEHO Y
Bi4NOBIAHICTb A0 BMMOr AjH04Oro BuAaHHA
€sponelicbkoi Papmakonei. 3miHu | Tuny:
3MiHu 3 akocTi. CepTudikar
BignosigHocTI/lE-cepTudpikat
BiANOBIAHOCTI €BpONenchKii
thapmakonei/moHorpadii. 3miHu,
NoB'sI3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
Bi4MNOBIAHICTb A0 MOHOorpadii AdY abo
€Bponelicbkoi thapmakonei, abo iHLWoT
HauioHa/bHOT hapmakonei gepxasu €C
(3miHa y crneuundikauisx, nos'a3aHa 3i
3miHamu B 1PY, abo EBponeichbkiii
hapmakonei, abo iHLWil HauioHabHIl
thapmakonei gepxasun €C). CynyTHA
3MmiHa: 3MiHuM 3 aKoCTi. A®Il. KOHTpOsib
A®Il. 3miHa y meTogax BunpobyBaHHs AdI
a60 BUXigHOro matepiasy/npoMixXHoro
NpoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLLECI
BUpoGHMLUTBA AP (iHLi 3MiHK Yy MeTodax
BMNPOBYBaHHA (BKNHOYaoun 3amiHy abo
[OnNoBHeHH:A) APl abo
BWXiZHOrO/MPOMIKXHOr0 NPOAyKTY) —
po3ainu "CynpoBigHi AOMiLLIKK",
"PO34YMHHICTL", NpuBEAEHO Y

BiANOBIAHICTb A0 MOHOrpadil
«Metamizole sodium monohydrate»
[il4oro BuaaHHs €BponeicbKoi
dapmakonei; po3gin"MikpobionoriyHa
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[TpogoBykeHHs fojaTka 2
Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs

OinbHULI 3aTBEPXKEHUM BUPOGHUKOM AD|

yucToTa" NpMBELEHO Y BiANOBIAHICTb A0
BMMOT Ail0HOro BUAAHHS €BPONencbKoi
dapmakonei. 3miHu | Trny: 3miHn 3
AKocTi. A®l. KoHTponb A®L. 3miHa 'y
napameTpax cneumdikauii Ta/abo
[ONYyCTUMUX MEX, BUSHAUEHUX Y
cneumndikayisx Ha Adl, abo
BUXiAHWIA/NPOMIXHWIA NpoayKT/pearexT,
LLIO BUKOPWUCTOBYIOTBLCA Y MPOLIECI
BMPOOHULTBA A®PI (iHWI 3MiHN). CynyTHSA
3MiHa: 3MiHM 3 AKOCTi. ADI. KOHTpOsb
AdIl. 3miHa y meTogax BMnNpobysaHHs AdI
abo BMXigHOro Matepiasny/npomMikKHOro
NpoAyKTy/peareHTy, Wo
BMKOPUCTOBYETBLCS Y NPOLIECI
BUpoGHMLUTBa AP (iHLI 3MiHK Y MeToAax
BUNPOGYBaHHA (BKNOYaoun 3amiHy abo
[OnoBHeHH:) APl abo
BWXiZIHOrO/NPOMIKHOr0 NPOAYKTY) — 3MiHa
3a pO34iNoM «3aINLLIKOBI KisTbKOCTI
OpraHiYHNX PO3YMHHUKIBY (BUPOBHWK
Wuhan Wuyao pharmaceutical Co.,
Ltd.,China), a came BW/y4eHO NOKa3HWK
«hopmanbaeria» ocKinbK1 aaHuia
OpraHiYHuUiA PO3YNHHMK NOBHICTIO
BMKOPUCTOBYETbLCA B NpoLeci peakuii Ha
cTafil kKoHeHcauil Ta He AeTeKTYETbCA B
KiHLLeBOMY NpoAyKTi. 3MiHun | Tuny: 3MiHn
3 AKocTi. ADl. Bupo6HMLTBO. 3MiHa
BMPOGHMKa BUXiAHOTrO/MPOMIKHOIO
NpoAyKTy/peareHTy, Wwo
BUKOPUCTOBYIOTLCSA Y BUPOOHUYOMY
npoueci A®l, a6o 3miHa BUPOBHMKA
(BKknOYaroum, e HeobXxigHo, Micue
npoBefeHHA KOHTPOsIto AkocTi) AdI (3a
BiACYTHOCTI cepTudikarta BignoBigHOCTI
€Bponelicbkiin hapmakoneiy
3aTBEpPKEHOMY A0CHE)(iHLLi 3MiHNY) -
BBE/JEHHS [0AATKOBOI BUPOBHUYOT

(Shandong Xinhua Pharmaceutical

Co.,Ltd). 3miHm | TMNy: 3MiHM 3 AKOCTI.
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Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayitiHo
2o
nocsBiO4YeHHs1

loToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWii 3aci6.
3MiHa noctavasibHMKa nakyBasibHUX
marepianis abo KOMNIEKTYHUUX (SKLLO
3a3Ha4yeHo B 4OCbE) (3aMiHa abo
[J0AaBaHHA NocTavyasibHUKA) - A0AABaHHSA
HOBOrO noctayasibHuka osbrun
aNIOMIHIEBOT —3anpornoHoBaHo: AT
«TexHonoris», YkpaiHa. 3MiHu | Tuny:
3MiHuM 3 AKOCTi. FoTOBUIA NiKapCbKUiA
3aci6. Cucrema
KOHTelHep/3aKynopoBasibHWiA 3aci6.
3miHa napameTpiB cneundikauiii Ta/abo
JONyCTUMMX MEX MePBUHHOT YNaKoBKN
roTOBOTO J1iKapCbKOro 3acoby (iHwwi
3MiHK). CynyTHA 3MiHa: 3MiHU 3 AKOCTI.
loToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWii 3aci6.
3miHa y meTogax BUnpobyBaHHs
NepBUYHHOI YNakoBKM rOTOBOIO
NiKapcbKoro 3acoby (He3HauHi 3MiHN y
3aTBEpPKEHNX MeToAax BUNpobyBaHb) -
po3ain «MikpobiosoriyHa uncrtoTa»
npvBeAeHo Y BiAMNOBIAHICTb [0 BUMOT
Aitoyoro BugaHHsa ey

ATPOMNIHY
CYNb®AT

Kpanni ouHi, 10
Mr/mano5mny
donakoHax Ne 1y
KOMMNIEKTi 3
KPULLIKOHO-
KpanesibHULELO B
kopo6ui, no 10
MY donakoHax
Ne 1y koMnnekTi
3 KPULLIKOKO-

TOB
"focnigHnii
3aBof,
"rHUAC"

YKkpaiHa

BCi cTagji
BMPOOHULITBA,
KOHTPO/1b
AKOCTI, BUMYCK
cepii:
TosapucTso 3
06MeXeHOo
BiANOBiAabHICT
t0 "focnigHuin
3asog "THLICY,

YkpaiHa

nepepeecTpayis Ha HeobMeXeHWi
TepMmiH; 3MiHun | Tuny: 3MiHn Wopao
6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTkiii
XapakTepucTuui nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHSA Ta iHCTPYKUiT 4ns
MEeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynisipHo OHOB/IOBAHOIO 3BITY 3
6e3nekn nikapcbKoro 3acoby, abo
[OCNigXeHb 3 6e3Mnekn 3acToCyBaHHs

KpanesibHuLelo B YkpaiHa; nikapcbKoro 3acoby B
Kopobui BCi cTagii nicnApeecTpawiiiinii nepiog, abo sk
BUPOGHULTBA, pe3ynbTaT OLIHKM 3BITY 3 AOC/iAXKEHb,
KOHTPO/b npoBefeHnX BignoBiAHO 40 NnaHy
AKOCTI: negiatpuyHux gocnimpkeds (PIP) (3MiHy
TosapucTso 3 Y3ro[pKEHO 3 KOMNETEHTHUM
06MEeXeHo YNOBHOBaXXEHVM OpraHom), 3MiHu

3a
peyenmom

He
nionsi2zae

UA/5461/01/01
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[TpogoBykeHHs fojaTka 2

hapmakoHarnagy; KOHTakTHOi ocobu 3
dhapmakoHarnagy sassHuka gns
3pjlicHeHHS1 hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
oco6w, BiANOBiAaIbHOI 3a 3/iiCHEHHS
hapmakoHarnsagy (BKoyarum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y po3MiLLEeHHI macTep-
thaiina cuctemn dhapmakoHarnagy).
3MiHn | TUNy: 3MiHK Woao
6e3nekun/edeKTMBHOCTI Ta
hapMakoHarnsgy. 3mMiHM y KOpPOTKiii
XapakTepucTuui ikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLii An1s
MeANYHOr0 3aCTOCYBaHHSA
reHepUYHuX/riopuaHnx/6ionogibHMX

Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
BiANOBiA&/IbHICT BHECEHO [0 IHCTPYKLi ANA MegUyHoro
10 "OAPMEKC 3acTocyBaHHA npenapary 4o po34inis
FPYM", YkpaiHa «[poTunokasaHHs», «MobivHi peakuii»,
«OcobnmBocCTi
3acTocyBaHHs» ,«B3aemogis 3 iHWnMun
nikapcbknMun 3acobamu Ta iHWi BuAan
B3aEMOJi», «3acTOCYBaHHS Yy Nepiog,
BariTHOCTi abo roflyBaHHs rpyanto»,
«[epeo3yBaHHA» BiANOBIAHO A0
iHdhopMmawii 3 6e3nekn Ajto4oi pevyoBUHN
aTponiHy cynbdart Ta Nnikapcbkoi hopmMu
Kpanni oyHi. 3rigHo 3 n.1.13 Ta n.2.3
poaatky 15 Hakasy MO3 Ykpainu Big,
23.07.2015 Ne460 HagaHo rapaHTiiiHi
NINCTK Bif 3asiBHMKa W0A0 HagaHHA MYP
Ta [JONOBHEHHSA A0 OrNAAY KNiHIYHNUX
JaHux yepes 2 poku Bif, BBEEHHA B fjl0
Mopsaky)
8. BEK/1A30H- aepos0/b Ans TeBa I3painb HopToH Ipnangis nepepeecTpayis Ha HeobMeXeHWi 3a He UA/5384/01/01
EKO iHransauin, 100 PapmaueBTi (Bartepdhopa) TepMiH; 3MiHn | Tuny: 3miHn Woao peyenmom | nidnA2ae
MKr/[o3y y Kan Nimiteg T/A 6e3nekun/edeKTMBHOCTI Ta
6an0HYMKax no IHaacTpi3 AMNBEKC (hapmakoHarnsgy. BeefeHHs abo 3MiHu
200 po3 3 nrga. dapmacbloTuka [0 y3arasibHeHUX gaHux rnpo cucTemy
iHranALinHMm n3 Ipnangia T/A thapmakoHarnsagy (BefeHHs
NPUCTPOEM Y Tesa y3arasibHeHux JaHux npo cuctemy
Kopoo6uj dapmacbloTuka thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT
n3 lpnaxpis ocobw, BiANOBIAa/IbHOI 3a 3/iiCHEHHSA
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15
Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
niKkapcbknx 3ac06iB Nic/1si BHECEHHSA Tiel
camoi 3MiHK Ha pedyepeHTHWI Npenapar

(3miHa He noTpebye HafaHHS XOQHNX
HOBMX A0A4ATKOBUX AaHUX) - 3MiHU
BHECEHO A0 iHCTPYKUIT AN MeanyYHoro
3aCTOCyBaHHSA npenapary 40 po3ainis
"Cnocib 3acTocyBaHHA Ta Ao3un”
(YyTOUYHeHHs iHthopMmauii 3 6e3neku
3acTocyBaHHs), "®apmakonoriyHi
BNacTMBOCTI" BiANOBIAHO A0
pedepeHTHOro npenapary (bekotuz,
EBoxanep, aepo30/b N5 iHransauii).
3MiHu | TUNY: 3MiHKM Woao
6e3nekun/edekTMBHOCTI Ta
hapmakoHarnisgy. 3miHa y KOpoTkiii
XapakTepucTuLi NikapcbKoro 3acoby,
TeKCTi MapKyBaHHSA Ta IHCTPYKLii AnA
MEeAMYHOro 3aCTOCYBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOIO 3BITY 3
6e3neku nikapcbKkoro 3acoby, abo
OOCNifXeHb 3 6e3Mekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnApeecTpawiiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOC/iKEHb,
npoBeAeHuX BIAMNOBIAHO A0 NnaHy
nepiatpuyHux gocnimpkeds (PIP) (3MiHy
Y3ropKEHO 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom) - 3MiHu
BHECEHO A0 iHCTPYKUIT AN MeanyYHoro
3aCTOCyBaHHSA npenapary 40 po3ainis
«MoGiuHi peakLii», «MNepegosyBaHHs»,
«OCc06MBOCTI 3aCTOCYBaHHS»,
«B3aemogisa 3 iHLWMMK NiKapCbKMMK
3acobamu Ta iHLI BUAM B3AEMOSiN»,

roAyBaHHs rpy4ato» BignoBigHO A0
pekomMeHgaLiii JenapTameHTy
nicnspeecTpawiiiHoro Harnsay.
3rigHo 3 n.1.13 1a n.2.3 gogatky 15
Haka3y MO3 Ykpainu Big 23.07.2015
Ne460 HagaHo rapaHTiiHi ICTH Big

«3acTocyBaHHSA y nepiog, BariTHocTi abo

3adBHMKa Woa0 HafgaHHA MYP Ta
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thapmakoHarnsay; KOHTakTHoT 0cobu 3
thapmakoHarnsgy 3asBHvKa A5
3pjlicHeHHS1 hapmakoHarnsaay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
oco6w, BiANOBiAaIbHOI 3a 3/iiCHEHHS
thapmakoHarnsagy (BKoyarum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI macTep-
thalina cuctemn dhapmakoHarnagy).
3MiHn | TUNy: 3MiHK Woao
6e3nekun/edeKTMBHOCTI Ta
hapMakoHarnsgy. 3mMiHM y KOpPOTKiii
XapakTepucTuui ikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLii An1s
MeNYHOr0 3aCTOCYBaHHSA
reHepuYHuX/riopnaHnx/6ionogibHmx
NiKapCbKMxX 3ac06iB Nicisi BHECEHHS Tiel
camoi 3MiHU Ha ped)epeHTHWIT Npenapar
(3miHa He NoTpebye HaAaHHS XOLHUX
HOBMX J0A4aTKOBUX AaHUX) - 3MiHU
BHECEHO A0 IHCTPYKLi A1 MeAUYHOro
3aCTOCYBaHHA npenaparty [0 po3Ainis
"Cnoci6 3acTocyBaHHA Ta 4o3un"
(YTOYHeEHHS iHchopMmauii 3 6e3nekn
3acTocyBaHHs), "®apmakonoriyHi
BNacTMBOCTI" BiAMNOBIAHO 40
pedepeHTHOro npenapary (bekotug
EBoxanep, aepo3ob AN iHransuii).
3MiHu | TUNYy: 3MiHK WoA0
6e3nekn/ePeKTUBHOCTI Ta
hapMakoHarnsgy. 3miHa y KopoTkiii
XapaKTepucTULLi NTikapCbKoro 3acooby,

Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
[LONOBHEHHA A0 OrNAAy KNiHIYHUX JaHnX
£o 23.07.2017 p.
9. BEK/1A30H- aeposo0/b Ans TeBa I13painb HopToH Ipnangis nepepeecTpayis Ha HeobMeXeHWi 3a He UA/5384/01/02
EKO iHransauin, 250 PapmaueBTi (Bartepdhopa) TepMiH; 3MiHn | Tuny: 3miHn Woao peyenmom | nidnA2ae
MKr/[o3y y Kan Nimiteg T/A 6e3nekun/edeKTMBHOCTI Ta
6an0HYMKax no IHaacTpi3 AMNBEKC (hapmakoHarnsgy. BeefeHHs abo 3MiHu
200 po3 3 nrga. dapmacbloTuka [0 y3arasibHeHNX faHux npo cucTemy
iHranALinHMm n3 Ipnangia T/A hapmakoHarnsagy (BefeHHs
NPUCTPOEM Y Tesa y3arasibHeHuX JaHux npo cuctemy
Kopoo6uj dapmacbloTuka thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHO|
n3 lpnaxpis ocobw, BiANOBIAa/IbHOI 3a 3/iiCHEHHSA
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Homep

Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY

(nikapcbka
¢hopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

peecmpayitiHo
2o
nocsBiO4YeHHs1

TeKCTi MapKyBaHHSA Ta IHCTPYKLii AnA
MEeAMYHOro 3aCTOCYBaHHS Ha niacTasi
perynisipHo OHOB/IIOBAHOIO 3BITY 3
6e3neku nikapcbKkoro 3acoby, abo
OOCNifXeHb 3 6e3Mekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnApeecTpawiiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOC/iKEHb,
npoBeAeHuX BIAMNOBIAHO A0 nNnaHy
nepgiatpuyHux gocnimpkeds (PIP) (3MiHy
Y3ropKEHO 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom) - 3MiHu
BHECEHO A0 iHCTPYKUIT AN MeanyHoro
3aCTOCyBaHHSA npenapary 40 po3ainis
«MoGiuHi peakLii», «MNepegosyBaHHs»,
«OCc06MBOCTI 3aCTOCYBaHHS»,
«B3aemogisa 3 iHLWMMK NiKapCbKMMK
3acobamu Ta iHLI BUAM B3AEMOSiN»,
«3acTocyBaHHSA y nepiog, BariTHocTi abo
roAyBaHHs rpy4ato» BignoBigHO A0
pekomMeHgaLiii JenapTameHTy
nicnspeecTpawiiiHoro Harnsay.
3rigHo 3 n.1.13 1a n.2.3 gogatky 15
Haka3y MO3 Ykpainu Big 23.07.2015
Ne460 HagaHo rapaHTiiiHi ICTH Big
3aABHMKa Woa0 HagaHHA MNMYP Ta
[LONOBHEHHSA A0 OrNAAy KNiHIYHWUX JaHnX
0o 23.07.2017 p.

3a

He

UA/5853/01/01

10.

BEPNINPAN®
nnocC 10/25

Tabnetkn no 10
Mr/25 mr Ne 20
(10x2), Ne30
(10x3) y
6nictepax

BEP/IH-
XEMI Al

HimeuunHa

BMPOBGHULTBO
"in bulk",
KOHTPO/b Cepiii:
BEP/TIH-XEMI
Al', HimeuuunHa,;
KiHLEeBe
nakyBaHHs1,
KOHTPO/Ib Ta
BMNYCK cepil:
BEP/TIH-XEMI
Al’, HimeuunHa

HimeuunH
a

nepepeecTpawis Ha HeobmeXeHni
TepMiH; 3MiHn | Tuny: 3MiHK Woao
6e3nekun/edekTMBHOCTI Ta
hapMakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MEeAMYHOro 3aCTOCYBaHHS Ha niacTasi
perynspHO OHOB/IIOBAHOTO 3BiTY 3
6e3neku nikapcbKkoro 3acoby, abo
JocnigpxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiog, abo Ak
pe3ynbTaT OLiHKM 3BIiTY 3 JOC/iKEHD,
NpoBeAEeHNX BiANOBIAHO A0 NnaHy

peyenmom

nionsieae
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[TpogoBykeHHs fojaTka 2

Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayitiHo
2o
nocsBiO4YeHHs1

negiatpuyHmx gocnimpkers (PIP) (iHwi
3MiHW) - 3MiHW BHECEHO [0 IHCTPYKUIi AN
MeAMUYHOro 3acToCcyBaHHA npenapaTty A0
po3ainiB «®apmakosorivyHi BNacTUBOCTI»,
«[MpoTnnokasaHHs», «B3aemogis 3
iHLIMMK NiKapCcbKMMKM 3acobamu Ta iHLWi
BMUAW B3aemofiii», «OcobInBOCTi
3aCTOCYBaHHSA», «3aCTOCyBaHHA B Nepiog,
BariTHOCTi abo rofyBaHHA rpyanto»,
«[lMo6iyHi peakuii» BignoBiAHO A0
iHhopmauii Wwoo 6esnekn airynx
peyoBuH "eHananpun” Ta
"rigpoxnopTiasng”.
3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
Haka3y MO3 YkpaiHu Big 23.07.2015
Ne460 HagaHo rapaHTiiHi INCTH Big
3asBHUKa WoAo HagaHHa MYP Ta
[LONOBHEHHSA A0 OrNsa4y KNiHIYHWUX JaHnX
00 30.10.2017 p.

11.

BNILE®

MOPOLLIOK A5
po3unHy ans
iH'exuin no 1000
mr, 1 a6o 10
h1akoHiB B navi

AAP ®apma
nrp.

CnonyyeHe
KoponiscTe
(o]

InaoHr
dapmac'toTikan
Ko. NITa.

Pecny6ni
ka Kopes

nepepeecTpawis Ha HeobMeXeHni
TepwmiH; 3rigHo 3 n.1.13 popatky 15
Hakady MO3 YkpaiHu Big 23.07.2015
Ne460 HagaHo rapaHTiiiHWI NNCT Bif,
3afBHMKA W0A0 HafaHHA MYP yepes 2
POKU Bif, BBEAEHHA B Ajto Mopaaky (4o
30.10.2017 p.)

3a
peyenmom

He
niosnsiecae

UA/4588/01/03

12.

BEC-HOPMA

rpaHysimno 10ry
neHani Ne 1

MpAT
«HaujioHasb
Ha
fomeonatuny
Ha Cninka»

YKkpaiHa

MpAT
«HaujioHanbHa
[omeonaTtuyHa

Cninka»

YkpaiHa

nepepeecTpavyis Ha 5 pokiB y 3B 3Ky i3
3aKiHYEHHAM TepMiHy Al peecTpauiiHoro
noceigyeHHs; 3MiHu | Tuny:
AIMiHICTpaTMBHI 3MiHN. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu 3asBHUKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs).
3MiHu | TURY: 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbknii 3aci6. KOHTPO/Ib FOTOBOro
nikapcbkoro 3acoby. 3miHa y metogax
BMMPOGYBaHHSA rOTOBOTO J1iKapCbKOro
3ac06y (OHOB/IEHHA Npoueaypwu
BUMPOGYBaHHSA 151 NPUBELEHHS Y
BiZNOBIAHICTb 3i 3MIHEHOIO 3arasibHO
ctatTeto dY abo €BponeincbKol
hapmakonei), (po3ain «MikpobionoriyHa
4YNCTOTa» NPMBEAEHO Y BiANOBIAHICTb A0

6e3
peyenma

He
nionsieae

UA/3812/01/01
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Ymosu

Peknamy

Homep

Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY

(nikapcbka
¢hopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

BMMOT itoHoro sugaHHsa A®Y). 3minm |

BionyckKy

BaHHA

peecmpayitiHo

20
nocsio4YeHHs1

TMny: 3MiHK Wwopao 6e3nekn/eekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3arasiBHeHUxX faHux npo
cuctemy chapmakoHarnsaay (BeeHHs
y3araslbHeHVx gaHux npo cuctemy
thapmakoHarnsgy, 3miHa yrnoBHOBaXXEHOI
0co6u, BiANOBIAA/ILHOI 3a 34iCHEHHSA
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3ajificHeHHs1 hapMakoHarnsay B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif YNOBHOBaXKeHOT
0co6u, BiANOBIAaNbHOT 3a 34iNCHEHHS
hapmakoHarnagy (BKIYarum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y pO3MiLLLEHHI MacTep-
dhaiina cuctemun hapmakoHarnsay)

3a

He

UA/6278/01/01

13.

BIHKPUCTUH-
TEBA

pO34MH Ans
iH'ekyir, 1 mr/mn
no 1 mn, a6o no 2
M, abo no 5 mn
y donakoHi; no 1
onakoHy B
KapTOHHIi
Kopobui

TeBa
dapmaueBTi
Kan
IHaacTpi3
nrp.

I3painb

dapmaxemi b.B.

Higepnax
an

nepepeecTpavisi Ha He06MeXeHUiA
TepMiH; 3MiHn | Tuny: 3MiHK Woao
6e3nekn/eeKTUBHOCTI Ta
hbapmakoHarnisgy. 3miHa y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/1IOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
[OCNifXeHb 3 6e3MeKn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpawiiiinii nepiog, abo sk
pe3y/nibTaT OLiHKM 3BITy 3 AOC/iKEHb,
npoBeeHrX BiANOBIAHO A0 nnaHy
negiatpnyHux gocnimpkeHs (PIP) (3MiHy
Y3ro[pKEHO 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpPraHom), 3miHn
BHECEHO A0 iHCTPYKUIT A1 MeANYHOro
3aCTOCYyBaHHSA npenapaTty [0 po3Ainis
«[MpoTrnokasaHHs», «B3aemogis 3
HLIMMK NiKapCcbKMMKM 3acobamu Ta iHLWi
BMAM B3aeMogii», «OCO6MMBOCTI
3aCTOCYBaHHA», «3acTOCyBaHHS y nepiog
BariTHOCTi abo roflyBaHHs rpyano»,
«[Mepeno3yBaHHA», «[M06IYHI peakLii»

peuernmom

o0 6e3nekun Aityoi pevyoBUHM

niosnsi2cae




20 [TpogoBykeHHs fojaTka 2
Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
"BiHKpncTUH") 3rigHo 3 n.1.13 Ta n.2.3
popatky 15 Hakaly MO3 YkpaiHu Big,
23.07.2015 Ne460 HafaHO rapaHTiiHi
JINCTW Bif 3asiBHUKA LWOA0 HagaHHA MYP
Ta AOMNOBHEHHS A0 Orfa4y KNiHiYHMX
JaHnX yepes 2 pokv Bif AaTh BBEAEHHS 3
Aito Nopsfaky)
14. FENAQN®® kancynu, no 10 TOB YkpaiHa TOB YkpaiHa nepepeecTpavisi Ha HeobMeXeHuiA 3a He UA/5324/02/01
Kancyny "BANAPTIH "BANAPTIH TepMmiH; 3MiHun | Tuny: 3MiHK WoAao peyenmom | niosseae
6nictepax; no 10 SAPMA" SAPMA" 6e3nekn/edeKTUBHOCTI Ta
Kancyny thapmakoHarnsgy. 3miHa y KopoTkiii
6nictepi; no 3,5 XapakTepucTuLi nikapcbkoro 3acoby,
a6o 10 6nicTepis TEKCTi MapKyBaHHS Ta IHCTPYKLi Ans
y naui MeMYHOro 3aCTOCyBaHHA Ha niacTasi
perynsipHO OHOB/IIOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpaLiliHuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOC/iAXEHb,
npoBeAeHVX BIAMOBIAHO A0 NiaHy
negiatpuuHmx gocnimpkeHs (PIP) (3MiHy
Y3rOZ)KEHO 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpPraHom) - 3MiHu
BHECEHO [0 IHCTPYKLT AN MegUyYHOro
3acToCcyBaHHA npenapary 4o po3ainis
"Oc06/MBOCTI 3aCTOCYBaHHS",
"Mepepno3yBaHHA" BigNOBIAHO 40
iHcbopmaL,ii 3 6e3nekn Ailounx peHoBUH
npenapary.
3rigHo 3 n.1.13 gopatky 15 Hakazy MO3
Ykpainu Big, 23.07.2015 Ne460 HagaHo
rapaHTiiH1ii INCT Big, 3asiBHUKA LLLOA0
HagaHHAa MYP no 30.10.2017 p.
15. | AEKCAMETAS3 | tabnetks no 0,5 ToBapucTBo YKpaiHaa BCi cTag,i YkpaiHa nepepeecTpauis Ha 5 pokis. 3miHu | TUny: 3a He UA/5274/01/01
OH mr, no 10 3 BMPOGHULITBA, 3MiHM Wopo 6e3nekn/eheKkTUBHOCTI Ta peyenmom | nidns2ae
Tabnetok y obmexeHo KOHTPO/1b thapmakoHarnsgy. 3MiHU y KOPOTKiii
6nictepax; no 1 BignoBifasib AKOCTI, BUNYCK XapakTepucTuLi Nikapcbkoro 3acoby,
abo 5 6nictepiB y HICTIO cepii: TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
Kopob6u,i 3 "focnigHunii ToBapucTeo 3 MeAUYHOro 3aCTOCYBaHHS
KapToHy 3aBof, 06MeXeHOo reHepuyHuX/riopnaHnx/6ionoibHnx

"rHunc"

BiANoBiga/IbHICT

NiKapPCbKMX 3ac06iB Nic/1s1 BHECEHHS Tiel
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
10 "[ocnigHunii camoi 3MiHM Ha pedhepeHTHWIT Npenapar
3asog " (3miHa He NoTpebye HaAaHHs XOLHUX
rHUAC!, HOBWX [04aTKOBUX AaHux), (3MiHu
YkpaiHa; BHECEHO A0 IHCTPYKLi 419 MeAUYHOro
BCi cTag,i 3acToCyBaHHA npenapaty 4o po3ainy
BUPOGHULTBA, "lMoka3aHHA", a TakoxX A0 po3ainis
KOHTPOSb «MpoTunokasaHHa», «MoBGivHi peakLii»,
AKOCTI, BUMNYCK «3[aTHICTb BN/IMBATY Ha LWBUAKICTb
cepit: peakuii Npy KepyBaHHi aBTOTPaHCNOPTOM
ToBapucTeo 3 a60 po6oTi 3 IHWKMMK MexaHi3Mamu»,
obmeXeHow «0OCc06MBOCTI 3aCTOCYBaHHS»,
BigMNoBiga/IbHICT «B3aemopis 3 iHLWMMK NiKapCbKMMM
0 3aco6amu Ta iHWi BUAW B3aEmMogiii»,
"papmaueBTUYH «3acTocyBaHHs Yy nepiog BaritHocTi abo
a KomnaHisi roflyBaHHs rpyato» BifnosigHO 40
"3popos'a", pedhepeHTHOro npenapary.
YkpaiHa 3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
Haka3y MO3 Ykpainu Big 23.07.2015
Ne460 HagaHo rapaHTiiiHi InCTH Big,
3asBHMKa LLOoJ0 HafaHHA MYP ta
[OOMOBHEHHS 40 Ornsaay KAiHIYHUX AaHnX
yepes 2 poKY Bif BBELEHHS B fjt0
Mopsaky o 30.10.2017 p.)
16. | OXKA3 TabneTku, BKPUTI Baiiep HimeyunHa MepBuHHe Ta HimeyunH nepepeecTpaLis Ha HeobMeXeHwi 3a He UA/5468/01/01
060/10HKOI0, NO dapma Al BTOPUHHE a TepMmiH; 3MiHun | Tuny: 3MiHK WoAao peyenmom | niosseae
28 Tabnetok (24 nakyBaHHs1, 6e3nekn/edeKTUBHOCTI Ta
TabneTtku cBiTNo- BUNYCK cepil: thapmakoHarnsgy. 3mMiHu y

poxeBoro + 4

TabneTkn

(nnaue6o) 6inoro
KOnbopy) y
6nictepi 3
CaMOK/1enKo

CTpiukoto; no 1

6nictepy y
KapTOHHIiA
Kopobui

Baliep ®apma
Arl, HimeuunHa
Bupo6bHuyTtBO
Hepo3dacoBaHo
T Npoaykuii Ta
npoBeeHHSA
KOHTPO/IHO
AKOCTI:
Baliep ®apma
Arl, HimeuunHa

TepaneBTUYHNX NOKa3aHHAX (BUyYEHHS
TepaneBTUYHOrO NokasaHHs), (3MiHn o
IHCTPYKLIT 415 MeANYHOro 3acTOCyBaHHS
npenaparty (BWIy4YeHHs nokasaHb) - 40
po3ainy "Moka3saHHs". 3miHn Il TUny:
3MiHu Wwopo 6e3nekn/ethekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHN y KOpoTKil
XapakTepucTuLi NlikapCbKoro 3acooby,
TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
Me[MYHOro 3aCTOCYBaHHSA Y 3B'A3KY I3

Bci ctagii HOBUMM OAHUMW 3 AKOCTI, AOKNIHIYHUMU,
BUPOGHULTBA: KNiHIYHUMW JaHUMK Ta AaHUMK 3
Baiiep Baiimap hapmakoHarnsagy, (3miHu woao
Mv6X i Ko. KT, iHgbopmallii 3 6e3nekn BHECEHO 0

HimeuyunHa IHCTPYKUIT 41181 MEANYHOr0 3aCTOCYBaHHSA
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Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayitiHo
2o
nocsBiO4YeHHs1

npenapary: 4o po3gainis
"MpoTmnokasaHHs", "B3aemogis 3 iHWUMun
nikapcbkrMu 3acobamu Ta iHWi Buan
B3aemogin”, "OcobmBoCTi
3acTocyBaHHA", "3acTocyBaHHs y nepiof,
BariTHOCTi abo rogyBaHHs rpyaar”,
"To6ivHI peakui™).
3rigHo 3 n.2.3 popatky 15 Hakasy MO3
Ykpainu Bif 23.07.2015 Ne 460 HagaHO
rapaHTiliHAlA NUCT Bif, 3asBHMKA LWOA0
HaZlaHHA [ONOBHEHHA A0 Ornaay
KNIHIYHMX faHnX Yepes 2 poKM Big
BBEAEHHSA B Aito Mopsaky (ao 30.10.2017

p.)

17.

EHANO3NA®
25

Tabnetku, no 10
TabneTok y
6nictepi; no 2
abo 3 6nictepn y
nauuj 3 KapToHy

NnAT
"dpapmak"

YkpaiHa

MAT "®apmak”

YkpaiHa

nepepeecTpawisi Ha HeobMeXeHni
TepMiH; 3MiHun | Tuny: 3MiHK WoAao
6e3nekn/ePeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpoTkil
XapakTepucTuLi NlikapCbKoro 3acooby,
TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
MEeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHO OHOB/IIOBAHOTO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
[ocnifxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpauinHuii nepioa, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOC/iKEHb,
npoBeeHrX BiANOBIAHO A0 nnaHy
negiatpmnuHux gocnigpkes (PIP) (3MiHy
Y3rO[KEHO 3 KOMNETEHTHUM
YNOBHOBaXEHUM OpraHom) - 3MiHn
BHECEHO 0 IHCTPYKLT 415 MeauyYHOro
3aCTOCyBaHHA npenaparty [0 po3Ainis
"dapmakosioriyHi BlactTmBocTi”,
«[MpoTnnokasaHHs», «B3aemogis 3
HLIMMK NiKapCcbKMMKU 3acobamu Ta iHLWi
BMAN B3aeEMofiit», «OcobIMBOCTI
3aCTOCYBaHHA», «3aCTOCyBaHHS y nepiof
BariTHOCTi ab0 roflyBaHHs rpyaar»,
«30aTHICTb BNAMBATY Ha LUBUAKICTb
peakuji Npy KepyBaHHi aBTOTPaHCMOPTOM
ab0 po6OTi 3 iHWKMK MexaHi3MamMm»,

3a
peuyenmom

He
nionsizae

UA/5568/01/01
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PeecmpayjiliHa npoyedypa

[TpogoBykeHHs fojaTka 2

Ymosu

Peknamy

Homep

Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY

(nikapcbka
¢hopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

«[epenosyBaHHA», «M0BIYHI peakLii»

BionyckKy

BaHHA

peecmpayitiHo

20
nocsio4YeHHs1

Pociiicbka

LoAo 6e3neku Ailoymx pevoBuH
"eHananpuny manear”,
"rigpoxsiopoTiasng” Ta pekoMmeHaaLin
Bigainy ®apmakoHarnagy).
3rigHo 3 n.1.13 Ta n.2.3 pogatky 15
Hakady MO3 YkpaiHu Big 23.07.2015
Ne460 HagaHo rapaHTiiiHi INCTH Big
3asBHUKa WoAo HagaHHa MYP Ta
[LONOBHEHHSA A0 OrNsa4y KNiHIYHWUX JaHnX
yepes 2 poKM Bif, BBEAEHHS B fit0
Mopsaaky (ao 30.10.2017)
nepepeecTpavis Ha 5 pokiB y 3B A3KY i3

6e3

niosnsieae

UA/4955/01/01

18.

ECnon

Masb no 30ry
Ty6ax Ne 1

AT
"Huxdpapm™

Pociiicbka
depnepadis

AT "Hwmxdpapm"

Pepepadi
A

3aKiHYEHHAM TepMiHy Aii peecTpauiiHoro
noceigueHHs; 3MiHu | Tuny:
AIMIHICTpaTMBHI 3MiHN. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa
(BN1acHMKa peecTpaLiiiHOro NoCBigYEHHS).
3MiHuM | TUNYy: AgMIHICTPATUBHI 3MiHN.
3miHa HalilmeHyBaHHS Ta/abo agpecu
MiCLis MPOBaMKEHHS AiSANIbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaUn AiNbHNL
BUMNYCKY cepii abo micLe npoBefeHHs
KOHTPOSO AKOCTI. (4iANbHICTL, 3a AKY
BignoBigae BMpo6HuK/imnopTep,
BKOYA0UM BUNYCK cepiin). 3MiHu | Tuny:
3MiHM 3 AKOCTIi. F0TOBUIA SliKapCbKUiA
3aci6. KoHTposib roToBOro Nikapcbkoro
3acoby. 3miHa napameTpiB cneyudikadii
Ta/abo fonycTMMMNX MEX roTOBOro
niKkapcbKoro 3acoby (3BYXXeHHS
AonycTMmx Mex). CynyTHA 3MiHa: 3MiHn
3 AKOCTI. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b FOTOBOrO NikapCbKoro 3acooby.
3MiHa y meTogax BUNnpobyBaHHs roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHN Y
MeTogax BunpobysBaHb (BKNKOYaOUU
3amiHy abo AOMOBHEHHS) (3MiHa
cneuuaikauii 3a posginom «Macca
COAEPXKUMOro TyObI»)

peyenma

nepepeecTpauis Ha 5 pokiB y 3B 53Ky i3

He

UA/11731/01/01

19.

