]

MIHICTEPCTBO OXOPOHH 3[JOPOB’Sl YKPAIHU

HAKAS3
23.01.2017 Ne 54
Kuis

[Ipo mep>kaBHY peecTpallito
(rlepepeecTpailito) TiKapCbKUX 3ac00iB
(MeIUYHUX iIMYHOOi0/IOTiUHKX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaLiiHiX MaTepiasiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIiB 5, 7, 9, 10 Tlopsinky mepkaBHOI peecTpalii (repepeecTpallii) JiKapCbKUX
3aco0iB, 3aTBep/KeHOro roctaHoBoo Kabinety MiHicTpiB Ykpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky JepykaBHOI peecTpaLil
(repepeecTpaiiii) MiKapCcbKUX 3aco0iB i po3MipiB 300py 3a iX Jep)kaBHY peecTpailito
(mepepeecTpaliito)», absaly TpuauaToro miAnyHKTy 10 nmyHKTy 4 IlonoxkeHHSI mpo
MiHicTepcTBO 0XOpPOHHM 370pOB’Sl YKpaiHU, 3aTBep/KeHOro rnocraHoBoro KabiHety
MinictpiB Ykpainu Big 25 Oepe3nsi 2015 poky Ne 267, Ha mificTaBi pe3y/bTaTiB
eKCITepPTHU3U  PEeECTpalliiHMX  MaTepialiB  JIKAapCbKUX  3aco0iB  (MeAUUHMX
iMyHOGionOTiYHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, ITI0 TO/jaHi Ha JeprKaBHY
peectpaliito  (repepeecTpaijito), NOpoBeJeHUX  [lep)KaBHUM  MiATIPUEMCTBOM
«/lep>kaBHUM eKCIepTHUM 1leHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHCHOBKIB 11[0/10 e(heKTUBHOCTi, 0e3MeuHOCTi Ta SKOCTi JIiKapChKOTO 3aco0y
(MeguuHOTO iMyHOOiO/IOTiUHOTO TMperapary), peKOMeHjallii Woro Ao JepkKaBHOI
peecTpallii (epepeecTpaliii) Ta BHECEHHS 3MiH [0 peeCTpaLliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH 70 Jlep>KaBHOTO DeeCTPy JiKapChbKuX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatd) 3rigHO 3
riepesikoM (gomaTok 1).

2. IlepepeecTpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperiapaTd) 3rigHO 3
riepesikoM (JJoAaToK 2).



3. BHectu 3MiHM [0 peecTpauliHUX MaTepianiB Ta [lepXKaBHOro peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha JiKapchkKi 3acobw (MeguuHi imyHOoOGiomoriuHi
riperiapaTH) 3TiJJHO 3 repesiikoM (JoAaTok 3).

4. KoHTpOJIb 38 BUKOHaHHSAM L[bOT'0 Haka3y IOK/IaCTU Ha 3acTyIrHuKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



Jopartok 1

A0 Haka3y MiHicTepcTBa OXOPOHMU
300pOB’A YKpaiHu

23.01.2017 Ne 54

NMEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJTOMNYHUX NPEMAPATIB), AKI BHOCATbLCH
40 AEP>XXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Onucy cMcTeMU ynpasiHHA
pv3viKamu y BUTNagi nnaxy
ynpasniHHA pu3vKamn o
30.10.2017 BignosigHo Ao
nignyHkTy 1.8.2 nyHkTy 1.8

pogartky 5 MNopsiaky nposefeHHs
eKcnepTn3n peecTpavinHnx
MaTepianiB Ha flikapcbki 3acobu,
LLIO NOAAITLCA Ha filepXaBHY
peecTpadito (nepepeectpauiio), a
TaKOX eKcnepTn3n MaTepiasiis
NPO BHECEHHS 3MiH 40
peecTpauiiHux matepianis
NpoTArom fii peecTpauiiHoro
NOCBIAYEHHS, 3aTBEPLXKEHOrO

Hakazom MO3 Big 26.08.2005 Ne

Ne Hassa dopma BUMyCcKy 3asisBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asBHUK BUPOGHU BionycKy aHHS peecmpayiti
3acoby ynakoska) a Ka Ho20
nocsBi0OYeHHs
1. L - APTIHIHY KpUCTasTivHmiA MpAT YkpaiHa LLlaHxali KioBa Kutai peecTpadis Ha 5 pokis - He UA/
MOHOrIAPOX NOPOLLIOK "MynbTithapma AwmiHo Acig Ko., niossieae 15725/01/01
nopna, (cy6eTaHuis) y " nra.
NoABINHMX
nosnieTnIeHoBux
naketax ans
thapmavueBTUYHOTO
3aCcTOCYBaHHSA
2, ANb®OPT PO34MH ANS iH EKL,R JenbTa LiBeiiua K.O. Pomdpapm PymyHis peecTpauis Ha 5 pokis. 3a He UA/
AEKCA 50 mr/2 M no 2 mn B Megiken pis Komnani C.P.J1. 3060B’A3aHHA Npu BUAAYI peuyenmom nionsizae 15741/01/01
amnynax Ne 5, Ne 10 MpomoyLH3 peecTpauiiHoro NocBigYeHHs
Al iCHYIOTb — HajaHHSA AeTa/IbHOrO




hnakoHax Ne 1

iICHYIOTb — HaZlaHHA AeTasIbHOro
ornuncy cucTemMu ynpas/iiHHA
pu3viKamu y BUTNAAi naaxy
ynpaBiHHA py3vKamn go
30.10.2017 BignosigHO A0
nignyHkTy 1.8.2 nyHkTy 1.8

Ne Hassa dopma BUMyCcKy 3asisBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asBHUK BUPOGHU BionycKy aHHS peecmpayiti
3acoby ynakoska) a Ka Ho20
nocsio4eHHs
426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).
MepioAnyHICTb NoAaHHSA
perynsipHoO OHOB/IIOBAHOTO 3BiTY
3 6e3neku BigNoBIgHO A0
Mopsaky 34jiCHeHHs Harnagy 3a
NoGiYHMMKN peakLisimu
NiKapcbKMx 3ac06iB, 4O3BONEHNX
[0 MeNYHOT0 3aCTOCYBaHHS,
3areBep)xeHoro Hakasom MO3
Bifl 27 rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
roCTuLii Ykpainu 29 ciunsa 2007
poky 3a Ne73/13340, cTaHOBUTbL:
Bi4MOBIAHO A0 NEepPioANYHOCTI
CK/1aflaHHA perynsapHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku
NikapcbKoro 3acoby,
[03BOJIEHOrO 10 MEANYHOTO
3aCTOCYBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

3. BMPIB NOpPOLLOK AN1s LWaviep IpnaHgais BMNYCK cepil: IpnaHgais peecTpaLif Ha 5 pokis 3a He UA/
PO34MHy ANs iHdy3ili dapmacboTuK LWaiep peuyenmom nionsieae 15706/01/01
no 400 O,y an3 AinneHg dapmacboTrKans
chrakoHax Ne 1 N1 Alinenp N1g

4. rnoay NOPOLLOK MAT YkpaiHa | ®iHuensb6epr TM6X | HimeuunH peecTpadia Ha 5 pokis - He UA/

nnoaiBs (cybeTaHuis) y "Ximdpapm3zaso i Ko. Kl a niosnsieae 15742/01/01
EKCTPAKT NOTPIlHMX 4 "YepBoHa
CYXWUiA nonieTUIeHOBUX 3ipka"
naketax ans
hapmaLeBTUYHOro
3aCTOCYBaHHS
5. E3OMENPA30 | nioginisar gna TOB YkpaiHa TOB "®APMEKC YkpaiHa peecTpaduis Ha 5 pokis. 3a He UA/
Nn-®APMEKC PO34MHY AN iH EKLil "®APMEKC reyn" 3060B’A3aHHA Npu BUAAYI peyernmom nionsizae 15738/01/01
Ta iHdpy3ili no 40 mry reyn" peecTpauiiHoro NocBig4YeHHs




Ne
n/n

HasBga
JNliKapcbKo20
3acoby

dopma BUMyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asaB8HUK
a

Bupo6Huk

Kpaina
BUPOGHU
Ka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiti
Ho20
nocBi04YeHHs

popaTtky 5 MNopsaky npoBefeHHA
eKcnepTn3n peecTpavinHnx
marepianis Ha nikapcbki 3acobwu,
LLIO NOJAITLCA Ha AepXaBHY
peecTpaLiio (nepepeectpauito), a
TaKoX eKcnepTu3n MaTepianis
NpO BHECEHHS 3MiH A0
peecTpauinHnx matepianis
npoTArom Aii peectpawiiiHoro
NOCBiJYEHHS, 3aTBEPA)KEHOrO
Hakaszom MO3 Big 26.08.2005 Ne
426 (y pefakuii Hakazy MO3 Big,
23.07.2015 Ne 460).
MepiognyHICTb NoJaHHSA
perynsipHo OHOBJIOBAHOTO 3BiTY
3 6e3neku BiANOBIAHO A0
MopsAaky 34jiiCHEeHHs Harnagy 3a
NoGiYHMMU peakLismn
nikapcbkmx 3aco6iB, A,03BONEHNX
[0 MeMYHOr0 3aCTOCYyBaHHS,
3arBepaxeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rCTULIT YKpaiHm 29 ciuns 2007
poky 3a Ne73/13340, cTaHOBUTb:
BifNOBIAHO [,0 NEPIOANYHOCTI AK
AN nikapcbKoro 3acoby nicns
JepxaBHOI peecTpadii B YKpaiHi,
AK y nepLliii KpaiHi CBITy.

IBPAHC

Kancynu no 75 mr, no
7 kancyn y énictepi,
no 3 6nictepn y
KapTOHHI Kopoobui

Mdpaiizep
Eiiy.Ci.Mi.
KopnopeiwH

CLIA

Mdpaiizep
MeHodekyypuHr
Loiiuneng M6 X

HimeyunH
a

peecTpadis Ha 5 pokis
MepioAnyHICTb NOAAHHS
perynsipHO OHOB/IOBAHOr O 3BiTy
3 6e3neku BiANoBigHO A0
MopsaKy 34iCHEHHS Haraay 3a
no6iYHMMU peakuismm
nikapcbkmx 3aco6iB, A,03BONEHNX
[0 MEANYHOrO 3aCTOCYBaHHS,
3arBepaxeHoro Hakasom MO3
Bia 27 rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTUUil Ykpainm 29 ciuHa 2007
poky 3a Ne73/13340, cTaHOBUTb:

3a
peyenmom

He
nionsizae

UA/
15747/01/01




Ne
n/n

HasBga
JNliKapcbKo20
3acoby

dopma BUMyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asaB8HUK
a

Bupo6Huk

Kpaina
BUPOGHU
Ka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiti
Ho20
nocBi04YeHHs

BiA4MNOBIAHO A0 NepioANYHOCTI
CKNafaHHs perynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby,
[03BOJIEHOrO 10 MEANYHOTO
3aCTOCYBaHHSA, Ha
LEHTPa/IbHOMY PiBHi

IBPAHC

kancynu no 100 wmr,
no 7 kancyny
6nictepi, no 3
6nicTEPU Y KApPTOHHIN
Kopooui

Mdpaiizep
Einy.Ci.Mi.
KopnopeiiwH

CLIA

Mdpaiizep
MeHtohekyypuHr
Loiiuneng M6 X

HimeuunH
a

peecTpauis Ha 5 pokis
MepioAnyHICTb NoJaHHA
perynsipHoO OHOB/IOBAHOTO 3BiTYy
3 6e3neku BignNoBigHO A0
MopsAaky 34iiCHeHHs Harnagy 3a
NoGiYHMMU peakuismn
nikapcbkmx 3aco6iB, L,03BOMEHNX
[0 MeMYHOTO 3aCTOCYBaHHS,
3arBepaKeHoro Hakasom MO3
Bif, 27 rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTBi
roCTuLii Ykpainm 29 ciuna 2007
poky 3a Ne73/13340, cTaHOBUTbL:
BIANOBIAHO A0 NEepioaNYHOCTI
CKNnafaHHsa perynspHo
OHOB/IHOBAHOTO 3BITY 3 6Ge3Mnekn
nikapcbkoro 3acoby,
[03BOJIEHOTO 0 MEANYHOrO
3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY piBHi

3a
peuerimom

He
niosnsizae

UA/
15747/01/02

IBPAHC

Kancynv no 125 wr,
no 7 kancyny
6nictepi, no 3
6nicTepPN Y KAPTOHHIN
Kopooui

Mdpaiizep
Eiiy.Ci.Mi.
KopnopeiwH

CLIA

Mdpaiizep
MeHtodhekyypuHr
Joiunens rmoXx

HimeyunH
a

peecTpadis Ha 5 pokis
MepiognyHICTb NogaHHSA
perynsipHo OHOB/IOBAHOrO 3BiTy
3 Ge3neku BiANOBIAHO A0
MopsaKy 34iiCHEHHS Haraay 3a
noGiYHUMU peakuisimu
nikapcbkmx 3acobiB, 403BOIEHNX
[0 MEANYHOrO 3aCTOCYBaHHS,
3arBepaxeHoro Hakasom MO3
Bifg 27 rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTBi
rocTULUiT Ykpainm 29 ciuna 2007
poky 3a Ne73/13340, cTaHOBUTb:
BiNOBIAHO A0 NepioANYHOCTI

3a
peuernmom

He
nionsizae

UA/
15747/01/03




Ne Hassa dopma BUMyCcKy 3asisBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asBHUK BUPOGHU BionycKy aHHS peecmpayiti
3acoby ynakoska) a Ka Ho20
nocsBi0OYeHHs
CKNafiaHHs perynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby,
[03BOJIEHOTO 10 MEANYHOTO
3aCTOCYBaHHs, Ha
LEeHTPa/IbHOMY piBHi
9. KETOPOJIAKY KpUCTasivHmi MpAT "Nlekxim- | YkpaiHa Bacyaxa ®apma IHAisA peecTtpadis Ha 5 pokis - He UA/
TPOMETAMIH NOPOLLOK Xapkis" Xem Niviten nionsizae 15744/01/01
(cybeTaHuis) y
noaBiiHMX
nosnieTnNeHoBUxX
Milkax ans
thapmaueBTUYHOTO
3aCTOCYBaHHs
10. NA3NBYAVH TabneTkn, BKPUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa peecTpauis Ha 5 pokis. 3a He UA/
060/10HKO Ne 60 y "TexHonor" 3060B’'A3aHHS Npu Buaadi peuyenmom nionsieae 15690/01/01

KOHTeliHepi, no 1
KOHTEHepy B naui

peecTpauiiHoro NocBig4YeHHs
ICHYIOTb — HajaHHSA AeTa/IbHOro
Onucy CMCTeEMU yNpaBiHHA
pu3ukamu y BUrnagi nnady
ynpasiHHA pu3vKamn o
30.10.2017 BignosigHo 1o
nignyHkTy 1.8.2 nyHkTy 1.8
popatky 5 MNopsaaky npoBefeHHA
eKcnepTn3n peecTpavinHnx
marepianis Ha nikapcbki 3aco6w,
LLIO NOAAITLCA Ha filepXaBHY
peecTpadito (nepepeectpauito), a
TakKoX eKcnepTu3n martepiasis
NPO BHECEHHS 3MiH [0
peecTpauiiiHux matepianis
npoTArom Aii peectpaviiiHoro
NOCBiJYEHHS, 3aTBEPA)KEHOrO
Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big
23.07.2015 Ne 460).
MepiognyHICTb NogaHHSA
perynsipHo OHOB/IOBAHOrO 3BTy
3 Ge3neku BiANOBIAHO A0
MopsaKy 34iiCHEHHS Harnaay 3a
NoGIYHNUMM peakLisiMm




Ne
n/n

HasBga
JNliKapcbKo20
3acoby

dopma BUMyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asaB8HUK
a

Bupo6Huk

Kpaina
BUPOGHU
Ka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiti
Ho20
nocBi04YeHHs

nikapcbkmx 3acobiB, A,03BOIEHNX
[0 MeNYHOTO 3aCTOCYBaHHS,
3aTBep)keHoro Hakasom MO3
Bif, 27 rpyaHsa 2006 poky Ne898,

3apeecTpoBaHoro B MiHicTtepcTBi
rCTULi Ykpainu 29 ciunsa 2007

poky 3a Ne73/13340, cTaHOBUTb:
Bif4NOBIAHO A0 NEPIOANYHOCTI SK
ANns nikapcbkoro 3acoby nicns

JepxaBHOI peecTpadii B YKpaiHi,

AK y nepuliii KpaiHi CBITy.

11.

OTNDPOH

Kpanni ByLLUHi, pO34uH
noléry
KOHTeliHepax Ne 1

TOB "Epcenb
®apma
YkpaiHa"

YkpaiHa

Pecichapm MapeTc
Chn

IcnaHis

peecTpauis Ha 5 pokis;
3060B'A3aHHA Npu Buaadi
peecTpauiiHoro NocBigYeHHs
ICHYIOTb — HaJaHHS AEeTa/IbHOro
ornuncy cMcTemMu ynpas/iiHHA
pv3viKamu y BUrNagi nnaxy
ynpaBiHHA py3vKamn fo
30.10.2017 BignosigHo fo
nignyHkTy 1.8.2 nyHkTy 1.8
popatky 5 lNopaaky npoBefeHHA
eKCnepTn3n peecTpauinHnx
marepianis Ha nikapcbki 3aco6w,
LLIO NOJAI0TLCA Ha fepXaBHy
peecTpadito (nepepeectpauiio), a
TakoX eKcnepTusun martepiasis
NpPO BHECEHHS 3MiH [0
peecTpauiiHux matepianis
NpoTArom Aii peectpadjiiiHoro
NOCBIAYEHHS, 3aTBEPLKEHOrO
Hakazom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakasy MO3 Big,
23.07.2015 Ne 460).
MepioAnyHICTb NoJaHHA
perynsapHo OHOB/IOBAHOrO 3BTy
3 6e3neku BignNoBigHO A0
Mopsaky 34iicCHEHHS Harnagy 3a
No6iYHMMU peakLismn
nikapcbkmx 3aco6iB, LO3BOMIEHNX
[10 MeiYHOTO 3aCTOCYBaHHS,
3arBeppa)xeHoro Hakasom MO3
Big 27 rpyaHs 2006 poky Ne898,

6e3
peuyenma

niosnsicae

UA/
15745/01/01




Ne Hassa dopma BUMyCcKy 3asisBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asBHUK BUPOGHU BionycKy aHHS peecmpayiti
3acoby ynakoska) a Ka Ho20
nocsBi0OYeHHs
3apeecTpoBaHoro B MiHicTepcTBi
rocTUUiT Ykpainm 29 ciuHa 2007
poky 3a Ne73/13340, cTaHOBUTbL:
BifNOBIAHO A0 NEPIOANYHOCTI AK
Ansa nikapcbkoro 3acoby nicns
JepXXaBHOI peecTpauii B YKpaiHi,
SIK y NepLUiil KpaiHi CBiTy
12. PO3YBACTAT NOPOLLOK BE3 Xopsari OnTimyc Apar3s (M) IHais peecTpauis Ha 5 pokis - He UA/
VH KANbLUIO (cybeTaHuis) y Papmaxem a nra. nionsizae 15746/01/01
noaBiiHMX 4.0.0.
nosnieTnNeHoBUxX
naketax ans
thapmaueBTUYHOTO
3aCTOCYBaHHA
13. XOHAPOITUHY | nopotwuok CuHtekc C.A. ApreHTtun CuHTtekc C.A. ApreHTuH peecTpadia Ha 5 pokis - He UA/
CYNb®AT (cybeTaHuis) y Ha a nionsizae 15748/01/01
HATPIO NoABINHNX
noslieTUNeHoOBUX
naketax Ans
thapmavr,eBTUYHOro
3aCTOCYBaHHA

HauyanbHuK YnpaBniHHA hapmaLeBTUYHOI
AIANBHOCTI Ta AKOCTi (papmaLeBTUYHOT NPOAYKLiT

T.M. JIAcKOBCbKUM




NEPENIK

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHn

23.01.2017 Ne 54

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOI4YHUX NMPEMAPATIB), AKI BHOCATbLCA A0
BEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHUN

«[epeno3yBaHHs», «MoGIYHI peakLyii»
BiAANOBIAHO iHGhOpMaLii CTOCOBHO 6e3neku

Ne Hassa Popma sUnyCcKy 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 Bionycky aHHs1 peecmpayjitiHo2
3acoby 0 NMocBi0YeHHs
1. AMOKCUUWNIHY | nopoLuok MAT YkpaiHa CaHpo3 'm6X ABCTpiIs nepepeecTpaLisi Ha He06MeXeHuit TepMiH - He UA/12393/01/01
TPUMIAPAT ANA | (cybeTaHuis) y "Kvismegnpen nionsizae
APAMOro nakeTax noABiNHUX apat"
NMPECYBAHHA I nonieTuIeHoBux
ana ans
MNEPOPA/IbHOI thapmaueBTUYHOro
(o) 3acTocyBaHHA
3ACTOCYBAHH
Jal
2. FEHTAMIUUNHY NOpPOLLOK MAT YkpaiHa dymxiaH PykaHr Kutaii nepepeecTpaLisi Ha He0BMeXeHWit TepMiH - He UA/12538/01/01
CYNb®AT (cybeTaHuis) y "KviBmegnpen dapmacbloTikan nionsizae
naketax apar” Ko., NlITq
nonieTnIeHoBuUx
ans
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
3. AUNTOKCUH PO34MH ONs iH'EKUIN, ToBapucTBo 3 YkpaiHa KOHTPO/Tb SIKOCTI, Ykpaina nepepeecTtpauisi Ha HEOOMEXEHNI TePMiH; 3a He UA/5751/02/01
0,25 mr/mn, no 1 mn 06MeXeHo BUMYCK cepil: 3MiHu | TUny - 3MiHK Woao peyenmom niosnsieae
B amnyni; no 10 BiANOBIAA/bHI ToBapucTso 3 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
amnyn y nadui 3 cTHo 06MEXeEHO 3MiHa y KOpOTKiil XapakTepucTuLi NikapcbKoro
KapToHy; no 1 mn B "OocnigHwii BiANoBiga/IbHICTIO 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii Ans
amnyni; no 10 3aB0[ "[locnifHnii 3aBof, Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
amnyn y 6nictepi; no "THLUC "THLICY, PerysisipHoO OHOBJ/THOBAHOTO 3BIiTY 3 6e3nekn
1 6nicTepy B nauuj 3 YkpaiHa; nikapcbkoro 3acoby, abo AociAXeHb 3
KapToHy; no 1 mn B BCi cTagii 6e3nekun 3acTocyBaHHA Nikapcbkoro 3acoby B
amnyni; no 5 amnyn BUPOOHMLTBA, nicnsipeecTpawiiinii nepiog, abo sk
y 6nicTepi; no 2 KOHTPO/1b SIKOCTI, pes3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
6nicTepu B nayw, 3 BUNYCK cepil: nposefeHnX Bi4NoBIAHO [0 NnaHy
KapTOHYy ToBapucTBO 3 negiatpuyHmx gocnigpkeHb (PIP) (3miHy
06MEXeHOI0 Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
BiANoBiAa/IbHICTIO opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUIT Ans
"®apmaueBTUyHa MeAMYHOro 3acTocyBaHHA npenaparty fo
KOMNaHis posgainis «MpoTunokasaHHsa», «B3aemogis 3
"3p0pos'a”, IHLLMMKM NikapcbKMKM 3acobamu Ta iHLWi BUAK
Ykpaina B3aEMOAl1», «OCO6IMBOCTI 3aCTOCYBaHHS»,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY

3assBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 nocBi0YeHHs1

Ljtoy0T Ta AOMOMDKHUX PEYOBWH NiKapCbKOro
3acoby.
3060B'3aHHs NpY BUAAYI peecTpaLiiiHoro
NOCBIAYEHHS ICHYIOTb — HaAaHHA [eTa/IbHOro
Onucy CUCTeMMn ynpasniHHA pusnkamu y
BUINAAI NNaHy ynpasaiHHA pu3vkamn Ta
[OMOBHEHHSA [0 OMNSAAY KAIHIYHWX JaHnX A0
30.10.2017 BignosigHo Ao niagnyHkTy 1.13
nyHKTY 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
0 MNopagky NpoBeAeHHs ekcnepTusn
peecTpavuiiHux MaTepiasii Ha Jlikapchbki
3aco6y, Lo NoJaloTbCs Ha AepXaBHy
peecTpadito (MepepeecTpawiio), a Takox
eKcnepTn3n mMmatepiasiiB Npo BHECEHHS 3MiH 40
peecTpaLiiHix MaTepianis npoTArom Al
peecTpauiiHoro NoCBiAYEHHS, 3aTBEPAKEHOr0
Haka3zoM MO3 Bif 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neky BigNoBigHO A0
Mopsaaky 34iicHeHHs Harnsay 3a noGiYHMMU
peakuisiMun NikapCbkunx 3aco6iB, J03BOIEHNX
[10 MEMYHOrO 3aCTOCYBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big, 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B MiHiCTepCTBI
rocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMNoBIgHO A0
nepioAnNYHOCTI CKafaHHA PeryispHo
OHOB/IIOBAHOrO 3BiTY 3 6e3MneKu NiKapCbKoro
3aco6by, A03BOMIEHOTO 40 MEANYHOTO
3aCTOCYBaHHS, Ha LEHTPa/IbHOMY PIBHI.