EKCTPAKT

piavHa

ToBapucTteo

YKpaiHa

ToBapucTso 3

YKpaiHa
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
PIAKWIA (1:16) (cybeTaHuis) y 3 o6MexXeHor 3aKiHYEHHAM TepMiHy Ail peecTpauiiiHoro niosnsieae
3 NNIKAPCbKOI | meTanesux 06MeXeHo BiANOBIAAbHICT NocBigYeHHs; 3MiHu | Tuny:
POC/INHHOI 6oukax gns BignoBigasib 0 AOMiHICTpaTBHI 3MiHW. 3MiHa
CUPOBWHMN: thapmaueBTUYHOr HICTIO "®apmaueBTUyH HaliMeHyBaHHA Ta/abo afgpecu 3asBHMKa
30/TOTOTUCSH | 0 3acTOCYBaHHS "dbapmaueBT a KoMnaHis (BnacHuKa peecTpaL,iiiHoro NocBig4YeHHs)
YHUKA TPABU nyHa "3popos'a" — YTOYHEHHS Y BUKNaAEeHHI
(HERBA KOMMNaHis MiCcLLe3HaxXOMKEHHS 3asBHMKa BiAnoBigHO
CENTAURII), "3p0pos'a" 00 niueHsii Ha BUpo6HULTBO AD| Ta
PO3MAPUHY roTOBMX NiKapCbKnx 3acobis. 3MiHM |
NIKAPCBKOIo TMNy: AAMIHICTPATUBHI 3MiHW. 3MiHa
NNCTA (FOLIA HalimeHyBaHHs Ta/abo agpecu micus
ROSMARINI NPOBaKEHHS AiANIbHOCTI BUPOOHMKa
OFFICINALIS), (BKNtOYAKOUM, 3a HEOOXIAHOCTI, MicLe
NHOBUCTKY NpoOBeAEHHSA KOHTPOJTH SIKOCTI), abo
NIKAPCbKOIro BMacHuka mactep-taina Ha A®l, abo
KOPEHA nocravasibHuka A®I/BuxigHoro
(RADIX mMartepiany/peareHTy/npomiKHOro
LEVISTICI NPOAYKTY, L0 3aCTOCOBYIOTbCA Y
OFFICINALIS) BMPOOHULTBI AD| (AKLLO 3a3HAYEHO Y
(1:1:1) [OCbE Ha nikapcbkuii 3acib) 3a

BiACYTHOCTI cepTuddikaTa BignoBigHOCTI
€Bponelicbkili hapmakonei y
3aTBEPKEHOMY [OCbE, @60 BMPOGHMKA
HOBOI [ONOMiXHOI PEYOBUHM (AKLLO
3a3HaYeHo Yy OCbE) — YTOUHEHHSA Y
BUKNAAEHHI MiCLLe3HaxoKeHHS
BMpOo6HUKa ADI abo Aitoyoi peyoBrHU
BiAMOBIAHO [0 MiLeHsiT Ha BUPOBHNLTBO
nNikapcbknx 3aco6is. BupobHuyua ginbHuus
Ta BCi BUPOOHMUI onepavii 3amwmnmch
He3MiHHUMW. 3MiHU | Tuny: 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneyudikavin Ta/abo fonycTMMNX MeX,
BM3HaYeHuX y cneuundikayisx Ha Adl, abo
BUXiAHWIA/NPOMIXHWIA NpoAYyKT/pearexT,
LLIO BUKOPWUCTOBYIOTBLCA Y NPOLIECI
BUpPOGHMLUTBA ADI (iHLWIi 3MiHN) —
npuBeLeHHsA cneumndikauii Ta meToay
KOHTPOJO SKOCTi 3@ NOKa3HUKOM
"Mikpo6ionoriyHa unctota" go sumor 4Py
Aitoyoro BunaaHHa. CynyTHa 3MmiHa: 3MiHn
3 AkocTi. A®l. KoHTposib A®I. 3miHa y
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chapmakoHarnsgy - 3miH1 BHECEHO [0
IHCTPYKUiT 4151 MeAMyYHOro 3acTocyBaHHA
npenapary Ao po3ginis "Cnocib
3aCTOCYBaHHA Ta A03KN" (YTOYHEHHS),
"MpoTmnokasaHHsA", "B3aemogis 3 iHWLUMU
nikapcbknmun 3acobamu abo iHWi Bran
B3aemogiin", "OcobmBoCTi
3actocyBaHHs", "T06iuHI peakui™,
"3acTocyBaHHs y nepiog, BariTHoOCTi abo
rofysaHHsA rpyaar”, "MepenosysaHHa"
BiAMNOBIAHO 0 OHOBMIEHOT KOPOTKOT
XapakTepucTrKn Nikapcbkoro 3acoby.
HapaHo rapaHTiliHuil NCT WoA0 HajaHHs

[OMOBHEHHS 0 OrNsay KAHIYHUX AaHNX

25
Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
mMeTogax BunpobysaHHA APl abo
BUXiAHOrO MaTepiany/npomikHOro
npoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NPOLIECI
BUPOGHULTBa A®I (iHWi 3MiHK y MeTogax
BMNPOGYBaHHSA (BK/1IOHYAKUM 3aMiHy abo
[ONoBHeHHs) A®Il abo
BWXiZIHOrO/NMPOMIXKHOTO MPOAYKTY).
TexHiyHa nomunka (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne 460),BunpasneHHs
TEeXHIYHOI NOMW/IKKY, 3rigHo p. VI, n.24 (4)
Haka3ly MOS3 Ykpainu 26.08.2005 p.
Ne426 (y pegakuii Hakazy MO3 YkpaiHu
Bif 30.10.015 p.Ne460), B MKA 13 y
MeTogax KoHTposto n. "KinbkicHe
BM3HaYeHHA cymu nonicpeHonis" (y
po3paxyHKoBii dhopmyni). MpuBeaeHHs
BMKOPMUCTaHHA cybCcTaHuji BiANoBigHO A0
sumor oY
20. | 3IHHAT™ Tabnetku, BkpuTi | MnakcoCmiTK Benvka "nakco Benuka nepepeecTpawis Ha HeobMeXeHni 3a He UA/5509/02/02
060/10HKOI0, NO NAH BputaHia | OnepeliwHc FOK | BputaHisa TepmiH; 3miHm Il Tuny: 3MiHn WwWoA0 peuyenmom | nidnseae
250 wmr, no 10 EkcnopT Nimitepq, 6e3nekn/ePeKTUBHOCTI Ta
TabneTtoky Nimitep, papMakoHarnsgy. 3MiHM y KOpPOTKiii
6nictepi; no 1 XapakTepucTuLi NikapcbKoro 3acoby,
6nictepy B TEKCTi MapKyBaHHSA Ta IHCTPYKLii AnA
Kopoo6u,i 3 MEeAMNYHOro 3aCTOCYBaHHSI Y 3B’A3KY i3
KapToHy HOBVMU [AaHUMU 3 AKOCTI, AOKNIHIYHUMMU,
KNiHIYHUMW JaHMK Ta JaHUMK 3
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26
Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
NPOTAroM 2-X POKIB 3 MOMEHTY BBEEHHS
B Ajto MNopsiaky NpoBefeHHs ekcnepTusmn
peecTpaLjiiiHix MaTepianis Ha Nikapcbki
3aco6u, Lo NoJaTLCA Ha AepXaBHy
peecTpauito (nepepeectpayiio), a Takox
eKcnepTn3n marepianis Npo BHECEHHS
3MiH [0 peecTpaLiiiHiX MaTepianis
NpOTAroMm Aji peecTpauiiHoro
NOCBIAYEHHS 3aTBEPKEHOr0 HaKasoM
MO3 Ykpainu Bif 26.08.2005 Ne 426 (y
pepakuii Hakasy MO3 YkpaiHu Bif,
23.07.2015 Ne 460
21. | SIHHAT™ Tabnetku, BkpuTi | FnakcoCmiTK Benuka nakco Benuvka nepepeecTpawis Ha HeobMeXeHni 3a He UA/5509/02/03
060/10HKO10, MO NAH BpuTaHis OnepeiiwHc FOK | BpuTtaHis TepmMiH; 3MiHn Il Tuny: 3miHK Woao peyernmom | nidns2ae
500 wmr, no 10 EkcnopT Nimitepq, 6e3nekun/edekTMBHOCTI Ta
Tabnetoky Niviteq thapmakoHarnsgy. 3MiHU y KOPOTKiii
6nictepi; no 1 XapakTepucTuLi NikapcbKoro 3acoby,
6nictepy B TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Kopoo6u,i 3 MEeAMYHOro 3aCTOCYBaHHS Y 3B’A3KY i3
KapToHy HOBUMM JAHUMW 3 AKOCTI, AOKNIHIYHUMU,
KNiHIYHMMM faHUMK Ta aHUMK 3

hapmakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKUIT 418 MeANYHOro 3acTOCyBaHHSA
npenapary Ao po3ginis "Cnocio
3aCTOCYBaHHA Ta A03KN" (YTOYHEHHS),
"MpoTunokasaHHsA", "B3aemogis 3 iHWnmn
nikapcbkMMmn 3acobamu abo iHLWi Buan
B3aemogiin”, "OcobmBoCTi
3actocyBaHHs", "T06i4HI peakui”,
"3acTtocyBaHHA y nepiof BaritTHocTi abo
rogysaHHsA rpyaar”, "MepenosysaHHa"
BiZNOBIAHO 40 OHOBMEHOI KOPOTKOI
XapakTepucTuKn NMikapcbkoro 3acoby.
HagaHo rapaHTiiiHWiA IMCT WOoA0 HafaHHs
[LONOBHEHHSA A0 OrNsa4y KNiHIYHUX JaHnX
NPOTAroM 2-X POKIB 3 MOMEHTY BBE/IEHHS
B Ajto MNopsaKy NpoBefeHHs ekcnepTusm
peecTpavujiiiHix MaTepianis Ha nikapchbki
3aco6y, Lo NoJalTbCA Ha AepXaBHyY
peecTpauito (nepepeecTpavyiio), a Takox
eKkcrnepTn3u MaTepianis NPo BHECEHHSA

3MiH 0 peecTpauiiHux maTepianis
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Ha3ssa
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3acoby

(nikapcbka
¢hopma,
ynakoska)

3asiBHUKa

KpaiHa

Ka

BUPOGHU

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

BaHHA

[TpogoBykeHHs fojaTka 2
Peknamy

Homep
peecmpayitiHo
2o
nocsBiO4YeHHs1

22.

SIHHAT™

TabneTkn, BKPUTI
060/10HKOI0, MO

FnakcoCmiTK
NARH

Benuka

nakco

Benuka

NpoTAroMm Aji peecTpauiiHoro
MOCBiAYEHHS 3aTBEPAKEHOIO HaKa3oM
MO3 Ykpainu Bif 26.08.2005 Ne 426 (y
pepakuii Hakasy MO3 Ykpainu Big,
23.07.2015 Ne 460

23.

3IHHAT™

125 wmr, no 10
TabneTok y
6nictepi; no 1
6nictepy B
Kopobui 3
KapToHy

rpaHynu ans

NPUroTyBaHHS

EkcropT
Nimiten

nakcoCmiTK
NANH

BpuTaHis

Benuka

OnepeiiwHc KOK
Nimiten

"nakco

BpuTtaHis

Benuka

nepepeecTpavisi Ha Heo6MeXeHuiA
TepMiH; 3MiHn Il Tuny: 3miHun Woao
6e3nekn/ePeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKiii
XapakTepucTuLi NlikapCbKoro 3acooby,
TEKCTi MapKyBaHHS Ta IHCTPYKLii Ans
MeJMYHOro 3aCTOCYBaHHS Y 3B'A3KY I3
HOBMMM AAHUMW 3 SIKOCTi, AOKNIHIYHUMU,
KNiHIYHMMUW faHUMK Ta faHUMK 3
hapmakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKUiT 415 MeQNYHOro 3aCTOCyBaHHSA
npenapary Ao po3ginis "Cnocio
3aCTOCyBaHHA Ta 031" (YTOUYHEHHS),
"MpoTmnokasaHHs", "B3aemogis 3 iHWUMuy
nikapcbkvMmn 3acobamu abo iHLWi Buan
B3aemogiin”, "OcobmBoCTi
3acTtocyBaHHs", "T06IYHI peaku,i”,
"3acTocyBaHHS y nepiog, BariTHOCTi abo
rogysaHHs rpyaar”, "MepefosysaHHs"
BiZNOBIAHO 40 OHOB/IEHOI KOPOTKOI
XapaKkTepuUCTUKM NTIKaPCbKOro 3aco0y.
HapaHo rapaHTiiiHWii NUCT WoA0 HafaHHSA
[JONOBHEHHA [0 OrNAAY KNiHIYHMX AaHnX
NPOTSAroM 2-X POKIB 3 MOMEHTY BBE/JEHHS
B Ajto NopsaKy NpoBefeHHs ekcnepTusm
peecTpavuiiiHix MaTepianis Ha Nikapchbki
3aco6bu, Lo NOAAaTLCA Ha ilepXaBHy
peecTpauito (nepepeecTpavyiio), a Takox
€eKCnepTu3n maTepiasliB Npo BHECEHHS
3MiH A0 peecTpayiliHux maTepianis
NPOTAroMm fii peecTpauiniHoro
NOCBIJYEHHSA 3aTBEPL)KEHOr0 HaKa3oM
MO3 YkpaiHu Big 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 YkpaiHu Big
23.07.2015 Ne 460

3a
peuerimom

He

nionsieae

UA/5509/02/01

BpuTaHis

OnepeliwHc KOK

BpuTtaHis

nepepeecTpavisi Ha HeobMeXeHuiA

TepMiH; 3MiHn Il Tuny: 3miHun Woao

3a

He

peuernmom

UA/11807/01/01

niossi2ae




3asBHUK

Kpaina

Bupo6Huk
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KpaiHa

BUPOGHU
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Ymosu
BionyckKy

PeecmpayjiliHa npoyedypa

Peknamy
BaHHS

peecmpayitiHo

Homep

20
nocsio4YeHHs1

Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

Ekcnopt

3asiBHUKa

Niviteq,

Ka

6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHW Y KOpoTKiii
XapakTepucTuLii NlikapCbKoro 3acooby,

cycneHsii no 125
Mmr y cawie Ne 14

Nimiten

nakcoCmitK

Benuvka

"nakco
OnepeliwHc HOK

HOBUMW JAaHUMK 3 SKOCTI, AOK/IHIYHUMN,

IHCTPYKUIi N1t MeIMUYHOTO 3aCTOCYBaHHS

Benuka
BpuTaHis

TEKCTi MapKyBaHHS Ta IHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3

KNiHIYHUMW JaHUMK Ta JaHUMK 3
hapmakoHarnagy - 3MiHM BHECEHO A0

npenapary Ao po3ginis "Cnocio

3aCTOCYBaHHA Ta [03KN" (YTOUYHEHHS),
"MpoTnnoka3aHHs", "MobivHI peakuii”,
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaar”, "Bsaemogis 3

iHLWIUMK NikapCcbKMMKU 3acob6amu abo iHLwi

BMAM B3aemogiii", OcobMBOCTi

3acTocyBaHHA" BiAMNOBIAHO 40 OHOB/IEHOT
KOPOTKOI XapaKTepUCTUKMN JikapCbKoro
3aco0y.
3rigHo 3 n.2.3 gopatky 15 Hakaszy MO3
Ykpainu Big 23.07.2015 Ne460 HagaHo
rapaHTiiHiii NNCT Bif, 3asiBHUKA LLLOA0
HafaHHA [OMOBHEHHA [0 Ornsaay
KNIHIYHWX faHnX Yepes 2 poku Bif
BBE/IEHHA B Ajto Mopaaky
nepepeecTpayis Ha HeobMeXeHWi
TepmiH; 3minm Il Tuny: 3miHun WwWoa0
6e3nekun/edekTMBHOCTI Ta

3a
peyenmom

He

nionsi2zae

UA/11807/01/02

24,

SIHHAT™

rpaHynu ans
NPUroTyBaHHs

cycneHsii no 250
Mmr y cawe Ne 10

NAVH
ExkcnopTt
NimiTepq,

BputaHis

Nimiteq,

hapmakoHarnsgy. 3mMiHM y KOpPOTKiii
XapakTepucTuui nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHSA Ta iHCTPYKUiT 4ns
MeAMYHOro 3aCTOCYBaHHSA Y 3B’A3KY i3
HOBVMU JAaHUMU 3 AKOCTI, AOKNIHIYHUMMU,
KAiHIYHMMM faH MK Ta aHUMK 3
hapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKLT 418 MeANYHOro 3acTOCyBaHHS
npenapary Ao po3ginis "Cnocib
3acTocyBaHHs Ta 031" (YTOUYHEHHS),
"MpoTtunokasaHHs", "Mo6iuHi peakwyii,
"3acTocyBaHHs y nepiog, BariTHocTi abo

roflyBaHHs rpyaar”, "Bsaemogis 3

iHLUMMM NiKapCbKUMK 3aco6amu abo iHLWi




29

[TpogoBykeHHs fojaTka 2

Ne

Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
BMAM B3aemogiin", OcobmBocCTi
3acTocyBaHHA" BIAMNOBIAHO A0 OHOBIEHOT
KOPOTKOI XapakTepucTuKn NikapCbKoro
3acoby.
3rigHo 3 n.2.3 gogaTky 15 Hakazy MO3
Ykpainu Big 23.07.2015 Ne460 HapaHO
rapaHTiliHii NACT Bif, 3asiBHUKA LLLOA0
HaflaHHA [JONOBHEHHA A0 Oornany
KNIHIYHWX faHuX Yepes 2 poku Bif
BBE/IEHHA B Ajto Mopsaky
25. | S3IHHAT™ rpaHynu ans nakcoCmitK Benvka "nakco Benuka nepepeecTpayis Ha HeobMeXeHWi 3a He UA/5509/01/01
NpuUroTyBaHHA NAH BpuTaHis OnepeiiwHc HOK | BpuTtaHis TepMiH; 3MiHn Il Tuny: 3miHK Woao peyenmom | nidns2ae
100 mn (125 mr/5 Ekcnopt Niviten 6e3nekun/edekTMBHOCTI Ta
MJ1) cycneHsii, 1 Nimitep, hapMakoHarnsgy. 3mMiHM y KOpPOTKiii
onakoH 3 XapakTepucTuui ikapcbkoro 3acoby,
rpaHynamm TEKCTi MapKyBaHHSA Ta IHCTPYKLii An1s
pasom 3 MipHUM MeMYHOro 3aCTOCYBaHHSA Y 3B’A3KY i3
KOBMAa4ykoM Ta HOBMMM JAHUMW 3 SIKOCTi, AOKNIHIYHUMU,
MipHOIO KNIHIYHAMMW A@HUMK Ta AaHuMn 3
NOXEYKOH0 dhapmakoHarnagy - 3mMiHu BHECEHO [0
IHCTPYKUiT 415 MEANYHOrO 3aCTOCYBaHHSA
npenapary o po3ginis "Cnocié
3acToCyBaHHs Ta 031" (YTOUYHEHHS),
"MpoTmnokasaHHsA", "MobivHI peakuii”,
"3acTocyBaHHs y nepiog, BariTHocTi abo
rogyBaHHs rpyaar”, "Bsaemogis 3
HLWIUMK NikapcbkMMKU 3aco6amu abo iHLwi
BMAM B3aemogiin", OcobnmnBocCTi
3acTocyBaHHs" BiAMNOBIAHO A0 OHOB/EHOT
KOPOTKOI XapaKTepnCTUKN NikapcbKoro
3acoby.
3rigHo 3 n.2.3 popatky 15 Hakasy MO3
Ykpainu Big, 23.07.2015 Ne460 HagaHo
rapaHTiiHWIA NCT Big, 3asiBHMKA LLIOAO
HaZlaHHA [JONOBHEHHA A0 OrNsaay
KNiHIYHMX JaHnX yepes3 2 poku Bif,
BBEAEHHS B Aito Mopsaky
26. | 3IHHAT™ rpaHynu ans "nakcoCmiTK Benuka "nakco Benuka nepepeecTpawisi Ha HeO6MeXeHNiA 3a He UA/5509/01/02
NpuUroTyBaHHA NAH BpuTaHis OnepeiiwHc FOK | BpuTtaHis TepMiH; 3MiHn Il Tuny: 3miHKn Woao peyernmom | nidns2ae
100 mn (250 mr/5 EkcropT Nivitep 6e3nekun/edekTMBHOCTI Ta
MJ1) cycneHsii, 1 Niviteq thapmakoHarnsgy. 3MiHU y KOPOTKiii

doNakoH 3

XapakTepucTuLi iKapcbKoro 3acoby,
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MO/mn no 15 mn
y thnakoHi 3
posnunoBayem,
no 1 donakoHy B
KapTOHHIiA
Kopobui

XapakTepucTuLi NlikapCbKoro 3acooby,
TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
MEeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHO OHOB/IIOBAHOTO 3BiTY 3
6e3neku nikapcbKkoro 3acoby, abo
[ocnifxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpauinHuii nepioa, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOC/iKEHb,
npoBeeHrX BiANOBIAHO A0 nnaHy
negiatpmnuHux gocnigpkes (PIP) (3MiHy
Y3rO[KEHO 3 KOMNETEHTHUM
YNOBHOBaXEHVM OpraHom) (3MiHu Lwoao0
OHOB/IEHOT IHhopMaLiT 3 6e3neku
BHECEHO [0 IHCTPYKLT ANA MegUyYHOro

3aCTOCyBaHHA nNpenapary A0 po34inis

30
Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
rpaHynamm TeKCTi MapKyBaHHSA Ta IHCTPYKLii AnA
pasom 3 MipHUM MEeAMYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3
KOBMaykoMm Ta HOBVMU JAaHUMU 3 AKOCTI, AOKNIHIYHUMMU,
MipHOIO KNiHIYHMMM faHUMK Ta aHUMK 3
NI0XKeuKor hapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKUIT 418 MeANYHOro 3acTOCyBaHHSA
npenapary Ao po3ginis "Cnocib
3aCTOCYBaHHA Ta A03KN" (YTOYHEHHS),
"MpoTnnokasaHHaA", "MobivHi peaxuii”,
"3acTocyBaHHs y nepiog, BariTHocTi abo
roflyBaHHs rpyaar"”, "Baaemogis 3
HLIUMK NikapCbKMMKU 3aco6amu abo iHLwi
BMAM B3aemogiin", OcobnmnBocCTi
3acTocyBaHHA" BiAMNOBIAHO A0 OHOB/IEHOT
KOPOTKOI XapaKTepnCTUKN NikapcbKoro
3acoby.
3rigHo 3 n.2.3 popatky 15 Hakaszy MO3
Ykpainu Big 23.07.2015 Ne460 HagaHo
rapaHTiiH1ii NNCT Big, 3asiBHUKA LLLOA0
HaflaHHA [OMNOBHEHHA [0 OrNsagy
KNiHIYHMX daHnX yepes 2 PoKu Big,
BBE/EHHA B Aito Mopaaky
27. IB0ODPA cnpeii Na6opaTopii PpaHLis CochapTekc ®paHuia nepepeecTpavisi Ha HeobMeXeHniA 3a He UA/2830/01/01
Haszas1bHWiA, Bywapa TepMiH; 3MiHn | Tuny: 3MiHK Woao peyennmom | nidns2ae
po3unH 8000 Pekopparti 6e3nekn/ePeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpoTkil
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Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep

peecmpayitiHo

20
nocsio4YeHHs1

«[Mo6ivHi peakuii» Ta «DapmMakooriyHi
BN1aCTMBOCTI» BiAMNOBIAHO A0
pekomeHpauili lenaptameHTy
nicnApeecTpawiiHoro Harnsaay Ta
KOPOTKOI XapaKTepuCTUKL JlikapCbKoro
3acoby)

28.

KOMBIMNPWU/-
KB

Tabnetkm no 5
mr/10 mr, no 10
TabneTok y
6nictepi, no 3
6nictepun B nayui

MNAT
"KuiBCbKUiA
BiTaMiHHWIA

3asofg”

YkpaiHa

MAT "KuniBcbKuii

BiTaAMiHHWI
3asop”

YkpaiHa

nepepeecTpavisi Ha HeobMeXeHniA
TepMiH; 3MiHun | Tuny: 3MiHK WoAa0
6e3nekn/ePeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpoTkil
XapakTepucTuLi NlikapCbKoro 3acooby,
TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
MEeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHO OHOB/IIOBAHOTO 3BiTY 3
6e3neku nikapcbKkoro 3acoby, abo
[OocCnifxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpauinHuii nepioa, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOC/iKEHb,
npoBeeHVX BiANOBIAHO A0 nnaHy
negiatpmnuHux gocnigpkes (PIP) (3MiHy
Y3rO[KEHO 3 KOMNETEHTHUM
YNOBHOBaXEHUM OpraHom) - 3MiHn
BHECEHO [0 IHCTPYKLT A8 MeAUYHOro
3aCTOCyBaHHA npenaparty [0 po3Ainis
"TMoka3aHHA" (YyTOYHEHHS
hopMyntoBaHHs), "MpoTunokasaHHs",
"B3aemogis 3 iHW1MK NiKapCbKumMu
3acobamu Ta iHWi BUAW B3aEMoOSin",
"Oco6/1MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog, BariTHOCTi abo
roflyBaHHs rpyaar", "3gaTHicte Bnaveatu
Ha LWBUAKICTb peakuii Npu KepyBaHHi
aBTOTPAHCNOPTOM ab0 po6OTi 3 IHLLIMMM
mexaHiamamu", "Oitn" (yTOUHEHHSA
dhopmynioBaHHs), "lMNepenosyBaHHA",
"Mo6ivHi peakui™ BigNoBIAHO A0
iH(hopmaLii LWoao 6esnekn Airnumnx

peyoBuH "amaoamnin”, "nisnHonpun")

3a
peuenmom

He
nionsizae

UA/11887/01/01

29.

NEBOMILIEETUH

Kpanni oyHi 0,25
% no 10 mny
donakoHax

TOB "®3
"BIO®APMA

YkpaiHa

TOB "®3
"BIO®APMA"

YKpaiHa

nepepeecTpavyis Ha 5 pokiB y 3B°A3Ky i3
3aKiHYEHHAM TepMiHy Ail peecTpaLiiiHoro
noceigyeHHst; 3miHu | Tuny: 3miHn WoA0

3a
peuenmom

He
nionsizae

UA/5515/01/01
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[TpogoBykeHHs fojaTka 2

Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayitiHo
2o
nocsBiO4YeHHs1

nnactukosmx Ne 1

6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHsi abo 3amiHn
[0 y3araslbHeHMX faHuX Npo cuctemy
thapmakoHarnsgy (BeaeHHs
y3araslbHeHVX AaHux npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeEHOI
oco6u, BiANOBiAaNbHOI 3a 3/iICHEHHS
hapmakoHarnsagy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHuKa ans
3[jliCHEHHS hapmakoHarnsaay B YkpaiHi,
AKLLO BOHA BifMiHHA Bif, yNOBHOBaXXEHOT
0oco6u, BiANOBIAaNbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (BKI4Yarum KOHTaKTHi
naHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
chaiina cuctemn papmakoHarnagy).
3MiHu | TURY: 3MiHK 3 AKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. KOHTPONb roToBOro
nikapcbkoro 3acoby. 3miHa y metogax
BMNPOOYBaHHA rOTOBOIO NiKapCbKoro
3acoby (iHLWi 3mMiHM y MeTogax
BMNPO6YBaHb (BKIHOUAKOUM 3aMiHy abo
[OMOBHEHHS), (- B ONUCi METOANKN
BMMPOGYBaHHSA 3a NnokasHukoM «KinbkicHe
BM3HaYeHHsA. BopHa kucnoTa» -
JeTanizoBaHo onuc NpPUroTyBaHHA
PO34MHY MaHITy Ta [LONOBHEHO
pO3paxyHKoBOK hOPMY/IOH; - B METOANLL
BMNPOBYBaHHS 3a NoKasHNKoM «O6’'eM
BMICTY KOHTEMHepa» 30Kkpema, 3MeHLLEHO
KiNIbKICTb (p1akoHIiB 4151 NPOBeAEHHS
BMNPOOYBaHHSA (3aTBEpPKEHO:
BMNPO6YBaHHA NpoBoAATL Ha 10
haKkoHax; 3anpornoHOBaHoO:
BMNPOOYBaHHA NPOBOAATL Ha 3
hnakoHax), 3rigHo sumor APy n. 2.9.17.)

30.

NEAKOBOPWH-
TEBA

pO34unH ANns
iH'ekyin, 10 mr/mn
no 5 mn abo no
10mny
thnakoHax Ne 1y
Kopobui

TeBa
dapmaueBTi
Kaun
IHaacTpi3
nra.

I13painb

AT
dPapmaueBTNYH
wii 3aBog TEBA

YropwuH
a

nepepeecTpawis Ha HeobMeXeHni
TepMiH; 3MiHu | Tuny: 3MiHM Wopao
6e3nekn/ePeKTUBHOCTI Ta
hapMakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHSA Ta IHCTPYKLii Ans
MEeAMYHOro 3aCTOCYBaHHS Ha NiacTasi

3a
peyenmom

He
niosnsiecae

UA/5402/01/01
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[TpogoBykeHHs fojaTka 2

Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayitiHo
2o
nocsBiO4YeHHs1

perynisipHo OHOB/IOBAHOIO 3BITY 3
6e3nekn nikapcbKoro 3acoby, abo
[OcCNifxXeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauinHuii nepioa, abo sk
pe3ynbTaT OLIHKWN 3BITY 3 AOC/iAKEHb,
npoBeeHrX BiANOBIAHO A0 nnaHy
negiatpnyHmx gocnimkers (PIP) (iHwi
3MiHW), 3MiHX BHECEHO A0 IHCTPYKUIT ANnA
MeAMYHOro 3acToCyBaHHA npenapaTty A0
po3ainis "MNpoTunokasaHHs", "B3aemogis
3 iHWKUMK NikapcbknMn 3acobamu abo
iHLWi BMAKW B3aemogiin”, "OcobmBoCTi
3actocyBaHHs", "T06iuHI peakui”,
"3acTocyBaHHs y nepiog, BariTHOCTi abo
roflyBaHHs rpyaar0” BignosigHo [0
6e3nekun Ajtoyoi pevyoBuHU. 3MiHu | Tuny:
3MiHM Wwopo 6e3nekn/ethekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3amiHn
[0 y3ara/lbHeHVX JaHux Npo cuctemy
hapmakoHarnagy (BefeHHs
y3araslbHeHVx gaHux npo cuctemy
thapmakoHarnsgy, 3miHa yrnoBHOBaXXeEHOI
0co6u, BiANOBIAA/ILHOI 3a 34iCHEHHSA
hapmakoHarnsaay; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHuka ans
3ajificHeHHs1 hapMakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXKEHOT
0co6wu, BiANOBIAaNbHOT 3a 34iCHEHHS
hapmakoHarnagy (BKIYarum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y pO3MiLLLEHHI MacTep-
dhaiina cuctemun hapmakoHarnsgy).
3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
Haka3y MO3 Ykpainu Big 23.07.2015
Ne460 HagaHo rapaHTiiiHi InCTH Big,
3asBHMKa Woa0 HagaHHA MYP go
23.07.2017 p. Ta [ONOBHEHHA [0 OrNAAy
KNiHiYHMX gaHux go 07.10.2017 p. Big
BBeEHHS B Aito Mopaaky)

31.

NIHKAC nnocC
EKCMNEKTOPA
HT

cvpon no 120 mn
y thnakoHax

XepbioH
MakncTtaH
MpanseT

MakncTtaH

XepbioH
MakucTtaH
MpaiiBeT

MNakucTtaH

nepepeecTpavyis Ha 5 pokiB y 3B A3Ky i3
3aKiHYeHHAM TepMiHy Ail peecTpauiiiHoro
noceig4yeHHst; 3MiHu | Tuny - 3miHa

6e3
peuyenma

nionsizae

UA/10961/01/01
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Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayitiHo
2o
nocsBiO4YeHHs1

NimiTeq,

Niviteq,

HallmeHyBaHHs Ta/abo
MiCLle3HaxoMKeHHs1 BUpOOHMKa roTOBOTO
nikapcbKoro 3acoby, BKAOYaKuM Micue
NpOBeAEHHS KOHTPOJIHO SKOCTI(BUPOBGHUYA
OinbHMLA BUNYCKy cepii) - 3MiHa
MiCL,e3HaxX0KeHHS BUPOOHUKA. 3MiHN |
Tuny - 3mMiHa HaliMeHyBaHHA Ta/abo
MiCLle3HaXOMKEHHS 3asBHUKA (BNacHUKa
peecTpauiiHoro NocBig4eHHs) - 3MiHa
MiCLLe3HaXOMKEHHS 3asBHMKA:
3aTBepAKEHO. 3MiHK | TNy - 3MiHN 3
AKOCTI. [OTOBUIA NikapCbKuiA 3aci6.
KOHTPO/Ib FOTOBOrO NiKapCbKoro 3acooby.
3MiHa y meTogax BUNpobyBaHHs roTOBOr0
nikapcbKoro 3acoby (OHOB/IEHHS
npoueaypu BunpobyBaHHsA ans
NnpuBeAEeHHSA Y BiANOBIAHICTb 3i 3MIHEHOIO
3arasibHoto ctatTero dY a6o
€Bponeiicbkoi hapmakoner) -
MpuBeaeHHs po3ainy «MikpobiosoriyHa
yncToTa» y BIANOBIAHICTL A0 BUMOT
Ai040ro BugaHHs €9

32.

MEAOMNEHEM

MOPOLLIOK A5
po3unHy anas
iH'eKLin a60
iHQy3iMno1lry
donakoHi, no 1
donakoHny y
KapTOHHIN
Kopob6ui

Megokemi
nTa

Kinp

Mepokemi T/,
(3aBog B)

Kinp

nepepeecTpavisi Ha HeobMeXeHniA
TepMiH; 3MiHun | Tuny: 3MiHK WoAa0
6e3nekn/ePeKTUBHOCTI Ta
thapmakoHarnsgy. 3mMiHN y KOpoTKil
XapakTepucTuLi NlikapCbKoro 3acooby,
TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
MeLMYHOr0 3aCTOCyBaHHS
reHepu4HuX/riopuaHnx/6ionoaibHmX
nikapcbkyx 3acobiB Nicnsi BHECEHHS Tiel
camoi 3MiH1 Ha pedepeHTHMIA npenapar
(3MiHa He NoTpebye HaAaHHs XOAHUX
HOBMX A0AATKOBUX AaHuX), 3MiHM Wo040
OHOB/EHOT IH(hopMaLiT 3 6e3neku
BHECEHO [0 IHCTPYKL,i 4159 MeAUyYHOro
3acToCyBaHHA npenapary Ao posginy
"HecymicHicTb" BIgNoBigHO [0
pedhepeHTHOro NikapcbKoro 3acoby
(MepoHeMm, NOPOLLOK AN PO3UNHY A5
iH’exuiidi no 1000 mr). 3rigHo 3 n.2.3
poaatky 15 Hakazy MO3 Ykpainu Big,

3a
peuenmom

He
nionsizae

UA/11738/01/02




35 [TpogoBykeHHs fojaTka 2
Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
23.07.2015 Ne460 HafaHO rapaHTiiHWiA
NINCT LWOAO HafAaHHSA [ONOBHEHHS A0
ornaay KniHiyHMx gaHux go 30.10.2017
p.)
33. | ME/IOKCUKAM | tabnetkm no 7,5 patiochapm | HimeuunHa BMPOBGHULTBO IHais/ nepepeecTpawis Ha HeobmeXeHni 3a He UA/6308/01/01
-TEBA Mr no 10 rm6X npoaykuii in HimeuunH TepMiH; 3MiHn | Tuny: 3MiHK Woao peyernmom | nidns2ae
TabneTtoky bulk: Uwunna a 6e3nekun/edekTMBHOCTI Ta
6nicTepi, no 2 Niviten, Hais; thapmakoHarnsgy. 3MiHu y KOpOTKiii
6nictepu B nepBuHHa Ta XapakTepucTuLi NikapcbKoro 3acoby,
Kopoo6uj BTOPUHHA TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
yrnakoBKa, MEeAMNYHOI0 3aCTOCYBaHHSA
KOHTPO/b reHepuYHuX/ribpuaHnx/6ionogibHnx
SIKOCTIi, 403BIN nikapcbkyx 3acobiB Nicnsi BHECEHHS Tiei
Ha BUMNYyCK cepii: camoi 3MiHU Ha pedhepeHTHWIT Npenapar
Mepkne M'véX, (3miHa He NoTpebye HaAaHHS XOAHUX
HimeyunHa HOBWX [04ATKOBUX AaHUX) - 3MiHU
BHECEHO [0 IHCTPYKLT AN MegUyYHOro
3acToCcyBaHHA npenapary 4o po3ainis
"dapmakosioriyHi BlactmeocTi”,
"B3aemogis 3 iHWnUMK NikapcbkumMu
3acobamu Ta iHWi BUAW B3aEMoOSin",
"Oco6mBOCTi 3acTocyBaHHSA", "MoGIYHI
peakuii" BianoBigHO A0 pedhepeHTHOro
npenapaty MOBAJNIC®, Tabnetku no 7,5
Mmr, no 15 wmr.
3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
Haka3y MO3 Ykpainu Big 23.07.2015
Ne460 HafaHo rapaHTiliHi NCTU Big
3asBHMKa LLOoJ0 HafaHHA MYP ta
[ONOBHEHHA [0 OrNAAY KNHIYHMX AaHNX
80 07.10.2017 p.
34. | MENNOKCUKAM | TabneTku no 15 patiodhapm | HimeuyunHa BMPOGHULITBO IHais/ nepepeecTpaLis Ha HeobMeXeHw 3a He UA/6308/01/02
-TEBA mr no 10 v6X npoayKuii in HimeyunH TepMiH; 3MiHun | Tuny: 3MiHK WoAao peyenmom | nionsieae
TabneTok y bulk: Uunna a 6e3nekn/edpeKTUBHOCTI Ta
6nictepi, no 1 Nimiteq, IHAis; thapmakoHarnsgy. 3mMiHN y KOpoTKil
abo 2 6nictepn B nepBuHHA Ta XapakTepucTuLi NikapCcbkoro 3acoby,
Kopobui BTOPUHHA TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
yrnaKkoBkKa, MeMNYHOr0 3aCTOCYBaHHSA
KOHTPOSb reHepu4HuX/riopuaHnx/6ionoaibHmX

SKOCTI, A03BIN

Ha BMMYCK cepil:

Mepkne 'm6X,

NiKapcbkMx 3ac06iB Nicisi BHECEHHS Tiel
camoi 3MiHM Ha pedhepeHTHWIA Nnpenapar
(3miHa He NoTpebye HagaHHS XXOAHUX
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[TpogoBykeHHs fojaTka 2

Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayitiHo
2o
nocsBiO4YeHHs1

HimeyunHa

HOBWX [04ATKOBUX AaHUX) - 3MiHU
BHECEHO 0 IHCTPYKLT AN MeAUYHOro
3aCTOCYBaHHA npenaparty [0 po3Ainis

"®apMakonoriyHi B1acTneocTi",
"B3aemogis 3 iHWUMK NiKapCbKUMn
3acobamu Ta iHWi BUAM B3aEMogiin",
"Oco6/MBOCTi 3acTocyBaHHS", "T06IYHI
peakuii" BianoBigHO A0 pedepeHTHOro
npenapaty MOBANIC®, Tabnetku no 7,5
Mr, no 15 wr.
3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
Haka3y MO3 Ykpainu Big 23.07.2015
Ne460 HagaHO rapaHTiliHi IMCTK Big,
3asBHMKA LLOA0 HadaHHA MNYP Tta
[LOMNOBHEHHS A0 OrNs4y KNiHIYHKUX JaHnX
00 07.10.2017 p.

35.

MIKO®IH®

Kpem, 10 mr/r, no
15ryTy6i,no 1

Ty6i Yy KAPTOHHIi
ynakoBLji

HOBEN
ITAY CAHAI
BE
TIOKAPET
A.LLL.