ANKNOD®EHAK

TabneTku, BKPUTI
060/10HKOIO,
KVLLKOBOPO3YMHHI N0
50 wmr, no 10
TabneTtok y 6nictepi,
no 1, abo no 2, abo
no 10 6nictepiB y
KOpo6L,i 3 KapTOHY

"FOHiK
PapmacboTuK
an
Na6opaTopiz"
(BigAineHHs
ipmm "Ox. B.
Kemikans eHp,
PapmacboTuK
ans3 /ita.")

IHais

FOHiK
PapmacbioTukan
NabopaTopis
(BipaineHHs dipmun
"x. B. Kemikan3
eHf
dapmMacboThKan3
nrta.")

IHais

nepepeecTpavjis Ha 5 pokiB y 3B'A3KY 3
HEOOXiAHICTIO HaKONNYEeHHS A0CBIAY
3aCTOCyBaHHSA 3a MoKasaHHAMM, Lo

npvBeeHi y BiANOBIAHICTb [0 pedepeHTHOro
nikapcbKoro 3acoby.
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta thapMakoHarnagy.
3MiHN Y KOPOTKiil XapakTepucTuLi NikapCbkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeJUYHOrOo 3aCTOCYBaHHS
reHepuYHUX/TiIGpPUAHNX/6I0N0AIGHNX
nNikapcbKux 3aco6iB nicns BHECEHHs Tiel camol
3MiHW Ha pedhepeHTHW npenapaT (3MiHa He
noTpebye HafaHHS XXOAHUX HOBMX
[0AaTKOBUX aHX)
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MeAUYHOro
3aCTOCyBaHHA npenapary Ao po3giny

3a
peyenmom

He
nionsieae

UA/3939/03/01
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Ne Hassa Popma sUMYCKY 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 Bionycky aHHs1 peecmpayjitiHo2
3acoby 0 NocBi0YeHHs

"MokasaHHsa", a Takox Ao po3ginis "Cnocio
3aCTOCyBaHHA Ta 031" (YTOUHEHHS
[03yBaHHs), "dapMakonorivyHi BNacTneocTi",
"MpoTunokasaHHs", "B3aemogis 3 iHWnMuy
nikapcbk1UMK 3acobamu Ta iHLWi BUuam
B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BaritTHocTi abo
roflyBaHHs rpygao”, "34artHicTb BNAnBaTU Ha
LWBMAKICTb peakLii Npy KepyBaHHI
aBTOTpaHcnopToM abo poboTi 3 iHWKMK
MexaHismamu", "MepenosyBaHHs", "To6iYHI
peakuii" BiANOBIAHO A0 pethepeHTHOro
npenapaty BOJIbTAPEH®, Tabnetku
racTpopesncTeHTHi no 50 mr.
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
BBeieHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy capmakoHarnsagy (BefeHHs
y3araslbHeHNX JaHvx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
0oco6W, BiANOBIAa/IbHOI 3a 3AiICHEHHS
dhapmakoHarnsgy; KOHTaKTHoi ocobu 3
thapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, yNOBHOBa)XEHOI 0Cc0o6Y,
BiANOBiAANbLHOI 3a 3i/iCHEHHS
thapmakoHarnagy (BK4vaum KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MilLEeHHI MacTep-
paiina cuctemu hapmMakoHarssay)
3060B'3aHHs NpY BUAAYI peecTpaLiiiHoro
NOCBIAYEHHS ICHYIOTb — HaAaHHA [eTa/IbHOro
Onucy CUCTeMM ynpasniHHA pusnkamu y
BUINAAI NNaHy ynpasaiHHA pu3vkamn Ta
[OMOBHEHHSA [0 OMNSAAY KAIHIYHWX JaHnX A0
30.10.2017 BignosigHo Ao niagnyHkTy 1.13
nyHKTY 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
0 MNopagky NpoBeAeHHs eKcnepTusn
peecTpavuiiHux MaTepiasiiB Ha Jlikapcbki
3aco6u, Lo NoJaloTbCs Ha AepXaBHy
peecTpadito (MepepeecTpawiio), a Takox
eKcnepTn3n matepiasiiB Npo BHECEHHS 3MiH 40
peecTpaLiiHix MaTepianis npoTArom Al
peecTpauiiHoro NoCBiAYEHHS, 3aTBEPIKEHOr0
Haka3zoM MO3 Bif 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neky BigNoBigHO A0
MopsaaKy 34iicHEHHS HarnsAy 3a No6iYHMMU
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no 500 mr Ne 30
(10x3), Ne 60 (10x6),
Ne 100 (10x10) y
6nicTepax B navui
(nakyBaHHs i3
doopmu in bulk
hipMmn-BMPOGHMKA
"USV Private
Limited", IHgis)

6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
3MiHW y KOpPOTKili XapakTepucTuLi Nnikapcbkoro
3aco06y, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT 4ns
MeANYHOrO 3aCTOCYBaHHS
reHepuYHUX/ri6pUaHNX/6ionoaiGHNX
NiKapCbKNx 3acobiB Nic/11 BHECEHHSA TiEl camoi
3MiHW Ha pedhepeHTHW npenapaT (3MiHa He
noTpebye HafaHHs XOAHUX HOBUX
[08aTKOBUX AaHWX).
3MiHV BHECEHO [0 IHCTPYKUIT 4151 MegnyHOro
3acTOoCyBaHHA npenapaTy A0 po3ainis
"apMakonoriyHi B1acTnsocTi”,
"MpoTunokasaHHa", "B3aemogis 3 iHW1MK
nikapcbk1uMmn 3acobamu Ta iHWi BUAm
B3aemMogiin", "OcobaMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaar”, "3aatHicTb BNMBaTh Ha
LWBUAKICTb peakLii mpyn kepyBaHHi
aBTOTPaHCNOPTOM abo poboTi 3 iHWKMMK
MexaHismamu", "Cnocib 3acTocyBaHHA Ta
nosun”, "Oitn" (yTOYHEHHST (DOPMY/THOBaHHS),
"Mepeno3yBaHHs", "INo6iuHI peakuii”
BiAANOBIAHO A0 pethepeHTHOro Npenapary
TNIOKODPAX XR, TabeTKM NPOSIOHIOBAHOI

Ne Hassa Popma sUMYCKY 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 Bionycky aHHs1 peecmpayjitiHo2
3acoby 0 NocBi0YeHHs
peakuisiMun NikapCbKunx 3aco6iB, J03BOIEHNX
[10 MEMYHOrO 3aCTOCYBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B MiHiCTepCTBi
rocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMnoBigHO A0
nepioAnNYHOCTI CKafaHHA PeryispHo
OHOB/IIOBAHOrO 3BiTY 3 6e3MneKu NiKapCbKoro
3aco6by, A03BOMIEHOTO 40 MEANYHOTO
3aCTOCYBaHHS, Ha LEEHTPa/lbHOMY PIBHI.
5. AOIADPOPMIH® SR | Tabnetku MAT "®apmak” YkpaiHa KOCB MMpaiiBiT IHais nepepeecTpaLisi Ha He06MeXeHuit TepMiH - He UA/11856/01/01
NPOJIOHrOBaHOI fji Niviten nionsizae
no 500 wmr, in bulk:
no 10 TabneTtok y
6nictepi; no 100
6nicTepiB y kKopobui
6. AIA®POPMIH® SR | Tabnetku MAT "®apmak” YkpaiHa KOCB MMpaiiBiT IHais nepepeecTpaLisi Ha He0BMeXeHWit TepMiH - He UA/11856/01/02
MPOJIOHroBaHoOI fji Niviten nionsizae
no 1000 wr, in bulk:
no 10 TabneTtok y
6nictepi; no 100
6nicTepiB y Kopobui
7. AIA®OPMIH® SR | Tabnetkn MAT "dapmak” Ykpaina MNAT "®apmak” YkpaiHa nepepeecTpaLis Ha HeoGMeXeHuli TepMiH; 3a He UA/11857/01/01
MPOIOHTOBaHOI Aji 3MiHu | TUny - 3MiHK Woa0 peyenmom nionsieae
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY

3assBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 nocBi0YeHHs1

aii no 500 mr, 1000 wmr).
3060B’s13aHHA NpY BuAadi peecTpauiitHoro
nocBiAYEHHS BiACYTHI.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neky BigNoBigHO 40
Mopsaaky 34iicHeHHs Harnsay 3a NoGiYHMMU
peakuisiMun NikapCbkunx 3aco6iB, JO3BOIEHNX
[10 MEMYHOrO 3aCTOCYBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big, 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B MiHicTepCTBi
rocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMNoOBIgHO A0
nepioAnNYHOCTI CKafaHHA PeryispHo
OHOB/IIOBAHOrO 3BiTY 3 6e3MneKu NiKapCbKoro
3aco6by, A03BOMIEHOTO 40 MEANYHOTO
3aCTOCYBaHHS, Ha LEHTPa/IbHOMY PIBHI.

AIADOPMIH® SR

TabneTku
NPOJIOHrOBaHOI fji
no 1000 mr, Ne 30
(10x3), Ne 60 (10x6),
Ne 100 (10x10) y
6nicTepax B navu,i
(nakyBaHHS i3
dhopmu in bulk
thipMmn-BMpOGHMKa
"USV Private
Limited", IHgis)

MAT "®apmak”

YKpaiHa

MAT "dapmak”

YKpaiHa

nepepeecTpawis Ha He0BbMeXeHWt TepPMiH;
3MiHu | TMnYy - 3MiHK Woao
6e3nekn/ecdheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHW Y KOPOTKiil XapakTepuCTuLi NikapCbKoro
3aco06y, TEKCTIi MapKyBaHHA Ta iIHCTPYKLiT 4115
MeJNYHOr0 3aCTOCYBaHHS
reHepuyHuX/riopmaHnx/6ionodibHMX
NiKapCbKNx 3acobiB Nic/1 BHECEHHA TiEl camoi
3MiHN Ha pedhepeHTHWI npenapat (3MiHa He
noTpebye HafaHHs XOAHUX HOBUX
[0[ATKOBUX AaHWX).
3MiHU BHECEHO [0 IHCTPYKLUIi AN MEeANYHOro
3acTocyBaHHA npenapary A0 po3Ainis
"apmakonoriyHi BnactusocTi”,
"MpoTunnokasaHHsa", "B3aemogis 3 iHWnMu
nNikapcbknumu 3acobamu Ta iHLWi BUAK
B3aemMogiin", "OcobaMBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpygao”, "34artHicTb BNAMBaTU Ha
LWBMAKICTb peakLii Npy KepyBaHHI
aBTOTpaHcnopToM abo poboTi 3 iHWKMK
MexaHismamu", "Cnoci6 3acTocyBaHHA Ta
fo3n", "OiTn" (yTOYHeHHS hopMy IoBaHHS),
"MepenosyBaHHsa", "INo6Gi4HI peakuii”
BiANoBigHO 0 pedhepeHTHOro npenapary
FNMIOKODAX XR, TabneTkmM NpoSIOHroBaHol
aii no 500 mr, 1000 wmr).
3060B’s13aHHA NpY BuAaYi peecTpayiitHoro
nocBigYEeHHS BiACYTHI.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO A0
Mopsiaky 34iMCHEHHA Harnsay 3a no6iYHUMun

3a
peyenmom

He
nionsieae

UA/11857/01/02
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PEKOMBIHAHTH
A

onakoHax Ne 1, Ne
10, Ne 25 abo y
ronepeAHLO
HaroBHEHWX
wnpuuax Ne 1

perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acTocyBaHHS ikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBefeHVX BiANoBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHWUM YNOBHOBAXKEHNM
opraHom)
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MeANYHOro
3acTOCyBaHHSA nNpenapary Ao po3ginis
"MpoTunnokasaHHs", "OcobnmBocTi
3acTocyBaHHA" BigNoBigHO A0 iHhopmaui
o040 6e3nekn Aitoyoi Ta AONOMiIKHUX
PEYOoBYH.

30608B’3aHHA NpW BuAadi peecTpavinHoro
MOCBIAYEHHS ICHYIOTb — HalaHHA [JOMOBHEHHS
[0 ornsaay KniHiyHux aadux o 30.10.2017,
BIANOBIAHO A0 MiANYHKTY 2.3 NyHKTY 2 AOAATKY
15 po MopAagky NpoBeAeHHs ekcnepTusmn
peecTpavuiiHux MaTepiasiiB Ha Jlikapcbki
3aco6u, WO NoJalTbCs Ha AePXaBHY
peecTpadito (MepepeecTpawiio), a Takox
eKcnepTn3n matepiasiiB Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasnis NpoTarom fgii
peecTpauiiHoro NocBigYEHHSs, 3aTBEPAKEHOr0
Haka3zoM MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO A0
Mopsiaky 34iMCHEHHA Harnsay 3a no6iYHUMun

Ne Hassa Popma sUMYCKY 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 Bionycky aHHs1 peecmpayjitiHo2
3acoby 0 NocBi0YeHHs
peakuisiMun NikapCbKunx 3aco6iB, J03BOIEHNX
[10 MEMYHOrO 3aCTOCYBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B MiHiCTepCTBi
rocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMnoBigHO A0
nepioAnNYHOCTI CKafaHHA PeryispHo
OHOB/IIOBAHOrO 3BiTY 3 6e3MneKu NiKapCbKoro
3aco6by, A03BOMIEHOTO 40 MEANYHOTO
3aCTOCYBaHHS, Ha LEEHTPa/lbHOMY PIBHI.
9. EHOXKEPUKC™ - cycneHsis gns nakcoCmiTKn Benuka InakcoCmiTKnsiAH Benbris nepepeecTpawist Ha He0BMeXeHW TepPMiH; 3a He UA/15740/01/01
B/ ENGERIX™-B | iH’ekujin no 1 mn (20 AanH Ekcnopt BputaHis Bionogxikans C.A. 3Mminu | TURY. 3MiHK Wwoao peyenmom nionsizae
BAKUVHA onga MKr) (1 go3a gns Nimiteq 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
MPO®ITAKTUKN | pgopocnux) Ta no 0,5 3MiHa Y KOpPOTKiil XapakTepucTuLi NikapcbKoro
BIPYCHOIO mn (10 mkr) (1 posa 3aco06y, TEKCTIi MapKyBaHHA Ta iIHCTPYKLiT 4115
FENATUTY B, ans giteid) y Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY

3assBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 nocBi0YeHHs1

peakuisiMun NikapCbKunx 3aco6iB, J03BOIEHNX
[10 MEMYHOrO 3aCTOCYBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B MiHiCTepCTBi
rocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMnoBigHO A0
nepioAnNYHOCTI CKafaHHA PeryispHo
OHOB/OBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3aco6by, A03BOMIEHOTO 40 MEANYHOTO
3aCTOCYBaHHS, Ha LEEHTPa/lbHOMY PIBHI.

10.

ETAM3UNAT

KpucTaniyHmi
NOPOLLIOK
(cybeTaHuis) y
noaBiliHMX
nonieTueHoBmx
MilKax ans
chapmaLeBTUYHOTO
3acTocyBaHHs

TOB
"AncTpn6'toTo
pcbka
KOMNaHis
"®apmarek”

YKpaiHa

LWaHbayH ®aHMiH
PapmacbioTukan
pyn Ko., JITg,

Kutait

nepepeecTpaLisi Ha He06MeXeHuit TepMiH

He
nionsieae

UA/5673/01/01

11.

KUCEHb _
MEAVYHUA
rA30MOAIEHUIA

rasnoln,2n,10n,
40 ny ctanesux
6anoHax

TOB "CekTop
asy"

YKpaiHa

TOB "CekTop
[asy"

YKpaiHa

nepepeecTpavis Ha HeObMeXeHuli TEePMiH.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 ab0 3MiHV [0 y3arasibHeHUX JaHnX
npo cucTemy chapmakoHarnsgy (BeaeHHs
y3arasibHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
oco6u, BiANOBIAa/IbHOI 3a 3AiACHEHHS
hapmakoHarnsagy; KOHTakTHoOi ocobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
thapMmakoHarnsgy B YKpaiHi, SKLL0 BOHA
BiAMiHHA BiJ, yNTOBHOBa)KeHOI 0cobw,
BiANOBiAa/IbHOT 3a 3[iICHEHHS
hapmakoHarnaay (BKIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-
dhaiina cuctemy hapmakoHarniagy).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekn BigNoBiAHO A0
MopsaKy 34iCHEHHS Harnsaay 3a No6ivHNMK
peakuisiMn Nnikapcbkux 3acobis, J03BONEHNX
[0 MegNYHOro 3acTOCyBaHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big, 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuuil Ykpainm 29 ciuHs 2007 poky 3a
Ne73/13340, cTaHOBMUTb: BignNoBigHO A0
nepioAnNYHOCTI CKNafaHHsA perynspHo
OHOB/IHOBAHOrO 3BiTY 3 6e3NeKn Nikapcbkoro
3aco0y, [03BO/IEHOr0 [0 MeANYHOIo
3aCTOCYBaHHS!, Ha LEEHTPa/IbHOMY PiBHi.

3a
peyenmom

He
nionsieae

UA/11945/01/01

12.

NA30/IBAH®

pO34uH Ans

BepiHrep

HimeyunHa

ICTiTyTO AiIe AHXxeni

ITanis

nepepeecTpaisi Ha HEOOMEXEHNI TePMiH;

6e3

niossicae

UA/3430/06/01
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®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Bionycky aHHs1 peecmpayjitiHo2
3acoby 0 NocBi0YeHHs
iHranaujn Ta IHrenbxanm C.p.n. 3MiHn | TURY - 3MiHK Woao peyenma
nepopasibHoro IHTEpHEeLUHN 6e3neku/eekTVBHOCTI Ta hapMakoHarnsgy.
3acTocyBaHHA, 15 6X

mr/2 mn no 100 mny
hnakoHi 3
KpanesbHuLet y
KOMM/EKTI 3 MipHUM
KOBMa4KoM

3MiHa y KOpOTKili XxapakTepucTuL Nikapcbkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynsipHoO OHOBJIHOBAHOTO 3BIiTy 3 6e3nekun
nikapcbkoro 3acoby, abo fociAxeHb 3
6e3nekun 3acTocyBaHHA Nikapcbkoro 3acoby B
nicnsipeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBefieHVX BifgNoBigHO [0 niaHy
neajiarpnyHmx gocnigkeHs (PIP) (iHLi 3MmiHW) -
3MiHU BHECEHO [0 IHCTPYKLUIi AN MEeAUYHOr0o
3acTocyBaHHA npenapary Ao po3ainis
"MpoTunokasaHHs", "OcobanBOCTI
3acTocyBaHHs", "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHsa rpyaar”, "Cnocié
3acTOCyBaHHA Ta A03n" (YTOUYHEHHS
iHchopmawii), "AiTn" (yTouUHEeHHS
hopMmytoBaHHs), "MobivHi peakui”
BiANOBIAHO A0 MaTepianiB peecTpauiiiHoro
[0CbE.
3060B’s13aHHA NpY BuAadi peecTpauiiiHoro
NOCBIAYEHHS ICHYI0Tb — HAAaHHA feTalbHOro
Onuncy CUCTEMW YNPaB/liHHSA pU3nKamu y
BUINSAA| NNaHy ynpasniHHSA pu3nkaMmu go
30.10.2017 signosigHo Ao nignyHkTy 1.13
NyHKTY 1 gogatky 15 o Nopsaaky nposefeHHA
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3ac06M, L0 NogalnTbes Ha
OepXaBHy peecTpauito (nepepeecTpadiio), a
TakoX eKcnepTv3v maTepianiB NPo BHECEHHS
3MiH [0 peecTpauiliHix maTepiasiB NpoTArom
[il peecTpauiiiHoro nNocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BignoBiAHO A0
Mopsaaky 34iicCHeHHs Harnsay 3a Nob6iyHMMK
peakuisiMn Nikapcbkux 3acobis, [03BONEHNX
[0 MegNYHOro 3acTOCyBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuuil Ykpainm 29 ciuHs 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMnoBigHO A0
nepioAnNYHOCTI CKNafaHHA peryispHo

OHOBJIHOBAHOrO 3BIiTY 3 6€3NeKn NiKapcbKoro
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY

3assBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 nocBi0YeHHs1

3aco6y, [03BOJIEHOTO 1O MEAWNYHOTO
3acTOCyBaHHs, Ha LEHTPa/IbHOMY piBHi.