TypeuunHa

HOBE/ INIAY
CAHAI BE
TIIXKAPET

A.LLL

TypeyunH
a

nepepeecTpLis Ha HeObMeXeHNi TepPMiH;
3MiHu | TMny: 3MiHM WoA0
6e3nekn/eeKTUBHOCTI Ta
hapmakoHarnisgy. 3mMiHM y KOpPOTKiii
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
MeJMYHOro 3aCTOCYBaHHS
reHepuyHuX/riopnaHnx/6ionoibHnx
nNiKkapcbknx 3ac06iB Nicisi BHECEHHS Tiel
caMoi 3MiHK Ha pedhepeHTHWIA npenapar
(3miHa He NoTpebye HaAaHHs XOLHUX
HOBUX 404ATKOBUX AaHWX), 3MiHU
BHECEHO 0 IHCTPYKLi 419 MeAUYHOro
3aCToCyBaHHSA npenapary 40 po3ainis
«OCco6MBOCTI 3aCTOCYBaHHS»,
«3acTocyBaHHSA y nepiog, BariTHocTi abo
rofyBaHHs rpyaato», «3aaTHICTb
BM/IMBATW Ha LWBWAKICTb peakujii npu
KepyBaHHi aBToTpaHcnopTomM abo poboTi
3 iHLIMMW MeXaHi3Mammn», «IMo6iyHi
peaxuii» BiANOBIAHO 4O OHOBEHOT
iHhopmaLii 3 6e3nekun 4ito4oi pevoBUHMN.
3rigHo n.2.3 popatky 15 Hakasy MO3
Ykpainu Big, 23.07.2015 Ne460 HagaHo
rapaHTiiH1ii INCT Big, 3asiBHUKA LLLOA0
HaZlaHHA [OMOBHEHHA 10 OrNsaay

6e3
peuyenma

nionsicae

UA/5305/01/01




37 [TpogoBykeHHs fojaTka 2
Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
KMiHiYHMX gaHmx ao 30.10.2017 p.
36. METOMNPOJION | nopoLok MAT YkpaiHa CAH IHais nepepeecTpayis Ha He0O6MeXeHW TEPMIH - He UA/5518/01/01
Y TAPTPAT (cybeTaHuin) y "dbapmak” dapmacbloTuka niossizae
MiLLIKax n lHpacTpi3
noAaBiiHNX nTA.
nonieTnieHoBmx
ans
BMPOGHULITBA
HeCcTepuIbHUX
NiKapcbknx hopm
37. HOP®JTIOKCAL, | kpanni oyHi Ta ToBapucTBo YkpaiHa BCi cTag,i YkpaiHa nepepeecTpavyis Ha 5 pokiB y 3B 3Ky i3 3a He UA/4901/01/01
NH BYLLHi, 3 Mr/mn, 3 BMPOGHULITBA, 3aKiHYeHHAM TepMiHy Ajii peecTpauiiHoro | peyenmom | nidssieae
no5mny obMexeHo KOHTPO/1b noceigyeHHs; 3MiHu | Tuny:
chnakoHi, no 1 Bignosiganb AKOCTI, BUMYCK AOMiHICTpaTMBHI 3MiHN. 3MiHa
onakoHy B HICTIO cepii: HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa
Kopobui y «focnigHnii ToBapucTeo 3 (BNacHvKa peecTpauiiHoro NocBigYeHHs),
KOMMNEKTi 3 3aB0/, 06MeXeHo 3MiHM Ha3BM Ta apecu 3asBHVKA.
KPWLLKOO- «HLJIC» BigNoBiga/IbHICT 3MiHuM | TUNy: AgMIHICTPATUBHI 3MiHN.
KpanenbHUUEeo 10 «JocnigHuni 3miHa HallmeHyBaHHs Ta/abo agpecu

3aB0[
«HLJIC»,
YkpaiHa,

BCi cTaaji
BMPOOHULITBA,
KOHTPO/b
SIKOCTi, BUNYCK
cepii:
TosapucTeo 3
obMexeHo
BiANOBiA&/IbHICT
10 «@PAPMEKC
rPYM»,
YkpaiHa

MiCLA NPOBaKEHHSA AiA/IbHOCTI
BMpoGHUKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYa0UN AiNbHUL
BMNYCKY cepii abo micLie npoBefeHHs
KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
BiAgnoBigae BUpo6HUK/iMnopTep,
BK/IOUAKUM BUMYCK Cepiii), NpMBeAEeHHS
Ha3BU Ta agpecu BUPOOHNKIB y
Bi4NOBIAHICTb A0 NileH3ii Ha
BMPOGHULTBO. 3MiHK | Tuny: 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHa iMnopTepa/3MiHu,
LLLO CTOCYIOTLCS BUMYCKY cepil Ta
KOHTPOJ1t0 AAKOCTi FOTOBOTO J1iKAPCLKOro
3aco0y (3amiHa abo gogaBaHHSA
BMPOGHNMKA, LLLO BigNoBigae 3a BBE3EHHS
Ta/abo BMnyck cepii) - Bkiovaroum
KOHTPO/1b/BUNPOBYBaHHSA cepii,
[ONOBHEHHA AN BUPOOHUKA ToBapUCTBO
3 06MEeXEHOH0 BiAMNOBIAa/ILHICTIO
«®APMEKC I'PYTM», YkpaiHa cpyHKu,i
«BUMNYCK Cepii» i, K HacNigoK,
3a3Ha4YeHHs PYHKUIiA 415 BUPOOHMKA
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs

ToBapuCTBO 3 06MEXEHOID
BiAnoBiAanbHICTIO «ocniaHniA 3aBop,
«HUNC», YkpaiHa. 3MiHu | Tuny: 3MiHun 3
skocTi. CepTtudikat BignosigHocTI/TE-
cepTudpikaT BignoBigHOCTI EBpONENiChKiii
hapmakonei/MmoHorpadii. 3mMiHu,
NoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHwoi
HaLjioHanbHOT thapmakonei aepxasn €C
(3miHa y crneuundikauisx, nos'a3aHa 3i
3miHamu B DY, abo EBponeichkiii
thapmakonei, abo iHLWil HauioHabHIM
hapmakonei gepxasun €C).
3MiHM 3 akocTi. APl KoHTposib ADI.
3miHa y meTogax BunpobysaHHA APl abo
BUXiHOro MaTepiany/npomiKHOro
npoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NPOLLECi
BMpo6HMUTBa AP (iHWIi 3MiHK Y MeTodax
BMMNPOOYBaHHSA (BK/IKOUAKUM 3amMiHy abo
[ONoBHeHHs) A®Il abo
BUXiQHOro/NPOMIDKHOrO NPOAYKTY),
cneumdikaliio Ta MeToam BXifHOro
KOHTPOJI10 3a po3faisioM «MikpobionoriyHa
yucToTa» Ha Ajtyy PeYoBUHY
Hopgo/IOKCaUVHY NPUBEAEHO Y
Bi4MOBIAHICTb A0 BMMOT Ajit040ro BUAAHHS
OdY. 3miHn | Tuny: 3MiHM 3 AKOCTI.
oToBUIA Nikapcbkuii 3aci6. KoHTposib
roTOBOrO /iKapCbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
L0nyCTMUX MeX roTOBOro NikapCcbKoro
3aco0y (iHwWwi 3miHW). CynyTHS 3MiHa:
3MiHu 3 siKoCTi. FOTOBWIA NikapCbkuii
3aci6. KoHTposib roToBOro Nikapcbkoro
3aco0y. 3miHa y MeTogax BUNnpoGyBaHHs
roTOBOrO JliKapCbKOro 3acoby (iHLWi 3MiHN
y MeTogax BunpobyBaHb (BK/IOYa0Um
3amiHy abo [ONOBHEHHS), NPMBEAEHHSA
po3ainy «MexaHiuHi BKNIOYEHHS» [0
BMMOTr 3arasibHoi cTatTi AdPY gitoyoro
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
BMAAHHSA (3a3HAaYEHO: «NPaKTUYHO

nikapcbKoro 3acoby (iHLWi 3miHK). 3MiHK 3

CuncTema KoHTelHep/ 3aKynoptoBasibHWiA
3aci6. 3miHa napameTpiB cneumdikawiii

YNakoBKM FOTOBOrO NiKapCbKoro 3acoby
noctavyasibHuKa CKNsHMX ¢oNakoHiB Ta

Industrial Co., Ltd, KuTai1 i ik Hacnigok
npuBegeHHA cneumdikauii BXigHoOro

BiflbHVUM Big, 4acToK» ). 3MiHM | TUNY:
3MiHu 3 siKoCTi. FOTOBWIA NikapCbkuii
3aci6. Cucrema
KOHTEeHep/3aKynoptoBasibHWI 3acib.
3miHa napameTpiB cneyudikauin Ta/abo
JONyCTUMMX MEX MEePBUHHOT YNaKOBKN
roTOBOrO JIiKAPCLKOro 3acoby
(monoBHeHHA crneundikaL,ii HOBUM
NOKa3HWKOM 3 BiAMNOBIAHUM METOA0M
BMNPOOGYBaHHS), [OMNOBHEHHS
cneumdikaLiin BXiflHOrO KOHTPOO As
NepBUHHOI YNakoBKM HOBUMU
nokasHvkamy «CTepusibHICTb (DNaKoHIB»,
«Mikpob6ionoriyHa unctoTa» (4719 CKNAHNX
hNakoHiB) Ta «MexaHiuHi BKIIIOUEHHS»
(ana npo6kun ryMoBOT MeAMYHA) 3
BIANOBIAHUMW MeToZamMun BUNPOOYBaHHS.
3MiHu | TURY: 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTEeHep/3aKynoptoBasibHWI 3acib.
3MiHa nocTavyanbHVKa NakyBaslbHUX
martepianis abo KOMMIEKTYHUUX (SKLLO
3a3HayeHo B 00CbE) (3aMiHa abo
JofaBaHHA noctadasibHuka). CynyTHS
3MiHa: 3MiHM 3 SKOoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6.
3MiHa y NepBuHHIlA ynakoBLji roTOBOro

AKOCTI. [OTOBUIA NlikapCbKuiA 3aci6.

Ta/abo AoNyCTUMUX MEX NEePBUHHOI
(iHLWi 3MiHK), BBEAEHO HOBOTO

Npo6KkM rymoBoi MeanyHoi Youlyy

KOHTPONIO Y BiANOBIAHICTb A0 MaTepianis
BMPOOHUKA., 3MiHu | TUNY: 3MiHM 3 AKOCTI.
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
CepTtudikaT BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI €BpONenchKii

thapmakonei/moHorpadii. 3miHu,
NoB'sI3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
Bi4MNOBIAHICTb A0 MOHOorpadii AdY abo
€Bponelicbkoi thapmakonei, abo iHLWoT
HauioHa/bHOT hapmakonei gepxasu €C
(3miHa y crneuundikauisx, nos'a3aHa 3i
3miHamu B 1PY, abo EBponeichbkiii
hapmakonei, abo iHLWil HalioHabHIl
thapmakonei gepxasun €C). CynyTHA
3MiHa: 3MiHW 3 AKOCTI. F0TOBWIA
nikapcbknii 3aci6. KOHTPOIb AOMOMIKHUX
peyoBUH. 3miHa y MeTogax
BMNPOGYBaHHSA AOMNOMDKHOI PEYOBUHM
(He3HauHi 3MiHM Y 3aTBEPIKEHNX
MeTofax BUNpobyBaHb), NpUBEEHHSA
cneumdikalin Ta MmeTogis BXigHOro
KOHTPO/It0 AKOCTi AOMOMDKHUX PEYOBUH Y
BiANOBIAHICTb A0 BUMOr €O Ta [dY.
3MiHu | TMny: 3MiHK 3 AKocCTi. FoToBwMIA
nikapcbknii 3aci6. KOHTPOb AOMOMDKHMX
peyoBVH. 3MiHa napameTpis
cneumdikalin Ta/abo gonycTUMmNX Mex
ONA OMNOMDKHOT PEYOBUHM (IHLLIT 3MiHN).
CynyTHS 3MiHa: 3MiHK 3 SKOCTi. FoTOBWUIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHUX
peyoBuH. 3MiHa y MeToAax
BUMNPOOYBaHHA AOMOMIXHOT PEHOBMHU
(iHWi 3MiHM y MeTofax BUNPOGYBaHHA
(BKktOYarouM 3amiHy abo foaaBaHHs),
npuBefeHHA cneumdikauii Ta MeToAis
BXiZJHOrO KOHTPO/II0 AKOCTi AOMOMiXKHOT
peyoBNHN AEKAMETOKCUHY A0
HOpMaTMBHOI JOKYMeHTaL,ii BUpoOHMKa.
3MmiHun | Tuny: 3miHn 3 skocTi. CepTudikat
BignoeigHocTi/lE-cepTudikar
BiAMNOBIAHOCTI EBpONEChKii
hapmakonei/MmoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y

BiANOBiAHICTL A0 MOHOrpadii APY abo
€Bponelicbkoi thapmakonei, abo iHLwoi
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Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayitiHo
2o
nocsBiO4YeHHs1

HaLjioHas1bHOT thapmakonei aepxasn €C
(3miHa y crneundikauisx, nos'a3aHa 3i
3aMiHOI0 BMMOTr MOHorpadii APy abo

iHLIOT HauioHaNbHOI chapmakonel
Aepxasn €C Ha BMMOrn MoHorpadii
€poneiicbkoi thapmakonei). CynyTHS
3MiHa: 3MiHKM 3 AKOCTIi. FOTOBWUIA
nikapcbkuii 3aci6. KOHTPONb AOMNOMIXHUX
peyoBuH. 3MiHa y MeToax
BMNPOBYBaHHSA AOMNOMDKHOI PEYOBUHM
(He3HauHi 3MiHM y 3aTBEPIKEHUX
MeToZax BUNpobyBaHb), NpMBeAEHHS
cneyudpikauii Ta MeToaiB KOHTPOHO
AKOCTi [OMOMDKHUX PEYOBUH HaTpIt0
xnopway, HaTpito rigpokcuay, AuHaTpito
epetaty (TpwnoH B), Boga ouneHa y
BiANOBIAHICTb 40 BUMOT MOHOrpadiii €.
3MiHuM | Tuny: 3MiHK 3 aKocTi. FoToBUiA
nikapcbkuii 3aci6. KOHTPONb roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuucpikayiii Ta/abo gonycTumMmx Mex
rOTOBOrO J1iKapCbKOro 3acoby (3BY)XXEHHS
JonyctuMmmx mex). CynyTHA 3MiHa: 3MiHK
3 AKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b FOTOBOrO NikapCbKoro 3acooby.
3miHa y meTogax BUnpobyBaHHs roTOBOIO
nikapcbKoro 3acoby (iHLi 3MiHN Y
MeToZax BUNpobyBaHb (BK/IHHaoun
3aMiHy ab0 AONOBHEHHS).

38.

OKCUTOLH-
BIONIK

pO34nH Ans
iH'ekuii, 5 MO/mn
no 1 mn B amnyni,
no 10 amnyn B
nauu,i

NAT
"OAPMCTA
HOAPT-
BIONIK"

YkpaiHa

MAT
"PAPMCTAHIA
PT-BIOJIK"

YkpaiHa

nepepeecTpavisi Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHAM TepMiHy Aii peecTpaviiHoro
NOCBigYeHHS; 3MiHW | TUNY: 3MiHW Wo0
6e3nekn/ePeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpoTkil
XapakTepucTuLi NlikapCbKoro 3acooby,
TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
MEeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHO OHOB/IIOBAHOTO 3BiTY 3
6e3neku nikapcbKkoro 3acoby, abo
[ocnifxeHb 3 6e3nekn 3acTocyBaHHs
NikapcbKoro 3acoby B icnsipeecTpauinHuii
nepioa, abo sk pe3ynbTaT OLiHKM 3BITY 3

3a
peuerimom

He
nionsieae

UA/5369/01/01
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
JocnigkeHb, NpoBeAeHnX BiANOBIAHO [0
nnaHy negiatpuuHnx gocnigxers (PIP)
(3MiHY y3roHKeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpPraHom), - 3MiHu
BHECEHO A0 iHCTPYKUIT AN MeanyYHoro
3acToCyBaHHA npenapary A0 po3ainy
"lMoka3aHHSA", a TakoxX A0 po3ainis
"Cnoci6 3acTocyBaHHs Ta fo3un"
(YyTOYHEHHSA [03yBaHHSA),
«[poTunokasaHHs», «Mo6ivHi peakuii»,
«0OCc06MBOCTI 3aCTOCYBaHHS»,
«B3aemopis 3 iHLWMMK NiKapCbKMMM
3aco6amu Ta iHWi BUAW B3aEmMogiii»,
«3acTocyBaHHs Yy nepiog BaritHocTi abo
roflyBaHHs rpyAro» BignosigHoO Ao
noAibHoro 3a ck1aaoM NikapcbKoro
3aco6y 3 fil400 pevoBUHO
"OKCUTOUMH" (PO34MH NS iH'EKUIA No 5
MO/mn). 3rigHo 3 n.1.13 Ta n.2.3 gogatky
15 Haka3y MOS3 Ykpainu Big 23.07.2015
Ne460 HagaHO rapaHTiliHi IMCTK Big,
3asBHMKA LLOoA0 HadaHHA MNYP Tta
[JONOBHEHHA [0 OrNAAY KNiHIYHMX AaHnX
yepes 2 pokM Bif, BBEAEHHSA B fit0
Mopsiaky)
39. | ONIGEH™ nnacTump TeBa I13painb BUpOGHUK, sknii AnoHis/ nepepeecTpayis Ha HeobMeXeHWi 6e3 niossizae UA/5930/01/01
TPAHCAEPMA | TpaHcaepmasibHu | dapmaleBTi BignoBsigae 3a HimeyunH TepMmiH; 3MiHun | Tuny: 3MiHn Wopao peyenma
NbHUN 7 no 140 mr/12 Kau BMPOBGHULTBO a 6e3nekun/edekTMBHOCTI Ta
NNACTUP rogyH Ha 140 cm? IHpacTpi3 Hepo3acoBaHo hapmakoHarnsgy. 3miHa y KOpoTkiii
Ne2: no 2 nra. ro NPOAYKTY; XapakTepucTuui nikapcbkoro 3acoby,
nnacTmpu y nepBuHHA Ta TEKCTi MapKyBaHHS Ta iHCTPYKLi 415
nakeTi 3 BTOPVHHA MeAMYHOro 3aCTOCYBaHHSA Ha NigcTasi
naneposo- yrnaKkoBkKa, perynisipHo OHOB/IOBAHOIO 3BITY 3
a/TlOMIHIEBO- KOHTPO/Ib cepil: 6e3nekn nikapcbKoro 3acoby, abo
nonieTnneHosoil Telika JocnigkeHb 3 6e3nekn 3acToCyBaHHS
nnisku; no 1 dapmacbloTmka NikapcbKoro 3acoby B
nakety B nKo., Nitg,, nicnApeecTpawiiiinii nepiog, abo sk
KapTOHHIiA AnoHis; pe3ynbTaT OLIHKM 3BITY 3 AOC/iAXKEHb,
kopobui; B1po6HWK, SKnit npoBefeHnX BignoBiAHO 40 NnaHy
Ne5: no 5 Bignosigae 3a negiatpnyHmx gocnimpkers (PIP) (iHwi
nnactupis y KOHTPO/b cepil: 3MiHW) - 3MiHW BHECEHO [0 iHCTPYKLii ANs
nakeTi 3 Mepkne 'm6X, MeAMYHOro 3aCTOCYBaHHs npenapary 4o
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
naneposo- HimeyuunHa; po3ainy «3acTocyBaHHSA Y nepiog,
aNoOMiHIEBO- Brpo6HMK, Akuii BariTHOCTi abo roflyBaHHs rpyaato»
nonieTnneHosoi BignoBsigae 3a BiANOBIAHO A0 iHhopmaLii 3 6e3nekn
nnisky; no 1 BMNYCK cepil: Lil040i pevoBUHM auKNoeHak HaTpito.
nakeTy B Mepkne MvéX, 3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
KapTOHHIiA HimeuyunHa Hakazy MO3 YkpaiHu Big 23.07.2015
Kopobui; Ne460 HafaHo rapaHTiliHi NCTU Big
Nel10: no 5 3aAaBHMKa WoA0 HajaHHA MYP ta
nnactupis y [ONOBHEHHA [0 OrNAAY KNIHIYHMX AaHNX
nakeTi 3 yepes 2 pokM Bif BBEAEHHS B fit0
naneposo- Mopsaky (no 23.07.2017 p.
aOMIHIEBO-
nonieTuaieHosol
nAiBKK; no 2
nakeTu B
KapTOHHIW
Kopobui
40. MOCTEPU3AH | cynosutopii Ne 10 Op. Kage HimeuunHa KOHTPO/b Ta HimeyunH nepepeecTpavyis Ha 5 pokiB y 3B°A3Ky i3 6e3 niossizae UA/4864/02/01
(5x2) y cTpunax PapmaueBTn BUNYCK cepil: a 3aKiHYeHHAM TepMiHy Aii peecTpaviiHoro peyenma
YHa Op. Kage noceigueHHs; 3MiHu | Tuny: 3miHu 3
dabpuka dapmMaueBTUYH AKOCTI. FOTOBWIA Nikapcbkuid 3aci6. 3MiHN
rm6X a ®abpuka Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu,
mM6X, LLIO CTOCYKTLCA BUMYCKY cepii Ta
HimeuumnHa; KOHTPOJ1t0 AKOCTi FOTOBOTO JiKAPCLKOro
BUPOBHULTBO 3aco6y (3amiHa abo fofaBaHHA
Hepo3d)acoBaHo BMPOGHNMKA, LLLO BigNoBigae 3a BBE3EHHS
T npoaykuji, Ta/abo Bunyck cepii) - Bkioyaroum
nepBuHHe Ta KOHTPO/b/BUNPO6YBaHHSA cepii. CynyTHs
BTOPVHHE 3MiHa: 3MiHM 3 SKOCTi. FOTOBMIA
nakyBaHs: nikapcbkuii 3aci6. 3MiHM y BUPOBHULITBI.
Op. Kage 3MiHa iMnopTepa/3MiHuy, Lo CTOCYHThCA
dapmMaueBTUYH BMMNYCKY Cepii Ta KOHTPOJIHO AKOCTI
a ®abpuka rOTOBOrO JIIKAPCLKOro 3acoby (iHLi
vm6X, 3MiHW), PO3MEXYBaHHS (PyHKL,il
HimeuunHa BMPOOHUKA, SKnli ByB BKa3aHWli paHille,

6e3 3a3HayveHHs PYHKLUA. 3miHn | Trny:
3MiHM 3 SKOCTi. F0TOBMIA NliKapCbKUiA
3aci6. KOHTpOsb roToBOro J1ikapCbKoro
3aco06y (iHLWi 3miHK), KOHTpoNb roToBOro
nikapcbKoro 3acoby — po3mexyBaHHS
cneumdikauii Ha TepmiH NpuaaTHOCTI Ta
MOMEHT BUMNYCKY. 3MiHK | Tuny: 3MiHn
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
oo 6e3neku/ethekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHsi abo 3amiHn
[0 y3araslbHeHMX faHuX Npo cuctemy
thapmakoHarnsgy (BeaeHHs
y3araslbHeHVX AaHux npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeEHOI
oco6u, BiANOBiAaNbHOI 3a 3/iICHEHHS
hapmakoHarnsagy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHuKa ans
3[jliCHEHHS hapmakoHarnsaay B YkpaiHi,
AKLLO BOHA BifMiHHA Bif, yNOBHOBaXXEHOT
0oco6u, BiANOBIAaNbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (BKI4Yarum KOHTaKTHi
naHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
dharina cuctemu dpapmakoHarnasay)
41. MOCTEPU3AH | ma3sb B Ty6ax no Op. Kage HimeuunHa KOHTPO/b Ta HimeuunH nepepeecTpavyis Ha 5 pokiB y 3B A3Ky i3 6e3 niossizae UA/4864/01/01
251 Nel PapmareBtu BUMYCK cepil: a 3aKiHYEHHAM TepMiHy Aii peecTpauiiHoro peuyenma
YyHa Op. Kage noceigyeHHst; 3mitn | Tuny: 3miHn 3
dabpuka PapmaLeBTUUH SKOCTI. FOTOBMIA Nikapcbkuii 3aci6. 3miHK
6X a d®abpuka y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu,
rv6X, LLIO CTOCYIOTbLCS BMMNYCKY cepil Ta
HimeuumnHa; KOHTPOJ0 SIKOCTi FOTOBOTO J1iKapCbKOro
BMPOBGHULTBO 3acoby (3amMiHa abo AofaBaHHs
Hepo3dacoBaHo BMPOOHWMKa, L0 BiANoBifa€e 3a BBE3EHHA
T npoaykuji, Ta/abo Bunyck cepir) - Bkioyaroumn
nepBuHHE Ta KOHTPO/1b/BNNPOGYBaHHSA cepii. CynyTHS
BTOPUHHE 3MiHa: 3MiHK 3 SKOCTi. F0TOBMWIA
nakyBaHs: nikapcbkuii 3aci6. 3MiHWM y BUPOGHULITBI.
Op. Kage 3MiHa iMnopTepa/3MiHu, WO CTOCYTbLCA
dPapmaLeBTUUH BUMYCKY cepii Ta KOHTPO/IKO AKOCTI
a dabpuka roTOBOrO JTiKAPCbKOro 3acoby (iHLWi 3MiHuM)
rv6éX, - BBeeHHa 0oaaTKoBOT AiNbHNL
HimeyunHa BMPOGHULITBA BigNoBiAasIbHOT 3a

KOHTPO/1b Ta BMMNYCK Cepil | Ik Hacnifok
3a3HayveHHs OyHKLiA ANs 3aTBepoKeHol
BMPOGHNYOT AinbHWLi. 3MiHW | TURy: 3MiHK
3 AkocTi. F0TOBWIA Nnikapcbkuii 3acib.
KOHTpO/b roTOBOrO NlikapcbKoro 3acoby
(iHWi 3MiHK) - Po3mexyBaHHA
cneumdikalii Ha BUNYCK Ta Ha TepMiH
npuaaTtHoTi. 3MiHun | Tuny: 3MiHK Woao
6e3nekn/eddeKTUBHOCTI Ta
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
thapmakoHarnsay. BeefeHHs a6o 3MiHU
[0 y3aranibHeHMX faHux nNpo cuctemy
thapmakoHarnsgy (BefeHHs
y3arasibHeHVX AaHux npo cuctemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHO|
oco6u, BiANOBIAaNbHOI 3a 3/iICHEHHSA
dhapmakoHarnagy; KOHTakTHoi ocobm 3
hapmakoHarnsay 3asBHuKa s
34ificHeHHs chapmakoHarnsay B YkpaiHi,
AKLLO BOHA BiMiHHA Bif, yNOBHOBaXXEHOT
oco6w, BiANOBiAabHOI 3a 3/iiCHEHHS
thapmakoHarnsgy (BKIo4Yaum KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MiLLEeHHI macTep-
(paiina cuctemu chapmakoHarnagy) -
MponoHoBaHa pepakuis: KonoteHko
OneHa OnekcaHApiBHA)
42. MOCTEPU3AH | cynosuTopii Ne 10 Op. Kage HimeuunHa KOHTPO/b Ta HimeuunH nepepeecTpavisi Ha 5 pokiB y 3B A3Ky i3 6e3 nionsizae UA/4864/02/02
POPTE (5x2) y cTpunax dapmaueBTn a BUMYCK cepii: a 3aKiHYEeHHsIM TePMIHY Ail peecTpayiiHoro peyenma
yHa Op. Kage NOCBigYeHHS; 3MiHW | TUNY: 3MiHK 3
dabpuka dapmMaueBTUYH AKOCTI. FOTOBWIA Nikapcbkuid 3aci6. 3MiHN
eX a dabpuka y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu,
vM6X, LLIO CTOCYIOTLCA BUMYCKY cepil Ta
HimeuumnHa; KOHTPOJ0 SKOCTi FOTOBOTO J1iKapCbKOro
BUPOBGHULTBO 3aco0y (3amiHa abo gofaBaHHA
Hepo3acoBaHo BMPOOHWMKa, O BiANoBifae 3a BBE3EHHA
T npoAayKui, Ta/abo Bunyck cepii) - Bkatovaroun
nepBuHHe Ta KOHTPONb/BUNPOBYBaHHA cepii. CynyTHA
BTOPUHHE 3MiHa: 3MiHM 3 SKOoCTi. [O0TOBMIA
nakyBaHs: nikapcbkuii 3aci6. 3MiHWM y BUPOGHULITBI.
Op. Kage 3MiHa iMnopTepa/3MiHuy, Lo CTOCYThCA
dapmaLleBTUUH BUMYCKY cepii Ta KOHTPO/IKO AKOCTI
a ®abpuka rOTOBOrO JIIKAPCHKOro 3acoby (iHLWi 3MiHuM)
rv6éX, - BBefeHHA 00AaTKOBOT AiNbHNLL
HimeuyunHa BMPOGHULITBA BiAMNOBIAaIbHOT 3a

KOHTPO/b Ta BUNYCK Cepii i AK HacnifokK
3a3HavYeHHs QOYHKLiM AN 3aTBEPIAXEHOT
BMPOGHNYOT AinbHWLi. 3MiHK | TURy: 3MiHK

oo 6e3sneku/ethekTMBHOCTI Ta

dhapmakoHarnagy. BeegeHHsa abo 3miHun

[0 y3arasibHeHNX faHux nNpo cuctemy

hapmakoHarnsagy (BefeHHs
y3arajlbHeHnX fiaHuX Npo cucTemy
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Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayitiHo
2o
nocsBiO4YeHHs1

thapmakoHarnsagy, 3miHa ynoBHoBaXeHoi
0co6Mu, BiANOBIAaNLHOT 3a 34INCHEHHSA
thapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnagy sassHuka gns
34iiCHEHHS hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
oco6u, BiANOBiAaNbHOI 3a 3/iICHEHHS
hapmakoHarnsagy (BKoyarum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thalina cuctemn dhapmakoHarnagy).
3MiHu | Tuny: 3miHK 3 aKocTi. CepTudikat
BignosigHocTI/TE-cepTudikar
Bi4MNOBIAHOCTI €BpONENiChKii
thapmakonei/moHorpadii. MNogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiAnoBiAHOCTI abo BUNYYEHHSA
cepTudikata BignNoBIAHOCTI EBpONECHKIi
thapmakonei: ans A®l; ansa BUxigHoro
MaTepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTBLCA Y
BUPOGHULTBI ADI; ans 4ONOMIXKHOT
peyoBVHM (cepTudikaT BignoBigHOCTI
€Bponelicbkili hapmakone’) - OHOBNEHWIA
cepTudikaT Bif, y)Xe 3aTBepXeHOro
BMPOGHUKA - MofgaHHA OHOBNEHOTO
cepTudikaTa BignosigHocTi €EP (R1-CEP
1996-052-Rev 05)

43.

NMOCTEPU3AH
DOPTE

Mas3b no 25ry
Ty6ax Ne 1

[Ap. Kage
PapmaueBtu
YyHa
dabpuka
v6X

HimeuunHa

KOHTPO/Ib Ta
BMNYCK cepil:
Ap. Kage
dapmaLleBTUUH
a ®abpuka
Mmo6X,
HimeuumnHa,;
BMPOBGHULITBO
Hepo3dacoBaHo
T npoaykuji,
nepBuHHe Ta
BTOPWHHE
nakyBaHs:
Ap. Kage
PapmaLeBTHYH

HimeuunH
a

nepepeecTpavis Ha 5 pokiB y 3B A3Ky i3
3aKiHYEHHAM TepMiHy Aii peecTpaviiHoro
noceigyueHHs; 3MiHu | Tuny: 3miHu 3
AKOCTI. FOTOBWIA Nikapcbkuid 3aci6. 3MiHN
y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYIOTLCA BUMYCKY cepil Ta
KOHTPOJIt0 SIKOCTi FOTOBOrO NikapCbKoro
3acoby (3amiHa abo AofaBaHHA
BMPOOHUKA, LLIO BiNOBIAAE 38 BBE3EHHSA
Ta/abo Bunyck cepii) - Bkioyaroum
KOHTPO/b/BUMNPOGYBaHHA cepii. CynyTHSA
3MiHa: 3MiHKM 3 AKOCTIi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHWLTBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYTLCA
BUMYCKY Cepii Ta KOHTPO/IKO AKOCTI

6e3
peyenma

nionsizcae

UA/4864/01/02
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
a dabpuka rOTOBOrO JIiKAPCLKOro 3acoby (iHLWi 3MiHuM)
rv6X, -BBE/l€HHA [04aTKOBOI AiNbHUL
HimeyunHa BMPOGHMLTBA [p. Kage dapmaLeBTuuHa

dabpuka M16X», HimeuumHa (KOHTPONb
Ta BUMYCK cepii) i K Hacnigok
3a3HayvYeHHs PyHKLii BUPOBHUYMX
OinbHULb. 3MiHW | TUNY: 3MiHK 3 AKOCTI.
OTOBWIA Nikapcbkuii 3aci6. KOHTpob
rOTOBOIO JIIKAPCLKOro 3acoby (iHLi
3MiHK), po3MeXyBaHHS crneundikaLii Ha
BWMYCK Ta TEPMIH NPUAATHOCTI. 3MiHW |
TMny: 3MiHK Wopo 6e3nekn/epeKTUBHOCTI
Ta dhapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3araJibHeHUX AaHuX npo
cuctemy chapmakoHarnsgy (BefeHHs
y3arasibHeHuX JaHux npo cuctemy
thapmakoHarnsagy, 3miHa ynoBHoBaXeHoi
0co6Mu, BiANOBIAaNLHOT 3a 34INCHEHHSA
thapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnagy sassHuka gns
34iiCHEHHS hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXEHOI
oco6u, BiANOBiAaNbHOI 3a 3/iICHEHHS
hapmakoHarnsagy (BKoyarum KOHTaKTHi
[aHi) Ta/abo 3MiHW Y PO3MILLLEHHI MacTep-
thaiina cuctemn dhapmakoHarnagy).
3MiHu | Tuny: 3miHK 3 aKocTi. CepTudikat
BignosigHocTI/TE-cepTudikar
Bi4MOBIAHOCTI €BpONENChKii
thapmakonei/moHorpadii. MNogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiAnoBiAHOCTI abo BUNYYEHHSA
cepTudikata BignNoBIAHOCTI EBPONECHKIi
thapmakonei: ans A®l; ansa BUxigHoro
MaTepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTBLCA Y
BUPOGHULTBI ADI; ans 4ONOMIXKHOT
peyoBVHM (cepTudikaT BignoBigHOCTI
€Bponelicbkili hapmakone’) - OHOBNEHWIA
cepTudikaT Bif Y)e 3aTBepXeHoro
BMPOGHMKA, NOLAHO OHOBMIEHWI
cepTudikaTt BignoBigHOCTIi €EP ansa aioyoi
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
pPEeYOBUHM TiAPOKOPTU3OHY Bif,
3aTBEPA)KEHOr0 BUPOOHUMKa Sanofi
Chimie, ®paHuis)

44. PIOMNAH Tabnetkn Takepa HimeuunHa | Takepa M'm6X, HimeuunH nepepeecTpavis Ha 5 pokiB y 3B A3KY i3 6e3 nionsizae | UA/11741/01/01

XyBauibHi o 800 eX MicLe a 3aKiHYEHHAM TepMiHy Aii peecTpaviiHoro peuyenma

mr Ne 10 (10x1), BUPOBHULTBA noceigueHHs; 3MiHu | Trny:

Ne 20 (10x2) y OpaHieHbypr, AOMiHICTpaTUBHI 3MiHW. 3MiHa

HimeuunHa HalimeHyBaHHs1 Ta/abo agpecu Micus

6nictepax

NPoBaKEHHS AisANIbHOCTI BUPOOHMKa
(BKNtOYAKOUM, 3a HEOOXIAHOCTI, MicLe
NpoBeAeHHSA KOHTPOJIIO AKOCTI), abo
BfacHuka mactep-tainna Ha A®l, abo
noctavdasibHuka Ad®l/BmxigHoro
MaTepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y
BMPOOHNLTBI AD| (AKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTuddikaTa BignoBigHOCTI
€Bponelicbkili hapmakonei y
3aTBEPKEHOMY [OCbE, 60 BMPOGHMKA
HOBOI AOMOMIDKHOI pe4OBUHMN. 3MiHW I
Tmny: 3MiHK Wwoao 6e3nekn/ePekTUBHOCTI
Ta thapmakoHarnsgy. 3mMiH1 y KOpoTKii
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHSA Ta IHCTPYKLii AnA
Me[MYHOro 3aCTOCYBaHHSA Y 3B'A3KY i3
HOBMMM JAHUMW 3 SIKOCTIi, AOKNIHIYHUMU,
KNiHIYHUMW JaHMK Ta JaHUMK 3
thapmakoHarnsgy, (3miH1 BHeCeHo [0
IHCTPYKLIT 415 MeANYHOro 3acTOCyBaHHS
npenapary A0 po3ginis "®apmakonoriyHi
BnacTtueocTi", "lMoka3aHHA",
"MpoTmnokasaHHsA", "B3aemogis 3 iHWLUMU
nikapcbknMmn 3acobamm Ta iHWi BUAn
B3aemogiin", OcobanBOCTI 3aCTOCYyBaHHSA",
"3acTocyBaHHs y nepiog, BariTHOCTi abo
roflyBaHHs rpygato”, "Cnocié
3acTocyBaHHA Ta gosun”, "Aitn"
(YTOUHEHHSA hopMy/IHOBaHHS),
"Mepepno3yBaHHA", "Mo6GIYHI peakyii”
BiANOBIAHO [0 KOPOTKOI XapakTepucTukm

npenapary Ta BUCHOBKA KOHCY/IbTaTVBHO-
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
eKcnepTHOI rpynu "FacTpoeHTeposoris.
Nikapcbki 3aco6un). 3minu Il TUNy: 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NikapcbKoro 3acoby.
3miHa napameTpiB cneundikauiii Ta/abo
[ONYCTUMUX MEX FOTOBOTO NiKapCbKOro
3aco0y (iHLWi 3miHW), (- 38 NOKA3HUKOM
«Onue». 3miHn 1l Tuny: 3MiHK 3 AKOCTI.
A®I. Bupo6bHuuTBO. 3MiHa BUPOOHMKA
BUXiAHOrO/NPOMIXXHOro
npoayKTy/peareHTy, LWo
BMKOPWCTOBYIOTbCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BMPO6GHMKA
(BkO4arum, e HeobXxigHo, Micue
npoBeneHHA KOHTPOosto AKocTi) APl (3a
BiZICYTHOCTI cepTudikarta BiAnoBigHOCTI
€Bponeiicbkiin dhapmakonei y
3aTBepPKEHOMY [0CLE) (BBELEHHS
HOBOro BUpo6HKKa APl 3 HafaHHAM
mactep-chaiina Ha Adl), (BBeaeHHs
[08aTKOBOro BMpo6Huka Adl)
45. | CENTIO®EH kancynu no 10 mr TOB MonbLa BUPOBHULTBO MonbLa nepepeecTpavisi Ha 5 pokiB y 3B A3Ky i3 3a He UA/5258/01/01
Ne 10 (10x1), Ne "Apamep Hepo3dacoBaHo 3aKiHYeHHAM TepMiHy fjii peecTpauiiHoro | peyenmom | nidsseae
20 (10x2) B T npoaykuji, NoCBigYeHHs; 3MiHW | TUny: 3MiHK 3
6nictepax nepBuHHe Ta AKOCTI. FOTOBWIA Nikapcbkuid 3aci6. 3MiHN
BTOPUHHE y BUPOBHMLTBI. 3aMiHa abo BBeAEHHSA
nakyBaHHs: [0[aTKOBOT AiNbHULI BUPOOHMLTBA AN1S
3aknag 4acTuHM abo BCbOro BUPOBHNYOro
dapmMaueBTUYH npoLecy roToBOro Nikapcbkoro 3acoby
vii Apaves (BinbHMLA, Ha Sk NpoBOAATLCA ByAb-AKi
®apma C.A., BMPOGHMUYI cTagji, 3a BUHATKOM BUMYCKY
Monbwa cepiii, KOHTPOJIKO AKOCTi, NEPBMHHOIO Ta
BUNYCK cepil: BTOPWHHOIO NakyBaHHs, A1
Mab'aHiubknii HECTEPW/IbHUX MiKapCbKMX 3ac006iB).
hapmaleBTUYH CynyTHS 3MiHa: 3MiHK 3 SKOCTi. FoTOBWUIA
nii 3aBof, nikapcbkuii 3aci6. 3MiHWM y BUPOGHULITBI.
Monbdha A.T., 3amiHa abo BBeAEHHS A04AaTKOBOI
MonbLa AiNbHULI BUpOBHMLTBA A/15 YacTuUHN abo

BCbOr0 BMPOBGHMYOro NPOLECY roTOBOro
nikapcbKoro 3acoby (AinbH1UA Ans
BTOPVHHOIO NakyBaHHSA) - 3MiHW 3 AKOCTI.
"o0TOBWIA NiKAPCBbKNUIA 3aCi6. 3MiHK Y
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o

ynakKoska) nocsio4YeHHs

BMPOGHULTBI. 3amiHa abo BBeAEHHSA

[0[aTKOBOT AiNbHULI BUPOGHMLTBA ANS
4yacTnHM abo BCbOro BUPOOGHUYOro

npoLecy roToBOro Nikapcbkoro 3acoby
(@iNbHMLA oNS NePBMHHONO NakyBaHHS) —
BBE/JEHHS [,0AATKOBOT BUPOBHUYOT
[OiNbHULI - 3anponoHoBaHo: 3aknaj
dapmaueBTuuHnin Agames ®apmva C.A.,
MonbLa (BUPO6GHULTBO HEPO3(hacoBaHOT
npoayKLii, NepBUHHE Ta BTOPVHHE
nakyBaHHS) Ta SK Hac/if0K 3a3HavYeHHs
OYHKLIA 415 BXXE 3aTBEPAKEHOr0O
BMPOGHWMKA. 3MiHuM | TUny:

AAMiHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHUYOT AiNbHWL (BKIOYAKUM
AinbHUL Ana APl NPOMDKHOIO NPOAYKTY
abo rotoBOro Jlikapcbkoro 3acooby,
AiNbHULI ANS NpOBeAEHHS NaKyBaHHS,
BMPOGHUKA, BifNOBIAAIbHOrO 3a BUMNYCK
cepiii, micue NpoBeAEeHHS KOHTPOJIHO
cepii) abo nocTayanbHMKa BUXiAHOIO
MaTtepiany, peareHTy abo AONOMKHOT
PeyYyoBMHM (SKLWO 3a3HAYEHO Y [OCbE) -
BU/TyYEHHS BUPOGHUYOI AinbHuLi TOB

oo 6e3snekun/edpekTMBHOCTI Ta
[0 y3arasibHeHUX JaHux npo cucTemy

hapmakoHarnagy (BefeHHs
y3arasibHeHNX AaHux Npo cUcTemy

"Apamepq”, Monbwa. 3miHu | Tuny: 3miHn

thapmakoHarnsgy. BeegeHHs abo 3amiHn

thapmakoHarnsgy, 3miHa yrnoBHOBaXeEHOI
0co6u, BiANOBIAA/ILHOI 3a 34iCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHuka ans
3ajificHeHHs1 hapMakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXKEHOT
0co6wu, BiANOBIAaNbHOT 3a 34iCHEHHS
hapmakoHarnagy (BKIYarum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y pO3MiLLLEHHI MacTep-
dhaiina cuctemun hapmakoHarnsgy).

3MiHu | TURY: 3MiHK 3 AKkOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpos1b roToBOro
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Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayitiHo
2o
nocsBiO4YeHHs1

nikapcbKoro 3acoby. 3miHa napameTpis
cneyucpikayii Ta/abo gonycTumMmx Mex
roTOBOrO JIiKAPCbKOro 3acoby
(monoBHeHHs cneundikaL,ii HOBUM
MOKa3HMKOM 3 BignoBigHMM MEeTOA0M
BUMPOGYBaHHS) — AOMOBHEHHS
crneuudikayii Ha MOMEHT BUMYCKY
nokasHUKoM «OAHOpPIAHICTL Macu
Kancynm».
3MiHuM | Tuny: 3MiHK 3 aKocTi. FoToBUiA
nikapcbkuii 3aci6. KOHTPONb roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuucpikayii Ta/abo gonycTumMmx Mex
rOTOBOrO J1iKapCbKOro 3acoby (3BY)XXEHHS
[ONYyCTUMUX MeX) — 3MiHa A0
cneuuaikavii Ha MOMEHT BUMYCKY 3a
po3ainom «CynposiAHi AOMILKW», a came
3BY)XXEHHS KpUTEPIiB NPUAHATHOCTI. 3MiHN
| Tny: 3miHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikadin Ta/abo gonycTUMmNX Mex
rOTOBOTO JTiKAPCbKOro 3acoby (iHLWi 3MiHM)
— npuBeAeHHsA po3ainy «MikpobionoriyHa
yucToTa» y BiANOBIAHICTL A0 BUMOT
Jit040ro BuaaHHsa €sponeiicbkol
Papmakonel

46.

CUBYTIH

TabneTkn no 5
mr, no 10
TabneTok y
6nicTtepi, no 3
6nictepun y nayui

NAT
"KniBCbKMiA
BiTaAMiHHWIA

3asog”

YkpaiHa

MAT "KuniBCcbKuii
BiTaAMiHHWIA
3asop"

YkpaiHa

nepepeecTpavjis Ha HEOGMEXEHNI TEPMIH

3a
peyenmom

He
niosnsiecae

UA/6115/01/01

47.

CUHA®DNAH

masb 0,025 % no
15ry Ty6ax Ne 1

AT
"Huxdoapm"

Pocilicbka
depepadis

AT "Hwxdapm"

Pocilicbka
depepadi
A

nepepeecTpavyis Ha 5 pokiB y 3B A3Ky i3
3aKiHYEeHHsIM TePMiHY Ail peecTpaujiliHoro
noceig4yeHHs; 3miHn | Tuny: 3miHa
HaliMeHyBaHHS Ta/abo
MiCLLe3HaXOMKEHHS 3asiBHUKA (BNacHUKa
PeeCTpaL,iiiHOro NocBigyYeHHs). 3MiHu |
Tuny: 3MiHa HaliMeHyBaHHS Ta/abo
MiCLLe3HaxX0AXEeHHS1 BUPOOHMKA rOTOBOTO
nikapcbKoro 3acoby, BKAOYaKUM Micue
NpoBeAEHHSA KOHTPOJIHO AKOCTI(BUPOGHUYA

3a
peuernmom

He
niosnsi2cae

UA/4902/01/01
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs

AinbHULA BUNYCKY cepil). 3miHu | Tuny:
3MiHM 3 AKOCTi. FoTOBUIA NiKapCbKUiA
3aci6. KOHTpOsib roTOBOrO /likapCbKoro
3acoby. 3miHa y meTogax BUnpobyBaHHS
roTOBOrO JIiKAPCbKOro 3aco0by (He3HayHa
3MiHa y 3aTBEpAXEHUX MeTogax
BMNPOOYBaHHS)(HE3HAaYHI 3MIHU METOANKN
BUNPOOYBaHHA 3a PO3Ai/iIoM
«lgeHTndikavis» metogom TLUX). 3miHu |
TMNy: 3MiHW 3 AKOCTI. [OTOBUIA NiKaPCLKUIA
3aci6. KOHTpOsib roTOBOrO /likapCbKoro
3acoby. 3miHa y meTogax BUnpobyBaHHs
roTOBOrO JTiKAPCbKOro 3aco0y (iHLLi 3MiHN
y MeTofax BunpobyBaHb (BK/IK0Ha0uM
3aMiHy abo AONOBHEHHS)) - (aHa/TITUYHY
MEeTOAMKY 3a NOKA3HUKOM
«Mikpob6ionoriyHa Ynctota» NpUBELEHO Y
BIAMNOBIAHICTb [0 BUMOT Ail0Y0i pefakuii
€d). 3MiHuM | TUNY: 3MiHM 3 AKOCTI.
loToBUiA nikapcbkunii 3aci6. KoHTposib
rOTOBOrO JliKapCbKOro 3acoby. 3miHa
napameTpiB cneumdikauiin Ta/abo
JONyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco0y (iHwWi 3miHu) - (KpuTepii
NPUIAHATHOCTI 3@ NOKa3HUKOM
«MikpobionoriyHa unctoTa» NPUBELEHO Y
BIAMNOBIAHICTb [0 BUMOT Ail0Y0i pefakLii
E€D).
3MiHn | TUny: 3miHKn 3 gkocTi. AdI.
KoHTposib A®I. 3miHa y napameTpax
crneungikauiii Ta/abo 4oNyCTUMUX MEX,
BM3HaYeHuX y cneuundikayisax Ha Adl, abo
BUXiAHWIA/NPOMIXHWIA NpoayKT/pearexT,
LLIO BUKOPWCTOBYIOTBLCA Y NPOLLECi
BMPOGHULTBA A®I (iHWI 3MiHW)). CynyTHA
3MmiHa: 3MiHuM 3 aKoCTi. A®Il. KOHTpOsib
A®Il. 3miHa y meTogax BunpobyBaHHs AdI
a60 BUXigHOro matepiasy/npoMixXHoro
NpoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLLECI
BUpoGHMLUTBA AP (iHLi 3MiHK Yy MeTodax
BMNPO6YBaHHA (BKNHOYaUM 3aMiHy abo
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Ymosu

Peknamy

Homep

Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

BionyckKy

BaHHA

peecmpayitiHo
2o
nocsBiO4YeHHs1

ynakoska)

[ONoBHEHHA) APl abo
BMXiZHOrO/NPOMIKHOrO NPOAyKTy) -
(NpvBeAeHHs KpUTepIiB NPUIAHATHOCTI 3a
NoKasHNKOM «CynyTHi AOMILLKN» Ail0HOi
pPeyoBUHM [0 BUMOT Ajt0HOI0 BUAAHHSA
€P)

6e3

nionsieae

UA/4611/02/01

48.

CTPENTOLMA,

masb 10 % no 25
ry 6aHkax
CKMISAHUX; N0 25 1
y Ty6i; no 1 Ty6i y
nauuj 3 KapToHy

MAT
"Nly6Hndapm

YkpaiHa

MAT
"Nly6Hndpapm"

YkpaiHa

nepepeecTpavisi Ha HeobMeXeHniA
TepMiH; 3MiHun | Tuny: 3MiHK WoAa0
6e3nekn/ePeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpoTkil
XapakTepucTuLi NlikapCbKoro 3acooby,
TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
MEeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHO OHOB/IIOBAHOTO 3BiTY 3
6e3neku nikapcbKkoro 3acoby, abo
[OocCnifxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpauinHuii nepioa, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOC/iKEHb,
npoBeeHVX BiANOBIAHO A0 nnaHy
negiatpmnuHux gocnigpkes (PIP) (3MiHy
Y3rO[KEHO 3 KOMNETEHTHUM
YNOBHOBaXEHUM OpraHom) - 3MiHn
BHECEHO [0 IHCTPYKLT A8 MeAUYHOro
3aCTOCYBaHHSA npenapary o0 po3giny
«[lMoka3aHHSA» BIAMNOBIAHO A0 BUCHOBKY
KOHCY/IbTaTUBHO-EKCNepTHOT rpynu
"Xipypris,
aHecTesionoris/peaHimaTonoris,
remartosioris, TpaHcdy3iosoris, ypooris.
Nikapcbki 3acobu') Ta fo po3ainis
«[poTunokasaHHs», «Mo6ivHI peakwii»
BiANOBIAHO pekoMeHAauin JenapTaMeHTy
nicnsapeecTpauinHoro Harnsgy
3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
Haka3y MO3 Ykpainu Big 23.07.2015
Ne460 HagaHo rapaHTiliHi NCTU Big
3aAaBHMKa WoA0 HajaHHA MYP ta
[JONOBHEHHA [0 OrNAAY KNHIYHMX AaHnX
[0 30.10.2017p.

peuenma

UA/4611/01/01

49,

CTPENTOLMA,

NiHiMeHT 5 % no

MAT

YkpaiHa

"Jly6HUchapm

MAT
"Jly6HUcpapm"

YkpaiHa

nepepeecTpavisi Ha HeobMeXeHuiA

TepMiH; 3MiHn | Tuny: 3miHun Wwoao

6e3
peuenma

nionsizae

30ryTy6i;nol
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Ne
n/n

Ha3ssa
JliKapCcbKO20
3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayitiHo
2o
nocsBiO4YeHHs1

Ty6i y nauui 3
KapToHy

6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpoTkil
XapakTepucTuLii NlikapCbKoro 3acooby,
TEKCTi MapKyBaHHS Ta IHCTPYKLii Ans
MEeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHO OHOB/IIOBAHOTO 3BiTY 3
6e3neku nikapcbKkoro 3acoby, abo
[ocnifxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpaLiiiHunii nepiog, abo sk
pe3ynbTaT OLIHKM 3BITY 3 AOC/IAKEHD,
npoBeAeHVX BIAMOBIAHO A0 NiaHy
negiatpnuHmx gocnigpkeHs (PIP) (3mMiHy
Y3rOZ)KEHO 3 KOMNETEHTHUM
YNOBHOBaXEHWM OpraHom) - 3MiHn
BHECEHO 0 IHCTPYKLT 415 MeauyYHOro
3aCTOCYBaHHSA npenapary [0 po3giny
«[lMoka3saHHsA» (3MiHK iHdhopMaLi Woao
6e3neku) BignoBigHO 4,0 BUCHOBKY
KOHCY/IbTAaTUBHO-EKCNEePTHOT rpynu
"Xipypris,
aHecTesionorig/peaHimaronoris,

remarosioris, TpaHcdy3iosioris, yposoris.

Nikapcbki 3acobun”
3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
Haka3y MO3 Ykpainu Big 23.07.2015
Ne460 HagaHo rapaHTiiiHi InCTH Big,
3asBHMKa LLOJ0 HafaHHA MYP Ta
[OOMOBHEHHS 40 Ornsaay KAiHIYHUX AaHnX
0o 30.10.2017p.

50.

®EPBEKC AN1A
JOPOCNNX
BE3 LYKPY

MOPOLLIOK A5
opasibHOro
po3uvHy, no 8
cauwe 3
MOPOLLKOM Y
KapTOHHIiA
Kopobui

YMNCA CAC

PpaHLis

YMNCA CAC

®paHLUifa

nepepeecTpawisi Ha HeobMeXeHni
TepMiH; 3MiHun | Tuny: 3MiHK WoAa0
6e3nekn/ePeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpoTkil
XapakTepucTuLi NlikapCbKoro 3acooby,
TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
MEeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHO OHOB/IIOBAHOTO 3BiTY 3
6e3neku nikapcbKkoro 3acoby, abo
[ocnifxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauinHuii nepioa, abo 5K

6e3
peuyenma

nionsieae

UA/5441/01/01
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Ne
n/n

Hassa

JliKapCcbKO20

3acoby

dopma BUMNYyCKY
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHU
Ka

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamy
BaHHS

Homep
peecmpayitiHo
2o
nocsBiO4YeHHs1

pe3ynbTaT OLiHKM 3BITY 3 JOC/iIKEHD,
npoBeAeHVX BIAMOBIAHO A0 NnaHy
nepgiatpnyHux gocnigpkeds (PIP) (3MiHy
Y3rOZPKEHO 3 KOMNETEHTHUM
YNOBHOBaXXEHM OpraHoMm) - 3MiHu
BHECEHO [0 IHCTPYKLi 415 MeguyHOro
3aCTOCyBaHHS rnpenapary 40 po3ainis
"MpoTmnokasaHHs", "B3aemogis 3 iHWUMHK
niKkapcbkMu 3acobamu Ta iHWi Buan
B3aemogiin", "OcobmBoCTi
3acrtocyBaHHsa", "Tlepefo3syBaHHA",
"Mo6ivHi peakui™ BigNoBiAHO A0
iHdhopMaUii Woao 6e3nekn aitoumnx

peyoBuH "napauetamon”, "kucnora

ackop6iHoBa", "dyeHipamiHy manear")

51.

®YPOCEMIA,

Tabnetku no 40
Mr Ne 10x5 y
6nictepax

ToBapucTeo
3
06MeXeHo
Bignosiganb
HiCTIO
"nocnigHnii
3aB0[,
"rHUNC"

YkpaiHa

BCi cTagii
BMPOGHULITBA,
KOHTPO/b
SIKOCTi, BUNYCK
cepii:
TosapucTeo 3
0bMeXeHo
BiAnoBigasbHICT
t0 "[ocnigHnin
3asop "MT'HUJICY,
YkpaiHa;

BCi cTagii
BMPOOHULTBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapucTeo 3
06MexXeHo
BigNoBiga/IbHICT
10 "OAPMEKC
reyn-,
YkpaiHa;

BCi cTaaji
BUPOGHULTBA,
KOHTPOSb
AKOCTI, BUNYCK
cepii:

YkpaiHa

nepepeecTpavisi Ha HeobMeXeHuiA
TepMmiH; 3MiHun | Tuny: 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3mMiHW Y KOpoTKiii
XapakTepucTuLi NikapCcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLi Ans
MeJMYHOr0 3aCTOCYBaHHS
reHepuyHuX/ribpuaHnx/6ionogibHnX
NiKapcbkMx 3ac06iB Nicis BHECEHHS Tiel
camoi 3MiH1 Ha pedepeHTHWIA npenapar
(3miHa He NoTpebye HafaHHS XXOQHNX
HOBWX A04ATKOBUX AaHux), (3MiHn
BHECEHO [0 IHCTPYKL,i 4159 MeAUyYHOro
3aCTOCyBaHHSA npenapaTty A0 po3aiiis
"Cnoci6 3acTocyBaHHsA Ta fo3un"
(YyTOYHEHHS f03yBaHHS), "IMo6GiuHi
peakuii”, "Oco6anBOCTI 3acTOoCyBaHHA",
"MepeposysaHHa", "OiTn" (YTOUHEHHSA
doopmyntoBaHHs), "B3aemogis 3 iHLWIMMK
nikapcbkMMmn 3acobamu abo iHLWi Buan
B3a€EMOJii" BigNOBIAHO 0 OHOB/IEHOT
iHhopmauii Wwoao pedpepeHTHOro
nikapcbkoro 3acoby (/1asvkc, Tabnetkn no
40 wmr). 3rigHo 3 n.1.13 Ta n.2.3 gogatky
15 Haka3y MO3 Ykpainu Big 23.07.2015
Ne460 HagaHo rapaHTiiiHi ICTH Big
3asBHMKa OO0 HadaHHA MYP Ta

3a
peyenmom

He
nionsicae

UA/5153/02/01




56 [TpogoBykeHHs fojaTka 2
Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
TosapucTso 3 [ONOBHEHHA [0 OrNAAY KNIHIYHMX AaHNX
06MeXeHo 00 30.10.2017 p.)
BiANOBIAAbHICT
10
"dapmaueBTnyH
a KoMmrnaHis
"3popos'a",
YkpaiHa
52. | PYPOCEMI], po34nH Ana ToBapucTso YkpaiHa KOHTPO/b Ykpaina nepepeecTpaLis Ha HeobMeXeHw 3a He UA/5153/01/01
iH'ekyin, 10 3 SIKOCTi, BUNYCK TepMiH; 3MiHn | Tuny: 3MiHK Woao peyenmom | nidnszae
Mmr/ms, no 2 M B 06MEXeHOo cepii: 6e3nekn/eeKTUBHOCTI Ta
amnyni, no 10 Bignosifasib ToBapucTso 3 hapmakoHarnisgy. 3miHa y KopoTkiii
amnyn B navwy; HICTIO 06MEXEHO XapakTepucTuLi nikapcbkoro 3acoby,
no 2 mn B amnyni, | "AocnigHuii BignoBifasbHICT TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
no 10 amnyny 3asog " t0 "docnigHuin Me[MYHOro 3aCTOCyBaHHA Ha niacrasi
6nicTtepi, no 1 rHunc" 3asog " perynsipHo OHOB/IOBAHOIO 3BITY 3
6nictepy B nauui; rHuAC", 6e3nekn nikapcbkoro 3acoby, abo
no 2 Mn B amnyni, YKpaiHa; [OCNifXeHb 3 6e3MeKn 3acToCyBaHHs
no 5 amnyny BCi cTagii nikapcbKoro 3acoby B
6nicTepi, no 2 BMPOOHULITBA, nicnapeecTpawiiiHnii nepiog, abo sk
6nictepun B nauui KOHTPO/b pe3y/nibTaT OLiHKM 3BITy 3 AOC/iKEHb,
AKOCTI, BUNYCK npoBeeHrX BiANOBIAHO A0 nnaHy
cepii: negiatpnyHmx gocnimpkeHs (PIP) (3MiHy
ToBapucTso 3 Y3ro[pKEHO 3 KOMNETEHTHUM
o6MexXeHo YMOBHOB&XXEHUM OpraHom), 3miHn
BigNoBiga/IbHICT BHECEHO A0 iHCTPYKUIT A1 MeANYHOro
10 3aCTOCYBaHHSA npenapary [0 po3giny
"papmaueBTUYH "Mo6ivHi peakui™ BigNoBIAHO A0
a KomMnaHis pedepeHTHOro npenapary
"3popos'a",
YKpaiHa
53. | X/IOPOMIPAMI | po3uvH ans ToBapucTeo YkpaiHa KOHTPO/b Ykpaina nepepeecTpaLis Ha HeobMeXeHw 3a He UA/5290/01/01
HY iH'exUiiA, 20 Mr/mn 3 SAKOCTI, BUNYCK TepMiH; 3MiHn | Tuny: 3MiHK Woao peyennmom | nidns2ae
rigPOXNOPUA | no 1 mn B amnyni, | OGMEXEHOH cepii: 6e3nekn/edpeKTUBHOCTI Ta
no 5 amnyny BignoBigasib ToBapucTeo 3 thapmakoHarnsgy. 3miHa y KOpoTkil
nauLj 3 KapToHy, HiCTIO obmexeHo XapakTepucTuLi NikapCcbkoro 3acoby,
no 1 mn B amnyni, | "AocnigHnii BiAnoBigaIbHICT TEeKCTi MapKyBaHHSA Ta iHCTPYKLUiT 4ns
no 5 amnyny 3aBof, t0 "[ocnigHnin MeAMYHOro 3aCTOCYBaHHSA Ha NiacTasi
6nictepi, no 1 "rHUNC" 3asog "THUC", perynsipHoO OHOB/HOBAHOIO 3BiTY 3

6nicTepy B navuj
3 KapTOHY

YkpaiHa;
BCi cTaaji

6e3nekn nikapcbkoro 3acoby, abo
[ocnifxeHb 3 6e3nekn 3acTocyBaHHs
NiKkapcbKoro 3acoby B
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs
BMPOGHULITBA, nicnapeecTpauiiinii nepiog, abo sk
KOHTPO/1b pe3ynbTaT OLiHKM 3BITY 3 AOC/IAXKEHD,
SKOCTI, BUNYCK npoBeAeHX BiANOBIAHO A0 NnaHy
cepii: negiatpnuHux gocnigpxes (PIP) (3MiHy
ToBapucTeo 3 Y3ropKeHo 3 KOMNETEHTHUM
06MEXEHOH YNOBHOB&XEHVM OpraHoMm), (3MiHu LWoa0
BiAnoBigasbHICT OHOBJIEHOT iH(DOpMaLLT 3 6e3neku
0 BHECEHO [0 IHCTPYKLT AN MegUyYHOro
"®apmaueBTUYH 3aCTOCYBaHHA npenaparty [0 po3Ainis
a KomMnaHis «[poTunokasaHHs», «Mo6ivHi peakuii»,
"3popos'a”, «lMepeno3yBaHHs», «Oco6/IMBOCTI
YkpaiHa 3acToCyBaHHs», «B3aemogis 3 iHWMMK
nikapcbknMn 3acobamm Ta iHWi BUAN
B3aeMOSii» BigNoBIAHO 0O pekoMeHaaL,ii
[JenaptameHTy nicnsapeectpauinHoro
Harnagy). 3rigHo 3 n.1.13 ta n.2.3
popatky 15 Hakazy MO3 YkpaiHu Bif,
23.07.2015 Ne460 HagaHo rapaHTiiHi
NINCTU Bif, 3asBHUKA LLOA0 HaAaHHA MYP
Ta AONOBHEHHS A0 OrNAAy KNiHIYHNX
OaHNX Yyepe3 2 pOoKK Bif BBEAEHHS B Ajt0
Mopsiaky (go 30.10.2017)
54. | XNIOPO®INIAT | po3ynH MAT YkpaiHa MAT YkpaiHa nepepeecTpavisi Ha HeobMeXeHniA 3a He UA/9519/01/01
cnupToBuiA, 10 "Tannudapm "rannycpapm” TepPMIH; peyennmom | nidns2ae
mr/mn in bulk no " 3rigHo 3 n.1.13 gopatky 15 Hakasy MO3
100 mny Ykpainu Big 23.07.2015 Ne460 HagaHO
chnakoHi rapaHTiliHi INCTK Bif 3asiBHMKA LLOA0
cknsiHomy abo HagaHHA MYP go 30.10.2017p.
nosiiMepHomy,
abo 6aHUi, no 48
6aHoK abo
hNakoHiB y
KOpobi
55. | X/IOPO®IIAT | po3unH MAT YkpaiHa MAT YkpaiHa nepepeecTpawis Ha HeobMeXeHWi 3a He UA/4551/02/01
cnvpToBuia, 10 "Tannudpapm "Tannychapm” TEPMIH; peyenmom | nidnsz2ae

Mr/mn no 100 mn
y thnakoHi
CKIiHOMY a60
noniMepHomy, rno

3MiHn | TUNy: 3MiHK Woao

6e3nekun/edeKTMBHOCTI Ta
papMakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuui nikapcbkoro 3acoby,

1 chnakoHy B TEKCTi MapKyBaHHSA Ta IHCTPYKLii An1s
nayui; no 100 mn MeMYHOro 3aCTOCYBaHHSA Ha NigcTasi
y 6aHui, no 1 pEerynsipHo OHOB/KOBAHOTO 3BIiTY 3
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Ne Hassa dopma BUMNYyCKY 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHU BionyckKy BaHHS peecmpayitiHo
3acoby ¢hopma, Ka 2o
ynakKoska) nocsio4YeHHs

6aHLi B navuj

6e3nekn nikapcbkoro 3acoby, abo
[OCNigXeHb 3 6e3Mnekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnApeecTpawiiiinii nepiog, abo sk
pe3ynbTaT OLUiIHKM 3BiTY 3 A4OC/IAKEHD,
npoBeeHrX BiANOBIAHO A0 nnaHy
negiatpuyHux gocnipxeHs (PIP) (iHwi
3MmiHn)(B.1.3. (x),IB), 3miHV BHeceHo [0
IHCTPYKLIT ANS MeANYHOro 3acToCyBaHHS
npenapary 4o po3ginis
«[poTunokasaHHs», «MobivHi peakuii»,
«lMepeno3yBaHHs», «3AaTHICTb BNANBATH
Ha LWBMAKICTb peakLii Npy KepyBaHHi
aBTOTpaHCnopToM abo po6oTi 3 iHLWMMK
MexaHiamamu», «OcobnmnBoCTi
3acTocyBaHHs» BiANoBiAHO A0
iH(hopmaLii 3 6e3nekun A4jto4oi pevyoBUHU
nikapcbKoro 3acoby).
3rigHo 3 n.1.13 gopatky 15 Hakasy MO3
Ykpainm Big 23.07.2015 Ne460 HagaHo
rapaHTiliHi IMCTU Bif, 3asBHMKA WOA0
HagaHHA MYP no 30.10.2017p.

HauyanbHUK YnpaBniHHA
thapmaueBTUUYHOI AiANBHOCTI Ta

AKOCTI (hapMmaueBTUUHOI NPOAYKLiT

T.M. lIacKkoBCbKUM




AopaTtok 3

[0 Hakasy MiHicTepcTBa OXOpPOHU
3[,0pOB’A YKpaiHn

31.10.2016 Ne1155

NEPENIK

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTNYHUX NPENAPATIB), LLLOAO AKUX BYNN BHECEHI 3MIHU 1O
PEECTPALIVHNX MATEPIANIB, Kl BHOCATLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBEIB YKPAIHU

Ne n/n Hassa dopma BUMYCKY 3asisHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
JNliKapcbko20 (nikapcbka ¢popma, 3asiBHUKa BUPOGH Bionycky | peecmpayi
3acoby ynakoska) uka tiHo2o
nocsio4yeH
Hs
1. ABVKNAB® TabneTtku, BKPUTI Abpun IHais Aypob6iHgo ®apma /T4 IHais BHECEHHS 3MiH [0 peecTpaviiHnX 3a UA/
NNiBKOBOO dopmMynenwHs maTepianis: peyenmom | 11903/01/0
06010HKot0, 500 Met. itg 3MiHU | TMNY - NOAaHHA OHOBJ/IEHOTO 2

Mr/125 mr no 5
TabneTtok y 6nictepi,
no 4 6nictepu B nayw,
3 KapTOHY

CEP Ne R1-CEP 2007-147-Rev 02 ans
A®I amokeuunniny Tpurigparty Big
3aTBEPAKEHOr0 BUpO6GHUKa Aurobindo
Pharma Limited, India, nogaHHs
oHosneHoro CEP Ne R1-CEP 2006-
021-Rev 02 gnsa A®l knaBynaHaT kanito
Bif 3aTBEPKEHOr0 BUPOOHNKa Fermic,
S.A. de C.V., Mexico, nogaHHs1 HOBOTO
CEP Ne RO-CEP 2011-375-Rev 00 ans
A®I knaBynaHart Kanito Bi HOBOro
Bupo6Huka Shandong New Time
Pharmaceutical Co., Itd., China; 3MiHu |
TMNy - 3MiHa po3mipy cepii (BKNKOUaroun
JianasoH po3Mipy cepii) roToBoro
nikapcbKoro 3acoby - BBEAEHO
JopatkoBuii po3mip cepii ana M3, wo
06yMOBEHO BUPOBHUYOID
HeoObXiaHICTHO




60 [TpogoByxeHHs goaaTka 3
ABVKNAB® TabneTkn, BKpUTI Abpun IHais AypobiHgo ®apma /114, IHais BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
nNiBKOBOO dopMynenH3 mMaTepianis: peyenmom | 11903/01/0
060/10HKO10, 875 Met. fitg, 3MiHu | TUNY - NOAaHHA OHOBJ/IEHOTO 1

Mr/125 mr no 5
Tabnetok y 6nictepi,
no 2 6nictepu B nayu,i
3 KapPTOHY

CEP Ne R1-CEP 2007-147-Rev 02 gns
A®Il amokeuuuniny Tpurigparty Big
3aTBEPKEHOr0 BUpo6HMKa Aurobindo
Pharma Limited, India, nogaHHs
oHoBrieHoro CEP Ne R1-CEP 2006-
021-Rev 02 ansa A®l knaBynaHart Kanito
Bif, 3aTBEPXEHOr0 BUPO6HMKa Fermic,
S.A. de C.V., Mexico, nogaHHs HOBOTO
CEP Ne RO-CEP 2011-375-Rev 00 gns
A®I knaBynaHaT Kaslito Big HOBOro
BMpo6Huka Shandong New Time
Pharmaceutical Co., Itd., China; 3miHu |
UMy - 3MiHa po3mipy cepii (BKIYarumn
Jianas3oH po3Mipy cepil) rotoBoro
nikapcbkoro 3acoby - BBefeHO
JonartkoBuid po3mip cepii gnsa M3, wo
06YMOBIEHO BUPOGHNYOHD
HEeOoOXigHICTHO

60




61 [TpogoByxeHHs goaaTka 3
AOBAHTAH® eMy/bCisl HalKipHa Baliep ®apma HimeuunHa Baiiep Xenckep ITania BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
0,1% no 10, abo no Al MaHydhakTypinr C.P.J1. mMaTepianis: peyenma 0784/02/01

20r,a6ono50ry
Ty6i No 1

3MiHu | TMny - 3MiHa napameTpis
cneyudpikauii Ta/abo AonycTMMmx Mex
rOTOBOrO J1iKapCbKOro 3acoby
(monoBHeHHs abo 3aMiHa NoKasHuKa
crneyundikaLii 3a pesynbtatamu
JocnigpxeHs 3 6e3nekn abo AKOCTi -
npuBefeHHA NokasHuka «MpoaykTn
po3knagy» y cneuudpikayii M13; 3miHu |
TMNy - 3MiHa y MeTogax BUNpobyBaHHs
roTOBOrO /liKaPCbKOro 3acoby -
NPUBEAEHHSA aHATITUYHNX METOAMK 3a
nokasHvikamu "lgeHtudpikauis
MeTUNNPeHI30N0HY auenoHary i
6eH3nnosoro cnupty", "BennunHa pH",
"KinibkicHe BU3HayYeHHs BMIiCTy
MEeTUANPeaHi3010HY alenoHaTy",
"KinbKicHe BU3Ha4YeHHs BMIiCTY
6eH3110Boro cnupTy"”, "MiKpocKomiYHi
pocnigkeHHs", "MpoaykTn poskiagy" y
BIAMOBIAHICTb [0 peecTpauiiHux
marepianis BUpOOHMKa; 3MiHM | Tuny -
3MiHa napameTpiB cneuudikauii Ta/abo
OOMyCTUMUX MeX ANS [ONOMDKHOT
peyoBMHM - fOMOBHEHHSA cnevmdikauii
LONOMDKHOT PeYOBUHM NONIOKCUETUNEH-
21- cTeapwioBuWil CNMPT NOKA3HUKOM
BMnNpobyBaHHsA "pH" 3 BignoBigHUM
HOPMYBaHHSAM «4,0-5,4»; 3MiHW | TUNYy -
3MiHa napameTpiB cneuudikauin Ta/abo
[ONyCTUMMX MeX roTOBOro ikapCbKoro
3aco06y - 3BY)XEHHS OMYCTUMUX MEX
ONS [OMILLOK 6a -MeTunnpeaHi30NoH-
21-nponioHart Ta 6a-
MeTUNNPeAHI30N0H-17-nponioHaT y
cneyudpikayii Ha MOMEHT TEPMIHY
NPUAATHOCTI 3riAHO AaHUX OOCMIKEHHA
cTabinbHocTi; 3MiHu [l TMNY - 3MiHa
napameTpiB cneundikauii Ta/abo
[0NyCTUMMX MEX rOTOBOTO /liKapCbKOro
3aco0y - NpuBefeHHS AOMYCTUMUX MEX
AN nokasHvika «IpoaykTv po3knagy»,
a came «iHLWi HecneundiyHi NpoayKTu
posknagy» y cneundpikauii M3
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AQ-M-BIONIK cycneHsisa ans MAT YkpaiHa MAT YkpaiHa 3MiHM |l TMNy - 3MiHK y Npoueci 3a 26/12-
iH'ekuii no 0,5 mn (1 "OAPMCTAHLA "PAPMCTAHOAPT- BMPOGHULITBA FOTOBOTrO /1iKapCbKOro peyenmom | 300200000
nosa) abo 1 mn (2 APT-BIOJNIK" BIOAIK" 3acoby, BKHYatouy NPoMiXHUIA
[l031) B amnynax NPOAYKT, L0 3aCTOCOBYETLCA NpU
Nel0 BUPOOGHULITBI TOTOBOTO MiKapCbKOro

3acoby (nikapcbkuii 3aci6 € nikapcbkum
3aco60M 6i0/10riYHOro/iMyHOMOTIYHOrO
NOXO/PKEHHSA Ta 3MiHa BUMarae
NpoBeAEeHHS NOPIBHANBHMX
JocnifxeHb) - AofaBaHHA HOBOMO
peaktopa Ha «Ctaaua 2. HanonHeHue
1 repMeTun3auns NepBrMYHON ynakoBKn»,
CynyTHA 3MiHa: - 3MiHa po3Mmipy cepil
rOTOBOrO J1iKapCbKOro 3acoby -
36i/IbLUEHHST PO3MIipY Cepil y 3B'A3Ky 3
[ofaBaHHAM HOBOIO peakTopa
6i/1bLLIOrO 332 06'EMOM

AQPEHANIH- PO34MH ANS iH'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiHnX 3a UA/

AAPHNLUA 1,8 mr/mn, no 1 mn B "papmaueBTUYH "papmaueBTnyHa marepianis: 3MiHu | Tuny - 3miHun 3 peuyenmom | 5272/01/01
amnyni, no 5 amnyn B a thipma ipma "AapHuua” AKOCTIi. [0TOBUIA NikapCbKuii 3aci6.

KOHTYPHIlA YapyHKOBIl "NapHuya” CucTtema KoHTelHep/3aKynopoBasibHUI

ynakosLi, no 2
KOHTYPHI YapyHKOBI
ynakoBKU B nayui; no
1 mn B amnyni, no 10
amnyn B KOHTYpHIi
YyapyHKOBIli ynakoBLyj,
no 1 KOHTYPpHIN
YapyHKOBIlA ynakoBLjji
B nauu,i

3aci6. 3miHa po3mipy ynakoBKu
rOTOBOrO JliKapCbKoro 3acoby
(BUNy4YeHHA ynakoBKv NEBHOTO PO3Mipy)
(BunyyeHHs ynakosku no 1 mn B
amnyni, no 10 amnyn B KOpooLii)
(TepMmiH BBEAEHHA 3MiH NPOTArOM 6-TW
MiCALIB NiC/1a 3aTBEPAKEHHS); 3MiHM |
TMny - AOMiHICTPaTMBHI 3MiHN.
BunyyeHHs BUpOGHMYOT AiNnbHULI
(Brntovatoum ainbHULL ona Adl,
NPOMDKHOro NpoayKTy abo rotosoro
nikapcbkoro 3acoby, AinbHuLi Ans
NpoBefEeHHSA NakyBaHHS, BUPOOHWMKA,
BiANOBIAA/ILHOIO 3a BUNYCK Cepii,
MiCLLe MPOBEAEHHSI KOHTPOJIO cepiT) abo
nocTtayasibHUKa BUXigHOro Matepiany,
peareHTy abo JONOMDKHOT pEHOBUHU
(AKLLO 3a3HAYEHO Y A0CbE) (BUTyYEHHS
BMPOOGHMKA Ait040T peYOBUHU
-"Boehringer Ingelheim Pharma GmbH
& Co. KG", Germany)
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A3ANENTON Tabnetku no 25 mr MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
Ne50 (10x5) y "TexHonor" mMaTepianis: peyenmom | 6059/01/01
6nictepax; Ne50 y 3MiHW | TUNY - 3MiHX 80 IHCTPYKLiT Yy
KOHTeiHepax Nel po3gainu: Oco6MBOCTI 3aCTOCYBaHHS.

Mo6iyHi peakuji, 3rigHO 3 iHhopmaLiero
LLoA0 6e3nekn 3acTocyBaHHS Ajiloyoi
peyoBMHU K103aniH. BBeAeHHs 3MiH

npotarom 3-x micsailis nicns

3aTBEPAKEHHSA

A3ANENTON Tabnetkn no 100 mr MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/
Ne50 (10x5) y "TexHonor" mMaTepianis: peyenmom | 6059/01/02
6nictepax; Ne50 y 3MiHW | TUMY - 3MiHU [0 IHCTPYKLiT Yy
KOHTeiHepax Nel po3gainu: Oco6MBOCTI 3aCTOCYBaHHS.