13.

NE3PA

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO10, No 2,5
mr, no 10 TabneTok
y 6nicTepi, no 3 abo
10 6nicTepiB B
KapTOHHI Kopoobui

AkTasic rpyn
AT

IcnaHgis

CiHgaH ®apma
CPN

PymyHis

nepepeecTpauisi Ha HEOOMEXEHNI TePMiH;
3060B’s13aHHA NpY BuAadi peecTpayiiHoro
NOCBIAYEHHS ICHYIOTb — HalaHHA AeTasIbHOro
onucy cUCTeEMU YNpasliHHS pU3nkamu y
BUINAAI NNaHy yNpasniHHSA pu3nkamu Ta
[OMOBHEHHSA [0 OrNSAAY KAIHIYHWMX faHUX 0
30.10.2017 signosigHo Ao nignyHkTy 1.13
nyHkTy 1, nignyHkTy 2.3 nyHKTY 2 gogatky 15
0o MNopagky NpoBeAeHHs1 ekcnepTusn
peecTpavuiinHMX MaTepianis Ha Nikapcbki
3acobu, L0 NoAAITLCSA Ha AepXaBHy
peecTpadito (nepepeecTpaLito), a Takox
eKkcnepTn3n martepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasiB NpoTarom fgii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepLKeHOro
Haka3om MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekun BigNoBiAHO A0
Mopsaaky 34iicHeHHA Harnsay 3a nobGiyHMMK
peakuisiMn Nikapcbkux 3acobiB, [03BONEHNX
[0 MegNYHOro 3acTOCyBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuuil Ykpainm 29 ciuHs 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMnoBigHO A0
nepioAnNYHOCTI CKNafaHHsA perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neKn Nikapcbkoro
3aco0y, [03BO/IEHOrO 0 MEANYHOI0
3aCTOCYBaHHS, Ha LEEHTPa/IbHOMY PIBHi.

3a
peyermom

He
niosisiecae

UA/11947/01/01

14.

NIOTrENb 1000

renb gns
30BHiLLHLOrO
3actocyBaHHsA no 30
r, abo no 50 r, abo
no 100 r y Ty6i, no 1
Ty6i B nauui

MAT
"®iTodhapm”

Ykpaina

NAT "®iTocpapm”

Ykpaina

nepepeecTpaisi Ha HEOOMEXEHNIN TePMiH;
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOTO 3BITY 3 6e3neky BigNoBigHO A0
Mopsaky 34iCHEeHHA Harnsay 3a noGiYHUMHN
peakuisiMun NikapcbKunx 3acobiB, A03BOIEHMX
[10 MEJMYHOrO 3aCTOCYBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 27 rpygHsi 2006 poky
Ne898, 3apeecTpoBaHOro B MiHicTepcTBi
rocTuLii Ykpainum 29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMnoBigHO A0
nepioAnNYHOCTI CKNafaHHA PeryispHo
OHOB/OBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3aco6by, J03BOIEHOTO 40 MEANYHOTO
3aCTOCYBaHHS, Ha LEEeHTPa/lbHOMY PIBHI.

6e3
peyenma

nionsicae

UA/5922/01/01

15.

NOHrIAASA

MOPOLLIOK
niocpinisoBaHnii gns

TOB "HMNO
[NeTpoBakc

Pocilicbka
depnepauis

TOB "HMNO
MNeTpoBakc Papm"

Pociiicbka
depnepauist

nepepeecTpawis Ha HeobMeXeHut TepMiH;
3MiHu | TMnYy - 3MiHK Woao

3a
peyenmom

He
niossicae

UA/4808/01/02
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Ne Hassa Popma sUMYCKY 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 Bionycky aHHs1 peecmpayjitiHo2
3acoby 0 NocBi0YeHHs
NPUroTyBaHHS dapm” 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
PO34MHY ON5 iH'EKUIN 3MiHa y KOpOTKiil XapakTepucTuLi NikapCcbKoro
no 3000 MO, 5 3aco6y, TeKCTi MapKyBaHHS Ta IHCTPYKLi Ans
amnyn a6o 5 Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
hNakoHiB 3 perynsipHo OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekun
NMOPOLLKOM Y nikapcbkoro 3acoby, abo gocnigpkeHb 3
KOHTYPHIi 6e3nekn 3acTocyBaHHs /ikapCbKoro 3acoby B
YapyHKOBIl nicnspeecTpauiiHnii nepiog, abo sk
ynakosui; no 1 pesynbTaT OLiHK/ 3BITYy 3 AOC/IKEHb,
KOHTYPHIi npoBefeHVX BiANOBIAHO A0 NaHy

YapyHKOBIli ynakoBLj
B nauuj

negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom)

(3MiHM BHECEHO [0 IHCTPYKUiT 415 MeguyHoro
3aCTOCyBaHHA npenapary Ao po3ainy
"Moka3aHHs" (BMyYEHO NOKa3aHHA "ans
36iNbLUEHHS 6i040CTYNHOCTI: NPY CNiJIbBHOMY
BBE/leHHI aHTnbaKTepianbHNUX Npenaparis B
yponorii, riHekosorii, Xipypri,
[epMaToBeHeponorii, Ny/IbMOHOOTIT, ANs
nocuneHHs gii MicueBnx aHecTeTukis."
BiANOBIAHO MaTepiasiB peecTpauiiiHoro
[ocbe), «dapMakonoriyHi B1aCcTUBOCTI»
(YTOYHEHHS A0 TEKCTY), a TakoX A0 po34iNis
«MpoTrnokasaHHs», «[0o6i4HI peakuii»,
«MepenosyBaHHs», «OCO6MBOCTI
3aCTOCyBaHHs», «3AaTHICTb BNMBATK Ha
LWBMAKICTb peakLii Npu KepyBaHHA
aBTOTPaHCMOPTOM a60 iHLWMMU MeXaHi3amamu»
BiANOBIAHO A0 MaTepianiB peecTpauiiiHoro
[0Cbe (y3rompkeHo 3 [lenapTameHToM
thapmakoHarnsgy)

30608B’s13aHHA NpY BuAadi peecTpayiiHoro
NOCBIAYEHHS ICHYIOTb - HaaHHA [ONOBHEHHS
[0 ornsaay KniHivHux gadux go 30.10.2017
BiANOBIAHO A0 MiANYHKTY 2.3 NyHKTY 2 AOAATKY
15 no MopAaaky NpoBefeHHs ekcnepTusmn
peecTpavuiiHux MaTepiasiiB Ha flikapcbki
3acobu, L0 NOAAITLCSA Ha AepXaBHy
peecTpadito (nepepeecTpaLito), a Takox
eKkcnepTn3n martepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasiB NpoTArom fgii
peecTpauiiHoro nocBif4YeHHs, 3aTBepLKEHOro
Haka3om MO3 Bif 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mnekun BignNoBiAHO A0
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY

3assBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 nocBi0YeHHs1

Mopsaaky 34iiCHeHHS Harnsay 3a Nob6iyHMMK
peakuisiMn Nikapcbkux 3acobiB, [03BONEHNX
[0 MegNYHOro 3acTOCyBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne73/13340, cTaHOBWTb: BiAMoBigHO
[0 NepioanyHOCTI CKnajaHHA perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neKn Nikapcbkoro
3aco0y, [J03BO/IEHOrO 0 MEANYHOI0
3aCTOCyBaHHS, Ha LEeHTPaslbHOMY PiBHI.

16.

METPOHIAA30N
-HOBO®PAPM

pO3unH ANs iHdysil,
5 mr/mn no 100 mn
Tano 200 mny
nnsawkax Ne 1, no
100 mn Ta no 200
M1y NASLWKaX

ToBapucTso 3
0bMexeHoto
BignoBigasbHi
cTIo chipma
"HoBodhapm-
BiocnHTes"

Ykpaina

ToBapucTBO 3
obmexeHo
BignoBigaIbHICTIO
thipma
"HoBodhapm-
BiocuHTes"

Ykpaina

nepepeecTpauisi Ha HEOOMEXEHNI TePMiH;
3MiHu | TURY - 3MiHK Woao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKiil xapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
PerynsipHoO OHOBJIHOBAHOTO 3BTy 3 6e3nekun
nikapcbkoro 3acoby, abo AociAxeHb 3
6e3nekun 3acTocyBaHHA NiKapcbKoro 3acoby B
nicnsapeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBefieHVX BigNoBIAHO A0 NaHy
negiatpuyHunx gocnigxern (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHVM
opraHom). 3MiHU BHECEHO [0 IHCTPYKLIT ANns
MeJMYHOro 3aCTOCyBaHHA npenapaTy 40
po3gainis «[poTunokasaHHs», «B3aemogis 3
IHLWMMK NiKapcbknMy 3acobamu Ta iHLWi BUAn
B3aEMOA», «OCO6ANBOCTI 3aCTOCYBaHHS»,
«3paTHiCTb BN/IMBATU Ha LIBMAKICTb peakuil
npu KepyBaHHi aBTOTpaHCNopToM abo poboTi 3
IHLIMMKN MexaHisamamu», «epego3yBaHHs»,
«Mob6iyHi peakuii» BiAMOBIAHO A0 iHhopMmaLi
oo 6e3neku Aitoyoi peyoBUHU
"mMeTpoHigason" (po3unH Ans iHdysiin).
3060B’s13aHHA NpY BuAadi peectpayiiHoro
NOCBIAYEHHS ICHYIOTb — HalaHHA AeTasIbHOro
OnMcy CUCTEMM YNpaBiHHA pU3nKamu y
BUINAAI NNaHy yNpasniHHSA pu3nkamu Ta
[OMOBHEHHSA [0 OrNSAAY KAIHIYHWX JaHUX 0
30.10.2017 signosigHo Ao nignyHkTy 1.13
nyHkTy 1, nignyHkTy 2.3 nyHKTY 2 gogatky 15
0o MNopagky NpoBeAeHHs1 ekcnepTusn
peecTpavuinHMX MaTepianis Ha Nikapcbki
3acobu, L0 NOAAITLCS Ha AepXaBHy
peecTpauito (nepepeecTpaLiio), a Takox
eKkcnepTn3y martepianis Npo BHECEHHS 3MiH 10

3a
peyermom

He
niosisiecae

UA/5519/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY

3assBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 nocBi0YeHHs1

peecTpauiiHux MaTepiasiB NpoTArom fgii
peecTpauiiHoro nocBif4YeHHs, 3aTBepAKEHOro
Haka3om MO3 Bif 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BignNoBiAHO A0
Mopsaaky 34iicCHeHH: Harnsaay 3a Nob6iyHMMK
peakuisiMn Nikapcbkux 3acobiB, [03BONEHUX
[0 MegNYHOro 3acTOCyBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuuil Ykpainm 29 ciuHs 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMnoBigHO A0
nepioAnNYHOCTI CKNafaHHA perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neKn Nikapcbkoro
3aco0y, [03BO/IEHOrO 0 MEANYHOIO
3aCTOCyBaHHS, Ha LEeHTPasIbHOMY PiBHI.

17.

HIMIA®

rpaHynu, 100 mr/2 r,
no 2 r B caLue, no 30
calle B KapTOHHIl
ynakoBLi

TOB
"TNEQ®APM
nTar

Ykpaina

Kycym Xentxkep
MeTt N14, IHAia abo
TOB "KYCYM
PAPM", YkpaiHa

IHpis/
YKpaiHa

nepepeecTpauisi Ha HEOOMEXEHNI TePMiH;
3minu | TMRY: 3MiHK Wwoao
6e3nekn/edekTUBHOCTI Ta thapMakoHarnagy.
3MiHN Y KOPOTKiil XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeJUYHOrOo 3aCTOCYBaHHS
reHepuYHUX/TiGpPUAHNX/6iI0N0AIGHNX
nNikapcbKux 3aco6iB nicns BHECEHHs Tiel camol
3MiHW Ha pedhepeHTHWI npenapaT (3MiHa He
noTpebye HafaHHS XOOHUX HOBUX
[08aTKOBUX AaHWX) - 3MiHN BHECEHO A0
IHCTPYKLU|T A8 MeANYHOro 3acToCyBaHHA
npenapary A0 po3ainiB «oka3aHHs».
3060B’s13aHHA NpY BuAadi peecTpayiiHoro
MOCBIAYEHHS ICHYIOTb - HalaHHA feTaslbHOro
onucy cUcTeMM ynpas/liHHS pU3nkamu y
BUINAAI NNaHy yNpasniHHSA pu3nkamu Ta
[OMOBHEHHSA [0 OrNSAAY KAIHIYHWMX faHUX 0
30.10.2017 signosigHo Ao nignyHkTy 1.13
nyHkTy 1, nignyHkTy 2.3 nyHKTY 2 gogatky 15
0o MNopagky NpoBeAeHHs1 ekcnepTusn
peecTpavuiinHMX MaTepianis Ha Nikapcbki
3acobu, L0 NoAAITLCSA Ha AepXaBHy
peecTpauito (nepepeecTpaLito), a Takox
eKkcnepTn3n martepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasiB NpoTArom fgii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepLKEHOro
Haka3om MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BigNoBiAHO A0

3a
peyerimom

He
niosisiecae

UA/4240/03/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY

3assBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 nocBi0YeHHs1

Mopsaaky 34iiCHeHHS Harnsay 3a Nob6iyHMMK
peakuisiMn Nikapcbkux 3acobiB, [03BONEHNX
[0 MegNYHOro 3acTOCyBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuuil Ykpainm 29 ciuHs 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMnoBigHO A0
nepioAnNYHOCTI CKNafaHHsA perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neKn Nikapcbkoro
3aco0y, [J03BO/IEHOrO 0 MEANYHOI0
3aCTOCyBaHHS, Ha LEeHTPaslbHOMY PiBHI.

18.

HIMIA®

rpaHynu, 100 mr/2 r
in bulk Ne 350
(1x350): no 2rB
cawe, no 350 cawe
B KapTOHHIi Kopo6ui

TOB
"TNEQ®APM
nTar

Ykpaina

Kycym Xentxkep
MeT1 N14, IHAia abo
TOB "KYCYM
PAPM", YkpaiHa

IHpis/
YkpaiHa

nepepeecTpauisi Ha HEOOMEXEHNI TePMiH;
3060B’s13aHHA NpY BuAadi peecTpayiiHoro
MOCBIAYEHHS ICHYIOTb - HalaHHA feTaslbHOro
onucy cUcTeMM ynpas/liHHS pU3nkamu y
BUMNAAI NNaHy yNpasniHHSA pu3nkamn Ta
[OMOBHEHHSA [0 OrNSAAY KNIHIYHWX JaHUX A0
30.10.2017 signosigHo Ao nignyHkTy 1.13
nyHkTy 1, nignyHkTy 2.3 nyHKTY 2 gogatky 15
0o MNopagky NpoBeAeHHs1 ekcnepTusn
peecTpavuinHMX MaTepianis Ha Nikapcbki
3acobu, L0 NOAAITLCS Ha AepXaBHy
peecTpauito (nepepeecTpaLito), a Takox
eKkcnepTn3n martepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasiB NpoTArom fgii
peecTpauiiHoro nocBig4YeHHs, 3aTBepAKeHOro
Haka3om MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekun BigNoBiAHO A0
Mopsaaky 34iicHeHHA Harnsay 3a nobiyHMMK
peakuisiMn Nikapcbkux 3acobiB, [03BONEHNX
[0 MeANYHOro 3acTOCyBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuuil Ykpainm 29 ciuns 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMnoBigHO A0
nepioAnNYHOCTI CKNafaHHsA perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neKn Nikapcbkoro
3aco0y, [03BO/IEHOrO 0 MEANYHOI0
3aCTOCYBaHHS, Ha LEEHTPa/IbHOMY PIBHi.

He
niosisiecae

19.

HIMIA® ®OPTE

Tabnetkn Nel0
(10x1), Ne100
(10x1x10): no 10
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIA ynakoBLy;
no 10 ynakoBOK y

KYCYM
XENTXKEP
MBT NTA

IHais

Kycym Xentxkep
Met 1114,

IHais

nepepeecTpavisi,Ha HEOOMEXEHNI TEePMiH;
3MiHY | TUNY: 3MiHK Wwoao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
3MiHN Y KOPOTKiil XapakTepucTuLi NikapCcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MEJMNYHOrO 3aCTOCYBaHHs
reHepuYHUX/TiGpUAHMX/6ioNoaiIGHMX

3a
peyermom

He
nionsizae

UA/4240/01/02
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Ne Hassa Popma sUMYCKY 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 Bionycky aHHs1 peecmpayjitiHo2
3acoby 0 NocBi0YeHHs
KapTOHHIli KopoobLi

NiKapCcbKux 3aco6iB Nicns BHECEHHs Tiel camol
3MiHW Ha pedhepeHTHWI npenapat (3MiHa He
noTpebye HafaHHs XOAHUX HOBUX
[08aTKOBUX AaHnX) - SMiHN BHECEHO A0
IHCTPYKLUi 419 MeANYHOro 3acTOoCyBaHHA
npenapary A0 po3ginis «MokasaHHs»,
«[lMpoTtunokazaHHsa», «B3aemogisa 3 iHLLMK
nikapcbk1MK 3acobamu Ta iHLWi BUuam
B3aEMOgii1», «OCc0o6/IMBOCTI 3aCTOCYBaHHS»,
«3acTocyBaHHs y nepioA BariTHoCTi abo
roAyBaHHs rpyAnIo», «34aTHICTb BNIMBATK HA
LWBMAKICTb peakLii Npu KepyBaHHI
aBTOTpaHcnopToM abo poboTi 3 iHWKMK
MexaHisMamu», «lMepefosyBaHHa», «[06iYHI
peakuii» BiANoBIigHO A0 iHthopmau,i 3 6esnekn
pedhepeHTHOro npenaparty (Himecwn, rpaHynm
[0N5 opasibHOT cycneHsii no 100 mr)

30608B’s13aHHA NpY BuAadi peecTpayiiHoro
MOCBIAYEHHS ICHYIOTb - HaaHHA feTaslbHOro
onucy cUcTeMM ynpas/liHHS pU3nkamu y
BUMNSAA| NNaHy yNpasiHHSA pu3nkamu Ta
[OMOBHEHHSA [0 OrNSAAY KNIHIYHWMX JaHUX A0
30.10.2017 signosigHo Ao nignyHkTy 1.13
nyHkTy 1, nignyHkTy 2.3 nyHKTY 2 gogatky 15
00 MNopagky NpoBeAeHHs1 ekcnepTusn
peecTpavuiiHux MaTepiasiiB Ha flikapcbki
3acobu, L0 NOAAITLCS Ha fepXaBHy
peecTpauito (nepepeecTpaLito), a Takox
eKkcnepTn3n martepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasiB NpoTArom fgii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepAKEHOro
Haka3om MO3 Bif 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BignNoBiAHO A0
Mopsaaky 34iiCHeHHA HarnsAay 3a Nob6iyHMMK
peakuisiMn Nikapcbkux 3acobiB, [03BONEHNX
[0 MeNYHOro 3acTOCyBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuuii Ykpainm 29 ciuHs 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMnoBigHO A0
nepioAnNYHOCTI CKNafaHHA perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neKkn Nikapcbkoro
3aco0y, [J03BO/IEHOrO 0 MEANYHOI0
3aCTOCyBaHHS, Ha LEeHTPasIbHOMY PIBHI.
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Ne Hassa Popma sUMYCKY 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 Bionycky aHHs1 peecmpayjitiHo2
3acoby 0 NocBi0YeHHs
20. HIMIA® ®OPTE Tabnetku in bulk Ne KYCYM IHAisA Kycym Xentxkep IHAis nepepeecTpawjisi,Ha He0bMeXeHWn TepMiH; - He UA/12052/01/01
10x2000: no 10 XENTXKEP MBet N14, 3MiHY | TMNY: 3MiHK Woao nionseae
Tabnetok y 6nictepi; MNBT NTA,

no 2000 6nicTepiB y
KapTOHHIlA KopooLi

6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHN Y KOPOTKiil XapakTepucTuLi NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeJMNYHOro 3aCTOCyBaHHS
reHepuYHUX/Ti6pUAHMX/6ioNoaIGHMX
nNiKapcbKux 3aco6iB Nicnsi BHECEHHA Tiel camol
3MiHU Ha pedhepeHTHUIA npenapaT (3MiHa He
noTpebye HafaHHs XOAHUX HOBUX
[08aTKOBUX AaHWX) - 3MiHW BHECEHO A0
IHCTPYKL|i 415 MeAUUYHOro 3aCTOCyBaHHS
npenapary A0 po3ainis «MokasaHHs»,
«[poTnnokasaHHa», «B3aemogis 3 iHW1MK
nikapcbknMmn 3acobamu Ta iHWi BUAm
B3a€EMOZ», «OC06/IMBOCTI 3aCTOCYBaHHSA»,
«3acTocyBaHHs y nepioa BariTHoCTi abo
roAyBaHHS rpyaat», «34aTHICTb BNIMBATU HA
LIBMAKICTb peakwii Npy kepyBaHHI
aBToTpaHcnopToM abo poboTi 3 iHWKMMK
MexaHisMamu», «lMepefo3yBaHHs», «[MobiyHi
peakuji» BiANoBigHO A0 iHchopMmavii 3 6e3nekn
pedhepeHTHOro npenapary (Himecun, rpaHyiv
ON5 opasibHOI cycneHsii no 100 mr)

3060B’s13aHHA NpY BuAadi peecTpayiiiHoro
NOCBIAYEHHS ICHYIOTb - HaflaHHS AeTasIbHOro
Onuncy CUCTEMW YNPaB/liHHSA pU3nKkamn y
BUINSAA| NNaHy ynpasBniHHA pu3nkamu Ta
[OOMNOBHEHHA A0 OrNAAY KAHIYHUX aHUX [0
30.10.2017 BignosigHo fo nignyHkTy 1.13
NyHKTY 1, NignyHKTY 2.3 NyHKTY 2 gogatky 15
0o Mopagaky NpoBefeHHA ekcnepTuan
peecTpavuiiHux MaTepiasiiB Ha flikapcbki
3acobu, L0 NOAAITHLCS Ha AepXKaBHy
peecTpadito (nepepeecTpaLiio), a Takox
eKcnepTn3n martepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasiiB NpoTsarom gl
peecTpauiiHoro nocBifg4YeHHs, 3aTBEPLXKEHOr0
Haka3om MO3 Big 26.08.2005 Ne 426 (y
pegpakuii Hakazy MO3 Big, 23.07.2015 Ne 460).
MepiognyHiCTb NOAAHHA PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mnekn BiANoBIAHO A0
Mopsaaky 34iicHeHHA Harnsay 3a noGivuHMMU
peakuisiMn Nikapcbkux 3acobiB, J03BONEHNX
[10 MEJMYHOrO 3aCTOCYBaHHS, 3aTBEPAXKEHOIO
Hakazom MO3 Big, 27 rpyaHs 2006 poky

NeB898, 3apeecTpoBaHoro B MiHicTepcTBi
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY

3assBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 nocBi0YeHHs1

rocTuuil Ykpainm 29 ciuHs 2007 poky 3a
Ne73/13340, cTaHOBUTbL: BifMnoBigHO A0
NepiognYHOCTI CKafaHHs perynsipHo
OHOBJ/IKOBAHOTO 3BiTYy 3 6€3neKkn NiKapcbKoro
3aco0y, 03BO/IEHOrO 0 MEANYHOI0o
3aCTOCYBaHHS, Ha LieHTpaslbHOMY PIBHI.