Mob6iyHi peaxuil, 3rigHO 3 iHhopMauieto
LLoA0 6e3nekn 3acTocyBaHHS Ajiloyoi
peyoBuHM K1o3aniH. BeBegeHHsA 3MiH

npotarom 3-x micsalis nicns
3aTBepPAKEHHSA
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AKAN-BIONIK

cycneHsisa ans
iH'ekuin no 0,5 mn (1
nosa) abo 1 mn (2
[031) B amnynax
Nel0

MAT
"®APMCTAH/
APT-BIONIK"

YkpaiHa

"®PAPMCTAHOAPT-

MAT

BIONIK"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHnX
marepianis:
3MiHK Il TNy -3MiHK y Npoueci
BMPOGHULITBA FOTOBOIO /1iKApCbKOro
3aco0y, BK/IUaKUM NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA NpU
BMPOGHULTBI FOTOBOTO JTiKAPCLKOTO
3acoby (nikapcbkuii 3aci6 € nikapcbknm
3ac060M 6i010rYHOro/iMyHOJONYHOr0
NMOXOXEHHS Ta 3MiHa BUMarae
NpoBeAEHHSI MOPIBHANBHUX
[OCNiAKeHb) - A0AaBaHHSA HOBOro
peakTtopa Ha «Ctagua 2. HanonHeHue
1 repmeTun3aumus NePBUYHON YNaKoBKU»;
CynyTHA 3MiHa: - 3MiHa po3Mipy cepil
roTOBOrO J1iKapCbKOro 3acoby (3MiHa
BMMarae OLiHKW/ MOPIBHAHHOCTI
(NpoBeAeHHs NOPIBHAIbHUX
OocCNifXeHb) NikapcbKoro 3acoby
6i0/10riYHOro/iMyHO/0rYHOro
NoXoMKeHHs abo 3miHa y po3mipi cepii
B/Marae NpoBeeHHS HOBOTO
[OCniIKeHHs 6ioekBiBasIEHTHOCTI) -
36i/1bLUEHHS PO3MIpY cepil Y 3B'A3KY 3
[0ofaBaHHAM HOBOrO peaktopa
6inbLuoro 3a 06'eMom

3a
peuyernmom

UA/
13006/01/0
1

ANbrA MEA,
®nyig,

PO34MH HaLLKIPHWIA MO
100 mn abo 250 mn
abo 500 mn a6o 1000
MY NOieTUNEHOBUX
NAAWKax B KAPTOHHIl
KopooLi

[Op. Taiicc
HartypsapeH
X

HimeyunHa

[p. Taiicc HaTypBapeH

reX

Himeuyun
Ha

BHECEHHS 3MiH A0 peecTpaLinHnx

marepianis: 3MiHu | Tuny - 3miHm 3

SIKOCTi. F0TOBWIA NiKapCbKuiA 3aci6.
Cuctema KoHTeliHep/3aKkynopoBasbHWiA
3aci6 (iHwi 3MiHK) (BBE4EHHSA BTOPUHHOI

yNaKoBKU (KapTOHHOT KOPOOKH, B AKY
BKNafaTUMETLCA HCTPYKLiA Ana
MeAMYHOro 3aCTOCYBaHHS) 3

BiANoBiAHMMM 3MiHaMK Y p. "YnakoBka")

100 mn —
6e3
peyenma;
250 msn, 500
ms1, 1000 mn
—3a
peyenmom

UA/
10820/01/0
1
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10. | AHA®EPOH Tabnetkn, no 20 TOB "Martepia YkpaiHa BUPOGHULITBO 3a Pocilicb BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
ANTAUnin TabneTtok y 6nictepi; Megauka- NMOBHUM LUK/IOM: Ka marepianis: 3MiHu | Tuny - 3MiHun 3 peyenma 7756/01/01
no 1 énictepy y YkpaiHa" TOB "HB® "MATEPIA | ®epepa SIKOCTi. OTOBWIA NikapCbKuii 3aci6.
KapPTOHHI kopoOLi MEOVKA XOnaunHre, uis/ 3MiHW Y BUPOOHMLTBI. 3MiHa
Pocilicbka ®egepadis; NntBa iMnopTepa/3miHu, LLLO CTOCYHTLCA

nepBMHHA Ta BTOPVIHHA
ynakoBKa,
BMNPOOYBaHHA
KOHTPOJO SIKOCTI,
[03BiN1 Ha BUMNYCK cepii:
3AT CaHToHika, /lntea

BUNYCKY Cepii Ta KOHTPOJIKO AKOCTI
rOTOBOrO JiKAPCbKOro 3acoby (3amiHa
a6o fofasaHHA BUPOOHMKA, LLO
BifnoBifae 3a BBe3eHHs Ta/abo BUNYCK
cepii) - Bktovaroun
KOHTPO/b/BUNPOBYBaHHA cepii -
BBEAEHHSI BUPOOHMKA, LLIO BignoBigae
3a BUMYCK cepii, BKIKYaKun
KOHTPONb/BMNPOGYBaHHsA cepii — 3AT
CaHToHiKa (agpeca micua
NPOBaKEHHS AiANLHOCTI). 3MiHW | TUNY
- 3MiHM 3 SKOCTi. [OTOBWIA NikapCbKunii
3aci6. 3MiHM Yy BUPOOHMLTBI. 3amiHa
a60 BBeEHHA [OAATKOBOI Ai/TbHUL
BMPOGHULTBA A1 YacTUHM abo BCbOTrO
BMPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (ainbHuua anas
NMepPBMHHOIO NakyBaHHs). CynyTHA
3MiHa - 3MiHY 3 AKoCTi. 0TOBWIA
nikapcbknii 3aci6. 3MiHWM Yy BUPOBHULTBI.
3amiHa abo BBeLleHHA 404aTKOBOI
AiNbHWLI BUPOGHMLTBA A1 YaCTUHN
ab0 BCbOro BMPOGHMYOro npouecy
rOTOBOrO J1iKaPCbKOro 3acoby (AibHULS
AN BTOPVHHOTO MakyBaHHSA) -
BBEEHHS A404ATKOBOI AiIbHUL,
BMPOGHULITBA /1A MEPBUHHOIO Ta
BTOPWHHOrO nakyBaHHa — 3AT
CaHToHiKa (agpeca micus
NPOBaPKEHHSA AiA/IbHOCTI: BY/.
BeiiBepto 134B6, m. KayHac, KayHacbke
M. caM., LT-46352, /Intea, sk Hacnigok,
YTOYHEHHS BUPOOHNUMX COYHKLIA
3aTBepKeHoro BupobHrka TOB "HB®
"MATEPIA MEOVKA XON4WNHI™,
Pociiicbka ®epepauist (BUpO6GHMLTBO 3a
MOBHUM LIVK/IOM), Ta BBELlEHHSA
[00aTKOBOrO TEKCTY MapKyBaHHS
YyNakoBOK A1 HOBOro BUPOGOHUMKa - 3AT
CaHToHiKa, J/InTBa
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11. | ACKOPBIHOBA PO34MH ANS iH'EKLI, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
KNCNOTA- 100 mr/mn, no 2 Mn B | "®apmaueBTUYH "papmaveBTnyHa marepianis: 3MiHu | Tuny - 3MiHun 3 peuyenmom | 2991/01/02
AAPHNLUA amnyni, no 5 amnyn B a thipma hipma "AapHuua” AKocTi. [oToBWiA Nikapcbkuii 3aci6.

KOHTYPHIlA YapyHKOBIl "NapHuya” CucTtema KoHTelHep/3aKynopoBasibHUI
ynakosui; no 2 3aci6. 3miHa po3Mipy ynakoBKu
KOHTYPHi YapyHKOBI rOTOBOrO JliKapCbkoro 3acoby
YNakoBKU B nauLi (BMNYyYEHHA YyNakoBKu NEBHOro po3Mipy)
(BUNyyeHHs ynakoBku No 2 Mn B
amnysi, no 10 amnyn B kopo6Li 3
BiAMNOBIAHMMM 3MiHaMK Y p. "YnakoBka")
(TepMmiH BBEAEHHSA 3MiH NPOTArOM 6-TW
MicsILiB nicnsi 3aTBEPAKEHHS)
12. | ATPOMIHY Kpansi o4Hi, 10 mr/mn TOB YkpaiHa BCi cTagji YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHnX 3a UA/
CYNb®AT no 5 mn a6bo no 10 mn "NocnigHnii BMPOGHULTBA, mMaTepianis: peyenmom | 5461/01/01
y thnakoHi; no 1 3asog "THUAC" KOHTPOJ1b SIKOCTI, 3MiHu | Tuny - BBEAEHHA abo 3MiHU A0
hNakoHy B KOMMEKTI BUNYCK cepil: y3araslbHeHNX AaHunx Npo cuctemy
3 KPULLIKOHO- TosapucTBo 3 hapmakoHarnsagy (Bknoyaroum
KpanenbHuue B 06MeXeHo KOHTaKTHi faHi) Ta/abo 3MiHn y
nauu,i BiA4NOBiAa/IbHICTIO pO3MiLLEHHI MacTep-halina cuctemu
"[ocnigHnii 3aBog, thapmakoHarnsgy
"THUC", YkpaiHa; BCi
cTagii BupobHMLUTBa,
KOHTPO/1b SKOCTI:
TosBapucTso 3
o6MexeHo
BiANOBIAAbHICTIO
"®APMEKC Irpyn-,
YKpaiHa
13. | ALETA3O0/IAMIA, NOPOLLIOK MAT "KniBCbkuit Ykpaina LWaHxaii [pkoHr ®apma | KuTtaii BHECEHHS 3MiH 40 peecTpaviiHnX - UA/
KpucTanivyHmnii BiTaAMiHHWI eHp Kemikan Ko., ITg, maTepianis: 6806/01/01
(cybeTaHuisn) y 3aBof” 3MiHM | TUNY - 3MiHKW, NOB'A3aHi 3

nakeTax noABinHMX
nonieTuneHoBux ans
BUPOGHNLTBA
HeCcTepusIbHUX
nikapcbknx hopm

HEeOobXifHICTIO NPUBEEHHS Y
BiANOBIAHICTb A0 MoHorpadii 4PY abo
€Bponelicbkoi hapmakonei, abo iHWoT

HaLioHanbHOT thapmakonei fepxasu
€C (3miHa y cneumdikauisix, nos'a3aHa
3i amiHamu B 1®Y, abo EBponeiicbkili
hapmakonei, abo iHLWi HaLioHabHii
dhapmakonei gepxasu €C)
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14.

BEPNITIOH® 300
KAMNCYNn

Kancynm m'ski no 300
mr 15 kancyny
6nictepi, no 1 abo no
2 6nictepiB y
KapPTOHHI KOpoOLi

BEPIH-XEMI
Al

HimeuunHa

BUPOBHULTBO «in
bulk», kOHTpONb cepiii:
KataneHTt HimeuunHa

Eb6epbax MM6X,
HimeuunHa;

nakyBaHHs: KataneHt
HimeuunHa LWopHaopd

MM6X, HimeuunHa,;
BUnNyck cepiit: BEPJIIH-
XEMI AT, HimeuunHa

Himeuyun
Ha

BHECEHHS 3MiH 0 peecTpaviiiHnX
marepianis:
3MiHu | TUNY - NOAaHHA OHOBJ/IEHOTO
ceptucpikaty R1-CEP 2008-119-Rev 00
ansa Adl TiokToBa KMC10Ta Bif BXe
3aTBEPKEHOr0 BUPOOHUKA; 3MiHN |
TUNY - NOA&HHA OHOB/IEHOTO
ceptudikaty R1-CEP 2001-424-Rev
03, R1-CEP 2000-116-Rev 02 Ta R1-
CEP 2003-172-Rev 01 gns ONOMIXHOI
pevYoBUHM XenaTuHy Bif BXe
3aTBepAKEeHOro BUpobHuka Gelita
Group, Germany

3a
peuyernmom

UA/
6426/02/01

15.

BICAKOAU-
HVWXXDPAPM

cynosuTopii no 10 mr
no 5 cynosutopiis y
6nictepi; no 2
6nictepun y nayui 3
KapToHy

AT "Hwuxdapm"

Pocilicbka
Pepnepadis

AT "Hwxdpapm”

Pociiicb
Ka
denepa
Lis

BHECEHHS 3MiH 40 peecTpaviiiHnX
mMaTepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS AiANbHOCTI
BMPOOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYa4n
AOiNbHULI BUNYCKy cepii abo micue
NpoBefEHHS KOHTPOJIO AKOCTI.
(gisnbHICTb, 3a AKY BiANOBIgAE
BUPOGHMK/IMNopTEp, BKIHOYa0Un
BUMYCK Cepiii) (3MiHa HalilMeHyBaHHs Ta
NpUBEeAEHHSA MiCLLe3HaX0KEHHS
BMPOOGHWMKA Yy BiANOBIAHICTb [0
BWCHOBKY W00 NigTBEPAKEHHS
BiA4NoOBIAHOCTI BUpo6HMUTBa /13
BuMoram GMP (Jepxnikcnyxba
Ykpainn) (TepMmiH BBEAEHHSA 3MiH
NPOTArom 6-Tn MicauiB nicns
3aTBEPKEHHSA); SMiHW | Tuny -
AZMiHICTpaTMBHI 3MiHWN. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
3asBHMKa (BNacHWKa peecTpauinHoro
NnocBiAgYeHHs1) (3MiHa HaliMeHyBaHHS Ta
MiCLEe3HaXOMKEHHS 3asBHUKA)

6es
peuyenma

UA/
6377/01/01

16.

BNILE®

MOPOLLIOK A5
PO34nHy A1 iH'EKU
no 1000 mry
thnakoHax Ne 1 a6o
Ne 10

AAP ®apma
nra.

CnonyyeHe
KoponiscTe
o

IngoHr ®apmac'toTikan
Ko. ita.

Pecny6
nika
Kopes

BHECEHHS 3MiH 40 peecTpaviiiHnX
matepianis: 3miHu | Tuny - FoToBuiA
nikapcbknit 3aci6. BUpobHULTBO. 3MiHN,
LLIO CTOCYHOTbCS BMMNYCKY cepii Ta
KOHTPO/IO AKOCTi FOTOBOTO JTIKAPCbKOTo
3acoby (3amiHa abo gofaBaHHSA
BMPOGHMKA, BiANOBIAANBLHOIO 3a BUMYCK

3a
peyenmom

UA/
4588/01/03
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cepii) - BKIOYaun
KOHTPONb/BUNPOBYBaHHA cepii (3aMiHa
OinbHULI BUPO6HMLTBA); 3MiHK | TUny -
oToBWIA NikapCbKUii 3aci6.
Bupo6HnyTtBO. 3aMiHa abo BBEAEHHS
[04aTKOBOI AiNTbHNL BUPOGHMLTBA A5
yacTuHu abo BCbOro BUPOGHNYOro
npoLecy rotoBoro nikapcobKoro 3acoby
(minbHMUA, Ha Sk NpoBoAATLCA Byab-
AKi BUPOOHWYI CTajji, 38 BUHATKOM
BUMNYCKY Cepii, KOHTPOSIIO AKOCTI Ta
BTOPUHHOIO NakyBaHHA /1A
CTEPUNbHMX NiKAapPCbKMX 3acobiB, WO
BMPOG/IEHi 3 BUKOPUCTAHHAM
acenTMYHOro MeTogy, 3a BUHATKOM
nikapcbknx 3acobis
6i0/10riYHOro/iMyHO0rYHOro
NOXOMKEHHS) (3aMiHa AiNbHUL
BMPOGHULTBA) CynyTHA 3MiHa -
oToBWIA NikapCbKUii 3aci6.
Bupo6HnyTtBO. 3aMiHa abo BBEAEHHS
[04aTKOBOI Ai/TbHNL BUPOGHMLTBA A5
yacTuHu abo BCbOro BUPOGHNYOro
npoLecy rotoBoro nikapcobKoro 3acoby
(4inbHULA 0NA BTOPUHHOTO NakyBaHHS);
3MiHu | TUny - 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbknii 3aci6. Cuctema
KOHTEeHep/3aKynoptoBasibHWI 3aci6.
3MiHa po3Mipy ynakoBK/ rOTOBOMO
nikapcbKoro 3acoby (3miHa KiflbKOCTi
oavHuub (Hanpuknag TabneTok, amnyn
TOLLIO) B yrakoBLii:) - 3MiHa nosa
[Jiana3oHoM 3aTBepXeHUX po3Mipis
ynakoBKu (Bef,eHHS [0AAaTKOBOI
ynakoBku NelO B ONOBHEHHA A0
3aTBepaxeHoi Ne 1); 3miHu | Tuny -
AZMiHICTpaTVBHI 3MiHK. BunyyeHHs
BMPOGHUYOT AiNbHULi (BKIOUaKOUM
OinbHuui ana A®l, npoMikHoro
npoAykTy abo rotoBoro /iikapcbKoro
3aco06y, AinbHUU 418 NpoBeAeHHS
nakyBaHHSs, BUPOOHWKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepii,
MicLle NpoBeAEeHHsT KOHTPOSO cepil) abo

nocTtayasibH1Ka BUXigHOro matepiany,
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peareHTy abo JONOMDKHOT PEYOBUHU
(AKLLO 3a3HAYEHO Y AOCLE) (BUTYYEHHS
anbTepHaTMBHOrO BUPOGHUKa MN3);
3MiHK | TRy - AgMIHICTPATMBHI 3MiHN.
BunyyeHHs1 BUPOBHMYOT AinbHULL
(Brntovatoum ainbHULL ona Adl,
NPOMIXHOro NPoAyKTy abo roToBoro
nikapcbkoro 3acoby, AinbHuLi Ans
NpoBefEeHHS NaKyBaHHs, BUPOGHWKA,
BiANOBIAA/ILHOIO 3a BUNYCK Cepii,
MiCLLe NPOBEAEHHS KOHTPO/O cepil) abo
nocTtayasibHUKa BUXigHOro Matepiany,
peareHTy abo AOMOMiXXHOT PEHOBMHU
(AKLLO 3a3HAYEHO Y A0CbE) (BUTyYEHHS
BMpOo6HuMka APl Aurobindo Pharma Ltd);
3MiHun | Tuny - AOMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOOHMYOT AinbHULL
(BrItovaroun dinbHuL ana Adl,
NPOMDKHOro NpPoayKTy abo rotoBoro
nikapcbkoro 3acoby, AinbHuui ans
NPOBefEeHHs NaKyBaHHSA, BUPOBHMKA,
BiAMOBIAA/ILHOTO 3@ BUMYCK Cepil,
MiCLLe MPOBEAEHHSI KOHTPOJIIO cepil) abo
nocravasibHVKa BUXigHOro MaTepiasny,
peareHTy abo JONOMDKHOT PEHOBUHU
(AKLLO 3a3HAYEHO Y AOCLE) (BUTYHYEHHS
BMPOGHUKa ADI); 3MiHK | Tuny -
AOMiHICTpaTVBHI 3MiHK. 3MiHa
HaimeHyBaHHs1 Ta/abo agpecu
3anBHVKa (BNacHvKa peecTpauiiHoro
noceigueHHs) (3miHa agpecu
3asBHVKA); 3MiHW Il TUny - A®| abo
Jitoya peyvoBrHa. BupobHuyTeo. 3miHa
BMPOOBHUKA BUXiZHOro/MpoMiKHOIo
NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCS Y BUPOBHUYOMY
npoueci A®l abo aitoyoi pevyoBnHU, abo
3MiHa BUPOGHKKa (BKKOHaKum, ae
HeobXifHO, MiCcLle NPOBEeAEHHS
KOHTponto AkocTi) APl abo aitoyoi
peyvoBMHM (3a BiACYTHOCTI cepTudpikata
BiZANOBIAHOCTI EBPONENChKili
thapmakonei y matepianax
peecTpauiiHoro 4ocbe) (BBEAEHHS
HOBOro BMpo6HMKa ADI abo gjtouoi
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17. | TNYTAMIHOBA TabneTkn, BKpUTI MAT "KniBcbkuit YkpaiHa MAT "KniBcbkuii YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
KUC/OTA 060/10HKO0 N0 0,25 T BiTaAMiHHWIA BiTaMiHHWi1 3aBOA" mMaTepianis: peyenma 6723/01/01
Ne10, Ne30 (10x3) y 3asof” 3MiHu | TMny - 3MiHa napameTpis
6nictepax cneyudpikauii Ta/abo AonycTMMmx Mex
rOTOBOrO JliKapCbKOro 3acoby (iHLwi
3MiHW); 3MiHW | TUNY - 3MiHa Y MeToAax
BMMPOOGYBaHHA roTOBOIO JIiKaPCbKOro
3acoby (OHOBNEHHSA npoLeaypu
BMMPOGYBaHHA AN NPUBELAEHHS Y
BiANOBIAHICTb 3i 3MIHEHOIO 3arasibHO
ctatTeto JdY abo €BponeiicbKoi
hapmakonei) - npuBefeHHs NoKasHuKa
"Mikpo6ionoriyHa uncrtota" y
BiAnNoBigHICTb A0 BUMOr AdY
18. | TNYTAPIIH Tabnetknnolr, nol ToBapucTso 3 YkpaiHa TosapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHnX 6e3 UA/
ANKOKNIH TabneTuiy 6nictepi, 06MexXeHo 0B6MeXeHo mMaTepianis: 3miHu | Tuny - 3MiHn 3 peyernma 4022/02/02
no 2 6nictepny BiANOBiJa/IbHICT BiANOBiA&/LHICTIO AKocTi. [0TOBWiA Nikapcbkuii 3aci6.
KapTOHHI kopobLj, 0 "papmaueBTnyHa CTabinbHicTb. 3MiHa y TepMiHax
no 10 TabneTok y "papmaueBTUYH KoMnaHisa "3popos'a” npuaatHocTi abo ymoBax 36epiraHHs
6nictepi, no 1 a KoMnaHis rOTOBOTO JiKAPCbKOTO 3acoby
6nicTepy B KapTOHHIl "3popos's"” (36iNbLUEHHS TEPMiHY NPUAATHOCTI

Kopoo6ui

roTOBOrO JIiKapCbKOro 3acoby) - Ans
TOProBoOi ynakoBKu (NiATBEPMAKYETLCA
JaHuMy peasibHOro yacy) (36inbLIeHHs
TepMiHy NpuaaTHOCTI rOTOBOTO
nikapcbkoro 3acoby (3 2-x 4o 5-m1
pokiB) (TepMiH BBEAEHHS 3MiH
nNpoTArom 3-x Micauis nicns
3aTBEPAKEHHS)
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19. | TPUNEKC NopoLLOK A/15 lOHinab, Nn CLA BUPOBHUK, Monbla BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
XOTAKTUB MAKC | opasibHOro po3uuHy, BiANOBIAaIbHUI 3a / marepianis: peuyenma 6285/01/01
no 5 r NopoLuKky y BMPOGHULITBO 3a Benuka 3MiHW | TUNY - 3MiHX [0 IHCTPYKUIT ANs
cawe; no 5 cawe a6o nosHUM uuknom: TOB BpuTaHi | Mean4HOro 3acTocyBaHHs - 3a3HayYeHHs

no 8 cawe B
KapTOHHII navuj

HOC dapmauis,
MonbLua; BUPOGHUK,
BigNoBiAanbHMIA 3a

BMPOGHULITBO,

nakyaBHHs1 (NepBMHHE

Ta BTOPUHHE),
KOHTPO/Ib Ta BUMYCK

npoaykty in bulk,

KOHTPO/Ib cepii

rOTOBOTO JTiKapPCbKOro
3acoby:
BpadhToH Jlabopatopi3
Nimiten, Benvka
BpuTaHis

A

BMPOGHMKA BiAMNOBI4a/IbHOIO 3a BUMYCK
cepii, 3 BigNOBIAHUMU 3MiHAMU Y p.
«BMPOGHMK», «MicLie3HaX0aKEHHS
BMpOGHMKa Ta ioro agpeca Micus

NPOBaXXEHHS AIS/IbHOCTI».
BBeAaeHHA 3MiH npoTArom 3-x
MicsLiB nicna 3saTBepAKEeHHs
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3a

UA/

20.

OANALVH

cynosuTopii
BariHasibHi Nno

100 mr, no 3
cynosuTopii y
namiHoBaHili ponb3i
(cTpumni); no 1 cTpuny
3 1 annikaTopom y
KapTOHHI Kopobui

Mdpaiizep IHkK.

CLIA

dapmauis i AngxoH
Komnani NINC

CLIA

BHECEHHS 3MiH 0 peecTpaviiiHnX
marepianis: 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu micus
NPOBaMKEHHS OisiNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIOHaUn
AinbHWLI BUNyCKy cepii abo micue
NpoBeAEHHS KOHTPOJIO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BUPOGHMK/IMNopTEp, BKIHOYa0Un
BUNYCK cepiii) (3MiHa Ha3BW BUPOGHMKa
roTOBOrO JlikapCbKoro 3acoby, 6e3
3MiHU Micus BUpOOHMLTBA); 3MiHN |
TMny - AOMiHICTpaTVBHI 3MiHK. 3MiHa
HalilmeHyBaHHA Ta/abo agpecu Micus
NpoBaKeHHS OisiNbHOCTI BUPOBHUKA
(BKNtOYaKOUM, 3a HEOOXiIAHOCTI, Micue
NPOBeAEHHS KOHTPOJIO AKOCTI), a60
BNacHuka mactep-thaiina Ha Adl, abo
noctavdasibHuka A®l/BmuxigHoro
mMaTepiany/peareHTy/npomixHoro
NPOAYKTY, L0 3aCTOCOBYTbCH Y
BMPOGHULTBI AD| (AKLLO 3a3HAYEHO Y
[OCbE Ha NikapcbKkuid 3aci6) 3a
BiICYTHOCTI cepTudpikaTta BiLNOBIAHOCTI
€Bponelicbkin chapmakonei y
3aTBEpPAKEHOMY AOCbE, a60 BUPOGHMKA
HOBOT JOMOMDKHOI PEYOBMHM (SKLLO
3a3HayeHo y [0Cbe) (3MiHa Ha3BU
BMpo6HuKa ADI kniHgamiumHy docdar,
6e3 3MiH1 Micus BUPOOHULITBA)

peuyernmom

6e3

11124/01/0
1

UA/

21.

NEKAPUC

Tabnetku no 50 wmr,
no 2 Tabnetkn y
6nictepi; no 1
6nicTepy B KAPTOHHIl
ynakoBL,i

BAT "TepneoH
PixTep"

YropwuHa

NOBHWI LMK/
BMPOOHULTBA rOTOBOI
NPOAYKLT, NaKyBaHHS,

KOHTPO/b Cepii:
lepeoH PixTep
PymyHisa A.T., PymyHisi;

BUNYyCK cepii,

ohopMsIeHHSA

cepTudikaTiB AKOCTI:
BAT "T'epgeoH Pixtep",

YropunHa

PymyHis
/
Yropum
Ha

BHECEHHS 3MiH A0 peecTpaLiHmx
marepianis:
3MiHu Il TUny - oHoBNeHHs DMF ansa
A®I Bupob6Huka Guiling Pharmaceutical
Co. Ltd, China

peuenma

6866/01/01

72



73

[TpogoByxeHHs goaaTka 3

22. | AEKAPUC Tabnetku no 150 mr BAT "TepeoH YropwuHa NOBHWI LUMKN PymyHis BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
no 1 tabnetuiy PixTep" BUPOGHULTBA FrOTOBOI / mMaTepianis: peyenma 6866/01/02
6nictepi; no 1 NPOAYyKLUIiT, NakyBaHHA, | Yropwm 3MiHu Il Tvny - oHoBNeHHs DMF ansa
6nicTepy B KQpTOHHIlA KOHTPOSIb cepii: Ha AdI Bupo6Huka Guiling Pharmaceutical
ynakoBL,i lepeoH PixTep Co. Ltd, China
PymyHis A.T., PymyHisi;
BUMYyCK cepii,
ohopMsIeHHSA
cepTudikaTis AKOCTI:
BAT "T'epgeoH Pixtep",
YropumHa
23. | AENAKIH XPOHO® | Tabnetku, BKpUTI TOB "CaHodi- Ykpaina CaHodpi BiHTpon ®paHuisa BHECEHHS 3MiH 40 peecTpaviiHnX 3a UA/
500 MI 0600HKOH, ABEHTIC IHgacTpia maTepianis: peyenmom | 10118/01/0
NpO/sIOHroBaHol Aji no YkpaiHa" 3MiHM | TUNY - 3MiHa y MeTogdax 1
500 mr Ne30: no 30 BMNPOOYBaHHS rOTOBOIO /iKaPCbKOro
Tabnetoky 3aco0y (iHLWi 3MiHW Y MeToaax
KOHTelHepi, BUNPOGYBaHb (BK/ItOYalouy 3amiHy abo
3aKpUTOMY KPULLKOH [LONOBHEHHS))
3 BOMOronor/iMHayem,
B KAPTOHHIli KOpoobLi
24. | ANDPIKNIP TabneTtkn, BKPUTI Actennac HigepnaHg BMpo6HULTBO bulk: KaHapa/ BHECEHHS 3MiH 40 peecTpaviiHnX 3a UA/
NnNiBKOBOO dapma HOpon n MaTeoH IHk. (TPO), Higepna | martepianis: 3miHn | Tuny - 3miHn wopno | peyenmom | 14497/01/0
060/10HKO0, No 200 B.B. KaHaga,; HOMN 6e3nekn/edeKTMBHOCTI Ta 1
Mr o 10 Tabnetok y NnepBUHHE Ta BTOPUHHE thapmakoHarnagy (3miHa TekcTy
6nictepi, no 2 a6o 10 naxkyBaHHs, BUMYCK MapKyBaHHS J1ikapcbKoro 3acoby, a
6icTepiB y KAPTOHHIN cepii: came 3aTBEPAKEHHST TEKCTY
nauui AcTtennac ®apma MapKyBaHHSA yKpalHCbLKOK MOBOIO 414
tOpon B.B., NepBUHHOT Ta BTOPMHHOI YNakKoBOK)
HigepnaHam (TepMiH BBEEHHS 3MiH NPOTArOM 6-Tn
MicaUiB Nicns 3aTBEPAXKEHHS)
25. | OIABITEK N4 1,5 % | po3unH ans TOB "tOpis- YkpaiHa TOB "lOpia-dapm"” YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHnX 3a UA/
nepuToOHEeasIbHOro dapm” mMaTepianis: peyenmom | 11876/01/0
Aianizy no 2000 mn 3MiHK | TUNy - 3MiHa y MeToaax 1

abo no 2500 mny
KOHTeHepi
nonimepHomy

BMNPOBYBaHHSA rOTOBOrO MiKapCbKOoro
3aco0y (He3HayHa 3MiHa y
3aTBEPMAKEHNX METOAAX
BMNPOGYBaHHS)
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26. | OIABITEK NA 2,5 % | po3unH ans TOB "tOpis- YkpaiHa TOB "lOpia-®apm" YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
nepuToOHEeasIbHOro dapm” mMaTepianis: peyenmom | 11876/01/0
Aianizy no 2000 mn 3MiHK | TUNy - 3MiHa y MeToax 2
abo no 2500 mny BMNPOBYBaHHSA rOTOBOrO MiKapCbKoro
KOHTeHepi 3aco0y (He3HayHa 3MiHa y
nonimepHomy 3aTBEPMKEHUX MeToAax
BMNPOGYBaHHS)
27. | AIABITEK N4 pOo34uH Ana TOB "HOpis- YkpaiHa TOB "tOpia-®apm" YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/
4,25% nepuToHeasibHoOro dapm” mMaTepianis: peyenmom 11876/01/0
Aianisy no 2000 mn 3MiHM | TUNY - 3MiHa y MeToAax 3
abo no 2500 mny BMNPOBGYBaHHA rOTOBOrO NiKapCbKOoro
KOHTelHepi 3acoby (He3HauHa 3MiHa y
nonimepHomy 3aTBepKEHNX MeToaax
BMNPOGYBaHHS)
28. | AOKCOPYBIUNH- KOHLeHTpaT A1 MicTtpan Benuka AkTasic ITanis C.n.A., ITanis/ BHECEHHS 3MiH 40 peecTpaviiiHnX 3a UA/
BICTA pO34unHy ANs iHdysil, Kenitan BpuTaHis ITania; Cingan ®apma | PymyHis marepianis: peyenmom | 14710/01/0
2 mr/mn no 5 mn, 10 MeHeKMeHT C.P.J1., PymyHis 3MiHu | TMny - 3MiHa napameTpis 1
mAa, 25 mn, 50 mn, 75 nTa cneyudikauii Ta/abo JonycTMMmx Mex
ma, 100 mn y rOTOBOrO JliKapCbKOro 3acoby
dhnakoHi; no 1 (oonoBHeHHS crneuudikaLii HOBUM
(poN1aKkoHy B KAPTOHHIi NOKa3HWKOM 3 BiAMOBIAHUM METOL0M
Kopoo6ui BUNPO6YBaHHS)
29. | EKBATOP Tabnetkn 20 mr/5 mr BAT "TepeoH YropwuHa BAT "lepeoH PixTep" Yropwum BHECEHHS 3MiH 40 peecTpaviiiHnX 3a UA/
Ne 10 (10x1), Ne 30 PixTep" Ha marepianis: peyenmom | 3211/01/03

(10x3), Ne 60 (10x6) B
6nictepax

3MiHW | TUNY - 3MiHW A0 IHCTPYKUIT ANs
MeZIMYHOro 3aCTOCYBaHHA Y PO3AiNn:
MpoTunokasaHHs. MobiuHi peakuii.
Oco61BOCTi 3aCTOCYBaHHA. 34aTHICTb
BNAVBaTW Ha LWBMAKICTb peakuii npu
KepyBaHHi aBToTpaHCcnopToM abo
po6OTI 3 IHLNMKU MeXaHi3Mmamu.
B3aemopjs 3 iHLIMMK NiKapCbKMMK
3aco6amMu Ta iHLWi BUAM B3aEMOSIN.
dapmakosioriyHi B1acTMBOCTI, 3rigHO 3
iHhopMauieto Wwoao 6esneku
3aCTOCyBaHHA Ajl040i peqyoBUHU
amnoauvniH. BBegeHHA 3MiH NpOTArom
3-x micsauiB nicna 3saTBepAKEHHs
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30. | EKBATOP Tabnetkn 10 mr/5 mr BAT "TepeoH YropwuHa BAT "lepeoH PixTep" Yropwum BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
Ne 10 (10x1), Ne 30 PixTep" Ha marepianis: peyenmom | 3211/01/01
(10x3), Ne 60 (10x6) B

6nictepax

3MiHW | TUNY - 3MiHX [0 IHCTPYKUIT ANs
MeZIMYHOro 3aCTOCYBaHHA Y PO3AiNn:
dapmako1oriyHi BN1acTMBOCTI.
MpoTunokasaHHsa. B3aemogis 3 iHWMMK
nikapcbkMMmn 3acobamu Ta iHWi Buan
B3aemMogijin. OcobmnBOCTi
3acTocyBaHHs. [epefo3yBaHHs.
Mo6iyHi peaxuii, 3rigHo 3 iHhopMaLieto
100 6e3nekn 3acToCyBaHHS Ajiloyoi
peyvoBMHM amnoguniH. BBeaeHHs 3MiH
npotarom 3-x MicauiB nicnsa
3aTBEpPAKEHHSA

75




76 [TpogoByxeHHs goaaTka 3
31. | EK30-4EPM PO3U1H HaLUKipHuiA, 10 ToBapucTso 3 YkpaiHa TosapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnX UA/
mr/mn in bulk no 10 n 06MexXeHo 06MeXeHot mMaTepianis: 3miHu | Tuny: 3MiHn 3 15493/01/0
a6o no 50 ny 6oykax | BigNoOBiAANBHICT BiANOBIAALHICTIO AKocTi. [oToBWiA Nikapcbkuii 3aci6. 1
meTanesmx KEI 0 "hapmaueBTNYHA CucTtema KoHTelHep/3aKynopoBasibHUI
"dapmaueBTUYH KOMMaHis "3gopos'a” 3aci6. 3miHa po3Mipy ynakoBKu
a KoMnaHis rOTOBOTO JliKapCbKOro 3acoby (iHLi
"3popos'sa” 3MiHW) (BBEAEHHS [04aTKOBOro BUay

nakyBaHHS 3i 3MiHOK PO3MIpY YNakoBKU,
Macu/o6'eMy BMICTY yNnakoBKu Ta
mMartepiany nepBuHHOI ynakosku N3, 3
BIAMNOBIAHUMW 3MiHAMW Y P. «YNaKOBKa»
MKSA N3 - in bulk no 10 naéo no 50 ny
6ouykax metanesmx KEI). CynyTHs
3MiHa: 3MiHKM 3 AKOCTi. FoToBUIA
nikapcekuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibHWii 3acib.
3MmiHa y NepBUHHIlA ynakoBLji roTOBOr0
nNiKkapcbKoro 3acoby (TUn KoHTelHepa
abo fofaBaHHSA HOBOTO KOHTelHepa) -
TBepai, M'siki Ta HeCTepUNbHI piaki
nikapcbki hopmmn. 3MiHM 3 SKOCTI.
oTOBWMIA NikapCbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6.
3MiHa nocTayabHyKa NakyBaslbHUX
MaTepianis abo KOMMAeKTyUmX (SKLLO
3a3HayeHo B A0CbE) (3amiHa abo
AoflaBaHHA nocTavasibHUKa)
(oopaBaHHA nocTavyasibHKKa
nakyBaslbHUX MaTepianis (MeTanesi
60ukn KEIN): SCHAFER Werke Gmbh.,
Germany ginian SCHAFER Sudex
s.r.o., Czech Republic); 3miHu 3 aKoCTi.
loToBWMIA NikapcbkuiA 3acib.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO /likapCbKOro 3acoby (iHLwi
3MiHM) (YnakoBska in bulk: 1 pik); 3miHn |
TMny: 3MiHK 3 SKOCTi. [oTOBMIA
nikapcbknii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHa po3mipy cepii (BkIovaroun
Jianas3oH po3Mipy cepil) roToBoro
niKkapcbKoro 3acoby (iHLWi 3MiHK)
(BBEAEHHA [OAATKOBOrO po3mipy cepii
npenapary ans gitoyoro uexy eoXL1)
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32. | EK30-4EPM PO34MH HALLKIPHWIA, ToBapucTso 3 YkpaiHa TosapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnX - UA/
10 mr/mn no 8 mn abo 06MexXeHo 06MeXeHot mMaTepianis: 13758/01/0
no 20 Mny doiakoHax | BiANOBiQANLHICT Bif4NOBiAa/IbHICTIO 3MiHuM | TUNYy: 3MiHK 3 siKocTi. FoToBWMIA 1
Ne 1 0 "hapmaueBTNYHA nikapcbknii 3aci6. 3MiHN Y BUPOOHULTBI.
"dapmaueBTUYH KOMMaHis "3gopos'a” 3MiHa po3mipy cepil (Bk/ItoUarun
a KoMnaHis Jiana3oH po3Mipy cepil) rotoBoro
"3popos'sa” NiKapcbKoro 3acoby (iHwwi 3MiHK)
(BBEAEHHA [OAATKOBOrO poO3Mmipy cepii
npenapary ans aitodoro uexy eXL)
33. | EJIEYTEPOKOKY EKCTPaKT opasibHU TOB "[AKr YkpaiHa TOB "AKn YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 6e3 UA/
EKCTPAKT no 50 mn y gonakoHax | "®apmaueBTUyH "PapmMaLeBTMYHa mMaTepianis: peyenma 3544/01/01
PIOKNIA a thabpuka" thabpuka" 3MiHK | TUny - 3MiHa y MeToaax

BMNPOBYBaHHSA rOTOBOrO NiKapCbKOoro
3aco06y (iHLWi 3MiHWM y MeToaax
BMNPOGYBaHb (BK/IKOUaoUM 3amiHy abo
[OMNOBHEHHS)) - 3MiHW Y MeTogax
BMNPOOYBaHHA 3a NoKasHWKaMu
"lgeHTngikauis” Ta "KinbkicHe
BM3HAYEHHS" rOTOBOrO J1IKAPCLKOro
3acoby
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34. | EPTO®EPOH Tabnetku, no 20 TOB "Martepia YkpaiHa BUPOGHULITBO 3a Pocilicb BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
TabneTtok y 6nictepi; Megauka- NMOBHUM LUK/IOM: Ka marepianis: 3MiHu | Tuny - 3MiHun 3 peyenma 12931/01/0
nol,2a6ob5 Ykpaina" TOB "HB® "MATEPIA | ®epepa AKocTi. [oToBWiA Nikapcbkuii 3aci6. 1
6nicTepiB y KAPTOHHIN MEOVKA XOnaunHre, uis/ 3MiHN y BUpOOHMLTBI. 3amiHa abo
Kopoo6L,i Pocilicbka ®egepadis; NntBa BBEAEHHS A0AATKOBOI AiNIbHULL

nepBMHHA Ta BTOPVIHHA
ynakoBKa,
BMNPOOYBaHHA
KOHTPOJO SIKOCTI,
[03BiN1 Ha BUMNYCK cepii:
3AT CaHToHika, /lntea

BMPOBHMLITBA A4/15 YACTUHU ab0 BCbOro
BMPOGHMYOro NpoLecy roToBoro
niKkapcbKoro 3acoby (ainbHuuA Ans
NepBUHHOIO NakyBaHHs) (BBEAEHHS
[04aTKOBOI AiNbHML BUpOGHMUTBA ANS
NepPBUHHOIO Ta BTOPUHHOTO NaKyBaHHSA
— 3AT CaHTOoHiKa, sIK Hac/iaok,
YTOUYHEHHS BUPOOHMUNX (PYHKLIi
3aTBEpPXEHOro BupobHmka TOB "HB®
"MaTepia Meguka XonguHr', Pocilicbka
depnepadist (BUPOGHULITBO 3@ NOBHUM
LMKIOM), Ta BBEAEHHSA AOAATKOBOrO
TEKCTY MapKyBaHHS yNakoBOK 415
HOBOro BMPOGHWMKa - 3AT CaHTOHIKa,
JIntea) CynyTHS 3MiHa - 3MiHM 3 SKOCTI.
oToBWIA NiKapCbKUin 3aci6. 3MiHM Y
BMPOGHMLTBI. 3amiHa abo BBeLEHHS
[04aTKOBOI Ai/TbHNL BUPOGHMLTBA A5
YyacTuHu abo BCbOro BUPOBHNYOro
npovecy rotToBoro fikapcbkoro 3acoby
(8iNbHMLA ANS BTOPUHHOIO NakyBaHHS);
3MiHu | TUny - 3MiHK 3 aKocTi. FoTOBWIA
nikapcbknii 3aci6. 3MiHN Y BUPOOHULTBI.
3MiHa imMnopTepa/3aMiHun, Wwo
CTOCYHOTbCS BUIMYCKY Cepii Ta KOHTPO/IHO
AKOCTi rOTOBOTrO JTIKAPCHKOro 3acoby
(3amiHa abo fofaBaHHA BUPOGHYKA, LLLO
BifnoBifae 3a BBe3eHHs Ta/abo BUNYCK
cepii) - Bktovaroun
KOHTPONb/BUNPOBYBaHHA cepii
(BBEAEHHSA BMPOOHMKA, WO BiANOBigae
3a BUMYCK cepii, BKIKYaKun
KOHTPONb/BMNPOGYBaHHsA cepii — 3AT
CaHToHiKa
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35. | EXIHALES- Tabnetku no 100 mr TOB YkpaiHa TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
ACTPA®APM no 10 Tabnetok y "ACTPAGAPM" mMaTepianis: peyenma 5915/01/01
6nictepi; no 2 3MiHK | TUNy - 3MiHa y MeToax
6nictepun y kopoobu,i 3 BMNPOBYBaHHSA rOTOBOrO MiKapCbKoro
KapTOHY 3aco0y (He3HayHa 3MiHa y meTogax
KOHTPOJIH0 SIKOCTi FOTOBOTO JTiKAPCbKOro
3acoby T. «lgeHTudikauis, OpraHiyHi
kucnoTn', " KisibkicHe BU3HavyeHHs"
36. | 3AHOLUWH OD Tabnetku, CaH IHais CaH dapmacbioTuKal IHais BHECEHHS 3MiH A0 peecTpaLitHmx 3a UA/
NPONOHIoBaHoT Ajl, PapmacbloTuka IHpacTpi3 Nimiteq, marepianis: 3miHu | Tuny - peyenmom | 0314/01/01
BKPUTiI 060/TI0HKOIO, n lHpacTpi3 AZMiHICTpaTMBHI 3MiHWN. 3MiHa
no 400 mr, no 5 NimiTepq,

TabneTok y 6nictepi,
no 1 énictepy B
KapTOHHI kopoo6ui

HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHSA AisiNIbHOCTI BUPOGHMKA
(BKTrOYaKoUK, 3a HEOOXIAHOCTI, MicLe
NPOBeAEHHS KOHTPOJIO SKOCTI), abo
B/lacHuka mactep-taiina Ha A®l, abo
nocravasibHvka A®l/BuxigHoro
mMaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y
BMPOOHULTBI ADI (AKLLO 3a3HAYEHO Y
[OCbE Ha flikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei y
3aTBepKeHOMY [O0CbE, a60 BUPOOHMKa
HOBOI OMOMIXXHOI PEYOBUHM (SIKLLLO
3a3HayeHo y JOCbE) (3MiHa
HaliMeHyBaHHsA BUPO6HUKa ADI); 3MiHK
| TUNY - AOMIHICTpaTWBHI 3MiHKU. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu micus
NpoBaKEHHA AiSANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYarum
AinbHWLI BUNyCKy cepii abo micue
NPOBeAEHHSA KOHTPOSIIO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, BKIHOYa0UN
BUMYCK cepiii) (3MiHa HaliMeHyBaHHS
BUpPO6HMKa MN13)
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UA/

37.

3AHOLMH OD

TabneTtku,
NPO/IOHTOBaHoI Aii,
BKPWTI 060/10HKOIO,
no 800 mr, no 5
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHI kKopoobui

CaH

PapmacbloTuka

n lHpacTpi3
NimiTepq,

IHais

CaH ®apmacbloTukan
IHpacTpi3 Nimiteq,

IHais

BHECEHHS 3MiH 0 peecTpaviiiHnX
marepianis: 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu micus
NPOBaKEHHS AisiNIbHOCTI BUPOGHMKA
(BKTrOYaKOuM, 3a HEOOXIAHOCTI, MicLe
NpPOBefEHHS KOHTPOJIO SKOCTI), abo
B/1acHuka mactep-thaiina Ha A®l, abo
nocrtavyasnibHuka A®l/BuxigHoro
mMaTepiany/peareHTy/npoMixHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCH Y
BUPOGHULTBI ADI (SKLLO 3a3HAYEHO Y
[0CbE Ha fikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei y
3aTBepXeHOMy [oCbe, ab60 BUPOOHMKa
HOBOT 4,OMOMDKHOI PEYOBUHU (AKLLO
3a3HayveHo y JOoCbE) (3MiHa
HaliMeHyBaHHsA BUPO6GHMKa ADI); 3MiHK
| TMNYy - AOMiHICTPaTMBHI 3MiHK. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu micus
NpoBaKeHHA AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNikapcbKoro 3acoby, BkIYarouu
AinbHULI BUNYycKy cepii abo micue
NpoBeAEHHSA KOHTPOJIIO AKOCTI.
(aisanbHICTb, 3a AKy Bignosigae
BMPOGHUK/iIMNOpTEp, BK/IKOHAOUM
BUMYCK cepiil) (3MiHa HaliMeHyBaHHS
BUPOGHUMKa N13)

3a
peuyernmom

6e3

0314/01/02

UA/

38.

IBYTAPJ 300

Kancysam
NPONOHIroBaHoi Aji No
300 mr no 10 kancyn
y 6nictepi; no 1 a6o 2
6nictepun y nayuj 3
KapToHY

My6niyHe
aKuioHepHe
TOBapuCTBO
"HaykoBo-
BMPOGHNUNIA
LeHTp
"BopLyariBCbKuii
XiMiKo-
thapmaueBTUYH
nii 3aBog"

YkpaiHa

My6niyHe akuioHepHe
TOBapUCTBO "HaykoBoO-
BMPOGHWYNIA LLEHTP
"BopLuariBCbkuin XiMiko-
hapmaueBTUYHWI
3asog”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiiHnX
marepianis:
3MiHu | TMNy - 3MiHa napameTpis
cneyudikalii Ta/abo AonycTMMmMx Mex
ANs [ONOMDKHOT PeYOBUHN
(BonoBHeHHs cneuudikaLii HOBUM
NMOKa3HMKOM 3 BiAMNOBIAHNM METOA0M
BMMPOGYBaHHS) - BBEAEHHSA B
crneuudikaLio AN KOHTPOSIO
[0NOMDKHOT peyoBUHK "Kancynm
XenatuHosi" p. "laeHTudikauis.
BapBHUK1" 3 BIANOBIAHUMN METOAOM
BUNPOBYBaHHS; 3MiHW | TUMY - 3MiHK
BMNpPObyBaHb ab0 AOMYCTUMUX MEX,

peyenma

BCTAHOB/IEHMX Y cneumdiikauisax, mig

6013/01/01
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yac BUPOOHULTBA FOTOBOrO MiKapPCbKOro
3aco06y (iHLWi 3MiHK) - 3MiHa
crneyudikalii 4N KOHTPOO NPOMIXKHOT
npoaykuii (kancynm He po3d)acoBaHi) y
p. "OAHOPIAHICTE MacK HaNOBHEHOT
Kancynu" ta "OAHOPIAHICTb MacK
BMICTy Kancyn"y 3B A3ky 3
npueeaeHHsAM o sumor APY/EP; 3MiHK
| TMNYy - 3MiHK BUNpo6yBaHbL abo
[0NYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUpoOHULTBA
rOTOBOrO /1iKapCbKOro 3acoby
(BUNyYEHHSI HECYTTEBOTO
BMMPOGYBaHHSA B NpoLeci BUPOOHULITBA)
- BUly4eHHs p. "MikpobionoriyHa
yucToTa" 3i cneumdikawii A1 KOHTPONO
NPOMDKHOT NpOAYKUIT; 3MiHW | Tuny -
3MiHa napameTpiB cneyudikauin Ta/abo
[0NyCTUMUX MEX roTOBOro NikapCbKoro
3aco0y - 3MiHN y cneuumdikauii gnsa
KOHTPOJ1t0 FOTOBOrO NiKapCbKOoro 3acoby
3a p. "Mikpo6ionoriyHa uictoTa" y
3B A3KYy 3 NPUBELEHHAM [0 BUMOT
OOPY/EP; 3miHu | TUny - 3miHa
nocTavanbHvKa nakyBaabHMX
MaTepianis abo KOMMAEKTYIUMX (SKLLO
3a3HayYeHo B [OCbE) (BUTyHEHHS
noctavyasnibHvKa) - BUTyYeHHsI
HaliMeHyBaHHS NOCTayYasIbHUKIB
nakyBaslbHUX MmaTepianis 3
peecTpauiiiHoro AoCbE; 3MiHK | Tvny -
3MiHW, NOB'A3aHi 3 HeOBXIAHICTIO
npvBeAeHHA y BiANOBIAHICTb A0
MoHorpadgii AdY abo €BponeiicbKoi
thapmakonei, abo iHLWOoi HalioHaIbHOT
thapmakonei gepxasu EC (3miHa 'y
cneyudpikauisix, NoB'a3aHa 3i 3MmiHaMun B
[oY, abo EBponeiickkiin hapmakoner,
a60 iHWI HauioHanbHIN hapmakonei
Aepxasn €C) - 3MiHM y cneundikavii
0151 KOHTPOSIIO Ai040T peqyoBUHU
I6ynpodheHy (nenetu 3 NposIOHroBaHNM
BMBINIbHEHHAM) [0 p. "MikpobionoriyHa
ynucToTa" y 3B A3KYy 3 NPUBEAEHHAM A0
Bumor JOY/EP
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39. | IMYHO®NA3IA® cupon no 30 mn abo TOB "HBK YkpaiHa KomyHanbHe YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
no 50 mn, a6o no 60 "Exocpapm” nignpPUeEMCTBO marepianis: 3MiHu | Tuny - 3MiHun 3 peyenma 5510/01/01

M, abo no 125 mny
chnakoHax 3 ckna abo
naacTtuky; no 1
chnakoHy pasom 3
[03YHUOI0 EMHICTIO B
nauui 3 KapTOHHY

"JlyraHcbKka o6nacHa
"dbapmauis”,
hapmaveBTnyYHA
(pabpuka, YkpaiHa
TOB "TepHohapm”,
YkpaiHa;

MAT "®apmak”,
YkpaiHa

akocTi. FoToBwWIA Nikapcbkuii 3aci6. Onuc
Ta cknag, (iHwi 3miHn) (KopuryBaHHs
3MicTy po3giny "Cknag"); 3miHum Il Tuny -
3MiHu 3 aKocTi. A®l. BUpobHMUTBO.
3MiHa BMPOGHHMKa
BUXiZHOrO/NPOMIXXHOro
npoayKTy/peareHTy, WO
BMKOPWCTOBYHOTLCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUPOOGHMKa
(BKNtOYaKOUM, ge HeobXigHoO, Micue
NpoBeAEHHS KOHTPOA AKOCTi) APl (3a
BiACYTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei y
3aTBEPKEHOMY [0CbE)(BBEAEHHSA
HOBOro BMpo6HUKa ADI 3 HafaHHAM
macTep-haiina Ha Adl) (BBeAeHHS
[0[aTKOBOro BUpOGHMKa Ajto4oT
peyoBuHM MpoTedhnasig pigkuii
ekcTpakT - MAT «®diTodhapm», YkpaiHa);
3MiHu I Tuny - 3miHN 3 AKkocTi. ADI.
Bunpo6HMLTBO. 3MiHa BUPOOHUKaA
BUXiZHOrO/NPOMIXXHOro
npoayKTy/peareHTy, WO
BMKOPWCTOBYHOTLCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUPOOGHMKa
(BKNtOYaKOUM, ge HeobXigHo, Micue
NpoBeAEHHS KOHTPOA SKOCTi) Al (3a
BiACYTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei y
3aTBEPKEHOMY [0CbE)(BBEAEHHSA
HOBOro BMpo6HUKa ADI 3 HafaHHAM
macTep-haiina Ha Adl) (BBeAeHHS
[0[aTKOBOro BUpOGHMKA Ajito4oT
pevoBuHM MpoTedhnasig pigkuii
eKkcTpakT - TOB "TepHochapm”,
Ykpaina); 3miHu Il Tuny - 3MiHK 3 AKOCTI.
Adl. BupobHMuTBO. 3MiHa BUPOOHUKA
BUXiZHOrO/NPOMIXXHOro
NpoayKTy/peareHTy, WO
BMKOPWCTOBYHOTLCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUPOOGHUKa
(BKNtOYaKOUM, ge HeobXigHoO, Micue
NpoBeAEHHSA KOHTPO/ SKOCTi) APl (3a
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BiACYTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPLKEHOMY [J0CLE)(BBEAEHHSA
HOBOro BMPO6HMKa ADI 3 HagaHHAM
macTep-haiina Ha Adl) (BBeaeHHS
[0[aTKOBOrO BUPOGHMKA Ajto4oTi
peuvoBuHm MpoTtednasig, pigkuia
eKkcTpakT - MpAT "bionik", YkpaiHa)

40.

IMYHODNASIA®

cupon no 30 mn a6o
no 50 mn, a6o no 60
M, abo no 125 mny
ponakoHax 3 ckna abo
naacTtuky; no 1
chnakoHy pasom 3
[03Y040I0 EMHICTIO B
nayuj 3 KapTOHHY

TOB "HBK
"Exocpapm”

YkpaiHa

KomyHansHe
nigNpPUEMCTBO
"JlyraHcbka o6nacHa
"dapmauis”,
hapmaueBTnyYHaA
pabpuka, YkpaiHa,;
MAT "®apmak”,
Ykpaina; TOB
"TepoHochapm",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLitHmx
marepianis:
3MiHW | TUny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. CTabinibHICTb. 3MiHa
y TepMiHax npugaTHocTi abo ymoBax
36epiraHHsa roToBOro /1ikapCbKoro
3acoby - 3MiHM B yMOBax 36epiraHHs.
BBefeHHA 3MiH NpoTAroM 3-x MicaLiB
nicns 3aTBepyKeHHs; 3MiHu | Tuny -
3MiHM 3 AKOCTi. [0TOBWUIA NiKapCbKMUiA
3aci6. Cucrema
KOHTelHep/3aKynoptoBasibHWi 3acib -
YTOUYHEHHS iHthopMaL,ii LWoA0 BTOPUHHOI
ynakoBku. BBefieHHA 3MiH NPOTArom
3-X micsliB nicnsa 3aTBepPAXXEHHA

6e3
peuyenma

UA/
5510/01/01
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41. | IHOOMETALUWVH Ma3sb no 40 r B Ty6ax MAT YkpaiHa BUPOBHULTBO, YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
nnroc Nel "XimdphapmsaBo nepBUHHE NakyBaHHA: marepianis: peyenma 8581/01/01
4 "YepsoHa TOB "dapmavueBTnyHa 3MiHK | TUNy - 3MiHa y MeToax
3ipka” KOMMaHis "3g0pos'sa”, BUNpobyBaHHA ADI abo BMXigHOrO

YKpaiHa; NOBHWIA LMK
BMPOGHULTBA,
BTOPVIHHE NakKyBaHHS,
Bunyck cepii: MAT
"Ximchapm3sasop,
"YepBoHa 3ipka”,
YkpaiHa

mMaTepiasy/npoMiKHOro
npoayKTy/peareHTy, WO
BMKOPUCTOBYETBCSH Y NPOLIECI
BUPOGHULTBA AP| (IHLI 3MIHN Y
MeToAax BUNpo6yBaHHS (BKIOUaun
3amiHy abo fonoBHeHHs) AdP| abo
BWXiZHOrO/MPOMIKHOrO MPOAYKTY - 3MiHN
y cneumgikauii Ta meTogi npy BXigHOMY
KOHTponi A®I IHgomeTauuHy, 3a
NoKasHUKOM «CynpoBiAHi AOMILLIKN»;
CynyTHSA 3MiHa: - 3MiHa Y napamMeTpax
cneuvdikauiit Ta/abo gonycTUMUX MEX,
BMU3Ha4YeHUX y cneuudikayisax Ha Adl,
ab0 BMXigHWA/NPOMKHWNIA
npoayKT/peareHT, Wo
BMKOPUCTOBYHOTLCS Y NPOLEC
BMPOGHMLTBa ADI (3BY)KEHHS
JONYCTUMUX MEX, BUSHAUYEHUX Y
crneymndikadii; 3miHu 1l TMny - 3miHa
BMPOOBHUKA BUXiAHOro/MpomibKHOIo
npoayKTy/peareHTy, WO
BUKOPUCTOBYIOTLCSA Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUPOOGHMKa
(BKNtOYaKOUM, ge HeobXigHo, Micue
NpoBeAEHHS KOHTPOA SKOCTi) Al (3a
BiACYTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei y
3aTBEPKEHOMY [0CbE)(BBEAEHHSA
HOBOro BMpo6HUKa ADI 3 HafaHHAM
macTep-haiina Ha A®l) - fogaBaHHS
HOBOr0 BUPOGHMKa cybCcTaHuil
IHOomeTaunH
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42. | KAPOIOAPIIHIH- PO34MH ANS iH'eKLil ToBapucTso 3 YkpaiHa TosapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
340POB'A no 5 mn B amnyni, no 06MeEXeHOoK 06MeXeHo marepianis: peyenmom | 11187/01/0
5a6o 10 amnyny BiANOBiJa/bHICT BiANOBIAALHICTIO 3MiHu | TUNy - 3MiHa ByAb-AKOT YaCTUHN 1
Kopoo6ui; no 5 mn B 0 "hapmaueBTNYHA MaTepiasly NepBUHHOT YNaKOBKMU, LLLO He
amnyni, no 5 amnyny | "®apmaueBTU4H KOMMaHis "3gopos'a” KOHTaKTY€ 3 rOTOBMM JTiKapCbKUM
6nictepi, no 1 abo 2 a KoMmnaHis 3aco60M - 40AaTKOBO A0
6nicTepu B KOpooOUi "3popos'a” 3aTBEPO)KEHUX aMny/, BBOAATLCA
amMnynn 3 TOUKOK 3namy Ta Hagpi3om
Bif, 3aTBEpAKEHOro BUPOOHUKa MAT
«lMonTaBCbKMiA 3aBO4, MEANYHOTO
CKkna», YKpaiHa
43. | KOMBIrPUN XOT NOPOLLIOK A/1s OpraHocuH IHais Ontimyc [hxeHepikc IHais BHECEHHS 3MiH 40 peecTpaviiHnX 6e3 UA/
cin® OpanibHOro po3unHy 3 | Jlaid CaeHcus Nimitepq, maTepianis: peyenma 11503/01/0
JIMMOHHUM CMaKoM Mer. 174., 3MiHu | TUny - BBEAEHHA abo 3MiHU A0 1
no 5 r nopoLuky B y3araslbHeHNX faHunx Npo cuctemy
cawle, no 10 cawe y thapmakoHarnsagy (Bknoyaroum
KapTOHHI Kopobui KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLeHHI MacTep-thalina cuctemu
dhapmakoHarnisgy)
44. | KOMBIrPUM XOT NOpOLLOK A/1A OpraHocuH IHaisA OnTimyc xeHepikc IHaisA BHECEHHS 3MiH 40 peecTpaviiiHnX 6e3 UA/
cin® OpasibHOro po3ynHy 3 | Jlaind CaeHcus Niviten marepianis: peuyenma 11504/01/0
Ma/IMHOBMM CMaKoM Met. /114, 3MiHY | TUNY - BBEAEHHA abo 3MiHM 10 1

no 5 r NnopoLuky B
cawe, no 10 cawe y
KapTOHHI KopobLi

y3araslbHEHNX AaHNX NP0 CUCTEMY
hapmakoHarnsgy (Bknrouvaroum
KOHTaKTHi faHi) Ta/abo 3MiHn y
PO3MilLleHHI MacTep-thaina cucTtemm
dhapmakoHarnsgy)
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45,

NniBOCTOP

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO no 10 mr
no 10 Tabnetok y
6nictepi; no 3
6nictepun y nauu,i

MAT "KuiBcbKuii
BiTaAMiHHWIA
3aBop"

YkpaiHa

MAT "KniBcbkuii
BiTamiHHWI1 3aBoA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHnX
marepianis:
3MiHK | TUNy - 3MiHa y MeToax
BMNPOBYBaHHSA rOTOBOrO MiKapCbKoro
3aco0y (He3HayHa 3MiHa y
3aTBEPMKEHUX MeToAax
BMNPOBYBaHHS); 3MiHW | TUNY - 3MiHa
napameTpiB cneundikauii Ta/abo
[OMYCTYMMX MeX rOTOBOr0 NiKapCbKoro
3aco0y (iHLWi 3MiHW); 3MiHK | TUNY -
3MiHa napameTpiB cneyudikauin Ta/abo
J0MYyCTYMUX MEX roTOBOr0 JliKapCbKOoro
3aco0y (3BY)XEHHS1 ONYyCTUMUX MEX)
— 3a nokasHvkom "KinbkicHe
BU3HaYeHHs" ansa nosysaHHs 10 mr:
BiIKOpPEroBaHo MeXi Ki/IbKiCHOro BMiCTy
Jil040T pevoBrHN aTopBacTaTuHy
NPOTArOM TePMiHY NPUAATHOCTI; 3MiHK |
TUNY - 3MiHK, NOB'A3aHi 3 HeOOXIAHICTIO
npvBeAeHHS y BiANOBIAHICTb A0
MoHorpadii Y abo EBponeiicbkol
thapmakonei, abo iHWOoi HalioHa/IbHOT
thapmakonei gepxasu EC (3miHa y
crneumdikauisx, nos'a3aHa 3i 3MmiHaMun B
[oY, abo EBponeiickkiin hapmakoner,
ab0 iHLWI HavioHanbHI dhapmakonei
fepxasn €C); 3MiHW | TUNY - 3MiHa Y
napameTpax cneuudikauin Ta/abo
JONYCTUMUX MEX, BUSHAUEHUX Y
cneundikauisx Ha Adl, abo
BMXiZHUA/NPOMIKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCA Y MPOLLECI
BMPo6HMUTBA ADI (iHLWi 3MiHN)

3a
peuyernmom

UA/
6452/01/01
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46.

NniBOCTOP

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOH No 20 mr
no 10 Tabnetok y
6nictepi; no 3
6nictepun y nauu,i

MAT "KuiBcbKuii
BiTaAMiHHWIA
3aBop"

YkpaiHa

MAT "KniBcbkuii
BiTamiHHWI1 3aBoA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHnX
marepianis:
3MiHK | TUNy - 3MiHa y MeToax
BMNPOBYBaHHSA rOTOBOrO MiKapCbKoro
3aco0y (He3HayHa 3MiHa y
3aTBEPMKEHUX MeToAax
BMNPOBYBaHHS); 3MiHW | TUNY - 3MiHa
napameTpiB cneundikauii Ta/abo
[OMYCTYMMX MeX rOTOBOr0 NiKapCbKoro
3aco0y (iHLWi 3MiHW); 3MiHK | TUNY -
3MiHW, NOB'A3aHi 3 HEOBXIAHICTIO
npvBeAeHHS y BiANOBIAHICTb A0
MoHorpadii JPY abo EBponeiicbkol
thapmakonei, abo iHLWOoi HauioHa/IbHOT
thapmakonei gepxasu EC (3miHa y
cneuudikauisix, nos'a3aHa 3i 3MmiHaMun B
[oY, abo Eponeiickkiin hapmakonel,
ab0 iHLWI HavioHanbHI dhapmakonei
fepxasn €C); 3MiHN | TUNY - 3MiHa Y
napameTpax cneuudikauin Ta/abo
JONYCTUMUX MEX, BUSHAUEHUX Y
cneundikauisx Ha Adl, abo
BMXiZHUA/NPOMIKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCA Y MPOLLECI
BUPOo6HMUTBa ADI (iHLWi 3MiHN)

3a
peuyernmom

UA/
6452/01/02
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47.

NniBOCTOP

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOH No 40 mr
no 10 Tabnetok y
6nictepi; no 3
6nictepun y nauu,i

MAT "KuiBcbKuii
BiTaAMiHHWIA
3aBop"

YkpaiHa

MAT "KniBcbkuii
BiTamiHHWI1 3aBoA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHnX
marepianis:
3MiHK | TUNy - 3MiHa y MeToax
BMNPOBYBaHHSA rOTOBOrO MiKapCbKoro
3aco0y (He3HayHa 3MiHa y
3aTBEPMKEHUX MeToAax
BMNPOBYBaHHS); 3MiHW | TUNY - 3MiHa
napameTpiB cneundikauii Ta/abo
[OMYCTYMMX MeX rOTOBOr0 NiKapCbKoro
3aco0y (iHLWi 3MiHW); 3MiHK | TUNY -
3MiHW, NOB'A3aHi 3 HEOBXIAHICTIO
npvBeAeHHS y BiANOBIAHICTb A0
MoHorpadii JPY abo EBponeiicbkol
thapmakonei, abo iHLWOoi HauioHa/IbHOT
thapmakonei gepxasu EC (3miHa y
cneuudikauisix, nos'a3aHa 3i 3MmiHaMun B
[oY, abo Eponeiickkiin hapmakonel,
ab0 iHLWI HavioHanbHI dhapmakonei
fepxasn €C); 3MiHN | TUNY - 3MiHa Y
napameTpax cneuudikauin Ta/abo
JONYCTUMUX MEX, BUSHAUEHUX Y
cneundikauisx Ha Adl, abo
BMXiZHUA/NPOMIKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCA Y MPOLLECI
BUPOo6HMUTBa ADI (iHLWi 3MiHN)

3a
peuyernmom

UA/
6452/01/03

48.

NIHEKC ®OPTE®

Kancynu teeppgi Ne7
(7x1), Ne14 (7x2),
No28 (7x4) y
6nictepax

CaHpo3
PapmachbioTikasn

34.4.

CnoBeHist

BMpo6HMLTBO in bulk,
nakyBaHHs, BUMYCK
cepii: Jlek
PapmavleBTnYHa
KoMnaHisa 4. a.

CnoBeHi
A

BHECEHHS 3MiH [0 peecTpaviiHnX
marepianis:
3MiHK | TMNY - 3MiHa po3mipy cepii
(BKNtOYaKOUM AianasoH po3Mmipy cepii)
roTOBOrO JliKapCbkoro 3acoby
(36inbweHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEPLKEHMM PO3MiIPOM)

6e3
peyenma

UA/
14763/01/0
1
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49.

NOKCO®

TabneTkn, BKpUTI
nNiBKOBOO
060/10HKO10, Mo 500
Mmr, no 5 Tabnertok y
6nictepi, no 1
6nicTepy B KAPTOHHIl
Kopoo6Li

CaH
PapmacbloTuka
n lHpacTpi3
NimiTepq,

IHais

PaHb6akci Jlabopatopi3
Nimiten

IHais

BHECEHHS 3MiH 0 peecTpaviiiHnX
marepianis: 3MiHuK | TNy - 3MiHK WoA0
6e3nekn/ePeKTUBHOCTI Ta
thapmakoHarnsay. BeegeHHs abo 3MiHu
[0 y3ara/ibHeHNX faHnx Npo cuctemy
thapmakoHarnsgy (BefieHHs
y3arasibHeHVX AaHnx npo cucTemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0co6U, BiANOBIAaNbHOT
3a 34jlicHeHHs chapMakoHariaay;
KOHTaKTHOi 0cobu 3 chapmakoHarnagy
3asiBHUKA A5 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SiKLio BOoHa
BiAMIHHA Bif, YNOBHOBaXeHOi ocobu,
Bi4MNOBiAa/IbHOI 3a 3[iNCHEHHS
hapmakoHarnsgy (Bknrovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy); 3miHa 3asiBHMKa
(BnacHuka peecTpauinHoro
NOCBIAYEHHS)

3a
peuyernmom

UA/
7580/02/01

50.

NOPATAANH

TabneTtkn no 10 mr
N210 (10x1), Ne100
(10x10) y 6nicTtepax

TOB
"AcTpachapm”

YkpaiHa

TOB "AcTpadhapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviiiHnX
mMaTepianis:
3MiHW | TUNY - 3MiHX [0 IHCTPYKUIT AN
MeMYHOIo 3aCTOCYBaHHSA Y PO3Ai:
Mo6iyHi peaxuii, 3rigHO 3 iHhopMavieto
040 MEeLMYHOro 3aCToCyBaHHS
pedepeHTHoro (KITAPUTWH)
NiKapcbKoro 3acoby

bes
peuyenma

UA/
2610/01/01

51.

ME/TOKCUKAM-

TEBA

PO34MH ANS iH EKLi,
15 mr/1,5mnno 1,5
M B amnyni, no 5
amnyn y
n1acTMKOBOMY
KOHTeliHepi B
KapTOHHI kopoobUi

TeBa
dapmaueBTikan
IHpacTpi3 N14.

I13painb

Xenn C.A.

Mpeuis

BHECEHHS 3MiH 40 peecTpaviiiHnX
mMaTepianis:
3MiHu | TUNy - BBEAEHHA a60 3MiHU [0
y3araslbHeHNX AaHunx Npo cuctemy
hapmakoHarnsgy (Bkarouarum
KOHTaKTHi faHi) Ta/abo 3MiHn y
poO3MiLLEeHHI MacTep-halisia cuctemu
dhapmakoHarnsgy)

3a
peuerimom

UA/
6308/02/01
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52. | MENTOKCUKAM- Tabnetku no 7,5 mr patiochapm HimeuunHa BUPOBHULTBO IHais/ BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
TEBA no 10 TabneTok y veX npoaykuii in bulk: Himeuun marepianis: peyenmom | 6308/01/01
6nictepi, no 2 Livnna Nimiten, IHpis; Ha 3MiHu | TUNy - BBEAEHHA a60 3MiHN [0
6nictepun B kOpoOLi nepBuHHA Ta BTOPUHHA y3arasibHeHUX AaHnx Npo cucTemy
ynakoBKa, KOHTPO/Tb hapmakoHarnsgy (Bkarouarum
sKocTi: Mepkie TmM6X, KOHTaKTHi faHi) Ta/abo 3MiHu y
HimeuyunHa; [o3BiNn Ha pO3MiLLEeHHI MacTep-halina cuctemu
BUNYCK cepii: Mepkne hapmakoHarnsagy)
'mM6X, HimeyunHa
53. | MENTOKCUKAM- Tabnetku no 15 mr no patiodapm HimeuunHa BMPOOHULITBO IHais/ BHECEHHS 3MiH [0 peecTpaviinHnX 3a UA/
TEBA 10 TabneToK y veX npoaykuii in bulk: Himeuun marepianis: peuyenmom | 6308/01/02
6nictepi, no 1 abo 2 Lnnna Nimitea, IHAis; Ha 3MiHu | Tuny - BBEAEHHSA abo 3MiHU J0
6nictepun B kOpoOLi nepBuHHA Ta BTOPMHHA y3arasibHeHUX AaHnx Npo cucTemy
ynakoBka, KOHTPO/Ib hapmakoHarnsgy (Bkioyaoum
AKocTi: Mepkie TmM6X, KOHTaKTHi faHi) Ta/abo 3MiHu y
HimeyunHa; fno3Bin Ha po3MilLeHHI MacTep-thaiina cuctemu
BUNYCK cepii: Mepkne hapmakoHarnsagy)
M6X, HimeyunHa
54. | MEMAHTVH TabneTkn, BKpUTI CaHpos CnoseHist CaHpo3 lnak CaHali Be | Typeud BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/
CAHA03® NNiBKOBOO ®apmacbioTikan TikapeT A.C. nHa maTepianis: peyenmom | 14820/01/0
0060/10HKO0, M0 10 Mr 34.4. 3MiHK | TUny - 3MiHa y MeToaax 1

Ne30 (10x3), Ne60
(10x6) y 6nictepax

BUNpobyBaHHA APl abo BUXigHOrO
mMaTepiany/npoMikHOro
NpoAyKTy/peareHTy, LWo

BMKOPWUCTOBYETLCA Y NPOLECI
BMPOGHMLTBA ADI - 3MiHa B yMOBax
XpomarorpadyBaHHs ans
TemnepartypHoro pexunmy B METOANLI
BM3HAYEHHSI CTOPOHHIX JOMILIOK
MeTOo0M ra3oBoi XxpomMaTorpadii ans
A®| MeMaHTVHY rigpoxnopungy
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55.

56.

METAMIH®

METAMIH®

TabneTkn BKPUTI
060/10HKO o 500 mr
Ne30, Ne10x3, Ne100
(10x10)

TOB "KYCYM
®APM"

YkpaiHa

TOB "KYCYM ®APM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHnX
marepianis:
3MiHM | TUNY - 3MiHa Y TepMiHax
npuaaTHoOCTI abo ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro 3acoby -
npuBeLEHHs YMOB 36epiraHHs roToBoro
NikapcbKoro 3acoby [0 BUMOT
HacTtaHoBu 42-3.3:2004 "/likapcCbki
3aco6u. BunpobysaHHA cTabinbHoCTI";
3MiHM | TURY - 3MiHK WOA0
6e3nekn/ePeKTUBHOCTI Ta
thapmakoHarnsay - 3amiHa rpadiiyHoro
300paXeHHs YyNakoBKN Ha TEKCT
MapKyBaHHSA 419 NePBUHHOI Ta
BTOPVHHOI YNakoBOK

3a
peuyernmom

UA/
11506/02/0
1

TabneTku BKpUTI
060/10HKO0 no 850 mr
Ne30, Ne10x3, Ne100
(10x10)

TOB "KYCYM
PAPM"

YkpaiHa

TOB "KYCYM ®APM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHK | TUNY - 3MiHa Y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO J1iKapCbKOro 3acoby -
npvBeAeHHs1 yMOB 36epiraHHsi roTOBOro
nNikapcbKoro 3acoby [0 BUMOT
HacTtaHoBu 42-3.3:2004 "likapCbki
3aco6u. BunpobysaHHs cTabinbHoCTI";
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/epeKTUBHOCTI Ta
thapmakoHarnsgy - 3amiHa rpadiyHoro
300paXeHHs yNakoBKN Ha TEKCT
MapKyBaHHSA AN NepBUHHOI Ta
BTOPVHHOI YNakoBOK

3a
peuyenmom

UA/
11506/02/0
2

91




92

[TpogoByxeHHs goaaTka 3

57. | METAMIH® TabneTkn BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM ®APM" | YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
060/10HKOI0 1Mo 1000 PAPM" marepianis: peyenmom | 11506/02/0
Mr Ne30 (15x2), Ne90 3MiHM | TUNY - 3MiHa Y TepMiHax 3
(15x6) y 6nictepax npuaaTHoOCTI abo ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro 3acoby -
npuBeLEHHs YMOB 36epiraHHs roToBoro
NikapcbKoro 3acoby [0 BUMOT
HacTtaHoBu 42-3.3:2004 "/likapcCbki
3aco6u. BunpobysaHHA cTabinbHoCTI";
3MiHu | TUNY - 3MiHK WoA0
6e3nekun/edhekTMBHOCTI Ta
thapmakoHarnsgy - 3amiHa rpadiyHoro
300paXeHHs YyNakoBKN Ha TEKCT
MapKyBaHHsA /19 NepBUHHOT Ta
BTOPUHHOT YNakoBOK
58. | METUNPE], Tabnetky no 16 mr no OpioH PiHNAHAIA OpioH KopnopeWLuH ®iHNAHA, BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/
30 Tabnetok y KopnopeiiwH ] marepianis: peyenmom | 0934/01/02
donakoHi; no 1 BUMNPAaB/EHHSA TEXHIYHOT NOMW/IKN NPY
h1akoHy B KapTOHHIi nepeHeceHHi cneumdikadii Ha BUNYycK y
KopooLi npoekTi MK, a came, fONOBHEHHSA
crneyudpikauii nocunaHHAM Ha
nepiognYHICTb KOHTPOJIIO FOTOBOrO
NiKapCbKOro 3acoby 3a NOKa3HKOM
«MikpobiosnoriyHa ynctoTa»
59. | METPECCA pO3unH ANna iHdysii AHaHTa Benuka €sponaid Xentkeap IHais BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/
0,5% no 100 mn B Megikeap /174. BpuTaHis Met. iTA,. maTepianis: peyenmom | 10714/01/0
KOHTelHepi, no 1 3MiHK | TUNy - 3MiHa y MeToaax 1

KOHTeliHepy B
KopooLi

BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro
3acoby (He3HauHa 3MiHa y
3aTBEpPAKEHNX MeToAax
BUMPOBYBaHHSA)
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60.