21.

MIPAHTEN

Tabnetku no 250 mr
in bulk Ne3x1260: no
3 Tabnetkn y
6nicTepi, no 1260
6nictepiB y
KapTOHHI Kopoobui

KYCYM
XENTXKEP
MnBT NTA

IHais

Kycym Xentxkep
rert N4

IHais

nepepeecTpawis Ha HeobMeXeHWn TepMiH;
3060B’s13aHHA NpY BuAadi peecTpayiitHoro
NOCBIAYEHHS ICHYIOTb — HAAaHHA feTalbHOro
onuncy cUCTeMM ynpas/liHHSA pu3nkamu y
BUINSAA| NNaHy yNpasniHHSA pu3nkamu Ta
[OOMNOBHEHHSA A0 OrNAAY KAIHIYHUX aHUX [0
30.10.2017 BignosigHo Ao nignyHkTy 1.13
NyHKTY 1, NignyHKTY 2.3 NyHKTY 2 gogatky 15
0o Mopagaky NpoBeAeHHS ekcnepTuan
peecTpavuiiHux MaTepiasiiB Ha flikapcbki
3acobu, L0 NOAAITHLCS Ha AepXaBHyY
peecTpauito (nepepeecTpawito), a Takox
eKcnepTn3n martepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasis NpoTsarom gii
peecTpauiiHoro NocBigYeHHs, 3aTBEPIKEHOr0
Haka3om MO3 Big 26.08.2005 Ne 426 (y
pegpakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHiCTb NOAAHHSA PErynspHo
OHOB/IHOBAHOrO 3BITY 3 6€3Mnekn BigNoBiAHO A0
Mopsaaky 34iicHeHHs Harnsay 3a NoGiYHMMU
peakuisiMn Nikapcbkux 3acobiB, J03BONEHNX
[10 MEJMYHOrO 3aCTOCYBaHHS, 3aTBEPAXKEHOIO
Hakazom MO3 Big 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuuil Ykpainm 29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTbL: BifMnoBigHO A0
NepiogNYHOCTI CKafaHHs perynisipHo
OHOBJ/IOBAHOrO 3BiTY 3 6e3nekn NikapCbKoro
3acoby, 103BO/IEHOr0 0 MeANYHOIo
3aCTOCYBaHHS, Ha LIEHTpaslbHOMY PiBHi.

niosisiecae

UA/12056/01/01

22,

MIPAHTEN

TabneTku no 250 mr
Ne3, Ne30 (3x10): no
3 Tabnetkny
6nicTepi, no 1
6nictepy y
KapTOHHI/ ynakosLyj,
no 10 ynakoBoK y
KapTOHHIlA KopooLi

KYCYM
XENTXKEP
NBT NTA4

IHAjA

Kycym Xentxkep
ret N4

IHAjA

nepepeecTpaLis Ha HeobMeXeHuli TepMiH;
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y npaBOBOMY CTaTyCi NliKapCbKoro
3acoby (ons
reHepuYHUX/Ti6pUaHNX/6ioNoAIGHNX
nNikapcbKnx 3acobiB micns 3miHu
3aTBEPKEHOrO NPaBOBOro cTaTycy
pedepeHTHOro npenapaty) (3miHM BHECEHO
[0 IHCTPYKUIi 418 MEANYHOTO 3aCTOCYBaHHS
npenapary [0 po3giny "Kareropis signycky"

6e3
peyenma

nionsizae

UA/6151/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY

3assBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 nocBi0YeHHs1

(6yno - 3a peuenTom, cTano - 6e3 peLenTa)
BiANoBiAHO 0 pedhepeHTHOro npenapary
'enbMIHTOKC, TabNeTKM, BKPUTI NAIBKOBOIO

060/10HKO0, 10 250 Mr.
3060B’s13aHHA NpY BuAadi peecTpauiitHoro
NOCBIAYEHHS ICHYI0Tb — HAAaHHA feTalbHOro
Onuncy CUCTEMW YNPaB/liHHSA pU3nKamu y
BUINSAA| NNaHy yNpasniHHA pu3nkamu Ta

[OOMNOBHEHHA A0 OrNAAY KMHIYHUX aHUX [0

30.10.2017 BignosigHo fo mignyHkTy 1.13
NyHKTY 1, NignyHKTY 2.3 NyHKTY 2 gogatky 15
0o Mopagaky NpoBefeHHA ekcnepTuan
peecTpavuiiHux MaTepiasiiB Ha flikapcbki
3acobu, L0 NOAAITHLCS Ha AepXaBHy
peecTpadito (nepepeecTpaLiio), a Takox
eKcnepTn3n martepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasiiB NpoTsarom gl
peecTpauiiHoro nocBifg4YeHHs, 3aTBEPLXXEHOr0
Haka3om MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big, 23.07.2015 Ne 460).
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mnekn BigNoBiAHO A0
Mopsaaky 34iicHeHHA Harnsay 3a NoGiuHMMU
peakuisiMn Nikapcbkux 3acobiB, J03BONEHNX
[10 MEJMYHOrO 3aCTOCYBaHHS, 3aTBEPAXKEHOIO
Hakazom MO3 Big 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuuil Ykpainm 29 ciuHs 2007 poky 3a
Ne73/13340, cTaHOBUTbL: BifMnoBigHO A0
NepiognYHOCTI CKafaHHs perynsipHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3nekn NikapCbKoro
3aco0y, 03BO/IEHOrO 0 MEANYHOI0o
3aCTOCYBaHHS, Ha LIEHTPa/lbHOMY PiBHI

23.

COMHON®

TabneTku, BKpUTI
NAiBKOBOO
060/10HKOI0, N0 7,5
mr, no 10 Tabnetok
y 6nictepi, no 1 abo
no 2 6nictepu B
KapTOHHI navw,i

AT "I'piHaekc"

Narteis

AT "I'piHgekc"

NartBis

nepepeecTpauist Ha HeobMeXeHuin TepMiH
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHM [0 y3arasibHeHUX JaHnX
npo cucTemy chapmakoHarnsgy (BeaeHHs
y3arasibHeHUX AaHunx npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT
oco6u, BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHOi 0ocobu 3
hapmakoHarnsgy 3asiBHUKa AN15 34iACHEHHSA
hapmakoHarnsgy B YKpaiHi, KLU0 BOHA
BiAMiHHA BiJ, yNOBHOBa)XEHOI 0cobw,
BiANOBiAa/IbHOT 32 34iICHEHHS
hapmakoHarnagy (BK1HYatoUum KOHTaKTHI
[aHi) Ta/abo 3MiHW y po3MiLLEeHHI MacTep-

3a
peyenmom

He
nionsieae

UA/5343/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY

3assBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 nocBi0YeHHs1

haiina cuctemn hapmakoHarnsay)
3060B’s13aHHA NpY BuAadi peecTpauiitHoro
NOCBIAYEHHS ICHYIOTb — HAAaHHA feTalbHOro
Onuncy CUCTEMW YNPaB/liHHSA pU3nKamn y
BUMNSA| NNaHy ynpasniHHSA pu3nkaMu go
30.10.2017 signosigHo Ao nignyHkTy 1.13
NyHKTY 1 gogatky 15 o Nopsaaky nposefeHHA
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3ac06M, L0 NogaTbes Ha
OepXaBHy peecTpauito (nepepeecTpadiio), a
TakoX eKcnepTv3v maTepianis NPo BHECEHHS
3MiH [0 peecTpauiliHix maTepiaiB NpoTArom
[il peecTpauiiiHoro nNocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BignNoBiAHO A0
Mopsaaky 34iiCHeHHS Harnsay 3a Nob6iyHMMK
peakuisiMn Nikapcbkux 3acobiB, [03BONEHNX
[0 MegNYHOro 3acTOCyBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuuil Ykpainm 29 ciuHs 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMnoBigHO A0
nepioAnNYHOCTI CKNafaHHsA perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neKkn Nikapcbkoro
3aco0y, [J03BO/IEHOrO 0 MEANYHOI0
3aCTOCYBaHHS, Ha LieHTpaslbHOMY PiBHI

24.

XnopooininTt

PO34MH CMIMPTOBWIA,
10 mr/mn no 100 mn
y thnakoHax, no 1
donakoHy B nauui 3
KapTOHY

ToBapucTso 3
0bMexeHoto
BignoBigasbHi
CTHO
"focnigHnii
3aBof
"rTHUaC"

Ykpaina

BCi cTagil
BMPOGHMLTBA,
KOHTPO/Ib AKOCTI,
BMNYCK cepil:
ToBapucTBO 3
obmexeHoto
BiANOBIAA/IbHICTIO
"PapmaueBTuyHa
KoMMaHis
"3p0poB'a”,
YKpaiHa,;

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BUMYCK cepil:
ToBapucTBO 3
06MEXeHOI
BigNoBigaIbHICTIO
"[locnigHwii 3aBog

Ykpaina

nepepeecTpauisi Ha HEOOMEXEHNI TePMiH;
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta thapMakoHarnagy.
3MiHa y KOpOTKiil xapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynisipHoO OHOBJIHOBAHOTO 3BIiTy 3 6e3nekun
nikapcbkoro 3acoby, abo AociAxeHb 3
6e3nekun 3acTocyBaHHA NiKapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBefieHVX BigNoBIgHO A0 NiaHy
neajarpnyHmx gocnigpkeHs (PIP) (iHLwi 3miHW) -
3MiHU BHECEHO [0 IHCTPYKLUIT AN MEeANYHOro
3acToCcyBaHHA npenapary Ao po3giny
«OC06NMBOCTI 3aCTOCYBaHHSA» BifNOBIAHO
iHchopMmaLii cTOCOBHO 6e3neku [oMoMKHOI
peyoBuHU (eTaHOoN 96%)
30608B’s13aHHA NpW BuAa4i peectpawinHoro

3a
peyermom

He
niosisiecae

UA/1556/05/01




Ne

Hassa
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n/n

JNliKapcbKo20
3acoby

Popma sUMYCKY

3assBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2

25.

XnoprpooininT

PO34MH CNUPTOBWIA,

ToBapucTso 3

YKpaiHa

"rHunC,
YKpaiHa

NOCBIAYEHHS ICHYIOTb — HaAaHHA AeTa/IbHOro
Onucy CUCTeMM ynpasniHHA pusnkamu y
BUINAAI NNaHy ynpasaiHHA pu3vkamn Ta

[OMOBHEHHSA [0 OMNSAAY KAIHIYHWX JaHnX A0

30.10.2017 BignosigHo Ao niagnyHkTy 1.13
nyHKTY 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
0 MNopagky NpoBeAeHHs eKcnepTusn
peecTpavuiiHux MaTepiasiB Ha Jlikapcbki
3aco6u, Lo NoJaloTbCsA Ha AepXaBHy
peecTpadito (MepepeecTpawiio), a Takox
eKcnepTn3n mMmatepiasiiB Npo BHECEHHS 3MiH 40

peecTpaLiiHix MaTepianis npoTArom Al
peecTpauiiHoro NoCBiAYEHHS, 3aTBEPIKEHOr0
Haka3zoM MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neky BigNoBigHO A0
Mopaaky 34iicHeHHs Harnsay 3a NoGivYHMMU
peakuisiMun NikapCbKunx 3aco6iB, J03BOIEHNX
[10 MEMYHOrO 3aCTOCYBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B MiHicTepCTBi
rocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMnoBigHO A0
nepioAnNYHOCTI CKafaHHA PeryispHo

OHOB/IIOBAHOrO 3BiTY 3 6e3MneKu NiKapCbKoro
3aco6by, A03BOMIEHOTO 40 MEANYHOTO

3aCTOCYBaHHS, Ha LEEHTPa/lbHOMY PIBHI.

0 NMocBi0YeHHs

10 mr/mn in bulk: no
50 ny 6oukax

06MexeHot
BignoBigasbHi
cTio
"flocnigHwni
3aBof,
"rHUsC"

ToBapucTBO 3
obmexeHor
BignoBiga/bHICTIO
"[locnigHwii 3aBof
“rHunct

YKpaiHa

nepepeecTpawist Ha He0bMeXeHW TepPMiH;
30608B’A3aHHA NpY BUAadi peecTpavinHoro
MOCBIAYEHHS ICHYIOTb — HaAaHHA AeTa/IbHOro
onucy cUcTeMu ynpasiHHS pu3nkamu y
BUINAAI NNaHy ynpasaiHHA pu3vkamm Ta
[OMOBHEHHSA [0 OrNSAAY KAIHIYHWX JaHUX A0
30.10.2017 BignosigHo Ao niagnyHkTy 1.13
nyHkTy 1, nignyHkTy 2.3 nyHKTY 2 gogatky 15
0 MNopagky NpoBeAeHHs ekcnepTusn
peecTpavuiiHux MaTepiasiiB Ha Jlikapcbki
3aco6u, WO NoJalTbCs Ha AePXaBHY
peecTpadito (MepepeecTpawiio), a Takox
eKcnepTn3n matepiasiiB Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasnis NpoTarom fgii
peecTpauiiHoro NocBigYEHHSs, 3aTBEPAKEHOr0
Haka3zoM MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO A0

Mopsiaky 34iMCHEHHA Harnsay 3a no6iYHUMun

He
nionsieae

UA/11848/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY

3assBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 nocBi0YeHHs1

peakuisiMun NikapCbKunx 3aco6iB, J03BOIEHNX
[10 MEMYHOrO 3aCTOCYBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B MiHiCTepCTBi
rocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBWTb: BigMnoBigHO A0
nepioAnNYHOCTI CKafaHHA PeryispHo
OHOB/OBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3aco6by, A03BOMIEHOTO 40 MEANYHOTO
3aCTOCYBaHHS, Ha LEEHTPa/lbHOMY PIBHI.

26.

LMHKY
NIPUTIOHAT

48% BogHa
cycneHsis
(cybeTaHuis) y
nonieTnIeHoBuUx
6oukax ans
dhapmaLieBTU4YHOro
3aCTOCYyBaHHSA

NAT
"Kuismegnpen
apar"”

YKpaiHa

IciH Nliao KOaH

Kewmikan Ko. ITg,.

Kutait

nepepeecTpaLisi Ha He06MeXeHuit TepMiH

He
nionsieae

UA/12421/01/01

HavanbHUK Ynpas/iHHsa ¢papMaleBTHUHOI Jisi/IbHOCTI

Ta siKocTi (papmManeBTUYHOI NPOAYKLii

T.M. JIACKOBCbKHUH




MEPENIK
NIKAPCbKUNX 3ACOBIB (MEANYHUX IMYHOBIONONYHUX NPENAPATIB), LLIOAO AKX BY/IN BHECEHI 3MIHU A0 PEECTPALJINHNX MATEPIANIB,
AKI BHOCATBLCA 40 AEPXXABHOIO PEECTPY NNIKAPCbLKUX 3ACOBIB YKPAIHA

Joparok 3

/0 Haka3zy MiHicTepcTBa 0X0poHH

300pOB’A YKpaiHu
23.01.2017 Ne 54

Ne Ha3zsa dopma sunycKy 3asBHUK Kpaina Bupo6HUK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | nikapcbko20 BionycKy peecmpayiliHo
3acoby 2o
nocsio4YeHHs1
1. 5- KOHLieHTpaT Ans EBEBE ABCTpis EBEBE ®apma AscTpis BHECEHHS 3MiH A0 peecTpaLiiniHux matepianis: 3MiHn | Tuny - 3a peyenmom UA/6058/01/01
PTOPYPALUN pO34uHy Ans dPapma lec.m.6.X. Hopr. KTI'. AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
"EBEBE" iHdpy3iiA, 50 mr/mn; Fec.m.6.X. 3asBHUKA (BNacHVKa peecTpauiiiHoro noceigYeHHs) (3mMiHa
no 5 mn (250 wmr), Hdpr. KI. agpecy 3asBHVKa); 3MiHW | TURy - AQMIHICTPaTUBHI 3MiHW.
a6o no 10 mn (500 3miHa HalimeHyBaHHs Ta/abo agpecu Micus NpoBaKeHHS
Mr) B amnyni; no 5 LisiNbHOCTI BUpOOHMKa/iMnopTepa roToBoro /likapcbKoro
amnyn y kopo6uj; no 3aco6y, BKIIOYAUM fibHUL BUNYCKY Cepii abo Micue
5 mn (250 wmr), abo NpoBeAEeHHA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigac
no 10 mn (500 wmr), BMPOGHMK/IMNOPTEp, BK/OYaOUM BUNYCK cepiid) (3MiHa
ab6o no 20 mn (1000 agpecy BUPO6HMKa, 6e3 3MiHM Micus BUpobHuLTBa) (TepMiH
Mr) y do1akoHi; no 1 BBEJEHHS 3MiH NPOTAroM 6-Tu MiCALIB MiCNS 3aTBEPOXKEHHS)
doNakoHy B KOPOO6LL
2. L-BANIH MOPOLLOK MpAT YkpaiHa KioBa Xakko Bio Ko., ANoHis BHECEHHS 3MiH 40 pPeecTpauiiHnX MaTepiasis: 3miHu | Tuny - - UA/12025/01/01
(cybeTaHuis) y "MynbTichapm ntp AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
nonieTnaeHoBmx a" 3asBHUKA (B1aCHMKa peecTpaviiiHoro nocBigyeHHs) (3miHa
naketax gnas Ha3BW 3as1BHMKA (3MiHa hopMK BNACHOCTI)
BMPOGHULITBA
CTEPUTBHUX
NiKapcbknx goopm
3. ABEJIOKC® TabneTku, BKpUTI Baiiep ®apma HimeuyunHa Baiiep ®apma Al HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | TUny - 3a peyenmom UA/4071/01/01
060n0HKot0, Nno 400 Al 3MiHa napameTpiB cneuudikaliii Ta/abo AonycTUMUX Mex
mr Ne 5 (5x1) y AN OMOMDKHOT PEUYOBMHY (3BYXXEHHS AOMYCTUMUX MEX) -
6nictepi 3MiHK A0 cneumdikaLii 18 4ONOMiIXHUX PevOBUH 3rigHO
Hactanosu EC Ne 321/2012, w0 BCTaHOB/OE cnewudikawio
AN XapyoBmx [006aBOK, 415 JONOMDKHOI PEHOBUHW: TUTaHY
Jiokeug, Ta 3ani3a oKCcuA YepBOHUIA - 3BY)KEHHS KpUTepiiB
NPUAHSATHOCTI; CYNyTHA 3MiHa: 3MiHa napameTpis
cneundikauii Ta/abo JONYCTUMKX MEX A5 AOMOMDKHOT
pevoBUHU (BUyYeHHS 3i crneundikaL,ii He3HaYHoro
nokasHuka (Hanpvknag 3acTapisioro NoKasHUKa))
4, ALEHYPIK® 80 | TabneTku, BKpUTI MeHapiHi Niokcembypr BMPOGHMLTBO «in ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHMX MmaTepiasliB: BUNpPaB/IEHHS 3a peyenmom UA/13527/01/02
Mr NAiBKOBOO IHTepHeLloHan bulk» Ta KOHTpONb HimeyunHa TEXHIYHOI NOMUJIK B METOAaX KOHTPOJO AKOCTI, Ha
o60on0oHkoto, no 80 OnepeiioHc cepiii: MarteoH TUTY/bHI CTOPIHLi Ta B p. «[padiyHe 306paxXeHHs
mr Ne 28 (14x2), Ne TMokcembypr ®paHuia, PpaHLuis; YMaKoBKM»
56 (14x4), Ne 84 nakyBaHHs,
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayiliHo
20
nocBiO4YEeHHs

(14x6) y 6nicTtepax

KOHTPO/1b Ta BUMYCK
cepiii: MeHapiHi-
®oH XeiaeH MvbX,
HimeyunHa

AKTPANIA®
HM NEH®IN®

PO3YMH ANS iH'EKLIN,
100 MO/mn no 3 mn
y KapTpuaxax; no 5
KaTpUaXiB y
KapTOHHIlA KopoobLi