MIKO®IH®

Kpem, 10 mr/rno 15t
y Ty6i, no 1 1y6i y
KapTOHHI ynakoBLi

HOBE/T IJ1AY
CAHAI BE
TIIKAPET

ALl

TypeuunHa

HOBE/ IIAY CAHAI
BE TIOXKAPET A.LL.

Typeuu
MHa

BHECEHHS 3MiH 0 peecTpaviiiHnX
marepianis: 3miHu | TUNY - NoaHHA
HoBoro CEP Ha Al Big 3aTBEPAKEHOrO
BUPOGHUKa Hetero Labs Limited RO-
CEP 2012-310-Rev 01; 3MmiHu | TRy -
3miHa y MeTogax BunpobyBaHHSA
rOTOBOrO NiKapPCbKOro 3aco0by - He3HauHi
3MiHW y 3aTBEPXXEHOMY MeToi
KOHTPO/110 TOTOBOrO J1iKapCbKOro 3acoby
3a nokasHukom «KinbkicHe
BU3HAYEHHA», «CynpOoBIiAHi [OMILLKM»;
3MiHM | TUNY - 3MiHa NapameTpiB
cneyudikalii Ta/abo JonycTMMmx Mex
rOTOBOrO J1iKapCbKOro 3acoby; CynyTHS
3MiHa: 3MiHa y meTofax BunpobyBaHHs
rOTOBOrO JiKAPCLKOro 3acoby (iHLi
3MiHM Yy MeToZax BUnpobyBaHb
(BK/IHOYAOUM 3aMiHY @60 [LONOBHEHHS)

be3
peyenma

UA/
5305/01/01

61.

MINAPANEKC-
3/10POB'Al

PO34MH ANS iH'EKLR,
100 mr/mn no 5 mn B
amnyni; no 10 amnyn
Yy KOpO6Lji 3 KAPTOHY;
no 5 mn B amnyni; no
5 amnyn y 6nictepi;
no 2 6nictepun B
KOpOOL,i 3 KAPTOHY

ToBapucTso 3
06MeXeHo
Bi4noBigasibHIiCT
10
"GapmaueBTUyH
a KoMnaHis
"3popos's”

YkpaiHa

TosapucTso 3
0o6MexeHo
BiANOBiAa/ILHICTIO
"®apmaLeBTMYHa
KoMnaHisa "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviiHnX
maTepianis:
3MiHu | TUNy - 3MiHa ByAb-AKOT YaCTUHN
marepiany NepBMHHOI YNakoBKK, WO He
KOHTaKTY€ 3 FOTOBUM NiKapCbKNM
3ac060M - BBEIEHHSA [0AATKOBUX
amnyn 3 TOYKOI0 3/1amy Ta HaZpi3om
(T3) (BMpo6HMUTBa MAT "MonTaBcbkuii
3aBOf, MeANYHOTO ckna'", Ykpaiva) 3
nocnigoBHMMM 3MiHAMK Yy PO34in
"Ynakoska"

3a
peuenmom

UA/
11215/01/0
1
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62.

MINNICTAH

cycneH3sis opasibHa Mini Xenckepe Benuka pakype IHais BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
MYNbTUCUMMOTO | no 100 mn y chnakoHi, Nivitep BpuTaHis dapmachtoTikanic NTA, marepianis: peyenma 1454/01/01
MHWIA no 1 chnakoHy pasom 3MiHW | TUNY - 3MiHX [0 IHCTPYKUIT ANs
3 MIpPHOIO STOXKEUKOK Y MeAMNYHOro 3aCTOCYBaHHS Y po34inn:
KapPTOHHI ynakoBLi dapmako1oriyHi BN1acTMBOCTI.
MpoTunokasaHHsa. B3aemogis 3 iHWMMK
nikapcbkMMmn 3acobamu Ta iHWi Buan
B3aemMogijin. OcobmnBOCTi
3acTocyBaHHs. [epefo3yBaHHs.
Mo6iyHi peaxuii, 3rigHo 3 iHhopMaLieto
oo 6e3neky 3acTocyBaHHS Aito4yol
peyoBuMHM NapateTamos. BBegeHHA
3MiH NpoTArom 3-x micAuiB nicns
3aTBepPAKEHHA
63. | MIHIPUH MENT niodpinizat opanbHuii ®eppiHr Lseiiyapis BMPOGHULITBO, Benuko BHECEHHS 3MiH 40 peecTpaLintHx 3a UA/
no 120 mkr, no 10 IHTepHeLHN nepBUHHE NakyBaHHA, 6puTaHi marepianis: 3miHu | Tuny - peyenmom | 5118/02/02
niodpinizatis y CeHtep CA KOHTPO/b AKOCTi: al AZMiHICTpaTMBHI 3MiHWN. 3MiHa
6nictepi; no 1, abo no KataneHTt HO.K. Lseliya HalimeHyBaHHA Ta/abo agpecu Micus
3 ab6o no 10 6nicTepis CeiHgoH 3igic Nimitea, pis/ NpoBaMKEHHS OisiNIbHOCTI
Y KapTOHHIli Kopobu,i BenvkobpuTaHis; Himeuun BUPO6GHMKa/iMnopTepa rotoBoro
BTOPUHHE NakyBaHHS: Ha NiKapCbKOro 3acoby, BKIOHaUY

PeppiHr IHTepHeLwHN
CeHTtep CA,
LLseliapis;

BiANOBIAaIbHUI 3a
KOHTPO/b SKOCTI,
BUMYCK cepii:
deppiHr TM6X,
HimeuunHa

AinbHWLI BUNycKy cepii abo micue
NpoBefeHHSA KOHTPOJIO AKOCTI.
(aisnbHICTb, 3a AKy Bignosigae

BUPOGHMK/IMNopTep, BKIHOYaoun

BMNYCK Cepiit) (NprBeAeHHs agpecu
BUPOGHUKa PeppiHr TM6X, HimeyunHa y
BiNOBIAHICTb O OTPMMAaHOro BUCHOBKY

LLOA0 BiANOBIAHOCTI BUPOGHMLTBA

Bumoram HBI1, BugaHoro
Jepxnikcnyo60t0)
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64. | MIHIPUH MENT niodhinizat opanbHWii ®eppiHr LiBeiiuapis BUPOBHULTBO, Benwuko BHECEHHS 3MiH 10 peecTpauiiHx 3a UA/
no 240 wmkr, no 10 IHTepHeLHN nepBUHHE NakyBaHHA, 6puTaHi marepianis: 3miHu | Tuny - peyenmom | 5118/02/03
niodpinizatis y CeHtep CA KOHTPO/b AKOCTi: al AAMIHICTpaTMBHI 3MiHW. 3MiHa
6nictepi; no 1, abo no KataneHT HO.K. Lsenua HaliMeHyBaHHs1 Ta/abo agpecu micus
3 ab6o no 10 6nicTepis CaiHgoH 3igic Nimitea, pis/ NPOBaMKEHHS OisiNIbHOCTI
Y KapTOHHIli Kopobui BenvkobpuTaHis; Himeuun BMPOGHMKa/imnopTepa rotoBoro

BTOPUHHE NaKyBaHHS: Ha NiKapCbKOro 3acoby, BKIOHaUn
®eppiHr IHTepHeLwHN AinbHWLI BUNyCKy cepii abo micue
CeHTtep CA, NpoBeAEHHSA KOHTPOJIKO AKOCTI.
LBeiuapis; (misnbHICTb, 3a AKy Bignosigae
BiANOBiAA/IbHWIA 32 BUPOGHUK/IMIOpTEp, BKIKOYaUK
KOHTPO/1b SIKOCTI, BUMYCK cepiii) (NpuBeAeHHN agpecu
BUMYCK cepii: BUPOGHUKa PeppiHr TM6X, HimeyunHa y
®eppiHr TM6X, BiNOBIAHICTb O OTPMMAaHOro BUcHOBKY
HimeuunHa LLOA0 BiANOBIAHOCTI BUPOGHMLTBA
Bumoram HBI1, BugaHoro
Jepxnikcnyx60ot0)

65. | MIHIPUH MENT niodinizat opasibHWit PeppiHr LLseiuapis BMPOOHULITBO, Benwuko BHECEHHS 3MiH [0 peecTpavinHx 3a UA/
no 60 mkr, no 10 IHTepHeLHN nepBUHHE NakyBaHHSA, 6puTaHi marepianis: 3miHu | Tuny - peuyenmom | 5118/02/01
niodinisaris y CeHntep CA KOHTPO/b SKOCTi: |/ AZMiHICTpaTMBHI 3MiHWN. 3MiHa
6nictepi; no 1, abo no KataneHT HO.K. Lsenua HaliMeHyBaHHs1 Ta/abo agpecu micus
3 abo no 10 6nicTepis CsiHgoH 3igic NimiTen, pis/ NpoBaKeHHA AiSANbHOCTI
Y KapTOHHIli Kopobu,i BenvkobpuTaHis; Himeuun BMPOGHMKa/imnopTepa rotoBoro

BTOPVHHE NakKyBaHHSA: Ha niKkapcbKoro 3acoby, BKIOYaun

®eppiHr IHTepHeLwHN
CeHTtep CA,
LBeiuapis;
BigNoBigabHMIA 3a
KOHTPO/1b SIKOCTI,
BUMYCK cepii:
®eppiHr TM6X,

HimeuuunHa

AinbHWLI BUNyCKy cepii abo micue
NPOBeAEHHSA KOHTPOSIIO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae

BMPOGHMK/IMNOpTEp, BKIHOYa0UN

BUMYCK cepiii) (NpuBeAeHHN agpecu
BMpo6HUKa ®eppiHr 'M6X, HimeuyunHa y
BiNOBIAHICTb O OTPMMAaHOro BucHOBKY

LLOA0 BiANOBIAHOCTI BUPOGHMLTBA

Bumoram HBI1, BugaHoro
Jepxnikcnyx60ot0)
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66. | MYKOIrEH TabneTkn, BKpUTI Makneogac IHais Makneognc IHais BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
060/10HKO10, Mo 100 PapmacbloTuka dapmacbloTUKasic marepianis: 3miHu | Tuny - peuyenmom | 5547/01/01
Mmr, no 10 TabneTok y ne Nivitep, Niviteq, AAMIHICTpaTMBHI 3MiHW. 3MiHa
cTpuni; no 3 cTpunu B HaliMeHyBaHHs1 Ta/abo agpecu micus
KapPTOHHI ynakoBLi NPOBaMKEHHS OisiNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIOHaUn
AinbHWLI BUNyCKy cepii abo micue
NpoBeAEHHS KOHTPOJIO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BUPOGHMK/IMNopTEp, BKIHOYa0Un
BUMYCK cepili) (3miHa agpecu
BUPOGHUKa /13, 30Kpema npuBeeHHs
aZpecu y BigNoBiAHICTb [0
CepTudikaty BignosigHOCTi ymMOB
BUpo6HuuTea 13 sBumoram GMP)
67. | M'ATU NEPLEBOI | HacToiika no 25 Mny TOB YkpaiHa TOB "TepHodhapm” YkpaiHa BHECEHHS 3MiH A0 peecTpaLiHmx 6e3 UA/
HACTOWKA chnakoHi (cknssHoMy "TepHochapm" maTepianis: peyenma 8483/01/01
ab6o nonimepHomy) 3MiHu |l TNy - 3MiHK B NpoLeci
ab60o y hnakoHi- BMpOo6HULTBa A®I (3MiHa Yy nikapcbkomy
KpanenbHuyi; no 1 3ac06i pOC/IMHHOrO NOXOMAKEHHS, sika
chnakoHy (cknstHomy CTOCYETbCA OHIET 3 TAKUX
abo nonimepHomy) XapaKkTepuUCTUK: JKepesio NOXOMKEHHS
abo 1 cpnakoHy- CUPOBVHM, CNOCI6 BUPOGHULTBA abo
KpanenbHULi nayuyi 3 BUrOTOBJ/IEHHS)
KapToHy; no 25 mny
hnakoHax (CKNssHoOMy
abo nonimepHomy)
abo y hnakoHax-
KpanesnbHULAX
68. | HEO-AHINH® BE3 | nboasHuku no 8 Ouneadapma HimeuunHa Aveadapma M'm6X, Himeuun BHECEHHS 3MiH 40 peecTpaviiiHnX 6e3 UA/
LLYKPY NbOASAHUKIB Y veX HimeuunHa; Ha marepianis: peyenma 7673/01/01

6nictepi; no 2
6nicTepn B KAPTOHHIN
Kopo6ui; no 12
NbOAAHVIKIB Y
6nicTepi; no 2 abo no
4 6nictepu B
KaPTOHHI Kopo6Li

Knoctepdhpay bepniH
m6X, HimeuyunHa

3MiHu | Tuny - nogaHHs Hosoro CEP Ne
R1-CEP 2004-100-Rev 01 gnis A®|
NIeBOMEHTO/1Y Bif HOBOrO BUPOBHMKA
Symrise AG, Germany i3 3amiHO
3aTBEPKEHOrO BUPOOHMKA
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69. | HEO-BPOHXON nacTunaku no 15 mr, JOuneadapma HimeuunHa Aveadapma M'mM6X Himeuun BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
no 10 nacTunoky r6X Ha mMaTepianis: peyenma 4003/01/01
6nictepi, no 2 3MiHW | TUNY - 3MiHX [0 IHCTPYKUIT ANs
GnicTepun y KApTOHHIN MeAMNYHOro 3aCTOCYBaHHS Y po34inn:
Kopoo6L,i HanexHi 3axogn 6e3nekn npu
3acTocyBaHHi. MobivHi echekTn, 3rigHO 3
iHhopmauieto Wwoao 6e3neku
3aCTOCYyBaHHA Ajloy0i peqyoBUHU
ambpoKcony riapoxaopua
70. | HOBOKAIH- PO34MH ANS iH'EKLN, ToBapucTBo 3 Ykpaina ToBapucTeo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaviinHnX 3a UA/
340POB'A 5 mr/mn no 2 mn a6o 06MeEXeHOo 06MeXeHo marepianis: peuyenmom | 4539/01/01
5 mn B amnyni; no 10 | BignoBigasibHICT BiANOBiAa/IbHICTHO 3MiHu | TUny - 3MiHa ByAb-AKOT YaCTUHN
amnys y KapTOHHii 0 "hapmaueBTNYHA MaTepiasly NepBUHHOT YNaKOBKMU, LLLO He
Kopobui; no 2 mn abo | "®apmaueBTUYH KoMnaHisa "3gopos'a” KOHTAKTYE 3 rOTOBUM J1iKapCbKUM
5 mn B amnyni; no 5 a KoMnaHis 3aco60M - 04aTKOBO A0
amnyn y énictepi; no "3popos'sa" 3aTBEPIKEHNX amnysl, BBOAATLCSA
1 ab6o 2 6nictepu B aMnynn 3 TOUKOK 3namy Ta Hagpi3om
KapTOHHI kopoobLyj; Bif, 3aTBEPAXEHOro BUpo6HKKa MAT
no 2 mn B amnyi; no «lMonTaBCbKMiA 3aBO4, MEANYHOTO
10 amnyn y 6nictepi; ckna», YkpaiHa
no 1 6nictepy y
KaPTOHHI Kopo6Li
71. | HOBOKAIH- PO34MH ANS iH'EKLI, ToBapucTso 3 YkpaiHa TosapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHnX 3a UA/
340POB'A 20 mr/mn no 2 mn B 06MEXeHOo 06MeXeHo marepianis: peyenmom | 4539/01/02
amnyni; no 10 amnyn BiANOBiJa/bHICT BiANOBIA&/LHICTIO 3MiHu | TUNy - 3MiHa Byab-AKOT YaCTUHN
Yy KapTOHHIA kopobu; 0 "hapmaueBTnYHA MaTepiasly NePBUHHOT YNAKOBKMU, LLLO He
no 2 mn B amny’ii; no "papmaueBTUYH KoMnaHisa "3popos'a” KOHTaKTY€ 3 rOTOBMM NiKapCbKNM
10 amnyn y 6nicTtepi; a KoMnaHis 3aco60M - 104aTKOBO A0
no 1 6nictepy y "3popos's” 3aTBepOKEeHUX aMnys, BBOAATLCA

KapTOHHI kKopoobLyj;
no 2 mna B amny/ii; no
5 amnyn y 6nictepi;
no 1 a6o 2 6nictepn y
KapPTOHHI KopoobUi

amnynn 3 TOYKOK 3namy Ta Hagpi3om
Bif, 3aTBEPAXEHOr0 BUpOo6HKKa MAT
«lMonTaBCcbkUiA 3aBO, MEANYHOTO
Ckna», YkpaiHa
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72.

MAMABEPUH

cynosuTopii no
20 mr Ne 10 (5x2) y
6nictepax

AT "Hwuxdapm"

Pociiicbka
depepauis

AT "Hwxdapm”

Pociiicb
Ka
Pepepa
Lis

BHECEHHS 3MiH 0 peecTpaviiiHnX
mMatepianis: 3MiHun | Tuny —
3MiHu | TUNY - 3MiHa HaliMeHyBaHHS
Ta/abo MicL,e3HaxoMKEHHS BUPOOHMKA
rOTOBOrO /1iKapCbKOro 3acooy,
BK/10YA0YM MiCLle NPOBELEHHS
KOHTPOJTIO SKOCTI(BUPOBHMYA AiNbHMLA
BUMYCKy cepil) (3MiHa HaliMeHyBaHHS Ta
NpUBEAEHHS MiCLLe3HaXO4KEHHS
BMPOOHWMKA Yy BiNOBIAHICTb [0
BrcHOBKyY 00 NiATBEPIAKEHHSA
Bi4NoBiAHOCTI BUpo6HMUTBa /13
BuMoram GMP (Jepxnikcnyxba
Ykpainn) (TepMmiH BBEAEHHSA 3MiH
NpoTArom 6-Tu MicsUiB nicns
3aTBEPAXKEHHS); 3MiHA HaliMeHyBaHHS
Ta/abo MicLe3HaxoMKEHHA 3asBHMKA
(BnacHvKa peecTpaLliiHoro
nocBigyeHHs) (3MiHa HaliMeHyBaHHS
3asBHMKA)

be3
peyenma

UA/
1048/01/01

73.

NANABEPUHY
rAPOXIOPU,

PO34MH AN iH'EKLIN,
20 mr/mn no 2 mn B
amnyni; no 10 amnyn
y nayuj 3 KapToHY; Nno
10 amnyn y 6nictepi,
no 1 6nictepy B nauLi
3 KapTOHY

ToBapucTso 3
06MEXEHOo
Bi4noBigasibHICT
t0 "HocnigHnin
3asog "MTHUJ/1C"

YkpaiHa

KOHTPO/1b SIKOCTI,
BUMYCK cepii:
TosapucTso 3
06MeXeHo

BiANOBiA&/LHICTIO

"focnigHnii 3aBog,
"THUNC", YkpaiHa
BCi cTagji
BUPOGHMLTBA,

KOHTPO/b SKOCTI,
BUMNYCK cepii:
TosBapucTso 3
o6MexeHor

BiANOBIAALHICTIO

"papmaveBTnyHa

KoMnaHisa "3gopos's”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLinHnX
mMaTepianis: 3miHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. BunyyeHHA
BMPOGHUYOI AiNbHUL (BKIOYaoUM
AinbHUU ana A®l, NpomibKHOro
NPOAYKTY abo roToBOro NikapCbKoro
3aco0y, AiNbHULI ANA NPOBEeAEHHSA
nakyBaHHSs, BUPOOHMKa,
BifNOBiAa/IbHOr0 3a BMMNYCK CEpIid,
MicLLe MPOBEAEHHSI KOHTPOJIO cepil) abo
noctayasibHuKka BUXiAHOro mMmaTepiasny,
peareHTy abo AOMOMIXHOI PEHOBUHU
(AKLLO 3a3HAYEHO Y A0CbE) (BUTyYEHHS
oyHKUiT — BCi cTaii BUpobHMLTBa — 3
BMKOHYBaHWX (PyHKLii (BCi cTagi
BMPOGHULTBA, KOHTPO/b SKOCTI, BUMYCK
cepii) gnsa BMpo6HMKa ToBapuCTBO 3
06MEXEHOH0 BiANOBiAa/bHICTHO
"[ocnigHnii 3aBog, «FTHLJ/IC», Ykpaina
(appeca: XapkiBcbka 06/1., MiCTO
Xapkis, Bynuusa BopobiioBa, 6yanHOK
8); 3MiHu | Tuny - AgMIHICTpaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHS Ta/abo
agpecy Micusa NpoBaKeHHs OiSIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro

3a
peuerimom

UA/
6110/01/01

98




99

[TpogoByxeHHs goaaTka 3

nNikapcbKoro 3acoby, BkIYarouum
AinbHWLI BUNycKy cepii abo micue
NPoBeAEHHSA KOHTPOJIIO AKOCTI.
(QisNbHICTb, 3a AKy BigNoBigae
BMPOGHUK/IMIOPTEp, BKIKOYAOUN
BUMNYCK Cepiil) (YTOYHEHHS Y BUKNAAEHHI
MiCLLe3HaxXOMKEHHS Ta HaliMeHyBaHHS
Brpo6HUKIB roTOBOTO NiKapCbKOro
3acoby
(NpvBeaeHo y BiANOBIAHICTb A0
NiLeH3siin Ha BUPOBHNLTBO JiKapCbKoro
3aco06y) (TepMiH BBeAEHHS 3MiH
npoTsArom 3-x MicsuiB nicns
3aTBEPKEHHS); 3MiHK | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu
3anBHVKa (BNacHVKa peecTpauiiHoro
NOCBIAYEHHS) (YTOUHEHHS Y BUKNAAEHHI
MiCLLe3HaXO4KEHHS Ta HaliMeHyBaHHs
3anBHMKa (BNacHvKa peecTpaLiiiHoro
NOCBIAYEHHST) FOTOBOrO NiKapCbKoro
3acoby) (TepmiH BBeAEHHS 3MiH
npoTarom 3-x micauis nicns
3aTBepPLKeHHSA); 3MiHK | TUny - 3MiHK 3
SKOCTi. OTOBUIA NiKapCbKuiA 3aci6.
3MiHM Y BUPOOHULITBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYHTbCA
BMNYCKY Cepii Ta KOHTPO/IK SKOCTI
rOTOBOrO /liKapCbKOro 3acoby (3amiHa
abo fjonaBaHHA BUPOOHMKA, LLO
BiAMOBiJaE 3a BBE3EHHS Ta/abo BMMycK
cepir) - Bkoyaroun
KOHTPO/1b/BUMNPOGYBaHHA cepil
(BHeCeHHA hyHKLi - BUNYCK cepii fo
BMKOHYBaHWX (yHKLii (BCi cTagji
BMPOOGHULTBA, KOHTPO/Ib SKOCTI) ANA
BUPOGHMKa TOBApPMCTBO 3 0OMEXEHOHD
BiANoBiJa/IbHICTIO "PapMaLeBTuyHa
KoMMaHisa "3p0pos'a”, YkpaiHa (TepmiH
BBEJEHHSA 3MiH NPOTAroM 3-X MicAL,iB
nicns 3aTeepaXeHHs); 3MiHu | Tuny -
3MiHu 3 IKOCTi. FOTOBMIA NiKapPCbKNIA
3aci6. 3MiHWM Yy BUPOOHMUTBI. 3MiHN Y
npoueci BUPo6HMLTBA rOTOBOTO
NiKapCbKOro 3acoby, BKAKYaK4n
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NPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETLCA NPV BUPOOHULTBI
rOTOBOrO JiKAPCLKOro 3acoby (iHLi

3MiHM) (3MiHa Ha cTagii HanOBHEHHSI
amryn po3yvMHOM Ta 3anaroBaHHs
amnyn: 3miHa rasoBoro 3axucry -
3amiHa iIHepTHOrO rasy 3 BYIIEKACNOTU
Ha a30T); 3MiHu | Tuny - 3MiHK 3 AKOCTI.
oTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynopoBasibHKii 3acib.
3MiHa po3mipy ynakoBku roToBOro
niKkapcbKoro 3acoby (BUayYeHHs
YNakoBKN MEBHOIo po3mipy) (BUTyYEHHS
yNakoBoK: Mo 2 M1 B amny/ii; no 5
amnyn y 6nictepi, no 2 6nictepu B
nayi 3 KapToHy; No 2 M/1 B amnyni; no 5
amnyn y énictepi; no 1 6nictepy B
nadui 3 KapToHy; - in bulk: no 2 mn B
amnyni, no 100 amnyn y kopobui 3
KapTOHY 3 neperopogkamu; -in bulk: no
2 mn B amnyni, no 10 amnyn y 6nictepi,
no 10 6niicTepiB y KOpoOLi 3 KAPTOHY);
3MmiHun | TUnNy - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOBHULITBI.
3mMiHa po3mMipy cepil (BkItovarun
JianasoH po3Mipy cepii) roToBoro
nNiKapcbKoro 3acoby (iHLWi 3MiHK)
(BBEAEHHSA 00AATKOBOrO po3mipy cepii
npenapary y 3B’si3Ky 3 BBE[eHHSAM
amnynbHOro Lexy A0 A0AaTKOBOI
BMPOGHUYOT AinbHWL ToBapucTBo 3
06MEeXeHOI0 BifNOBIfaNbHICTIO
"®PapmaleBTnYHa koMnaHisa "3a0pos'a":
Posmip cepii cknagae: 2 mn (40 n abo
20000 amny)(190 n a6o 95000 amnysn)
(380 n abo 190000 amny/)(800 n abo
400000 amnyn); 3miHun | TMnNy - 3MiHK 3
SAKOCTIi. O0TOBUIA NikapCbKuiA 3aci6.
3MiHM Yy BUPOBGHULTBI. 3amiHa abo
BBEJEHHSA [OAATKOBOT Ai/TbHULL
BMPOGHMLITBA A4/15 YACTUHU a60 BCbOro
BMPOGHNYOro NpoLecy roToBoro
NikapcbKoro 3acoby (AiNbHWLSA, Ha AKil
npoBoAATbCA 6yab-siKi BUPOOHWNYI
cTagjii, 3a BUHATKOM BMNYCKY cepil,
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KOHTPO/IO SKOCTi T2 BTOPUHHOIO
nakyBaHHS 415 CTEPUNbHUX JTIKAPCbKMX
3acobiB (BK/IIOYAOUYN BUPOOBNEHI
acenTUYHUM MEeTOAOM), KpiM
NiKapcbknx 3acobiB
6i0N10riYHOro/iMyHOONYHOro
NoxomkeHHs) (BBeAEHHA HOBOro
amnynbHOro Lexy 3 ABoma Bugamu
nakyBaHb: no 10 amnyn B naduj; no 10
amnyn y énictepi, no 1 6nictepy B
naJui, 04ATKOBO [10 3aTBEPIKEHOrO
uexy Mo (ana BUpo6bHMYOT AinbHULI
ToBapuCTBO 3 06MEXEHOH
BiANoBiJa/IbHICTIO "PapMaLeBTuyHa
KoMMaHisa "3g0pos'a”) CynyTHA 3MiHa
- 3MiHK 3 AKOCTi. FOTOBUIA NiKApCbKUi
3aci6. 3MiHM y BUPOBGHULTBI. 3aMiHa
a60 BBeiEHHA [0AATKOBOI Ai/TbHUL
BMPOGHULITBA [/19 YACTUHN a60 BCbOro
BMPOGHMYOro npoLecy rotosoro
nNikapcbKoro 3acoby (ginbHuusa ans
BTOPUHHOIO NakyBaHHSA) (BBEAEHHS
HOBOrO amnyJsibHOrO Liexy 3 ABOMa
BUAaMu nakysaHb: no 10 amnyn B
nadui; no 10 amnyn y 6nictepi, no 1
6nictepy B nadui, 404aTKOBO A0
3aTBepAKeHoro uexy Mo (gns
BMPOGHNYOT AinbHMLi TOBapUCTBO 3
06MEXEHOH0 BifNOBIAA/IbHICTIO

"PapmaueBTMyYHa KoMnaHisa "300poB'a”)
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74.

NMPOTA®AH® HM

cycneHsisa ans
iH'ekuiin, 100 MO/mn
no 10 mny
cdhnakoHax; no 1
h1aKoHyY B KAPTOHHIl
Kopo6Li

A/T HoBo
Hopgaick

JaHia

BUPOGHUK
Hepo3dhacoBaHOro
NPOAYKTY, HANOBHEHHS
B (h/1aKOHM, NepPBMHHA
ynakoBka, KOHTPO/1b
AKOCTI Ta
BigNoBiAanbHMIA 3a
BWMYCK Cepiii KIHLEBOTO
npoaykty: A/IT Hoso
Hopgaick, AaHis;
BMPOOHUK NpoAayKLii 3a
NMOBHUM UUK/IOM: HOBO
Hopgaick MNpoatkcboH
CAC, ®paHLuis;
BMPOGHUK AN
MapKyBaHHA Ta
YNakoBKW (P/1aKOHIB,
BTOPWHHOTO
nakysaHHs: A/T Hoso
Hopaick, faHis

DaHis/
®paHuisa

BHECEHHS 3MiH 0 peecTpaviiiHnX
marepianis:
3MiHW | TUNY - OHOBNEHHS iHhopmaLii
"OujiHka 6e3MneKkn CTOPOHHIX areHTiB"
(3amiHa 3acTapinunx gocnigxeHo,
NoB'A3aHUX 3 eTanaMv BUpOOHULTBA Ta
CTOPOHHIMW areHTamu, Npo Ski BXxe
NoBIZOM/AMOCA B OCLE) - 6€3 3MiHU
OLiHKWN PU3UKY

3a
peuyernmom

UA/
2700/01/01
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75. | NIPOTA®AH® HM cycneHsisa ans A/T HoBo JaHia BUPOGHUK DaHis/ BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
MNEH®PIN® iH ekuiii 100 MO/mn Hopgaick Hepo3dhacoBaHOro ®paHuisa marepianis: peuyenmom | 12613/01/0
no 3 My KapTpuaxi; NPOAYKTY, HANOBHEHHS / 3MiHW | TUNY - OHOBNEHHS iHhopmaLii 1
no 5 katpmaxie y B MNeHin®, nepsuHHa | Bpasuni "OujiHka 6e3MneKkn CTOPOHHIX areHTiB"
KapPTOHHI KOpoOLi ynakoBKa, KOHTPO/Tb a (3amiHa 3acTapinunx gocnigxeHo,

AKOCTI Ta
BigNoBiAanbHMIA 3a
BWMYCK Cepiii KIHLEBOTO
npoaykty: A/IT Hoso
Hopgaick, AaHis;
BMPOOHUK NpoAayKLii 3a
NMOBHUM UUK/IOM: HOBO
Hopgaick MNpoatkcboH
CAC, ®paHuis
BMPOGHUK AN
MapKyBaHHA Ta
ynakoBku MeHpin®,
BTOPWHHOTO
nakysaHHs: A/T Hoso
Hopaick, faHis;
BUPOGHUK
Hepo3dgacoBaHol
Npoaykuil, NnepBuHHa
Ta BTOPUHHA yrnaKoBKa:
HoBo Hopgaick
Mpoaykao
dapmaceyTika [0
Bpasinb N1aa.,
Bpasunis

NoB'A3aHUX 3 eTanaMv BUpOOHULTBA Ta
CTOPOHHIMW areHTamu, Npo Ski BXxe
NoBIZOM/AMOCA B OCLE) - 6€3 3MiHU
OLiHKWN PU3UKY
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76. | NCEBAOE®ELPU | KpuctaniyHuii TOB YkpaiHa Mannagi Aparc i IHais BHECEHHS 3MiH 0 peecTpaviiiHnX UA/
HY riagPOXNOPUA | nopoLlok "XapkiBcbke dapmacbloTikesnc marepianis: 3MiHu | Tuny - 3MiHun 3 11789/01/0

(cybeTaHuis) B hapmaueBTUUH Nivitep Migpo3ain-3 aKocTi. CepTudikat BignosigHocTI/TE- 1
noaBiiHMX e nignpuemMcTBo cepTudikaT BigNoBigHOCTI
nonieTnIeHoBNX "340poB's €Bponelicbkiin hapmakonei/moHorpadii.
Millkax ans Hapogay" MopgaHHA HoBOro abo OHOB/IEHOTO
BMPOGHULTBA cepTudikaTa BignosigHOCTI abo
HeCTepuIbHUX

nikapcbknx hopm

BUNYYEHHA cepTuddikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
ANns BUXigHOro
mMaTepiany/peareHTy/npoMixHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BUPOOGHMLTBI ADI; ons AONOMIXHOT
peyoBuHU (cepTudpikaT BigNoOBiAHOCTI
€Bponelicbkili hapmakoner) -
OHoBEHUIA cepTudikaT Bif yxe
3aTBEPAXEHOr0 BUPOOHUKa. CynyTHS
3MiHa - 3MiHK 3 AkocTi. CepTuddikar
BignosigHoOCTI/lE-cepTudikat
Bi4NOBIAHOCTI €BpONENCHKIi
thapmakonei/MoHorpadii. 3MiHu,
noB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiAMOBIAHICTb A0 MoHorpadii 4dPY abo
€sponelicbkoi hapmakonei, abo iHLWoT
HauioHasIbHOI (hapmakonei aepxasu
€C (3miHa y cneumdikauisix, nos'a3aHa
3i 3miHamu B ®Y, abo EBponeiichkii
hapmakonei, abo iHLWi HaLioHasbHil
thapmakonei gepxasu €C) (OHOBIEHUIA
ceptudpikat R1-CEP 2002-127-Rev 02
Bifl BXX€ 3aTBEPXEHOr0 BUPOOHMKA
Malladi Drugs & Pharmaceuticals
Limited, sikmin 3miHMB Ha3By Ha Malladi
Drugs & Pharmaceuticals Limited Unit-3
3 NOCMiAOBHUMU 3MiHAMU: 06'€QHAHHSA
[BOX MOKa3HUKIB "lMpo30piCTb PO3UNHY"
Ta "KoNbOopoBiCTb PO34YMHY" B OAUH
"Onuc posunHy" NpnBeLeHo y
Bi4NOBIAHICTb A0 MOHOrpadii EP;
BUYYEHHSA noka3Huka "MikpobionoriyHa
yncrtora")
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77.

PAMINPUN

NMOPOLLIOK
(cybeTHauis) y
nonieTnNeHoBUxX
naketax ans
BUPOGHNLTBA
HecTepusbHUX
nikapcbknx hopm

TOB "dapma
Crapt"

YkpaiHa

XKelizsaH Xyaxaii
dapmacstoTikan Ko.,
nTp

KuTai

BHECEHHS 3MiH 0 peecTpaviiiHnX
marepianis: 3MiHu | Tuny - 3MiHun 3
aKocTi. CepTudikat BignosigHocTI/TE-
cepTudikaT BigNoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BignosigHOCTI abo
BUNYYEHHA cepTuddikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
ANns BUXigHOro
mMaTepiany/peareHTy/npoMixHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BUPOOGHMLTBI ADI; ons AONOMIXHOT
peyoBuHU (cepTudpikaT BigNoOBiAHOCTI
€Bponelicbkili hapmakoner) -
OHoBEHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPO6HMKa (MOAaHHSA
oHoBrieHoro CEP Ne R1-CEP 2003-
026-Rev 02 nna A®I Big BXe
3aTBEPAKEHOr0 BUPOGHUKa Zhejiang
Huahai Pharmaceutical Co., Ltd.,
China, 3 BignoBigHMMK 3MiHaMn 40
MeToZiB KoHTposito A®I, a came
npuBefeHHA cneumdikauii Ta
aHaniTMYHOI METOAMKMN 38 NOKA3HNKOM
«»CynpoBigHi AOMILLKM» Ta aHaNiTUYHOT
METOAMKM 3a NoKasHWKoM «[Managii» y
Bi4MNOBIAHICTb A0 MOHOrpadil
«Ramipril» EP, BU1y4YeHHs1 NOKa3HMKa
«MikpobionoriyHa unctota»); 3Minu |
TMny - 3MiHK 3 aKocTi. AdI.
CrabinbHictb. 3MiHa nepiogy
NOBTOPHMX BUMPOBYBaHb/Nepiosy
36epiraHHa abo ymoB 36epiraHHa Ad|
(3a BiACYTHOCTI y 3aTBEPLKEHOMY
[OCbe cepTudiikaTta BignoBigHOCTI
€BponelicbKin hapmakoneri, Wwo
BK/IIOYAE Nepios NOBTOPHOIO
BMNpobyBaHHs) (Mepios NOBTOPHOIO
BUNpo6yBaHHA/Nepio 36epiraHHsA) -
36inbLUeHHs abo BBeEeHHS nepioay
NOBTOPHOro BMNpPOGYyBaHHs/Nepioay
36epiraHHA Ha OCHOBI pe3ybTaTiB
LOCNiXeHb Y peasibHOMY Yaci
(36inbLUEHHS Nepioay NOBTOPHOro

UA/
13234/01/0
1
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78. | PMLUHOBA ONIA onisi no 30 r abo no MpAT YkpaiHa MpAT dapmaueBTMyHa | YKpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
50r,a60no 1001y dapmaueBTUYH habpuika "Biona" mMaTepianis: peyenma 7354/01/01
thnakoHax; no 301y a thabpuka 3MiHK | TUNy - 3MiHa y MeToax
chnakoHi; no 1 "Biona" BMNPOBYBaHHSA rOTOBOrO MiKapCbKoro
hnakoHy y nauui 3aco0y (He3HayHa 3MiHa y

3aTBEPMKEHUX MeToAax
BUNPOOGYBaHHS) - 3MiHA METOAUKM
BM3HAYEHHA Macy BMICTY YrNaKoBKU:
3MEHLLEHHS BUNPOGYBaHMX 3pas3kiB

79. | PIONAH TabneTkn XyBasibHi, Takeaa M'm6X HimeuunHa Takepa M'mbX, micue Himeuun BHECEHHS 3MiH [0 peecTpaviinHnX 6e3 UA/
no 800 mr no 10 BMPOOHULITBA Ha marepianis: peyenma 11741/01/0
Tabnetok y 6nictepi; OpaHieHbypr 3MiHu | Tuny - BBEAEHHSA abo 3MiHU J0 1
no 1 a6o 2 6nictepu y3arasibHeHUX AaHnx Npo cucTemy
B KapPTOHHIi1 kOpo6Lj hapmakoHarnsgy (Bknroyarouu

KOHTaKTHi faHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-thaiina cuctemu
dhapmakoHarnsgy)

80. | PO3YKAPA® 10 TabneTkn, BKpUTI TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/
060/10HKO0 M0 10 Mr Pecny6nik Pecny6 marepianis: peyenmom | 11742/01/0
Ne 30 (10x3), Ne 90 a nika BUNpPaB/IEHHA TEXHIYHOT NOMWUIIKM B 1
(10x9); mo 10 MeToZax KOHTPOJII0 AKOCTi Ha
Tabnetok y 6nictepi; nikapcbkuii 3acib, y TEKCTi MapKyBaHHS
no 3 a6o 9 6nictepis BTOPWHHOI YNakoBKW, MOMUIKOBO He
Y KapTOHHiIli kopobui BKa3aHa KaTteropis Bignycky

81. | PO3YKAPA® 20 TabneTku, BKPUTI TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH A0 peecTpaLinHx 3a UA/
060/10HKOI MO 20 Mr Pecny6nik Pecny6 maTepianis: peyenmom | 11742/01/0
Ne 30 (10x3), Ne 90 a nika BUNPAB/IEHHS TEXHIYHOT NOMWUIIKN B 2
(10x9); no 10 MeToAax KOHTPOJSIH0 AKOCTI Ha
TabneTtok y 6nictepi; nikapcbkuii 3acib, y TEKCTI MapKyBaHHS
no 3 a6o 9 6nictepis BTOPUHHOI YNakoBKW, NOMWUIKOBO He
Y KapTOHHiIlA kopoobLi BKasaHa KaTeropisi Bignycky

82. | PO3YKAPA® 40 TabneTtku, BKPUTI TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpaviiHnX 3a UA/
060/10HKO0 M0 40 Mr Pecny6nik Pecny6 marepianis: peuyenmom | 11742/01/0
Ne 30 (10x3), Ne 90 a nika BUMNPAaB/IEHHS TEXHIYHOT NOMWJ/IKA B 3

(10x9); no 10

TabneTtok y 6nictepi;
no 3 abo 9 6niictepis
Y KapTOHHIli kopobui

MeToAax KOHTPOJIt0 SIKOCTi Ha
nikapcbkuii 3acib, y TEKCTi MapKyBaHHS
BTOPVHHOI YNakoBKW, MOMU/IKOBO He
BKa3aHa Kateropisi Bianycky
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83. | POKOT TIAMIHY NOPOLLOK ACM LiBeiiuapis OCM HyTtpiwioHan CLIA BHECEHHS 3MiH 0 peecTpaviiiHnX UA/
MOHOHITPAT 33 (cybeTaHuis) y HyTpiweHan Mpopaktc marepianis: 3MiHu | Tuny - 3MiHun 3 5988/01/01
1/3% naketax aslloMiHieBUX Mpopaxtc Al AKOCTi. A®L. KoHTposib AP (iHLWi 3MiHW)

Ons BUpobHMuTBa
HeCcTepusIbHUX
nikapcbknx hopm

(3amiHa Ha3BM aHaNITUYHOI METOAUKN
«CuTOBUIA aHaUTi3» Ha «Bn3HaueHHSN
rpaHy/IoOMeTPUYHOrO cKnagy
aHaniTUYHUM NPOCIIOBAHHAM» Y 3B’A3KY
3 TUM, LLIO AaHa Ha3Ba € KOPEKTHO
3rigHo EP. — npuBefeHHs cneuudpikayi
Ta aHaniTMYHOT METOAVKM 3a
nokasHunkom «MikpobionoriyHa
yncToTa» BiANOBIgHO A0 BUMOr EP);
3MiHK | TRy - AgMIHICTPATUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu
MicLS1 NPOBaYKEHHA AiANbHOCTI
BUPOGHUKa (BKHOYatoun, 3a
HeobXigHOCTi, MicLle NpoBeleHHs
KOHTPO/O SKOCTI), a60 BNacHuka
MacTep-gpaiina Ha Adl, abo
noctadasibHuka A®l/BmxigHoro
mMaTepiasny/peareHTy/MpoMixXHOro
NPOAYKTY, L0 3aCTOCOBYKTbCH Y
BMPOGHULTBI ADI (AKLLO 3a3HAYEHO Y
[OCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikata BiANOBIAHOCTI
€Bponelicbkiii chapmakonei y
3aTBepKeHOMY [10CbE, a60 BUPOOHMKa
HOBOT JOMOMDKHOI PEYOBMHM (SKLLO
3a3Ha4yeHo y A0Cbe) (3MiHa Ha3BU
BMPO6HUKa AdI, 3 peaakuiiiHo
npaBKo agpecyn 6e3 3mMiHy Micus
BMPOGHULTBA)
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84. | CAIlbBYTAMOI- iHransauia nig Tmckom, TOB YkpaiHa TOB "Mikpodpapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
HEO 100 mkr/go3sa no 12 "Mikpochapm" marepianis: peyenmom | 10530/01/0
Mn/200 o3y 3MiHW | TUNY - 3MiHK y NpoLECi 1
KOHTelHepi; no 1 BMPOGHULITBA FOTOBOIO /1iKApCbKOro
KOHTENHepy y nayui 3 3aco0y, BK/IUaKUM NPOMIKHUIA
KapTOHY NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHMLITBI FOTOBOTO NiKApPCbKOro
3aco0by (He3HayHa 3MiHa y npoueci
BUPO6HMLTBA); CynyTHA 3MiHA: - 3MiHN
y BUPOGHMLTBI. 3MiHa po3mipy cepii
(BrTtovatoun dianasoH posmipy cepii)
rOTOBOrO /1iKapCbKOro 3acoby
(36inbweHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBePIKEHMM PO3MIpOM)
85. | CAIlbBYTAMOI- iHranAauia nig Tmckom, TOB YkpaiHa TOB "Mikpodpapm"” YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHnX 3a UA/
HEO 100 mkr/go3sa no 12 "Mikpochapm" marepianis: peyenmom | 10530/01/0
Mn/200 go3y 3MiHu | TMNy - 3MiHa napameTpis 1
KOHTelHepi; no 1 cneumdikauiin Ta/abo fonyCTUMUX MEX
KOHTEelHepy y nauui 3 015 [OMOMDKHOT PEYOBUHM -
KapTOHY npvBeAeHHs crneundikaLii BXigHOro
KOHTpOoNt0 OeinoBoro cnupTy 4o
BUMOr MoHorpadii EP; 3miHu | Tuny -
3MiHa y napameTpax cneyudikadii
Ta/abo AoNyCTUMUX MEX, BUSHAYEHUX Y
cneundikauisax Ha A®l, abo
BMXIZHWA/NPOMDKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NPOLLECI
BMpO6HULTBA A®I (iHLWI 3MiHNK) -
npvBegeHHs cneungikauii BXigHoro
KOHTponto CanbbyTamorny cynbdart o
Bumor sumor EP
86. | TAMINYN® kancynv no 10 MPOPAPMA Manbsta AT "I'piHgexc" Nartsis BHECEHHS 3MiH [0 peecTpauiiiHnX 6e3 UA/
Kancyny énictepi, no IHTEepHeLUHN marepianis: peyenma 8943/01/01
1 6nictepy B TpehanHr 3MiHM | TURY - 3MiHK A0 IHCTPYKLT Y
KapTOHHIN navuj Niviteq po3ainu: NpoTunokasaHHs.

OcobnuBocTi 3acTocyBaHHA. Crnoci6
3aCTOCyBaHHA Ta [03M.
Mepeno3yBaHHs, 3rigHo 3 iHhopmaLlieto
LLoA0 6e3nekn 3acToCyBaHHS Ajiloyoi
peyoBunHM NapavleTamos. BBegeHHA
3MiH npoTtarom 3-x micauis nicna
3aTBepAKEHHSA
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87. | TIrO®ACT-120 TabneTkn, BKpUTI AHaHTa Benuka dnamiHro HAjsA BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
NNiBKOBOIO Mepikeap Nta,. BpuTaHis dPapmackoTukasic Jita. marepianis: peyenma 2730/01/01
060/10HKO10, Mo 120 3MiHK | TUNy - 3MiHa y MeToax
Mmr no 10 Tabnetok y BMNPOBYBaHHSA rOTOBOrO MiKapCbKoro
6nictepi; no 1 a6o 3 3aco0y - 3a3HaYeHHs1 y MeTogax
6nictepu y nauui BMNPOOYBaHHA NoKasHuka

"P0o34MHEHHA"

88. | TITO®ACT-180 TabneTkn, BKpUTI AHaHTa Benuka dnamiHro IHais BHECEHHS 3MiH [0 peecTpauiiiHnX 6e3 UA/
NNiBKOBOIO Mepikeap A, BpuTaHis dapmacsoTukasc Jita. marepianis: peyenma 2730/01/02
060/10HKO10, Mo 180 3MiHK | TUNy - 3MiHa y MeToaax
Mr o 10 Tabnetok y BMNPOBYBaHHA rOTOBOr0 NiKapCbKoro
6nictepi; no 1 abo 3 3aco0y - 3a3Ha4YeHHs y MeToaax
6nictepun y nauui BMMNPOOYBaHHSA MOKa3HNKa

"P0O34MHEHHA"
89. | TPUAEPM® Kpemno 15rta30ry LWepiHr-Nnay LiBeiiuapis Lepinr-Mnay fla6o Benbria BHECEHHS 3MiH 40 peecTpaviiiHnX 3a UA/
Ty6i Nel CeHTpan lct Al H.B. mMaTepianis: peyenmom | 2022/01/01
3MiHu | TUNY - NOAaHHA OHOB/IEHOTO
ceptucpikaty R1-CEP 2008-326-Rev 00
ANs K10TpUMasony Bif BXe
3aTBepKeHoro BupobHuka F.1.S.-
Fabbrica Italiana Sintetici S.p.A., ltaly

90. | T-CENT® Tabnetku ana Amakca Papma Benuka ARCIEH Monbda MonbLua BHECEHHS 3MiH A0 peecTpaLiHmx 6e3 UA/
PO3MOKTYBaHHSA no 3 nTa BpuTaHis XKewys Ec.Ei. maTepianis: peyernma 13494/01/0
Mr o 10 Tabnetok y 3MiHu | TMNy - 3MiHa napameTpis 1
6nictepi; no 1 abo 2 cneumdikauii Ta/abo 4oNycTUMNX MeX
GnicTepun y KapTOHHIN NepBUHHOT YNakKoBKN FOTOBOrO
Kopoo6L,i NiKapCbKOro 3acoby - OHOB/IEHHS

crneyudikaLii AN NepBUHHOT YNakoBKK
(antomiHieBol chonbru Ta MBX nniBku)
Aana N3 3rigHo sumor EP

91. | T-CENT® Tabnetku ana Amakca Papma Benuka ARCIEH Monbda MonbLua BHECEHHS 3MiH A0 peecTpaLintHnx 6e3 UA/
PO3MOKTYBaHHA Mo 3 nTa BpuTaHis Xewys Ec.E. marepianis: peyenma 13494/01/0
Mr o 10 Tabnetok y 3MiHu | TMNy - 3MiHa napameTpis 1
6nictepi; no 1 abo 2 cneuundikauiin Ta/abo foNyCTUMNX MEX
GnicTepun y KApTOHHIN AN AONOMIKHOT peYOBUHN
Kopoobui

92. | T-CENT® cnpeii gns poToBoi Amakca Papma Benuka AIRCIEH Monbga Monblwa BHECEHHS 3MiH 40 peecTpaviiiHnX 6e3 UA/
NMOPOXHUHN, PO34MH, nTa BpuTaHis Xewys Ec.Ei. marepianis: peyenma 13494/02/0
1,5 mr/mnno 30 mny 3MiHu |l TMNY - 3MiHK B NpoLeci 1

h1aKoHi 3 NPUCTPOEM
AN PO3NWUIOBaHHS;
no 1 donakoHy B
KapPTOHHI Kopo6Ui

BNPOGHULTBa ADI - nogaHHsA
OHoBNeHOro AM® Ha APl BeH3ngamiHy
rigpoxnopuay Bif, 3aTBepAXeHOro
BMPOGHMKa Bal Pharma Limited
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93. | T-CENT® Tabnetkn ang Amakca Papma Benuka AIRCIEH Monbga Monbla BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
PO3MOKTYyBaHHA Mo 3 nTa BpuTaHis Xewys Ec.Ei. marepianis: peyenma 13494/01/0
Mr o 10 Tabnetok 'y 3MiHu |l TMNY - 3MiHK B NpoLeci 1
6nictepi; no 1 a6bo 2 BUPOGHULTBa ADI - nogaHHSA
GricTepn y KAPTOHHIN oHoBneHoro AM® Ha A®Il BeH3sngaminy
Kopo6Li rigpoxnopuay Bif 3aTBEPAXEHOro
BMPOGHUKa Bal Pharma Limited
94. | ®PEBYKCOCTAT NOPOLLOK Yewmo 16epika, IcnaHia Kimika CiHTeTika, C.A. IcnaHis BHECEHHS 3MiH A0 peecTpaLinHmx - UA/
(cy6eTaHuin) y C.A. mMaTepianis: 3miHu | Tuny - 3MiHn 3 14927/01/0
nonieTnNeHoBux AKoCTi. A®|. CTabinbHicTb. 3MiHa 1
naketax ans nepiofy NOBTOPHMX
hapMaueBTUYHOTO BMNpobyBaHb/nepioay 36epiraHHs abo
3acTocyBaHHs ymoB 36epiraHHa A®I (3a BiacyTHOCTI y
3aTBepKEHOMY [0Cbe cepTudpikaTa
BiAMOBIAHOCTI EBpPONENCHKIi
(hapmakonei, Lo BKOYaE nepios,
NMOBTOPHOIO BUNPOBYBaHHA) (Nepiof,
NOBTOPHOTO BUNPOGYBaHHsA/Nepios,
36epiraHHs) - 36iMbLLEHHs abo
BBe/leHHs nepiogy NOBTOPHOrO
BMNPo6YyBaHHs/nepiogy 36epiraHHs Ha
OCHOBI pe3y/ibTartiB AOC/iAKEHb Y
peasibHOMy 4aci (36i/bLLEHHS nepiogy
nepekoHTposto 3 30 micAuiB Ha 3 pokw)
95. | ®JIEMOK/IAB Tabnetku, Wo Actennac HigepnaHg Actennac ®apma Higepna BHECEHHS 3MiH 0 peecTpauiiiHnX 3a UA/
CONMTAB® ANCNepryTbes No dapma HOpon n Opon B.B. HON maTepianis: peyenmom | 4458/01/01
125 mr/31,25 mr no 4 b.B. 3MiHM | TUNY - 3MiHK y Npoueci
Tabnetkn y 6nictepi; BMPOGHMLITBA rOTOBOTO NiKAPCbKOro
no 5 6nictepis y 3aco0y, BKIOYaouy NPOMiXKHNIA
KapTOHHI Kopobui NPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHMLITBI FOTOBOTO NiKapCbKOro
3aco0by - He3HauHi 3MiHW Y Onuci
npouecy BupobHuuTea f13, Ha cTagji
3MilLyBaHHS Ta rpaHynsuii
96. | PJIEMOK/IAB Tabnetkn, Wo Actennac HigepnaHg Actennac dapma Higepna BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/
CONMTAB® amncnepryroTbes no ®apma HOpon n tOpon B.B. HON mMaTepianis: peyenmom | 4458/01/02
250 mr/62,5 mr no 4 B.B. 3MiHM | TUNY - 3MiHKX Yy NpoLeci

Tabnetkn y 6nictepi;
no 5 6nictepiB y
KapTOHHI KopobLi

BMPOGHULITBA TOTOBOIO NiKapCbKoro
3aco0y, BKH0Yauy NPOMiXKHNIA
NPOAYKT, LLLO 3aCTOCOBYETHLCA NpU
BUPOGHULITBI FOTOBOTO JiKAPCLKOT0
3aco0y - He3HaYHi 3MiHK Y OMNKCi
npouecy BupobHuyTea /13, Ha cTagil
3MillyBaHHs Ta rpaHynauii
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97. | ®JIEMOK/IAB Tabnetku, Wo Actennac HigepnaHg Actennac ®apma Higepna BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
COJ/IIOTAB® LucnepryoTbesa no Papma HOpon n Opon B.B. HOM mMaTepianis: peyenmom | 4458/01/03
500 mr/125 mr no 4 B.B. 3MiHW | TUNY - 3MiHK y NpoLECi
Tabnetkn y 6nictepi; BMPOGHULITBA FOTOBOIO /1iKApCbKOro
no 5 6nictepiB y 3aco0y, BK/IUaKUM NPOMIKHUIA
KapTOHHIi Kopobui NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHMLITBI FOTOBOTO NiKApPCbKOro
3aco06y - He3HauHi 3MiHW Y Onuci
npovecy sBupobHuyTBa /13, Ha cTagil
3MillyBaHHA Ta rpaHynauii
98. | ®JIEWN AKT rpaHynv ans TOBAPUCTBO YKkpaiHa IOPOMIEH IOXKITWEH | €runet BHECEHHS 3MiH A0 peecTpaLinHnx 3a UA/
OpaJIbHOIO PO3YMHY 3 ®APMAC'IOTIKAN marepianis: peuyenmom | 14975/01/0
50 mr no 2 ry cawe OBMEXXEHOIO IHOACTPI3 3MiHM | TUNY - BBEAEHHSA ab0 3MiHM 40 1
no 5 cawey B1AMNOBIAA/Tb y3araslbHeHVX JaHUX NPo cUcTemy
KapTOHHI ynakoBL,i HICTHO "€BPO thapmakoHarnsgy, amiHa
PAPMA YMOBHOB&XEHOT 0CO6M, BiANoBiAa/IbHOT
IHTEPHELLUH" 3a 3filicHeHHs hapMakoHarnsay
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99.

dPPOBAMIITPAH

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOI0, N0 2,5
Mr, Mo 2 abo 6
Tabnetok y 6nictepi,
1 6riicTep y KapTOHHii
Kopoo6Li

MeHapiHi
IHTepHeLLoHan
OnepeiiwoHc
Iokcembypr
C.A.

NMokcemby
pr

BMPOBHUK, L0 BUKOHYE
BMPOBGHULITBO
npenaparty "in bulk",
KiHLleBe MakyBaHHS,
BUMYCK Cepiii:

A. MeHapiHi
MaHythakTypiHr
NoricTikec eHp Cepsicec
C.pJ.

ITanisa
BMPOGHUK, L0 BUKOHYE
KiHLleBe MakyBaHHS,
BUMYCK Cepiii:
BEPJTIH-XEMI AT,
HimeuunHa
BMPOBHUK, L0 BUKOHYE
KOHTPO/b Cepiii:

A. MeHapiHi
MaHyhakTypiHr
NoricTikc eHg Cepsicec
C.p.J.

ITania

ITania/
Himeuyun
Ha/
ITanis

BHECEHHS 3MiH 0 peecTpaviiiHnX
marepianis: 3miHu | Tuny -
AIOMIHICTpaTUBHI 3MiHW. BunyyeHHA
BUPOGHNYOT AinbHMLI (BKIKOUAOUN
AinbHuui ans A®l, npoMikHoro
NpoAyKTy abo roToBOro NikapCbKoro
3aco0y, AiNbHWLi AN8 NPOBEAEHHS
nakyBaHHS, BUPOOHWKa,
BiAMOBIAA/ILHOrO 3a BUMYCK Cepil,
MiCLLe NPOBEAEHHS KOHTPO/O cepil) abo
nocravasibHVKa BUXigHOro Matepiasny,
peareHTy abo 4OMOMiXXHOT PEHOBMHU
(KLLO 3a3HAYEHO Y AOCHE) (BUTYHEHHS
BMpOo6Huka M3 - Enmek ®apma
Cepsicec Jlimites, Benvika BputaHis,
AKWIA BIANOBIAA/IbHUIA 38 BUPOOHULITBO
"in bulk", KiHLEBe nakyBaHHS, KOHTPO/b
Ta Bunyck cepii) (TepmiH BBeZileHHSA 3MiH
NPOTArom 6-Tn MicsALIiB nicns
3aTBEPAKEHHS); 3MiHU | TMNY - 3MiHK
woao 6esnekn/etheKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) (3MiHa B
MapKyBaHHi NepBUHHOT Ta BTOPUHHOT
yrnakoBoK J13 y 3B'A3Ky i3 BUNYyYEeHHAM 3
TEeKCTY MapKyBaHHS iHhopmadii, woao
BMpo6Huka M3 Enmek dapma
Cepsicec Jlimiteq, Benvika BputaHis,
SKUIA BiANOBIAa/IbHWNIA 32 BUPOOGHULITBO
"in bulk", KiHLEeBe nakyBaHHS, KOHTPO/1b
Ta BUNYCK cepil)

3a
peuyernmom

UA/
12524/01/0
1
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100. | LENOAEM TabneTkn, BKpUTI CaH IHais CaH dapmacbioTuKan IHais BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
NNiBKOBOIO PapmacbloTuka IHpacTpi3 Nimiteq, marepianis: 3miHu | Tuny - peyenmom | 5188/01/01
060/10HKO10, Mo 100 n lHpacTpi3 AAMIHICTpaTMBHI 3MiHW. 3MiHa
Mmr, no 10 TabneTok y NimiTepq, HaliMeHyBaHHs1 Ta/abo agpecu micus

6nictepi, no 1
6nicTepy y KapTOHHIi
Kopoo6Li

NPOBaKEHHS AisiNIbHOCTI BUPOGHMKA
(BKTrOYaKOuM, 3a HEOOXIAHOCTI, MicLe
NpPOBefEHHS KOHTPOJIO SKOCTI), abo
B/1acHuka mactep-thaiina Ha A®l, abo
nocrtavyasnibHuka A®l/BuxigHoro
mMaTepiany/peareHTy/npoMixHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCH Y
BUPOGHULTBI ADI (SKLLO 3a3HAYEHO Y
[0CbE Ha fikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei y
3aTBepXeHOMy [oCbe, ab60 BUPOOHMKa
HOBOT 4,OMOMDKHOI PEYOBUHU (AKLLO
3a3HayveHo y JOoCbE) (3MiHa
HalimeHyBaHHs BUPO6HMKa ADI
Lleconogokcmmy npokceTtun); 3miHn |
TMNy - AOMIHICTpaTVBHI 3MiHK. 3MiHa
HalimeHyBaHHS Ta/abo agpecu Micus
NnpoBaKeHHA AiANbHOCTI
BMPOGHMKa/imnopTepa rotosBoro
nikapcbKoro 3acoby, BkIoYarouum
AinbHWLI BUNycKy cepii abo micue
NpPoBeAEHHSA KOHTPOJIIO AKOCTI.
(QisNbHICTb, 3a AKy BigNoBigae
BMPOGHUK/IMIOPTEp, BKIKOYAUN
BWMNYCK Cepiit) (3MiHa HalMeHyBaHHS
BUPOGHUMKa N13)
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101. | LENOAEM TabneTkn, BKpUTI CaH IHais CaH dapmacbioTuKan IHais BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
NNiBKOBOIO PapmacbloTuka IHpacTpi3 Nimiteq, marepianis: 3miHu | Tuny - peyenmom | 5188/01/02
060/10HKO10, Mo 200 n lHpacTpi3 AAMIHICTpaTMBHI 3MiHW. 3MiHa
Mmr, no 10 TabneTok y NimiTepq, HaliMeHyBaHHs1 Ta/abo agpecu micus

6nictepi, no 1
6nicTepy y KapTOHHIi
Kopoo6Li

NPOBaKEHHS AisiNIbHOCTI BUPOGHMKA
(BKTrOYaKOuM, 3a HEOOXIAHOCTI, MicLe
NpPOBefEHHS KOHTPOJIO SKOCTI), abo
B/1acHuka mactep-thaiina Ha A®l, abo
nocrtavyasnibHuka A®l/BuxigHoro
mMaTepiany/peareHTy/npoMixHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCH Y
BUPOGHULTBI ADI (SKLLO 3a3HAYEHO Y
[0CbE Ha fikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei y
3aTBepXeHOMy [oCbe, ab60 BUPOOHMKa
HOBOT 4,OMOMDKHOI PEYOBUHU (AKLLO
3a3HayveHo y JOoCbE) (3MiHa
HalimeHyBaHHs BUPO6HMKa ADI
Lleconogokcmmy npokceTtun); 3miHn |
TMNy - AOMIHICTpaTVBHI 3MiHK. 3MiHa
HalimeHyBaHHS Ta/abo agpecu Micus
NnpoBaKeHHA AiANbHOCTI
BMPOGHMKa/imnopTepa rotosBoro
nikapcbKoro 3acoby, BkIoYarouum
AinbHWLI BUNycKy cepii abo micue
NpPoBeAEHHSA KOHTPOJIIO AKOCTI.
(QisNbHICTb, 3a AKy BigNoBigae
BMPOGHUK/IMIOPTEp, BKIKOYAUN
BWMNYCK Cepiit) (3MiHa HalMeHyBaHHS
BUPOGHUMKa N13)
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102. | LE®EKOH® [, cynosuTopii no 250 AT "Huxdpapm" | Pociiicbka AT "Hwxdapm” Pocilicb BHECEHHS 3MiH 0 peecTpaviiiHnX 6e3 UA/
Mmr Ne 10 (5x2) y Pepepauis Ka marepianis: 3miHu | Tuny - peyenma 7889/01/ 03
6nictepax depepa AAMIHICTpaTMBHI 3MiHW. 3MiHa
Lis HaimeHyBaHHs1 Ta/abo agpecu

3asiBHUKa (B/1acHMKa peecTpaliiiHoro
NoCBig4YeHHs) (3MiHa HallMeHyBaHHs,
MiCLLe3HaXO[)KeHHA 3asBHYKA); 3MiHN |
TUny - 3MiHa HallMeHyBaHHs Ta/abo
MiCLLe3HaXO)KEHHSI BUPOOHMKA
rOTOBOrO /liKapCbKOro 3acooby,
BK/IIOHA0UM MiCLLe NPOBeAEHHS
KOHTPOJII0 SKOCTI(BUPOGHMYA AinbHULA
BMNYCKY cepii) (3MiHa HaiMeHyBaHHs Ta
NpUBEAEHHSA MiCLLE3HAX04KEHHS
BMPOGHUMKa Yy BiANOBIAHICTb [0
BrcHOBKyY LL0A0 NiATBEPIAXKEHHSA
Bi4noBiAHOCTI BUpobHMuTBa /13
BuMoram GMP (Jepxnikcnyxba
Ykpainun) (TepMiH BBEAEHHA 3MiH
NpoTAroM 6-Tn MicsiliB nicns
3aTBEPAKEHHS)
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103. | LE®TPAKTAM NopoLLOK A/15 My6niyHe YkpaiHa My6niyHe akuioHepHe | YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnX 3a UA/
PO34MHY ANS iH'EKLN, akuioHepHe TOBapuCTBO "HaykoBo- mMaTepianis: peyenmom | 13736/01/0
500 mr/250 wr; 1 TOBapuCTBO BMPOGHWYNIA LLEHTP 3MiHK | TUNy - 3MiHa y MeToax 1
h/1aKOH 3 MOPOLLIKOM; "HaykoBo- "BopLyariBCbKUin XiMiko- BMNPOBYBaHHSA rOTOBOrO MiKapCbKoro
1 chnakoH 3 BUPOGHNYNIA hapmaveBTUYHMIA 3aco0y (He3HayHa 3MiHa y
MOPOLLKOM y navui 3 LeHTp 3asog" 3aTBEPMKEHUX MeToAax
KapToHy; 5 chnakoHiB | "BopLyariscbkuii BMNPOGYBaHHs); CynyTHS 3MiHa: - 3MiHa
3 NOPOLUKOM Y KaceTi; XiMiKO- napameTpiB cneuudikauiii Ta/abo
no 1 kaceTi B neHani 3 | dhapmaueBTUyH [OMYCTYMMX MeX rOTOBOr0 NiKapCbKoro
KapTOHY nii 3aBog" 3aco0y (iHLWi 3MiHW); 3MiHK | TUNY -

3MiHun BUNpobyBaHb abo A0NyCTUMUX
MeX, BCTAHOB/IEHUX Y cneuudpikayisx,
nig, Yac BMPO6GHMLTBA rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW); 3MiHK
| TMNYy - 3MiHa y MeTodax BUNpPo6yBaHHSA
A®| abo BuxigHoro
mMaTepiany/npoMikKHOro
NpoAyKTy/peareHTy, Lo
BMKOPWUCTOBYETLCH Y NPOLECI
BUPOGHULTBa APl (HE3HAYUHI 3MiHN Y
3aTBepKEHNX MeToaax
BMMNPOBYBaHHS); 3MiHM | TUNY - 3MiHa Y
napameTpax cneuudikauiii Ta/abo
[ONyCTUMUX MEX, BUSHAYEHUX Y
crneymngikauisx Ha A®l, abo
BUXIQHWIA/NPOMIDKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y MPOLLECI
BUPOGHULTBA ADI (iHLWIi 3MiHN); 3MiHN |
TMny - 3MiHa y MeTogax BunpobyBaHHs
A®I abo BuxigHoOro
mMaTepiany/npoMikHoOro
NPoAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCSA Y NPOLIECI
BUPOGHULUTBa API (HE3HAUHI 3MIHN Y
3aTBEPKEHNX MeTofax
BMNPO6YBaHHS); 3MiHM | TNy -3miHa y
napameTpax cneuugikauin Ta/abo
JONYCTUMUX MEX, BUSHAUYEHUX Y
cneundikauisx Ha Adl, abo
BMXiZAHWA/NPOMIXXHWIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NPOLIECI
BMPOOHULTBA API (iHLI 3MiHW); 3MiHK |
TMNy - 3MiHa po3mipy cepii (BKIYarumn
Aianas3oH po3Mipy cepii) roToBoro
niKkapcbKoro 3acoby (3MeHLwweHHs go 10
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104.

LEDPTPAKTAM

NOpPOLLIOK A5
PO34UHY A5 iH'EKLN,
1000 mr/500 mr; 1
h/1aKOH 3 MOPOLLIKOM;
1 chnakoH 3
NOPOLLKOM Y navi 3
KapToHy; 5 chiiakoHiB
3 NOPOLUKOM Y KaceTi;
no 1 kaceti B neHasi 3
KapTOHY

My6niyHe
aKuioHepHe
TOBapuCTBO

"HaykoBo-
BUPOGHNYNIA

LeHTp
"BopLuariBcbKuii
XiMiKO-
thapmaueBTUYH
nin 3aBog”

YkpaiHa

My6niyHe akuioHepHe
TOBapucTBO "HaykoBo-
BUPOGHUYMNIA LEHTP
"BopLyariBCbKUin XiMiko-
hapmaveBTUYHMIA
3asop”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHnX
marepianis:
3MiHK | TUNy - 3MiHa y MeToax
BMNPOBYBaHHSA rOTOBOrO MiKapCbKoro
3aco0y (He3HayHa 3MiHa y
3aTBEPMKEHUX MeToAax
BMNPOGYBaHHs); CynyTHS 3MiHa: - 3MiHa
napameTpiB cneundikauii Ta/abo
[OMYCTYMMX MeX rOTOBOr0 NiKapCbKoro
3aco0y (iHLWi 3MiHW); 3MiHK | TUNY -
3MiHun BUNpobyBaHb abo A0NyCTUMUX
MeX, BCTAHOB/IEHUX Y cneuudpikayisx,
nig, Yac BMPO6GHMLTBA rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW); 3MiHK
| TMNYy - 3MiHa y MeTodax BUNpPo6yBaHHSA
A®| abo BuxigHoro
mMaTepiany/npoMikKHOro
NpoAyKTy/peareHTy, Lo
BMKOPWUCTOBYETLCH Y NPOLECI
BUPOGHULTBa APl (HE3HAYUHI 3MiHN Y
3aTBepKEHNX MeToaax
BMMNPOBYBaHHS); 3MiHM | TUNY - 3MiHa Y
napameTpax cneuudikauiii Ta/abo
[ONyCTUMUX MEX, BUSHAYEHUX Y
crneymngikauisx Ha A®l, abo
BUXIQHWIA/NPOMIDKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y MPOLLECI
BUPOGHULTBA ADI (iHLWIi 3MiHN); 3MiHN |
TMny - 3MiHa y MeTogax BunpobyBaHHs
A®I abo BuxigHoOro
mMaTepiany/npoMikHoOro
NPoAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCSA Y NPOLIECI
BUPOGHULUTBa API (HE3HAUHI 3MIHN Y
3aTBEPKEHNX MeTofax
BMNPO6YBaHHS); 3MiHM | TNy -3miHa y
napameTpax cneuugikauin Ta/abo
JONYCTUMUX MEX, BUSHAUYEHUX Y
cneundikauisx Ha Adl, abo
BMXiZAHWA/NPOMIXXHWIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NPOLIECI
BMPOOHULTBA API (iHLI 3MiHW); 3MiHK |
TMNy - 3MiHa po3mipy cepii (BKIYarumn
Aianas3oH po3Mipy cepii) roToBoro
niKkapcbKoro 3acoby (3MeHLwweHHs go 10

3a
peuyernmom

UA/
13736/01/0
2

117

pasiB) - 3MEALIEHHS PO3Mipy CEpl




118

[TpogoByxeHHs goaaTka 3

105. | ULUTANONPAMY NOPOLLOK [xy6inaHt IHais Lxy6inaHT OxeHepikc IHais BHECEHHS 3MiH 0 peecTpaviiiHnX - UA/
riAPOBPOMIA, (cybeTaHuis) y [xeHepikc Nivitep marepianis: 8186/01/01

noAgBiliHMX Niviteq 3MiHu | TUNY - NOAaHHA OHOBJ/IEHOTO
nonieTnIeHoBNX ceptucpikaty R1-CEP 2009-175-Rev 01
nakeTtax gns Bif, BXXe 3aTBEPA)KEHOr0 BMPOOHMKA
BMPOGHULITBA Jubilant Generics Limited, India
HecTepusIbHUX
nikapcbkux hopm

106. | APUHA® NNKOC TabneTku, BKPUTI Baiiep ®apma HimeyunHa Baiiep ®apma AT, Himeuun BHECEHHS 3MiH A0 peecTpaLitHmx 3a UA/
060/10HKO0, Ne 28 Al HimeuunHa Ha marepianis: 3MiHun | Tuny - 3miHn Wwogo | peyenmom | 12155/01/0
(21+7) y 6nictepax Baiiep Baiimap MM6X i 6e3nekun/edeKTMBHOCTI Ta 1

Ko. KI, HimeuunHa

thapmakoHarnsgy. 3mMiHm y
TepaneBTUYHUX NOKa3aHHAX
(BUyYEeHHA TepaneBTUYHOIO

nokasaHHs) (BUy4YeHHS
TepaneBTUYHOIO NokasaHHA) 40
IHCTPYKUiT y po3ain: "MokasaHHA");
3MiHu Il Tuny - 3miHK Wwoao
6e3nekn/ePeKTUBHOCTI Ta

thapmakoHarnsgy. 3mMiHum y
TepaneBTUYHNX NOKa3aHHAX

(nomaBaHHSA HOBOTO TepaneBTUYHOIO
nokasaHHA abo 3MiHa y 3aTBEp)KEHOMY
nokasaHHi) (ofaBaHHA HOBOro
TepaneBTUYHOrO NokasaHHA abo 3MiHa
y 3aTBepMKeHOMY nokasaHHi); 3miHu Il
TMNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHN y KOpoTKil
XapakTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKLUIT ANna
MeMYHOro 3aCTOCYBaHHSA Y 3B'A3KY i3
HOBUMW SA@HUMM 3 SKOCTI,
LOKNIHIYHUMU, KNIHIYHMMUW faHuMn Ta
AaHumun 3 hapmakoHarnsagy (3MiHu
(B.1.4.,11) po iHCTPYKLi y po3ainu:
"dapmakosioriyHi BnacTmBocTi”,
"MpoTunokasaHHa", "B3aemogis 3
HLIUMW NTiKapCbKMMK 3ac06amMu Ta iHLWi
BMAM B3aemogiin”, "OcobamBocTi
3acTocyBaHHA", "Cnocib 3acTocyBaHHs
Ta go3n", "Mepepno3yBaHHs", "MobiyHI
peakuii”, "OiTn")
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HauyanbHUK YnpaBniHHA
thapmaueBTUUYHOI AiANBHOCTI Ta
AKOCTI (hapMmaueBTUUHOI NPOAYKLiT T.M. 1ACcKOBCbLKUI
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NEPENIK

Aoparok 4

[0 Hakasy MiHicTepcTBa OXOpPOHU
3[,0pOB’A YKpaiHn

31.10.2016 Ne 1155

NIKAPCbKUX 3ACOBIB (MEAVNYHUX IMYHOBIO/TOMNYHUX NMPEMNAPATIB), AKUM BIAMOB/IEHO ¥
AEP>XXABHIN PEECTPALUIIL, MEPEPEECTPALII TA BHECEHHI 3MIH 4O PEECTPAUINHNX MATEPIA/IB
TA AEP)XXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina rliocmasa lMpoyeodypa
n/n | nikapcbKo20
3acoby
1. NE®NOK TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa 3acigaHHa HTP BigMoBUTM Yy 3aTBeppKeHHi 3MiHU - -
NNiBKOBOK 060/10HKOI, | “"dapmavleBTUYHa "papmaueBTnyHa Ne 16 Big, BUMPAB/IEHHA  TEXHIYHOT MOMWUMKKM,  LLO
no 250 wmr, no 500 wmr, ipma "dapHuus" ipma "dapHuuysa” 15.09.2016 noB’si3aHa 3 HEKOPEKTHOK Ha3BOK po34iny
no 5 tabneTtok y B cneuucpikauii BXiAHOTO KOHTpono AdI
KOHTYPHIli YapyHKOBIi NeBodhnokcaumHy  remirigpar,  OCKiNbku
ynakoBui, no 1 3a3HayeHe BWMpaB/IEHHSA He Bignosigae
KOHTYPHIili YapyHKOBIi BuMoram n.2.4. posginy VI Hakazy MO3
ynakoBLi B nauuj; no YkpaiHn Big 26.08.2005 p. Ne 426 (y
10 TabneTok y pepakuii  Hakaly MO3  YkpaiHn  Big
KOHTYpHIili YapyHKOBIi 23.07.2015 p Ne 460)
ynakosui, no 10
KOHTYPHUX YapyHKOBUX
YyNakoBOK B nauuji
2, ®PEPBEKC ANA NopoLUOK ANA YMNCA CAC ®paHLUis YIMNCA CAC ®paHLis 3acigaHHa HTP BigmoBuTN y 3aTrBepXEHHi 3MiHW -
AOPOC/INX BE3 | opa/ibHOro po3yvHy, Ne 16 Big 3MiHMW | TMRy - 3MiHA Yy  KOpOTKii
LYKPY no 8 cawle 3 NOpPOLLKOM 15.09.2016 XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi

Y KapTOHHiIi1 kopobLi

MapKyBaHHA Ta IHCTPYKUii AnA MeAWYHOro
3aCcToCyBaHHA Ha MiagcTaBi  perynsipHo
OHOB/IOBAHOrO 3BiTy 3 6e3nekun NikapCcbKoro
3acoby, abo pocnigxeHb 3 6e3neku
3aCTOCyBaHHS  Jlikapcbkoro  3acoby B
nicnapeecTpauiiiinii  nepiog, abo Sk
pe3ynbTaT OUiHKM 3BiTY 3 [OCHi4KEHb,
nposefeHunx BignoBigHO A0 nnaHy
negiatpuyHux — gocnigkeds  (PIP)  (3MiHy
Y3rOZpKEHO 3 KOMMETEHTHUM
yrnoBHOBaXeHUM opraHom) (B.1.3. (a), IAHM),
y 3B'fI3Ky 3 HEBIANOBIGHICTIO 3asBJ/IEHIi
npoueaypi, 3miHM B.1.3. (@), IAHn
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa riocmaga lpoyedypa
n/n | nikapcbko20
3acoby

CaMOCTIHO NoAaHi 3asBHUKOM Y BiANoBiAb

Ha 3ayBaXeHHS [JenaptameHTy
nicnspeecTpawiiiHoro Harnsgy npu
ekcnepTusi mMaTepianis oo

nepepeectpau;i)

HavyanbHUK YnpaBniHHA

thapmaneBTUYHOT AiIANBHOCTI Ta
AKOCTI (hapmaLeBTUYHOI NPOAYKLi
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T.M. IACKOBCbKUA
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