AT Hoso
Hopgaick

[anis

BUPOBHMK
Hepo3dacoBaHOro
NpoAyKTY,
HarnoBHEHHSA B
MeHpin®,
nepBUHHA ynakoBka,
KOHTPO/1b AIKOCTi Ta
BiAnoBiganbHUIA 3a
BUMYyCK cepili
KIHLLeBOro NPoAYyKTY:
A/T Hoso Hopgick,
[JaHis; BUpOOHUK
npoaykuii 3a
MOBHUM LIIK/TOM:
Hoso Hopgick
MpogatokeboH CAC,
®paHuis;
BMPOOHUK ANs
MapKyBaHHS Ta
ynaxkoBku MeHin®,
BTOPUHHOTIO
nakyBaHHs: A/T
Hoso Hopgaick,
[JaHis;; BUpOOHUK
Hepo3dacoBaHo|
npoayKuir,
nepBuHHa Ta
BTOPMHHA ynaKoBKa:
Hoso Hoppgick
Mpoaykao
dapmaceyTika go
Bpasinb NTga.,
Bpasunis

[Oanisa/
PpaHuis/
Bpasunis

BHECEHHS 3MiH A0 peecTpaLiiHnX maTtepiastiB: 3MiHu | Tuny -
OHOBJIEHHS iH(hopMaLii "OujiHka 6e3neky CTOPOHHIX areHTiB"
(po3pin 3.2.A.2) — BUAAIEHHSA KPATHWN NOXOKEHHSA
KOPOB’AYOr0 MOJIOKa, SIKe BUKOPUCTOBYETLCH Y BUPOOHULTBI
BTOPWHHOT CUPOBWHYW N1aKTO3M Ta aminasu

3a peyenmom

UA/12611/01/01

ANBOMNEHEM

MOPOLLIOK AnSA
pO34nHYy ANA iH'eKUil
a6o iHdysili no 500
mr, 1 a6o 10
hNakoHiB 3
MOPOLLKOM Y
KapTOHHIW nayu,i

AnsoreH IMNMKo
C.ap.n

Niokcembypr

Bignosigae 3a
BUNYCK cepil:
Xocnipa HOK
NimiTen, Benvka
BpuTaHis;
BMPOGHMLTBO,
TecTyBaHHS,
aHasNTUYHI
OOCTiKEHHSA
cTabinbHOCTI;

Benuka
BpuTaHis/,
IHAis/
Higepnangn/
Yecbka
Pecny6nika/
ITanisa

BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3miHu |l Tuny -
OHOBJIEHHS 3aKPUTOI Ta BiAKPUTOI YaCTUHM MacTep-chaiina Ha
Ad| meponeHemy Tpurigpart (CTepU/IbHOTO)

3a peyernmom

UA/13613/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayiliHo
20
nocBiO4YEeHHs

TecTyBaHHA Ta
nakyBaHHS rOTOBOro
npogykTy: Xocnipa
Xenckea IHais
MpaisiT NimiTeq,
IHAis; BUPO6HNLTBO,
TECTyBaHHS,
aHaniTNyHi
[OCNIMKEHHSA
cTabifibHOCTI;
TecTyBaHHA Ta
nakyBaHHS
CTepUIbHUX
MPOMiXXHUX
peyoBuH: Opxig
Kemikans i
dapmaueyTikan3
nra, Hais;
BUPOBHUK,
BiANOBiAabHNI 3a
BTOPVIHHE
nakysaHHs: HOINC
CKC (Higepnangn)
B.B., HigepnaHgu;
BUPOBHUK,
BiANOBigabHNI 3a
BTOPVIHHE
nakysaHHs: CBYC
®apma, a.c., Uecbka
Pecny6nika;
TeCTyBaHHs cepiii
nikapcbKoro 3aco6y:
Xocnipa C.n.A.,
ITanis

ANBOMNEHEM

MOPOLLIOK AN
pO34nHYy ANA iH'eKUil
a60 iHdysili no 1000
mr, 1 a6o 10
hNakoHiB 3
MOPOLLKOM Y
KapTOHHI/ nauui

AnsoreH IMNMKo
C.ap.n

Jltokcembypr

Bignosigae 3a
BUNYCK cepil:
Xocnipa HOK
NimiTeq, Benvka
BpuTaHis;
BMPOGHULITBO,
TecTyBaHHS,
aHasiTUYHI
OOCNiKEHHA
cTabinbHOCTI;
TecTyBaHHsA Ta
nakyBaHHS roTOBOro
npoaykTy: Xocnipa

Benuka
BpuTaHis/,
IHpia/
Higepnangu/
Yecbka
Pecny6nika/
ITanisa

BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3mMiHu Il Tuny -
OHOBJIEHHS 3aKPUTOI Ta BiAKPUTOI YacTUHM MacTep-chaiina Ha
Ad| meponeHemy Tpurigpart (CTepU/ILHOTO)

3a peyenmom

UA/13613/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayiliHo
20
nocBiO4YEeHHs

Xenckea IHais
MpaisiT NimiTeq,
IHAis; BUPO6HNLTBO,
TECTyBaHHS,
aHaniTNyHi
[OCNIMKEHHSA
cTabifibHOCTI;
TecTyBaHHA Ta
nakyBaHHS
CTepUIbHUX
MPOMiXXHUX
peyoBuH: Opxig
Kemikans i
dapmaueyTikan3
nra, Hais;
BUPOBHUK,
BiANOBiAabHNI 3a
BTOPVIHHE
nakysaHHs: HOINC
CKC (Higepnangn)
B.B., HigepnaHgu;
BUPOBHUK,
BiANOBigabHNI 3a
BTOPVIHHE
nakysaHHs: CBYC
®apma, a.c., Uecbka
Pecny6nika;
TeCTyBaHHs cepiii
nikapcbKoro 3aco6y:
Xocnipa C.n.A.,
ITanis

ANBOTIHIB

TabneTkn, BKPUTI
NNiBKOBOO
060n0HKot0, No 100
Mr o 10 Tabnetok y
6nicTepi; no 6
6nicTepiB y nayui 3
KapToHY

AnsoreH IMNMKo
C.ap.n

Jliokcembypr

BTOPVHHE
nakysaHHs: C.K.
Nabopmep-dapma
C.A., PymyHisi;
BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE
nakyBaHHs,
Bignosigae 3a
BUNYCK Cepiit:
Pewmegika /114, Kinp

PymyHis/
Kinp

BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | Tuny -
3MiHa YNOBHOBaXEHOI 0co6U, BiANOBIAa/IbHOI 3a 34iACHEHHS
thapmakoHarnsay, KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3as1BHMKa 419 34iiCHEHHS hapMakoHarisgy B YKpaiHi
(BK/IKOYAKOYM KOHTaKTHI AaHi)

3a peyenmom

UA/13695/01/01

ANBOTIHIB

TabneTku, BKPUTI
NAiBKOBOIO
060/10HKO0, No 400
Mr no 10 Tabnetok y
6nictepi; no 3 abo

AnsoreH IMKo
C.ap.n

IokcemBypr

BTOPVHHE
nakysaHHs: C.K.
Nabopmep-dapma
C.A., PymyHis;
BMPO6HMUTBO "in

PymyHis/
Kinp

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | TNy -
3MiHa YNOBHOB&XEHOI 0CO6U, BiAMNOBIAAUTbHOI 3a 34iICHEHHS
hapmakoHarnsgy, KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3asBHUKA AN19 34iiCHeHHA hapMakoHarnagy B Ykpaii
(BK/IKOYAKOYM KOHTaKTHI AaHi)

3a peyenmom

UA/13695/01/02
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
no 6 6nictepis y bulk", nepsuHHe Ta
nadui 3 KapToHy BTOpPVHHE
nakyBaHHs,
Bignosigae 3a
BWMNYCK Cepii:
Pewmegika /114, Kinp
10. ANOE EKCTPaKT pigknii ons TOB "3 YKpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu |l Tuny - | 3a peyenmom UA/3220/01/01
EKCTPAKT iH'eKUi no 1 M1 B "BIO®APMA" "BIODAPMA", 3MiHa BUPOGHMKA BUXIiZHOrO/MPOMKHOIO NPOAYKTy/peareHTy,
amnynax Ne 10, Ne Ykpaina; TOB "3 LLI0 BUKOPUCTOBYHTLCS Y BUPOGHMYOMY npoueci A®l, abo
10 (5x2) y 6nicTepax "BIO®APMA", 3MiHa BUPOOHUKa (BK/TlOYatoun, fie HeobxigHo, MicLe
YkpaiHa npoBeAeHHs KOHTPOAo AkocTi) APl (3a BigCyTHOCTI
cepTudikaTa BigNoBiAHOCTI EBponelickbkiil hapmakonei y
3aTBEPAKEHOMY [IOCbE) - 3aMiHa BUPOOHMKA Aito4oTl
peyoBVHM
11. ANNbMEP TabneTku, BKpUTI AkTasic rpyn Icnangis AkTasic T/, ManbTa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUny - 3a peyenmom UA/5816/01/01
N1iBKOBOIO AT AAMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpec
060/10HKOI0, N0 5 Mr, MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
no 10 TabneTok y roTOBOrO /liKapcbKoro 3acoby, BKIOYaUN AiNbHULL BUMYCKY
6nicTepi, no 3 cepii abo micLe NpoBefeHHs KOHTPOO AKOCTI. (AisSbHICTb,
6nictepu B 3a AKy BiANOBiAaE BMPOGHMK/IMNopTep, BKOYAUM BUMYCK
KapTOHHI navwi cepiii) (NnpvBeaeHHA aapecu BUpobHuka MN3 go BucHoBKy
o4O NiATBEPLXKEHHS Bi4NOBIAHOCTI BUPOGHMLTBA
NiKapCbKNX 3aC06iB BUMOraM HasIeXXHOT BUPOOHNYOI MPaKTVKM
(GMP), BuaaHoro [lepxaBHOK CNyx6010 YKpaiHu 3
nikapcbKmx 3acobis, 6e3 3MiHW Micus BUpobHuLTBa) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-T MicsILLiB MiCNs1 3aTBEPAYKEHHS)
12. ANbMEP TabneTku, BKPUTI AkTasic rpyn IchaHgis AkTasic T/, ManbTa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3MiHu | TUNy - 3a peyenmom UA/5816/01/02
N/1iBKOBOIO AT AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
obonoHkoto, no 10 MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
Mmr, no 10 Tabnetok roTOBOro Nikapcbkoro 3acoby, BKIYaKUUN AiNbHAL BUMYCKY
y 6nicTepi, no 3 cepii abo micLe NpoBefeHHS KOHTPOSO AKOCTI. (AisSIbHICTb,
6nictepu B 3a AKy BiAgnoBigae BMPOGHMK/iIMNopTep, BKOYaoUM BUMYCK
KapTOHHI nauwi cepiii) (NpuBeaeHHA aapecu BUpobHuka MN3 go BucHoBky
LLOAO MiATBEPAXKEHHS BigNOBIAHOCTI BUPOGHMLTBA
NiKapCbKNX 3ac06iB BUMOraM HasIeXXHOT BUPOOHNYOI NPaKTUKM
(GMP), BuaaHoro [lepxaBHOK CNyx6010 YKpaiHu 3
nikapcbkyx 3acobis, 6e3 3MiHM Mmicus BMpobHuuTea) (TepmiH
BBEJEHHS 3MiH NPOTAroM 6-T1 MiCsILLIB MiCNsi 3aTBEPAYKEHHS)
13. ANNbTAH TabneTku, BKpUTI My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 6e3 peyenma UA/2636/01/01
NAiBKOBOO akuioHepHe akuioHepHe 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta thapmakoHariagy -
060/10HKOI0, No 10 TOBapUCTBO TOBapUCTBO 3MiHa TEKCTY MapKyBaHHS BTOPUHHOI YNakoBKW rOTOBOrO
Mr o 20 TabneTok y "HaykoBo- "HaykoBo- nikapcbkoro 3acoby. BeeaeHHs1 3MiH NpoTAroM 3-x MicsiLiB
6nicTepi; no 5 BVPOGHWYNIA BMPOGHNYNIA LLEHTP nicns 3aTBepAkKeHHs
6nicTepiB y naui LeHTp "BopLuariBcbkuii
"BopLuariBcbk XiMiKo-
UiA XiMiKo- hapmavueBTUYHWi
cthapmaueBTmy 3asof”
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
HWi 3aBoa”
14. AMBPOKCON Tabnetkn no 30 mr MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH A0 peecTpaLiiHnX maTtepiastiB: 3MiHu | Tuny - 6e3 peyenma UA/2084/01/01
no 10 Tabnetok y "Kuismegnpen "Knismegnpenapar” 3MiHM [0 IHCTPYKLUIT 419 MeAWYHOro 3aCTOCYBaHHSA Y PO3LiNu:
6nicTepi; no 2 apat"” MpoTunokasaHHa. OCo6MBOCTI 3aCTOCYBaHHS.
6nictepn y nauui 3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs rpyaaHo.
Mepepno3yBaHHs. Mob6iuHI peakwii, 3rigHo 3 iHhopmaLieto
LLIOA0 MELMYHOr0 3aCTOCYBaHHA pethepeHTHOro
(TA3O/IBAH®) nikapcbkoro 3acoby. BBegeHHs 3MiH
npoTarom 3-x MicsiliB nicnsi 3aTBepaKEeHHs
15. AMBPOKCO/1- PO34UH OpasIbHUIA, patiochapm HimeuyunHa Mepkne M'm6X HimeyunHa BHECEHHS 3MiH 0 peecTpaviiiHux matepiasis: 3MiHu | TURY - 6e3 peyenma UA/1853/03/01
TEBA 7,5 mr/mn no 40 mn M6X (BnpobHuuTBO AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW JliKapCbKOro 3acoby
a6o no 100 mny Hepo3dhacoBaHOl (6yno - AMBEPOBEHE) (TepMiH BBEAEHHS 3MiH MPOTAroM 6-
thnakoHi; no 1 NPOAYKLT, ! MicALIB NicNsa 3aTBEPMKEHHS); 3MiHM | TUNY - 3MiHK LWOA0
chnakoHy 3 nepBrHHA Ta 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn)
npo6koto- BTOPMHHA ynaKkoBka, (3MiHa TeKCTy MapkKyBaHHSA NepBUHHOT Ta BTOPUHHOT
KpanesnsHuLelo, KOHTPO/Ib Cepil; ynakoBOK, & came BUyYeHHs Ay610H40ro MapKyBaHHs
[03y040t0 [03BiN Ha BUMYCK pocilicbkoto MoBOt0) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu
CK/ISIHOUKOLO B cepir) MicAILiB Micns 3aTBEPIKEHHS)
Kopoobui
16. AMIHA3WH- TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/1118/01/02
340POB'A NAiBKOBOO 06MeXeHo 06MeXeHo 3amiHa abo BBeleHHS 40A4AaTKOBOI AiNIbHULI BUPOGHMLTBA
060/10HKO0, 50 Mr BignoBigasIbHI BiANOBIAA/TLHICTIO 47151 YacTnHW abo BCbOro BUPOGHMYOro NpoLecy roToBoro
Ne 10 (10x1), Ne 20 CTHO "®apmaueBTuyHa nikapcbKoro 3acoby (AinbHMLSA, Ha SKili NPOBOAATLCSA OyAb-AKi
(10x2), Ne 20 (20x1) "®apmaueBTu KOMnNaHis BMPOGHMWUYI CTagji, 3a BUHATKOM BUMYCKY CEPIli, KOHTPOSO
y 6nictepax B YHa KoMnaHisi "3p0pos'a” AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO NakyBaHHS, AN
kopo6ui; Ne 10, Ne "3nopos'a” HeCTepWIbHUX JTiKapCbknx 3acob6iB) - BBEA,EHHS HOBOTO Liexy
20 y 6nictepax roTOBOrO /liKapcbKoro 3acoby A0AATKOBO A0 3aTBEPMKEHOIO
uexy MN®; cynyTHA 3MiHa: 3amiHa abo BBEAEHHS A04ATKOBOT
AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(AinbHUUA A4NA BTOPMHHOIO NakyBaHHS); 3aMiHa abo
BBEJEeHHSA [0AaTKOBOI AiNIbHUL BUPOBHMLITBA 4151 YACTUHM
a60 BCbOro BUPOGHMYOro NpoLLecy roTOBOrO NiKapCbKoro
3aco6y (4inbHMUA 4715 NePBUHHOMO NakyBaHHS), BBEAEHHS
HOBOrO Liexy roTOBOro /ikapcbKoro 3acoby [0AaTKoBO [0
3aTBepAKeHOoro uexy Md; amiHu | Tuny - 3MmiHa po3mipy cepil
(BKIHOYAKOUM djana3oH po3mipy cepil) roTOBOrO JliKapCbKOro
3aco6y (iHLi 3MiHK) - BBEAEHHSA AOAATKOBMX PO3MIipiB cepil
npenapary Ans gitoyoro uexy e ta 4oaaTkoBol AilbHUL
BMPOGHULTBA Liexy /13 Ta BUKNageHHs 3aTBepaKeHnX
pO3MmipiB cepii B Kinorpamax Ta y TUC. yNakoBOK B
TEOPETUYHOMY PO3paxyHKY
17. AMITPUOTUNI PO3YMH ANS iH'EKUIN, ToBapucTBO 3 YkpaiHa KOHTPO/b SKOCTI, YkpaiHa BHECEHHS 3MiH 40 peeCcTpaLiiHnX MaTepiasis: 3miHn | Tuny - 3a peyernmom UA/4872/02/01
HY 10 mr/mn no 2 mn B 06MexeHot BUNYCK cepil: AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinbHUL
rigpoxnorPug | amnynax, no 10 BignoBigasIbHI ToBapucTBo 3 (BKovatoum ginbHUL ans A®l, npoMixXHOro NpoaykTy abo
-03 amnyn B nauuj 3 cTIo 06MexeHot rOTOBOrO /iKapCbKOro 3acoby, AiNbHUL 415 NPOBEAEHHS
KapTOHY "[ocnigHuii BiZNOBIAA/IbHICTIO nakyBaHHs1, BUPOOHWKA, BifNoBigasibHOro 3a BUNyckK cepii,
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

BiOnycKy

peecmpayitiHo
2o
nocsio4YeHHs1

3aBof
"rHuIC

"[locnigHnii 3aBog,
"THUNC", YkpaiHa;
BCi cTagii
BMPOBHULTBA,
KOHTPO/b SKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHOoI0
BiNoBiAA/IbHICTIO
"XapkiBcbke
hapmaueBTuyHe
nigNpPUeEMCTBO
"340p0oB'a Hapoay",
Ykpaina

MicLLe NpoBeAEHHS KOHTPO/IIO cepil) abo nocTavasibHUKa
BVXiHOrO Matepiany, peareHTy abo AONOMiXHOT peyoBUHU
(AKW0 3a3HaYeHo y f0cbe) (BUNyYeHHS doyHKLi BCi cTagil
BMPOGHMLTBA 4151 BUPOGHUKA TOBApMCTBO 3 0GMEXEHO
BignoBiganbHICTIO "docnigHuii 3aBog, "MHUJC", YkpaiHa
(KOHTPO/Ib AIKOCTI, BUNYCK cepii); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu
3asBHMKa (BNacHvKa peecTpauiiiHoro noceigveHHs) (3miHa
HaliMeHyBaHHS Ta MiCLLe3HaXOKEHHS 3aABHUKa) (TepMiH
BBEEHHS 3MiH NPOTAroM 3-x MicsILiB NiCNSA 3aTBEPKEHHS);
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicUs NPOBaKEHHS AiSNbHOCTI
BMpPO6GHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo miclie NnpoBefeHHs
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOPTEp, BK/OYaOUM BUNYCK cepiid) (3MiHa
HalilMeHyBaHHS Ta afpecu Micus NPOBaKeHHS 4isNIbHOCTI
BMpOGHUWKa 13, 6e3 3MiHN MicLa BUpo6HMLTBA) (TepMiH
BBEEHHS 3MiH NPOTAroM 3-x MicsILiB NiCNs 3aTBEPIKEHHS);
3MiHn | TURY - 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/IO SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo foAaBaHHSA BUPOGHMKA, Lo
BiANOBIfAa€e 3a BBE3EHHS Ta/abo BuNyck cepii) - Bkioyaroun
KOHTPONb/BUNPOGYBaHHSA cepil (4oaaBaHHSA (OYHKLiOHa/IbHOTO
060B’53Ky (BiANOBIAAIbHNIA 328 BUMYCK cepii) A0 paHiL
3aTBepAXEHNX PYHKLi BUpo6HMKa ToBapnCTBO 3
06MeXeHO0 BiANOBIAALHICTIO "XapkiBCbke hapMaLeBTUYHe
nignpveMcTBo "340poB'a Hapoay", YkpaiHa (BCi cTagji
BMPOBHULITBA, KOHTPO/Ib SIKOCTI, BUMYCK cepil). 3a3HauyeHHs
hyHKLii BUPOBHUKIB) (TEPMIH BBEAEHHS 3MiH NPOTAroM 3-x
MicsLiB NicnsA 3aTBEpAYKEHHS); 3MiHW | TMNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBKu
rOTOBOrO JIiKAPCLKOro 3acoby (BU/TyYEHHS YNakoBKM NEBHOMO
po3Mipy) (BUTYYEHHS YNakoBKu No 2 M B amnyni, no 5 amnyn
y 6nicTepi; no 2 6nictepn y nayyi ana ToBapucTeo 3
06MexeHoHo BignoBiganbHICTIO "XapkiBcbke hapmaleBTUyHe
nigNpUeMCTBO "340p0B'A Hapody”, YkpaiHa) (TepmiH
BBEEHHS 3MiH NPOTAroM 3-X MicsILiB MiCNs 3aTBEPKEHHS)

UA/6714/01/01

18.

AMJTIOHI

Tabnetkv no 5 mr no

10 TabneTok y
6nictepi, no 3
6nictepn y
KapTOHHIlA KopoobLi

Mikpo Jlabc
Nimiten

IHais

Mikpo Nla6c Nimiteq

IHgis

BHECEHHS 3MiH 4,0 PEECTpaLiiHNX MaTepiasliB: 3MiHM | TNy -
3MiHM [0 IHCTPYKLUIT 419 MeAWYHOro 3aCTOCYBaHHSA Y PO3LiNu:
B3aemogisa 3 iHWMMKM NikapcbKuMu 3acobamu Ta iHLWi BUan
B3aeMogiii. Cnoci6 3actocyBaHHA Ta fo3u. MobivHi peakuir,
3rigHO 3 iH(hopmMaLjieto LWoA0 MeAUYHOIO 3aCTOCYBaHHSA
pedepeHTHoro (HOPBACK®) nikapcbkoro 3acoby.
BBeAeHHs 3MiH npoTarom 3-x MicAuiB nicns

3a peyenmom
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
3aTBepAXKEHHSA
19. AM/IOHI Tabnetkn no 10 mr Mikpo Jlabc IHais Mikpo Nla6¢ Nimiteq IHgis BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiastiB: 3miHM | Tuny - 3a peyenmom UA/6714/01/02
no 10 Tabnetok y Nimiten 3MiHM [0 IHCTPYKLUIT 419 MeAWYHOro 3aCTOCYBaHHSA Y PO3LiNu:
6nicTepi, no 3 B3aemogisa 3 iHWKMMKM NikapcbKuMu 3acobamu Ta iHLWi BUan
6nictepn y B3aeMogiii. Cnocib 3actocyBaHHA Ta fo3u. MobiuHi peakuir,
KapTOHHIlA KopoobLi 3rigHO 3 iH(hopmMaLjieto LWoA0 MeAUYHOIO 3aCTOCYBaHHSA
pedepeHTHoro (HOPBACK®) nikapcbkoro 3acoby.
BBeAeHHA 3MiH NpoTArom 3-x MicAuiB nicns
3aTBepAKEHHA
20. AHACTPO30/ TabneTku, BKPUTI CaHpos CnoseHisa BMPOBHMUTBO "in HimeyunHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3MiHu | Tuny - 3a peyenmom UA/13575/01/01
CAHAO3® MN/1iBKOBOIO dapmacbloTika bulk", nakyBaHHs, noAaHHs HOBOro cepTuddikaTy Bif, BXe 3aTBepAKEHOro
060/10HKOI0, M0 1 Mr n3 a.n. BUNYCK cepil; BMPOOHUKaA
B 6nictepax Ne 28 BTOPUHHE
(14x2) nakyBaHHs:
Cantotac dapma
6X
21. AHTUTPOMB ma3b 1% no 30ry NAT YkpaiHa MAT "ly6Hucpapm" YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 6e3 peyenma UA/7941/01/01
Ty6i; no 1 1y6i y "ly6HUhapm" AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu
nauuj 3 KapToHy 3asBHMKa (BNacHvKa peecTpauiiiHoro noceig4eHHs) (3miHa
appecy 3asBHVKa) (TepMiH BBEAEHHS 3MiH NPOTArom 6 -Tn
MicALiB nicna 3aTBepMpKeHHs); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO Nikapcbkoro 3acoby, BKIYaKUUN AiNbHAL BUMYCKY
cepii abo MicLe NpoBeAEHHS KOHTPOO SKOCTI. (AiSNIbHICTb,
3a AKy BiAgnoBigae BMPOGHMK/iIMNopTep, BKIOYaoUM BUMYCK
cepiid) (3MiHa aapecy BUPOGHMKa, 6e3 3MiHM MicLs
BMPOOHULTBA.(NepeiimeHyBaHHs BY/. MNeTPOBCLKOro Ha By/l.
BapsiHkoBa) (TepMiH BBEAEHHS 3MiH NPOTArom 6-Tu MicALiB
nicnsa 3aTBepAKeHHs)
22. BAKTUCENTO cycneHsis (200 ToBapucTBO 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiastiB: 3miHW | Tuny - 3a peyernmom UA/0142/01/01
n-3aorPoB'A Mmr/40 mr B 5 m/1) no 06MexeHot 06MexeHo 3MiHa po3mipy cepil (BKoYatoum gianasoH po3Mipy cepir)
100 mn 'y chrakoHi; BignoBigasIbHI BiANOBIAA/LHICTIO rOTOBOrO JIiKAPCbKOro 3acoby (iHLUi 3MiHN) - BBEAEHHS
no 1 chnakoHy cTHo "hapMaueBTNYHa [04aTKOBMX PO3MIipiB cepili nikapcbkoro 3acoby (i3
pa3oM 3 MipHOI0 "dapmaneBtn KomnaHis 3a3HaYeHHAM y fiTpax Ta B TUC.YM. y TEOPETUYHOMY
JIOXKOH B KAPTOHHiIl YHa KOMMaHis "3popos'a" po3spaxyHky) ans gitouoro uexy ®XU (ainbHuya MPIOCIA)
Kopobui "3g0opos'a”
23. BIONIK PO34MH AN5 iH'EKL MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | TUny - 3a peyenmom | 29/12-300200000
TYBEPKY/IH no 0,6 mn (6 A03) 3 "®APMCTAH "®APMCTAHOAPT- 3MiHK 3 aKocTi. FoTOBMIA Nikapcbkuii 3aci6. CTabinbHICTb.
nna-n aKTMBHICTIO 2 OAPT-BIONIK" BIOJIK" 3MiHa y TepMiHax NpuaaTHoOCTi abo ymoBax 36epiraHHs

TO/po3a, no 1 mn
(10 po3) 3
aKTUBHICTIO 2
TO/po3a, no 3 mn
(30 po3) 3
aKTUBHICTIO 2
TO/pgo3a, 5 TO/go3a

rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEeHHSI TEPMiHY
NpUAATHOCTI FOTOBOIO JiKAPCLKOro 3aco6y) - 36i/bLUEHHS
TepMiHy NpUAATHOCTI NikapCbKOro 3acoby
6i0N10riYHOro/iMyHO/IOrNYHOTO NOXO)KEHHS HA OCHOBI
pe3ynbTaTiB AOCiIAXEeHb CTabifIbHOCTI, NPOBEeAEHNX
BiANOBIAHO A0 3aTBEPMAKEHOro NPOTOKOY (36iNbLUEHHS
TepMiHy npugaTtHocTi /13 3 1,5 A0 2-X pokiB)
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayiliHo
20
nocBiO4YEeHHs

a6o 10 TO/po3a B
amnynax NelO; a6o
komnnekT: 1 amnyna
no 0,6 mn (6 fo3) 3
aKTUBHICTIO

2 TO/po3a, 3
Lwinpu1ua 3 ronkamm
05 BUTAraHHA, 3
rofnkv gns
BBEeJEHHS, abo
KomnnekT: 1 amnyna
no 1 mn (10 gos) 3
aKTUBHICTIO 2
TO/po3a, 5 wnpuyis
3 rofikamu Ans
BUTAraHHs, 5 ronok
NS BBEAEHHS;

in bulk: no 30 amnyn
no 0,6 mn (6 fo3) 3
aKTUBHICTIO 2
TO/po3a abo no 1
mn (10 pos) 3
aKTUBHICTIO 2
TO/po3a a6o no 20
amnyn no 3 mn (30
[03) 3 aKTUBHICTIO 2
TO/po3ay
KapTOHHIlA
YapyHKOBIl
ynakosui; no 10 a6o
no 20 KapTOHHUX
YapyHKOBUX
yNakoBOK B yNakoBLi
3 KAPTOHY

24.

BPY®EH®

rpaHysin Wwumnyui no
600 mr y cawle Ne 30

ABGOTT
Na6opaTtopi3
M6X

HimeuunHa

A6GBI C.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3mMiHu Il Tuny -
3MiHM [0 IHCTPYKLUIT 419 MeAWYHOr0 3aCTOCYBAHHSA Y PO3LiNu:
PapmakonoriyHi BnactmsocTi. MpoTunokasaHHa. Bsaemogis 3
iHLWMMK fiKapCbKMMK 3acobamu Ta iHLWi BUAY B3aEMOZIN.
Oco6MBOCTI 3aCTOCYBaHHA. 3aCTOCYBaHHA Y nepiof
BariTHOCTi abo roflyBaHHs rpyaato. 34aTHiCTb BNaMBaTh Ha
LIBUAKICTb peakLii mpyu kepyBaHHi aBTOTpaHCNoOpTOM abo
iHWKMK MexaHi3mamu. Cnocib 3acTocyBaHHSA Ta [03M.
Mepeno3yBaHHsA. MobivHi peakuii

3a peyenmom

UA/13154/02/01

25.

BAJNEPIAHU
EKCTPAKT
ryctmum

€KCTPaKT rycTuii
(cybeTaHuin) B
604kax NoniMepHMNX
ON1si BUpoGHULTBA

NAT
"Tanuudapm”

YkpaiHa

MAT "ranuudpapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny -
3MiHa y napameTpax crneuudikaiii Ta/abo fonyCcTUMUX MeX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/MPOMiIXKHMIA MpoAyKT/pearexT, Lo

UA/6809/01/01
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
HecTepuIbHMUX BMKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTBa A®I (oaaBaHHsS
nikapcbknx hopm ab0 3amiHa (3a BUHATKOM aKTVBHOI pe40BWHY 6i0IOrYHOT0
ab60 iMyHO/0riYHOro MOXOAKEHHS) NapameTpa creumndikawii 3
BiZiNOBIAHUM METOAOM BUNPOGYBaHHSA 3a pe3ybTaraMu
AocnimkeHb 3 6e3nekn abo AKOCTI); CynyTHA 3MiHa: 3MiHa Yy
MeToAax BunpobyBaHHs A®Il abo BUXigHOro
mMartepiany/npomiKHOro NpoaykTy/peareHTy, LWo
BVKOPWCTOBYETbLCA Y NpoLieci BUPO6HMLUTBA AP (iHLWi 3MiHN Y
MeTogax BUNpobyBaHHA (BKIOUaoun 3amiHy abo
[0noBHEeHHS) APl abo BMXIAHOTO/NPOMIXHOIO NPOAYKTY);
3MiHM | TURY - 3MiHK A0 p." YMmoBM 36epiraHHs” AP Ta 3amiHa
rpadpiyHoro ochopmMsieHHs ynakosku A®l Ha TekcT
MapKyBaHHSI; 3MiHW | Tuny - 3MiHa y 6e3nocepesHiit ynakosLi
A®| (iHWi 3MiHW) - 3MiHa 06" €My ynakoBku, 6e3 3MiHN
MaTepianly nepBMHHOI ynakoBkun Adl
26. BE3OMHI TabneTtku 3 AcTennac HigepnaHan BMpo6HULTBO bulk: cLa/ BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | Tuny - 3a peyenmom UA/14359/01/01
MOANIKOBAHUM dapma HOpon Actennac ®apma HigepnaHamn 3MiHM y MpoLeci BUPOOGHMLTBA FOTOBOTO JTiKAPCLKOro 3acoby,
BUBINIbHEHHAM, 6 B.B. TekHonomxXuc IHK., BK/THOHAK0UM MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHCS NPK
mr/0,4 mr Ne 10 CLUA; nepBUHHE i BMPOOBHULITBI FOTOBOrO J1iKapCbKOro 3acoby (He3HauyHa 3MiHa y
(10x1), Ne 30 (10x3) BTOPUHHE npoueci BUpo6HULTBA)
y bnicTepax B nayuj nakyBaHHs,
KOHTPO/b AKOCTI,
BMNYyCK cepil:
Actennac ®apma
tOpon B.B.,
Higepnangmn
27. BIHMNOLIETUH Tabnetkn no 5 mrno | ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHuX maTepianis: 3MiHu | Tuny - 3a peyenmom UA/1272/02/01
10 Tabnetok y 06MexeHo BMPOGHMLITBA, 3MiHa nocTavasibHUKa nakyBaslbHUX MaTepiasiis abo
6nicTepi, no 3 BiANOBIAA/TbHI KOHTPO/b SKOCTI, KOMM/IEKTYIOUMX; CYNYTHS 3MiHA: 3MiHa Y MEPBWHHI yNakoBLi
6nictepa B KOpOO6LL CTIo BUNYCK cepil: rOTOBOrO JlikapCbKOro 3acoby (siKicHWIA Ta KiJIbKiCHWIA cknag) -
"LocnigHni ToBapucTso 3 TBEpPAi Nikapcbki (hopMu; 3MiHa NapameTpiB cneumdikauiii
3aB0f, 06MeXeHoI0 Ta/abo [oNyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOIO
"rHuIC" BiANOBIAA/ILHICTIO nNiKapcbKoro 3acoby — 3amiHa BUPO6HVKa NePBUHHOTO

"[locnifHnii 3aBof,
"THUC", YkpaiHa;
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MeXeHOoI0
BiANOBIAA/IbHICTIO
"®APMEKC rPyn",
YkpaiHa; BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MexeHo

nakyBaHHs (NiBKX NOMIBIHINXI0PWAHOT) Ta 3MiHa SIKICHOro Ta
KiNIbKICHOTO CKnafly NakyBaslbHOro Martepiasty; NpuBefeHHs
napameTpiB cneuudikauii NaiBkM NOMIBIHINXI0PUAHOT A0
BVIMOI HOPMAaTWBHOI AOKyMeHTaLlii 3anponoHOBaHOro
BMPO6GHUKaA
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KOMnaHis
"3p0poB's", YKkpaiHa
28. BOKAHAMET TabneTkn, BKPUTI TOB Pociicbka BMPOGHULTBO CWA/ Itanis BHECEHHS 3MiH 0 peecTpauiiHnx matepianiB: 3miHu || Tuny - | 3a peyernmom UA/14895/01/01
NNiBKOBOO "[KOHCOH & depnepauis Hepo3hacoBaHOro 3MiHW [0 IHCTPYKLUIT 419 MeAWYHOr0 3aCTOCYBAHHSA Y PO3LiNu:
060/10HKO10, No 150 [>XoHCOH" NPOAYKTY, KOHTPO/1b "®apmakonoriyHi BnactnsocTi" (pegaryBaHHs po3gainy),
Mr/1000 mr Ne 20, Ne SIKOCTi: AHCCeH "Oco61BoCTI 3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta
60 y donakoHax OpTo JI/IC, CLUA; [o3n" (pegaryBaHHsi po3giny), "Mo6iuHi peaxuii”
nepBuHHa Ta
BTOPMHHA yNnaKoBka,
KOHTPO/b SIKOCTI,
BUMNYCK cepil:
AHccen-Cinar
C.n.A, ltania
29. BOKCNA® Tabnetku no 0,2 mr TOB "KYCYM YKpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHnX maTepianis: 3MiHu | Tuny - 3a peyenmom UA/13543/01/01
Ne 30 (10x3), Ne 100 PAPM" PAPM" 3MiHa y MeTogax B1UnpobyBaHHs rOTOBOTO NiKapCbKOro
(10x10) y 6nicTepax 3acoby (iHLWi 3MiHK y MeToax BUNpo6yBaHb (BKIOUaUn
Y KapTOHHiiA 3aMiHy ab0 fONOBHEHHS)) - 3MiHM Y METO4ax BUNPobyBaHb 3a
yrakoBLi noKasHUKOM "Po34nHeHHS"; 3MiHuW | Tuny - 3MiHa y meTodax
BMNPOGYBaHHS rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW y
mMeTofax BUNpobyBaHb (BKIOYaoumn 3amiHy abo
[LOMOBHEHHS)) - 3MiHM Y MeToax BUNpobyBaHb 3a
nokKasHnkom "KifibkicHe BU3Ha4YeHHs"
30. BOKCNA® Tabnetkv no 0,3 mr TOB "KYCYM YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasiB: 3MiHu | Tuny - 3a peyenmom UA/13543/01/02
Ne 30 (10x3), Ne 100 PAPM" PAPM" 3MiHa y MeTogax B1npobyBaHHs rOTOBOTO NiKapCbKoro
(10x10) y 6nicTepax 3acoby (iHLWi 3MiHK y MeToax BUNpo6yBaHb (BKIOHAUm
Y KapTOHHil 3aMiHy ab0 fONOBHEHHS)) - 3MiHM Y METO4axX BUNPOOYBaHb 3a
yMakoBLi NoKa3HUKOM "PO34nHEHHS"; 3MiHW | TUNy - 3MiHa y MeTodax
BMNPO6YBaHHSA roTOBOTO iKapCbKOro 3acoby (iHLWi 3MiHN Y
mMeTofax BUnpobyBaHb (BkIoYatoumn 3amiHy abo
[LOMOBHEHHS)) - 3MiHM Y MeToax BUNpobyBaHb 3a
nokKasH1koMm "KisibkicHe BU3HaYeHHs"
31. FA30CIMA3AM TabneTkn, BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3miHW | Tuny - 6e3 peyenma UA/10661/01/01
® o6onoHkoto, Ne 14 DAPM" SAPM" 3MiHa y MeTofax B1npobyBaHHs rOTOBOTO NiKapCbKoro
(7x2), Ne 15 (15x1), 3acoby (He3HayHa 3MiHa y 3aTBEpPKEeHNX MeTofax
Ne 30 (15x2), Ne 60 BMNPOOYBaHHS)
(15x4) y bnictepax
32. rAanonpun Tabnetkv no 1,5 mr TOB YKpaiHa TOB "Xapkicbke YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | TUny - 3a peyenmom UA/12338/01/01
Ne 50 (10x5), Ne 100 "XapkiBCbke hapmMaueBTNYHE 3MiHa YNOBHOBaXXEHOT 0CO6MU, BigNOBIfa/IbHOI 3a 34iAICHEHHS
(10x10) y 6nictepax | chapmaueBTny nigNpPUEMCTBO thapmakoHarnsgy
B KOPOO6LIi 3 KApTOHY He "3a0poB'a Hapoay"
nigNpPUEMCTBO
"340poB'a
Hapoay"
33. FEKCOPAN® PO34MH ANs1 pOTOBOI MakHin Benvka DPAMAP OPJIEAH PpaHujs BHECEHHS 3MiH 40 peecTpaliiHnX MaTepiasiB: 3MiHu | Tuny - 6e3 peyenma UA/7714/02/01
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
nopoXxHuHu 0,1% no Mpoaaktc BputaHis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu
200 M1y h1aKoHi; Nimiteq MiCLSt NPOBaKEHHS Aisi/IbHOCTI BUPOBHUKa/imnopTepa
no 1 doiakoHy B roTOBOrO /liKapCbKoro 3acoby, BKIOYAUN AiNlbHULL BUMYCKY
KapTOHHIA ynakosL,i cepii abo MicLe NpoBeAEeHHS KOHTPOIO SKOCTI. (AiSNIbHICTb,
3a AKy Bignosigae BMpoOHUK/iIMNOpTEpP, BKIOYAOUN BUMYCK
cepili) (MpvBeAEeHHA MicLle3HaxomKeHHs BUpobHuka M3y
Bi4NOBIAHICTL A0 BMCHOBKY LLLOAO NiATBEPAKEHHS
BIANOBIAHOCTI BUPOGHMLTBA NiKapCbKMX 3ac06iB BUMOram
Has1eXHOoi BUPo6HUYOi npakTukmn (GMP), BugaHoro
[epxaBHo0 cryx60t0 YKpaiHn 3 Nikapcbkux 3acobis, 3
nepenikom /13, 6e3 3MiH1 MicLA BUPOGHMLTBA); 3MiHM | Tuny -
3MiHu Woao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy
(iHWi 3miHW) (ogaHHs B IHCTPYKLIO iHdhopMaLiT Wwoao
3a8BHMKA Ta MOro MiCLe3HaX0MKEHHS)
34. FEKCOPAN® cnpeii ans poToBoi MakHin Benuka DPAMAP OPJIEAH PpaHuin BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUny - 6e3 peyenma UA/7714/01/01
NnopoxHuHu 0,2 %, Mpoaaktc BpuTaHis AAMiHICTpaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo agpec
no 40 mn B Nimiteq MiCLSt NPOBaKEHHS Aisi/IbHOCTI BUPOOHMKa/imnopTepa
anoMiHieBOMY rOTOBOrO JliKapCbKoro 3acoby, BK/IYaouM AiNlbHUL BUMYCKY
6as10Hi; no 1 6anoHy cepii abo micLe NpoBefeHHs KOHTPOSO AKOCTI. (AisIbHICTD,
B KQPTOHHIN 3a 5Ky BiAMNOBiAa€ BUPOOHMK/IMNOPTEP, BK/IOYAKOYM BUMYCK
ynakoBLi cepiii) (MpvBefeHHNA MicLle3HaxomKeHHs BUpobHuka M3y
BiANOBIAHICTL A0 BUCHOBKY LLOAO NiATBEPLKEHHS
Bi4MOBIAHOCTI BUPOOHMLTBA NMiKapCbKMX 3acO6IiB BMMOram
HaueXHoi BUPo6HUY0i npakTukn (GMP), BugaHoro
[JepxasHot0 cnyx6010 YkpaiHu 3 nikapcbkux 3acobis, 3
nepenikom /13, 6e3 3miHy Micusi BUPOOHULTBA); 3MiHM | TRy -
3MiHK Woao0 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHW) (A0AAHHA B IHCTPYKLitO iHhopmaLil Lwoao
3as1BHMKA Ta A0r0 MiCLLe3HaX04KEHHS)
35. FENAPUH- PO34MH ANS iH'EKUIN, MpAT "Mo Ykpaina MpAT "Mo YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | TUny - 3a peyenmom UA/8275/01/01
IHAAP 5000 MO/mn no 5 BVMPOGHNLTBY BMPOGHULTBY 3MiHa YNOBHOBaXXEHOT 0CO6M, BiANOBIAANLHOI 3a 34iACHEHHS
mn (25000 MO) y iHCyniHIB iHCyniHiB "lHaap" hapmakoHarnsgy
thnakoHi, no 1, abo "lHoap"
5, a6o 100
chakoHiB y nau;
no 10 mn (50000
MO) y dpnakoHi, no 1
oNakoHy B nauuj
36. FNMHOKO3A pO34uH ANs iHQY3il, MAT Ykpaina TOB thipma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHiX MaTepianis: 3MiHu | Tuny - 3a peyenmom UA/12539/01/01
50 mr/mn no 200 mn "Tannudapm” "Hosodhapm- BUIYYEHHS BUPOOHWNYOT AiNbHULI (BKOYAOUM AiNbHUL ANs
y nAswkax BiocuHTes", A®|, NpoMiKHOro NpoAyKTy abo roToBOro /ikapcbKoro
Ykpaina; MAT 3aco06y, AiNbHUL AN8 NpOoBeAEeHHS NakyBaHHS, BUPOOHUKA,
"Tannudapm", BiANOBIA&UIbHOrO 3a BMUNYCK Cepili, MiCLie NPOBeAEHHS
YkpaiHa KOHTPO/II0 cepii) abo nocTayasnbHyKa BUXigHOTO Matepiany,
peareHTy abo AOMNOMIXKHOT PEUYOBUHY (SIKLLO 3a3HAYEHO Y
[OOCbE) - BUy4YeHHs BUPO6HMKa AdI
37. 'MIOKO3A PO34MH ANS iHQY3ilA, MAT YKpaiHa TOB dhipma YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnX maTepiasiB: 3MiHu | Tvny - 3a peyenmom UA/12539/01/01
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
50 mr/mn no 200 mn "Tanuucapm" "HoBochapm- 3MiHN WoA0 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy -
y nAswkax BiocuHTes", HaHeCeHHA Ha ynakoBky iHthopMaliiiHoro Hanmucy "BIIbHUIA
Ykpaina; NAT BI4 BAKTEPIAIbHUX EHAOTOKCKHIB"
"Tanuucpapm",
YKpaiHa
38. AAKOIEH niodpinizat ans TOB Pocilicbka BMPOGHMULITBO Higepnangu/ BHECEHHS 3MiH [J0 peecTpaLiiiHuX maTepianis: 3MiHu | Tuny - 3a peyenmom UA/9212/01/01
pO34unHy oA "[XKOHCOH & denepauis HepochacoBaHoro Benbris 3aMiHa rpadiyHoro 306padkeHHs1 ynakoBKu Ha TeKCT
iHdpysiii no 50 mr, 1 J[>KoHCOH" NPOAYKTY, NepBMHHA MapKyBaHHA A1 NEePBUHHOI Ta BTOPUHHOT YNakoBKU
donakoH 3 ynakoBka:
niogpinizatom B dapmakemie b.B.,
KapTOHHI/ nauui HigepnaHgw;
BTOPMHHA ynaKkoBka,
BUMNYCK cepil:
fAHcceH
dapmavueBTmKa
H.B., Benebris
39. AEHIFMA® TabneTku, BKpUTI KYCYM IHAisA KYCYM XENTXKEP IHAjs BHECEHHS 3MiH O peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/13254/01/01
060/10HKOI0, M0 5 Mr XENTXKEP NBT. NTA. 3MiHW [0 IHCTPYKLUIT 418 MeAWYHOro 3aCTOCYBaHHSA Y PO3LiNu:
no 14 tabnetok y NBT. NTA. dapmakonoriyHi BNacTUBOCTI (pefaryBaHHs TEKCTY).
6nicTepi; no 1 B3aemogisa 3 iHWKMMKM fikapcbkMKU 3acob6amMu Ta iHLWi BUau
6nictepy B B3aemopiii. OcobMBOCTi 3aCTOCYBaHHA. 34aTHICTb BN/MBaTK
KapTOHHIli ynakoBsLy; Ha LWBUAKICTb peakLii Npu kepyBaHHi aBTOTPaHCNOPTOM abo
no 14 tabnetok y iHLWIMMK MexaHi3mamMu. (pegaryBaHHs TekcTy) Cnoci6
6nictepi; no 1 3acTocyBaHHA Ta o3u. MNepeno3yBaHHsA. (pefaryBaHHs
6nictepy B TekcTy) MobiyHi peakuii, 3rigHO 3 iHchopmauieto Wwoao
KapTOHHI/ ynakoBsLy; MeJMYHOro 3acTocyBaHHs pedoepeHTHoro (ABIKCA)
no 10 KapTOHHUX niKkapcbkoro 3acoby. BeeeHHs1 3MiH NpoTAroM 3-x Micsiuis
yMnakoBOK y nicns saTBepakKeHHs
KapPTOHHI KOpoOLii
40. AEHIFMA® TabneTku, BKPUTI KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHiX MaTepianis: 3MiHu | Tuny - 3a peyenmom UA/13254/01/02
060n0HkKot0, No 10 XENTXKEP NBT. NTA. 3MiHW [0 IHCTPYKLi 415 MEAUYHOTO 3acTOCYBaHHA Y po3ainu:
Mr no 14 Tabnetok y MBT. NTA,. dapmakosoriyHi BNacTnBOCTI (pegaryBaHHS TEKCTY).
6nictepi; no 1 B3aemogis 3 iHWMMK Nikapcbkumm 3acobamu Ta iHLWi Buan
6nictepy B B3aemogiin. OcobMBOCTi 3aCTOCYBaHHA. 34aTHICTb BN/MBATK
KapTOHHI/ ynakoBsLy; Ha LWIBMAKICTb peakLii Npy KepyBaHHiI aBTOTpaHCNOPTOM abo
no 14 tabneTtok y iHLWMMKU MexaHi3mamu. (pegaryBaHHsl TekcTy) Cnocio
6nicTepi; no 1 3acTocyBaHHs Ta f03u. Nepefo3yBaHHs. (pefarysaHHs
6nictepy B TekcTy) MobiyHi peakuji, 3rigHo 3 iHchopmauieto Wwoao
KapTOHHIA ynakoBLy; MeaUYHOro 3acTocyBaHHs pedepeHTHoro (ABIKCA)
no 10 KapTOHHUX nikapcbkoro 3acoby. BeegeHHs 3MiH MPOTAroM 3-X micsiuis
yNaKkoBOK Y nicnsa 3aTBepKeHHs
KapTOHHI KopoobLi
41. AIAPOPMIH® Tabnetkun MAT "®apmak” Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3miHu | Tuny: 3a peyenmom UA/11857/01/01

SR

NPOIOHIOBaHOT Aji
no 500 mr, no 10
TabneTtok y 6nictepi,
no 3, abo 6, abo 10

3MiHK 3 SKOCTi. FoToBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro NikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHS roTOBOrO /ikapcbKoro 3acoby (iHLi 3MiHW y
MeToAax BUNpobyBaHb (BKIHOYa4YM 3aMiHy abo
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n/n

JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayitiHo
20

42,

6nicTepiB y nayky 3
KapToHY (nakyBaHHs
i3 popmu in bulk
hipmMu-BUpPOBOHUKA
"USV Private
Limited", IHgjs)

[0MoBHEHHS))(40 p. "CynpoBigHi AOMILLKK " 3MiHa B
npo6oniaroToBL,i, 4o p. "KinbkicHe BU3HAYEeHHS" 3MiHa B
npo6oniAroToBLi, yMoBax xpomaTorpadyBaHHs; 40 p.
"loeHTudpikauis” Tect 2.1.3miHa chopMy/toBaHHsA, TecT 2.2.
3MiHEHO NOCUIAaHHSA Ha KaTasior peakTyBY PO34MHY HaTpIlo
rinoxioputy, Tect 2.4 aetasnisalis MeETOANKN; [0 p.
"O[HOPIAHICTb A030BaHMX OAVHULL" HE3HAYHI 3MiHW B ONUCI
MeToAMKM BignosiaHo fo BumMor EP 2.9.40; po p.
"PO34MHEHHA" 3MiHK B ONNCI METOAUKM Bi4nNoBIAHO A0 BUMOT
EP 2.9.3; go p. " Mikpob6ionoriyHa uMctoTa" BHECEHO
NepiogNYHICTb KOHTPOSIIO - MEPLLY Ta KOXHY AeCATY HaCTymMHi
cepii; 3minn | Tuny: 3miHm 3 akocTi. CepTudikaT
BignosigHocTi/TE-cepTudikat BignosigHOCTI €Bponeiichkii
hapmakonei/MoHorpadii; 3mMiHW, NoB'A3aHi 3 HeobXiAHICTO
npuBELEHHS Y BiANOBIAHICTL A0 MoHorpadii 4dY abo
€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT
hapmakonei gepxasu EC (3miHa y cneyudikauisix, nos'asaHa
3i 3miHamu B 1Y, abo €Bponeiicbkiil hapmakonei, abo iHLLii
HaLjioHasnbHili hapmakonei gepxasu €C) (NpuBeAeHHs
cneumdikaulii, MeTOAIB KOHTPOJIO SKOCTI AiH040I PEeUOBUHM
MeTdhopmiHy rigpoxnopug 4o BUMOr MoHorpadii EP
Metformin Hydrochloride 3a p. "Onuc", " CynpoBigHi
fomiwwkmn”, "domiwka F"); 3miHu | Tuny: 3MiHM 3 AKOCTI.
[oTOBWIN NiKapCbKWit 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKOro
3aco6y. 3miHa napameTpis cneyudikauiii Ta/abo gonycTumMmnx
MEX FOTOBOr0 NiKapCcbKoro 3acoby (iHwWi 3MiHW) (3MiHa y
cneumaikauii no posginam "Onuc" Ta "CynpoBigHi AOMILWKN™),
P. «lpeHTudikauis» 3miHeHO hopMy oBaHHS); 3MiHK | TUny:
AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
MiCLiAl NPOBaXEHHS [is/IbHOCTI BUPOGHMKa/imnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYaKUUN AiNbHALI BUMYCKY
cepii abo MicLe NpoBeAEHHS KOHTPOHO SKOCTI. (AiSNIbHICTb,
3a AKy BiAnNoBigae BMPOGHMK/iIMNopTep, BKIOYaoUM BUMYCK
cepiid); 3MiHu | TUNY: AAMIHICTPaTWBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo afpecy MicLA NPOBaKEHHS
AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro /ikapCbKoro
3aco06y, BKIKYaUM AinbHULL BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPOJTIO AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOpTEp, BK/IOYaUM BUMYCK cepiii)(3MiHa
HaliMeHyBaHHS Ta agpecy BUPOGHMKa NprBeAeHO Y
BiANOBIAHICTb A0 NiLeH3iT BUPOGHYVKA, AiNIbHULS BUMYCKY
cepii in bulk Ta BUpo6HMyi onepawji 3anuwaTbes
HEe3MiHHVMK)

nocBio4YeHHs

AIADOPMIH®
SR

Tabnetkn
NPOIOHIOBaHOT Aji
no 1000 wmr , no 10

TabneTok y bnictepi,

MAT "®apmak”

YkpaiHa

MAT "®dapmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpayiiHnx matepianis: 3MiHu | Tuny:
3MiHK 3 SKOCTi. F0TOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro NikapcbKoro 3acoby. 3miHa y MeTogax
BMNPOOGYBaHHS rOTOBOTO J1iKAPCbKOro 3acoby (iHLWi 3MiHN Y

3a peyenmom

UA/11857/01/02
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43.

no 3, a6o 6, a6o 10
6nicTepiB y nayky 3
KapTOHY (NakyBaHHSA
i3 popmu in bulk
hipMu-BMpOGHMKa
"USV Private
Limited", IHgjs)

MeToAax BUNpobyBaHb (BKkIOYaoun 3amiHy abo
[0N0OBHEHHSR))(A0 p. "CynpoBigHi AOMiLLKM " 3MiHa B
npo6oniaroToBui, A0 p. "KinbkicHe BU3HAaYeHHS" 3MiHa B
npo6oniAroTosLi, ymoBax xpomartorpadyBaHHs; 40 p.
"laeHTudpikayis” Tect 2.1.3miHa dhopmy oBaHHS, TecT 2.2.
3MIHEHO NOCWNAHHA Ha KaTaslor peakTBY PO34MHY HaTpilo
rinoxnoputy, Tect 2.4 peTanisalis MeToauku; A0 p.
"O[HOPIAHICTb A030BaHMX OAVHULL" HE3HAYHI 3MiHW B ONUCI
MeToAMKM BignosigHo Ao sumor EP 2.9.40; no p.
"PO34MHEHHS" 3MiHV B ONWCi METOAMKU BiANOBIAHO A0 BUMOT
EP 2.9.3; go p. " Mikpo6ionoriyHa umctoTa" BHeCEHO
NepioANYHICTb KOHTPOSIIO - NEPLUY Ta KOXHY AEeCATY HaCTYMHi
cepii; 3miHu | TUNY: 3MiHmn 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI EBponeiichkii
hapmakonei/MoHorpadii; 3MiHW, NOB'A3aHi 3 HEOOXiAHICTO
npuBeAeHHs y BiANOBIAHICTb A0 MoHorpadii 4dPY abo
€BponeiicbKoi hapmakonei, abo iHLWOi HauioHaIbHOT
thapmakonei gepxasu EC (3miHa y cneumdikaLisx, nos'a3aHa
3i 3miHamu B 1Y, abo €Bponeiicbkiit hapmakonei, abo iHLwii
HaujioHasnbHIli hapmakonei gepxasu €C) (NpuBeaeHHs
cneuuaqikaLii, MeToAiB KOHTPO/IKO AKOCTI A4it040i pevyoBUHN
MeTdhopmiHy rigpoxnopug 40 BUMOr MoHorpadii EP
Metformin Hydrochloride 3a p. "Onuc", " CynposigHi
Aomiwkmn”, "Aomiwka F"); 3MiHu | TUny: 3MiHW 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOTrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo AonycTUMmX
MEX roTOBOrO /likapCbKoro 3acoby (iHLi 3mMiHK) (3MiHa y
cneumagikauii no posginam "Onuc" Ta "CynposigHi AoMiLKKn"),
P. «lgeHTudbikauis» 3MiHeHo hopmyntoBaHHS); 3MiHu | Tuny:
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLSt NPOBaMKEHHSA Aisi/IbHOCTI BUPOBGHUKa/imnopTepa
rOTOBOrO JliKapcbKoro 3acoby, BKIYaoUM AiNbHUL BUMYCKY
cepii abo micLe NpoBefeHHS KOHTPOSTIO SKOCTI. (Ais/IbHICTb,
3a SKy BiANoBiAae BUPOGHMK/IMNOPTEP, BKIOYAKOYM BUMYCK
cepiid); 3MiHu | TUNY: AOMIHICTPaTWBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu MicuA NPOBaMKEHHS
LisiNbHOCTI BUpOOHMKa/iMnopTepa roToBoro /likapcbKoro
3aco6y, BKIIOYAUN fiTbHUL BUNYCKY Cepii abo Micue
NpoBeAeHHA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpPTEP, BK/IOYAOUM BUMYCK cepiii)(3MiHa
HaliMeHyBaHHA Ta afpecu BMPOOHMKa NPUBEAEHO Y
BiANOBIAHICTb A0 NiLeH3iT BUPOBHYVKA, AiNbHULS BUMYCKY
cepii in bulk Ta BUpo6HMYi onepawii 3anuwarTbes
HEe3MiHH1MK)

AIADPOPMIH®
SR

Tabnetkn
NPOJIOHroBaHoI fji

no 500 wmr in bulk: no

MAT "®apmak”

YKpaiHa

HOCB MpaiiBit
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | TUny -
3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
Bi4NoBiAHOCTI €Bponelicbkili dhapmakonei/MmoHorpadii. 3miHu,

UA/11856/01/01
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10 TabneTok y
6nictepi; no 100
6nicTepiB y kopobui

noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadgii oY abo €Bponelicbkoi thapmakonei, abo iHWoi
HauioHanbHOI hapmakonei gepxasu EC (3miHa y
crneundikalisx, nos'a3aHa 3i 3MiHamu B IdY, abo
€Bponelicbkiii thapmakonei, abo iHLWil HalioHasbHIl
hapmakonei gepxasu €C) (NprBefeHHs cnevumdikadii,
MEeTOAIB KOHTPOJIIO AKOCTI Ajito40T pevyoBrHN MeTgopMiHy
rigpoxnopug Ao Bumor moHorpadii EP Metformin
Hydrochloride 3a p. "Onuc”, " CynpoBigHi AOMiLLKK",
"Aomiwka F"); 3miHm | Tmny - 3MiHKW 3 AKoCTi. FoTOBUIA
nikapcbKnii 3aci6. KOHTPOb roTOBOTO NikapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHsA roOTOBOTO MiKapCbKOro
3acoby (iHLWi 3MiHK y MeToax BUNpo6yBaHb (BKIOHAUn
3amiHy abo gonosHeHHs)) (p. "CynpoBigHi AOMiLIK/ " 3MiHa B
npo6onifroTosLi, BBEAEHHS PO3paxyHKOBOI hopmyu; p.
"KinbkicHe BM3Ha4yeHHA" 3MiHa B Npo6oniAroTosLj, 3a3Ha4yeHo
YMOBU XpomatorpadyBaHHs; p. "laeHTudikayis” 3miHeHo
hopMy/oBaHHs, p. "OfHOPIAHICTL [030BaHUX OAUHULL"
He3HauHi 3MiHW B ONUCi MeToAWKM; p. "PO3YNMHEHHS" 3MIHEHO
po3paxyHKoBY hOpMY/1y BUBISIbHEHHS Ait0HOI PEHOBUHM 3
Tabnetku; p. " MikpobionoriyHa umcToTa" BHECEHO
NepioANYHICTb KOHTPOSIIO - NEPLUY Ta KOXHY AEeCATY HACTYMHi
cepii); 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX FOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHM) (3MiHa B cneyudikadiio MNN3
[0 p. "Onuc" y 383Ky 3 NpUBEAEHHSAM [0 BUMOT BUPOGHMKA,
p. "CynpoBigHi fomiwwkn " (meTog PX) BBe4EHHS HOPMYBaHHS
[0 cymy omiwok); 3MiHu | TUny - AgMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHs Ta/abo agpecu Micus NpoBaKeHHS
LisiNbHOCTI BUpOOHMKa/iMnopTepa roToBoro /likapcbKoro
3aco6y, BKIIOYAUN fiTbHUL BUNYCKY Cepii abo Micue
NpoBeAEeHHA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigac
BMPOGHMK/IMNOPTEp, BK/OYaOUM BUNYCK cepiid) (3MiHa
HaliMeHyBaHHA Ta afpecu BMPOOHMKa NPUBEAEHO Y
BiANOBIAHICTb A0 NiLeH3iT BUPOBHYKA, AiNbHULS BUMYCKY
cepii in bulk Ta BUpo6HMYi onepauji 3anuwarTbes
HEe3MiHH1MK)

AIADPOPMIH®
SR

Tabnetkn
NPOJIOHroBaHoI fji
no 1000 wr, in bulk:
no 10 Tabnetok y
6nictepi; no 100
6nicTepiB y Kopobui

MAT "®apmak”

YKpaiHa

HOCB MpaiiBit
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUny -
3MmiHu 3 aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
Bi4NOBIAHOCTI €Bponelicbkili hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii APY abo €sponeiicbkoi thapmakonei, abo iHLwol
HauioHabHOI dhapmakonei gepxasn EC (3miHa y
cneuudikauisix, noB'sa3aHa 3i 3MiHamu B JdY, abo
€Bponeiicbkiil hapmakonei, abo iHLI HaLioHaNbHIl
hapmakonei gepxasu €C) (MpnBeaeHHs cneumdikadii,

UA/11856/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayitiHo
2o
nocBiO4YEeHHs

METOAIB KOHTPOJIIO AKOCTI Ajito40T pevyoBrHN MeTgopMiHy
rigpoxnopug Ao Bumor moHorpadii EP Metformin
Hydrochloride 3a p. "Onuc”, " CynpoBigHi AOMiLLKK",
"Aomiwka F"); 3miHm | Trny - 3MiHK 3 AKoCTi. FToToBUIA
nikapcbknii 3aci6. KOHTPOb roTOBOrO NikapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHsA roOTOBOTO /iKapCbKOro
3acoby (iHLWi 3MiHK y MeTodax BUNpo6yBaHb (BKIOHAUn
3amiHy abo gonosHeHHs)) (p. "CynpoBigHi AOMiLK/ " 3MiHa B
npo6onifroTosLi, BBEAEHHS PO3paxyHKOBOI hopmyu; p.
"KinbkicHe BM3Ha4yeHHA" 3MiHa B Npo6oniAroTosLj, 3a3HavyeHo
YMOBUW XpomatorpadyBaHHs; p. "laeHTudikayis” 3miHeHo
hopMy/oBaHHs, p. "OfHOPIAHICTE [030BaHUX OAUHULL"
He3HauHi 3MiHW B ONUCi MeTOAWKM; p. "PO3YNMHEHHS" 3MIHEHO
po3paxyHKoBY hOpMY/1y BUBISIbHEHHS Ait0HOI PEYOBUHM 3
Tabnetku; p. " MikpobionoriyHa uncToTa" BHECEHO
NepioANYHICTb KOHTPOSIIO - NEPLUY Ta KOXHY AEeCATY HACTYMNHi
cepii); 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKuii
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX FOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHM) (3MiHa B cneyudikauiio MNN3
[0 p. "Onuc" y 38" 53Ky 3 NpUBEAEHHSAM [0 BUMOT BUPOGHMKA,
p. "CynpoBigHi fomiwwkn " (meTog PX) BBe4EHHSA HOPMYBaHHS
[0 cymy omiwok); 3MiHu | Tuny - AgMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHs Ta/abo agpecu Micus NpoBafKeHHS
LisiNbHOCTI BUpOOHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco6y, BK1I0YAUM fiTbHUL BUNYCKY Cepii abo Micue
NpoBeAEeHHA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigac
BMPOGHMK/IMNOPTEp, BK/OYaOUM BUNYCK cepiid) (3MiHa
HaliMeHyBaHHA Ta afpecu BMPOOHMKa NPUBEAEHO Y
BiANOBIAHICTb A0 NiLeH3iT BUPOBHYVKA, AiNbHULS BUMYCKY
cepii in bulk Ta BUpo6HMYi onepawji 3anMwarTbes
HEe3MiHH1MK)

45,

IDKAPAIHC®

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, N0 25
mr no 10 TabeToK y
nepcoposaHomy
6nictepi; no 1 a6o 3
6nictepu y
KapTOHHIA KOpO6L

BepiHrep
IHrenbxaim
IHTEepHeLwHN

M6X

HimeyunHa

BMPOGHMLITBO,
nakyBaHHs1,
MapKyBaHHs,
KOHTPO/b SIKOCTI,
BUMNYCK cepil:
BepiHrep
IHrenbxaiim ®apma
v6X i Ko. KT,
HimeuunHa;
afbTepHaTUBHa
AinbHUUA Ans
BTOPVHHOIO
nakyBaHHs:
®apm/lor dapma
JlopgxicTik Tm6X,

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu |l Tuny -
3MiHM WoA0 6e3nekun/ethekTUBHOCTI Ta dhapmakoHarnagy -
3MiHM [0 IHCTPYKLi A1 MeAUYHOro 3aCTOCYBaHHA Yy pO34inu:
"Oco61BOCTI 3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta
no3n", "MobiuHi peakwii

3a peyenmom

UA/14980/01/01
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
HimeuunHa,;
LLiteremaHH
JNboHbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuunHa
46. DKAPAIHC® TabneTku, BKpUTI Bepinrep HimeuunHa BMPOGHULITBO, HimeuunHa BHECEHHS 3MiH 10 peecTpavyjiiiHux maTtepianis: 3miHu Il Tuny - | 3a peyenmom UA/14980/01/02
NAiBKOBOIO IHrenbxanm nakyBaHHs, 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta thapmakoHariagy -
060/10HKOI0, No 10 IHTepHeLuHN MapKyBaHHS, 3MiHW [0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYyBaHHS Yy PO3Ainn:
Mr no 10 TabeToK y M6X KOHTPOb AKOCTI, "Oco6mBoCTi 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
nepcopoBaHomy BMNYyCK cepil: n[osn", "Mo6ivHi peakuii”
6nicTepi; no 1 a6o 3 Bepinrep
6nictepu y IHrenbxaiim ®apma
KapTOHHI KOpOOLyi 'm6X i Ko. KT,
HimeuunHa,
anbTepHaTuBHa
LinbHUUA Ans
BTOPVHHOIO
nakyBaHHs:
dapm/lor dapma
NopxicTik TM6X,
HimeuunHa,;
LiteremaHH
JNboHbepnakyHreH
yHZ, NoricTiwep
Cepsic e. K.,
HimeuyunHa
47. AVNKNAK® ID TabneTtkn 3 CaHpo3 CnoseHisa Cantotac dapma HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu | Tuny - 3a peyenmom UA/9808/01/01
MoaundiKoBaHUM dapmacbloTika M6X 3MiHV BUNpoGyBaHb abo AOMYCTUMUX MEX, BCTAHOB/IEHWX Y
BMBINIbHEHHAAM NO 75 n3a.n. cneumaikalisx, nig yac BUPO6HMLTBA rOTOBOrO NiKapCbKOro
mr Ne 20 (10x2), Ne 3aco6y (iHLi 3MiHN)
100 (10x10) y
bnictepax
48. ANKNAK® ID TabneTtkn 3 CaHpos CnoseHis BMPOBHMUTBO in HimeuunHa/ BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasiB: 3MiHu | Tuny - 3a peyenmom UA/9808/01/02
MoAundiKoBaHUM dapmacbloTika bulk, nakyBaHHs, Monbwa 3MiHV BUNpo6yBaHb abo AOMYyCTUMUX MEX, BCTAHOB/IEHWX Y
BMBINIbHEHHSAM NO n3 a.n. BUNYCK cepil: cneumaikalisx, nig yac BUPO6HMLTBA rOTOBOIO NiKapCbKOro
150 mr Ne 20 (10x2), Cantotac ®apma 3aco6y (iHLWi 3MiHN)
Ne 100 (10x10) y vm6X, HimeuunHa;
6nictepax nakyBaHHs, BUMYCK
cepii: lek C.A.,
MNonbLia
49. ANKNO®EHAK | renb 10 mr/rno 40 1 MAT "®apmak” Ykpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux matepiasnis: 3MiHu | TUNY - 6e3 peyenma UA/6814/01/01
HATPIIO y Ty6ax Nel B nauui AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun

MiCLiAl NPOBaXEHHS [is/IbHOCTI BUPOGHMKa/imnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYaKUUN AiNbHALI BUMYCKY
cepii abo MicLe NpoBeAEHHS KOHTPOO SKOCTI. (AiS/IbHICTb,
3a 5Ky BiANoBigae BUPOOHMK/iMNopTep, BKIKYAK4YM BUNYCK
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
cepiid) (3MiHa aapecy BUPOGHMKa, 6e3 3MiHM MicLs
BMPOGHULITBA, 3MiHA OPUAMYHOI agpecn Ha hakTuyHy
agpecy (NpuBefeHHSA Y BiANOBIAHICTb A0 AOKYMEHTIB
BUPO6HMKA) (TepMiH BBEAEHHS 3MiH NPOTAroMm 3-X MicsLiB
nicns 3aTBepMXeHHs); 3MiHu | Tuny - 3MiHK LWoAao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
(3amiHa rpadpiyHOro 306padkeHHs1 YNakoBKN Ha TEKCT
MapKyBaHHs A9 NePBUHHOI Ta BTOPUHHOI YNaKkoBKW Y 3B’A3KY
3 NpMBELEHHAM Yy BiANOBIAHICTb A0 Hakasy MO3 YkpaiHu Ne
426 Big 26.08.05 (y pegakuii Hakasy MO3 Ykpainu Ne460 Big
23.07.2015 p.) (TepmiH BBeAEHHS 3MiH MPOTAroM 3-X MicsiLiB
nicns 3aTBepAYKEHHS)
50. AnniPMaAMoO PO34MH ANS iH'EKLNA, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a peyenmom UA/7465/01/01
n 5 mr/Mnno 2 mn B 06MEXeHOo 06MEXEHO 3MiHa YNOBHOBaXXEHOT 0CO6MU, BigNOBifaIbHOI 3a 34iAICHEHHS
amnyni; no 5 amnyn BignoBigasIbHi BiANOBIAA/IbHICTIO thapmakoHarnagy (BK/ovakoum KOHTaKTHi AaHi) Ta/abo 3MiHu
y nauLi 3 KapTOHY; CTIo "[locnigHwii 3aBog, Y PO3MilLleHHI MacTep-paiina cuctemn papMakoHarnsgy
no 2 ma B amnyi; "focnigHnii "THUNC", YkpaiHa
no 5 amnyny 3aBOf, (KOHTpPONb AKOCTI,
6nicTepi; no 1 "rHuC! BUNYCK cepil);
6nicTepy B naudi 3 ToBapucTBo 3
KapTOHY 06MeXeHo
BiANOBIAALHICTIO
"®apmaueBTnyHa
KoMnaHis
"3p0poB'a", YkpaiHa
(Bci cTagji
BMPOGHMLITBA,
KOHTPOb AKOCTI,
BMNYyCK cepii)
51. AIA3ENAM-3H Tabnetk no 5 mr Ne TOB Ykpaina TOB "XapkiBcbke YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | TUny - 3a peyenmom UA/10535/01/01
20 (10x2) y "XapkiBcbke hapmaLeBTuyHE 3MiHa YNOBHOBaXeHOI 0co6U, BiANOBIAa/IbHOI 3a 3AiACHEHHS
6nicTepax thapmavneBTuy nignpyeMCcTBO hapmakoHarnsgy
He "340poB's Hapoay"
nignpMeEMCTBO
"3p0poB'a
Hapogy"
52. AOMPUNA® TabneTkn, BKPUTI TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiastiB: 3MiHW | Tuny - 6e3 peyenma UA/8976/01/01
obonoHkoto, no 10 PAPM" DAPM" 3MiHa y MeTogax B1UnpobyBaHHs rOTOBOTO iKapCbKOro
mr Ne 10 (10x1), Ne 3aco0by - BHECEHHS 3MiHU 1O METO/iB BUNPOOYBaHHS
30 (10x3) y roTOBOrO liKapCbKOro 3acoby 3a T. "OAHOPIAHICTL [030BaHNX
6nicTepax OAMHULL" Y BigNOBIZHOCTI 3 T. "KinbKicHe BU3HaYeHHs", y
3B 513Ky 3 ONTMMIi3aLi€0 METOANKM
53. APOTABEPVH Tabnetku no 80 mr, ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasiiB: 3MiHu | Tuny - 6e3 peyenma UA/10344/01/02
®POPTE no 10 a6o 20 06MexeHot BMPOGHMLITBA, 3MiHa NnapameTpiB cneuudikauili Ta/abo foMyCTUMUX MeX
Tabnetok y 6nictepi; | BiANOBiAa/bHI KOHTPO/b SIKOCTI, NepBMHHOT YNakoBKM rOTOBOrO NikapCbKoro 3acoby; CynyTHS
no 1 a6o 2 6nictepn CTHO BWMYCK Cepil: 3MiHa: 3MiHa Yy meTogax BUNpobyBaHHS NepBNHHOT YNakoBKM
no 10 TabneTtok abo "focnigHui ToBapuCTBO 3 roTOBOrO /1iKapCbKOro 3acoby — 3MiHa mapameTpis
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
1 6nictep no 20 3aBof, 06MeXeHo cneumdikavii Ta MeToAIB KOHTPOJIHO AKOCTi NEPBUHHOT
TabneTok B KOPoo6L "rHuIC BiANOBIAALHICTIO yNakoBKM (M/1iBKW NOMIBIHIAXI0PUAHOT, thONbIv asIlOMIHIEBOT,
3 KapTOHY "[locnigHwii 3aBof, KOHTelHepy N1acTMacoBOro 3 KPYLLIKOD), LWOAO NPOBEEHHS
"THUNC", YkpaiHa; KOHTPOJIH0 MIKPOBIONOriYHOT YNCTOTK; 3MiHK | TUNY - 3MiHa
BCi cTagii nocTavasibHMKa nakyBasibHUX MaTepianis abo
BMPOGHMLITBA, KOMM/IEKTYHOUMX (SIKLLO 3a3Ha4eHo B A0CbE) (3amiHa abo
KOHTPONb SIKOCTI, [ofaBaHHA NnocTavasibHUKa); CYMyTHS 3MiHa: 3MiHa Y
BWMYCK Cepil: NepBUHHI yNakoBLji rOTOBOrO /likapCbkoro 3acoby (skicHuii Ta
ToBapucTBo 3 KiNbKiCHUIA cknag) - TBepai Nikapcbki hopmu; 3miHa
06MeXeHo napameTpiB cneuugikauii Ta/abo AoNYyCTUMUX MEX
BiANOBIAALHICTIO NepBUHHOT YNaKoBKWN rOTOBOrO MikapCbKoro 3acoby — 3amiHa
"dapmaLeBTnyHa BMPOGHMKa NEPBMHHOIO NakyBaHHA (NAiBKK
KOMnNaHis NONIBIHINX/T0PUAHON) Ta 3MiHa SIKICHOTO Ta KiJIbKICHOTO cknaay
"3p0poB'a", YkpaiHa nakyBaslbHOr0 MaTepiany; NpuBeLEHHS NapameTpis
cneuudikaLiii nAiBKM NOAIBIHINXN0PUAHOT 4O BUMOT
HOPMAaTMBHOT AOKYMEHTALLT 3anponoHOBaHOI0 BUPOGHMKA
54, APOTABEPVUH Tabnetkn no 80 mr ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiastiB: 3MiHu | Tuny - - UA/12184/01/01
POPTE in bulk Ne 9000, Ne 06MexeHot 06MexeHoH 3MiHa NnapameTpiB cnevuudikauili Ta/abo fonyCTUMUX MeX
15000 TabneTok y BiANOBIAA/bHI BiANOBIAALHICTIO NepBUHHOT YNakoBKW rOTOBOTO NiKapCbLKOro 3acoby; CynyTHSA
KOHTelHepax cTHo "[ocnigHnii 3aBog 3MiHa: 3MiHa y MeToAax BUNPoOyBaHHS NEPBUHHOI YNaKOBKM
"NocnigHnii "rHuIC roTOBOrO JlikapCcbKoro 3acoby — 3MiHa napameTpiB
3aBof, cneuudikaLii Ta METOAIB KOHTPOJIIO AKOCTi NEPBUHHOT
"rTHLUC yNakoBKM (NAiBKX MNOAIBIHIAXA0PUAHOT, hONbIn asTtloMiHIEBOT,
KOHTelHepy N1acTMacoBOro 3 KPMLLIKOKD), LWOAO NMPOBEAEHHS
KOHTPO/IH0 MIKPOBIONOriYHOT YNCTOTK; 3MiHM | TUNY - 3MiHa
noctavasibHMKa nakyBasibHUX MaTepianis abo
KOMMEKTYOUMX (SIKLLO 3a3Ha4eHo B A0CbE) (3amiHa abo
[ofaBaHHA NnocTavasibHNKA); CYyNyTHA 3MiHa: 3MiHa Y
NEepPBVHHIN YNaKoBL,i FOTOBOro NiKapCbKoro 3acoby (sKicHWi Ta
KinbKiCHUIA cknag) - TBepai Nikapcbki hopmu; 3miHa
napameTpiB cneuugikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOI YNakoBKW1 rOTOBOrO /1iKapCbKOro 3acoby — 3amiHa
BMPOGHMKa NEePBMHHOIO NakyBaHHA (NNiBKK
NONIBIHIIXNOPUAHOI) Ta 3MiHa SKICHOTO Ta Ki/IbKICHOro cknagy
nakyBasIbHOTO mMaTepiasly; NpuBefieHHs napameTpis
cneuudikaLiii nNiBKM NOAIBIHINXN0PUAHOT 4O BUMOT
HOpMaTWBHOI OKyMeHTAaLlil 3anponoHOBaHOro BUPOGHMKa
55. APOTABEPUH Tabnetkv no 80 mr ToBapucTBo 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/10344/01/02
DOPTE no 10 Tabnetok y 06MeXeHo BMPOGHULTBA, 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnsay;
6nicTepi, no 1 BiANOBIAA/bHI KOHTPOb AKOCTI, 3MiHa YNOBHOBaXXEHOT 0CO6M, BiANOBIAANLHOI 3a 34iACHEHHS
6nicTepy B kopobuyj; CTHO BWMYCK Cepil: chapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
no 10 Tabnetok y "NocnigHnii ToBapucTso 3 3asiBHUKA A5 34iICHEHHNA hapMmakoHarnsgy B YKpaiHi, Ko
6nictepi, no 2 3aB0j, 06MeXeHo BOHa BigMiHHa Bif, yNOBHOBaXEHOT 0CO6M, BiANOBIAa/IbHOI 3a
6nicTepa B KOpobLi; "rTHUaC" BiANOBIAA/LHICTIO 3pificHeHHs chapmakoHarnsay (BKIHOHYAKUM KOHTaKTHI JaHi)

no 20 TabneTok y
6nictepi, no 1
6nicTtepy B Kopobui

"[locnigHwii 3aBog,
"THUNC", YKpaiHa;
BCi cTagii

Ta/ab0o 3MiHM y po3MilLleHHI MacTep-haiina cucremu
thapmakoHarnsagy
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
BMPOBHULTBA,
KOHTPO/b SKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHOoI0
Bi4NoBiAa/IbHICTIO
"®apmaueBTnyHa
KoMnaHis
"3p0poB's", YkpaiHa
56. AYOTPAB® Kpanni o4Hi, no 2,5 ANKOH Benuka AnkoH-KyBpbop Benbris BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | Tuny - 3a peyenmom UA/6292/01/01
My chriakoHi- JNabopaTtopis BpuTaHis nofaHHs oHoBsieHoro cepTtuddikaty R1-CEP 1998-147-Rev
KpanensHuui, Ne 1 (OK) Nra. 06 on18 TIMOONY Bif, BXXE 3aTBEPKEHOr0 BUPOOHNMKA SKui
3MiHMB Ha3By
57. ENINENTAN® Tabnetkv no 25 wr, MAT "dapmak” YkpaiHa MAT "dapmax” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepiasis: 3miHu | Tuny - | 3a peyernmom UA/6296/01/01
no 10 y 6nicTepi; no AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
3 6nictepn y nayu, MiCLA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO JliKapCbKoro 3acoby, BK/IOYaoUM AiNlbHUL BUMYCKY
cepii abo MicLe npoBeAeHHS KOHTPOIO AKOCTI. (AiS/IbHICTb,
3a 5Ky BiANOBiAaE BUPOGHMK/IMNOPTEP, BKIOYAKOYN BUMYCK
cepiii) (NpvBeAEeHHA MiCLLe3HaXOMKEHHS Y BiAMOBIAHICTb A0
NiueHsii Ha BUPOBHULTBO (3MiHa HOPUANYHOT afpecu Ha
thakTnuHy agpecy) (TepMiH BBeAEHHS 3MiH NPOTAroM 3-X
MiCALIB MiC/1A 3aTBEPKEHHS); 3MiHM | TUny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy (iHwi 3MiHn)
(3amiHa rpadyiyHOro 306padkeHHs1 yNakoBKMN Ha TEKCT
MapKyBaHHA A1 NepPBUHHOT Ta BTOPUHHOIT YNakoBKN Y 3B’A3KY
3 NpMBELEHHAM Y BiANoBiAHICTb A0 Hakasy MO3 Ykpainu Ne
426 Bif 26.08.05 (y pepakuii Hakasy MO3 Ykpainu Ned60 Big
23.07.2015 p). 3miHn mapkyBaHHs) (TepMiH BBEAEHHS 3MiH
npoTsarom 3-x MicsiLiB nicns 3aTBepXeHHs)
58. ENNENTAN® Tabnetkv no 50 wr, MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux matepianis: 3MiHu | Tuny - 3a peyenmom UA/6296/01/02
no 10 y 6nicTepi; no

3 6nicTepun y nayui

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MicLsi NpOBaKEHHS Aisi/IbHOCTI BUPOBHUMKa/imnopTepa
rOTOBOrO /liKapCbKOro 3acoby, BKIYaoUM AiNbHUL BUMYCKY
cepii abo micLe NpoBefeHHS KOHTPOSO SKOCTI. (Ais/IbHICTb,
3a SKy BiANoBifae BUPOGHMK/IMNOPTEP, BKIOYAKYM BUMYCK
cepiii) (NpvBeAEHHA MiCLLe3HaXOMKEHHS Y BiAMNOBIAHICTL A0
NiueHsii Ha BUpOOHNLTBO (3MiHa OPUANYHOT agpecy Ha
hakTnuHy agpecy) (TepMiH BBEAEHHS 3MiH NPOTArom 3-X
MiCALIB MiCNA 3aTBEPKEHHS); 3MiHW | TUny - 3MiHW Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3miHn)
(3amiHa rpadpiyHOro 306paXkeHHs1 ynakoBKu1 Ha TEKCT
MapKyBaHHs A/19 NePBUHHOI Ta BTOPUHHOT YNaKOBKW Y 3B’A3KY
3 MPVIBEAEHHAM Y BifnoBigHicTb Ao Hakady MO3 YkpaiHu Ne
426 Bifg 26.08.05 (y pefsakuii Hakazy MO3 YkpaiHn Ne460 Bif
23.07.2015 p). 3miHn mapkyBaHHs) (TepMiH BBEAEHHS 3MiH
npoTsirom 3-x MicsiLiB Nicnisi 3aTBEPKEHHS)
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
59. ENINENTAN® Tabnetky no 100 mr, | MAT "®dapmak” Ykpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHu | TUNY - 3a peyenmom UA/6296/01/03
no 10 y 6nicTepi; no AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3 6nictepn y navui MiCLiAl NPOBaXEHHS [is/IbHOCTI BUPOGHMKa/imnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYaKUUN AiNbHALI BUMYCKY
cepii abo MicLe NpoBeAEHHS KOHTPOO SKOCTI. (AiSNIbHICTb,
3a AKy BiAnNoBigae BMPOGHMK/iIMNopTep, BKIOYaoUM BUMYCK
cepiii) (NpvBeAEeHHA MicLLe3HaXOMKEHHS Y BiANOBIAHICTb 40
NiueHsii Ha BUpoOHNLTBO (3MiHa OPMANYHOT adpecy Ha
hakTnuHy agpecy) (TepmiH BBEEHHSA 3MiH NPOTArom 3-X
MicALiB nicnsa 3aTBepAKeHHs); 3MiHM | Tuny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn)
(3amiHa rpadhiyHOro 306paXKeHHs! yNakoBKU Ha TEKCT
MapKyBaHHA A1 NepBUHHOT Ta BTOPUHHOI YNakoBKU Y 3B’A3KY
3 MPVBEAEHHAM Y BifnoBigHicTb A0 Hakady MO3 YkpaiHu Ne
426 Bif 26.08.05 (y pepakuii Hakazy MO3 YkpaiHn Ne460 Big
23.07.2015 p). 3miHM MapkyBaHHs) (TepMiH BBeAEHHS 3MiH
npoTArom 3-x MicsiLiB Nic/s 3aTBEPAKEHHS)
60. ECKYBIT® kpanni no 15 mn abo MAT Ykpaina NAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 6e3 peyenma UA/3298/02/01
no 25 mny "Tannudapm” BU/Ty4YE€HO BUPOOHWMKA jl0H0I PEYOBUHM TiaMiHy
onakoHax- rigpoxnopuay; 3aminm Il Tuny - BBe4€HHA HOBOTO BUPOOHMKA
KpanensHuuax Ne 1 A®I| abo fjto40i pevyoBUHM 3 HaAAHHAM MaTepiasnis
y nayui; no 25 mny peecTpaLliiiHoro aocke (MacTep-haiina) Ha fjtody peyoBuHY -
onakoHax- BBE/JEHHSI HOBOr0O BMPOGHWMKA TiaMiHy rigpoxnopuay
KpanenbHuLsX,
3aKPUTUX KPULLIKOKO 3
KOHTpO/MIEM MepLUOro
po3KpnTTA Ne 1y
navuj
61. ECKYBIT® kpanni no 15 mn abo NAT YkpaiHa MAT "ranuudpapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - - UA/9510/01/01
no 25 mn in bulk y "Tanuudapm” BWU/Ty4EHO BUPOOBHMKA Ajt0H0T peYOBUHY TiaMiHy
chnakoHax- rigpoxnopuay; 3miin |l Tuny - BBEAEHHS HOBOrO BUPOOHMKa
kpanesnbHuuax Ne 88 A®| abo fjtoH0i pevyoBUHM 3 HaAAHHAM MaTepiasis
y KOpo6i; no 25 mn peecTpaujiiiHoro gocke (MacTep-ghaiina) Ha Aitody peyoBUHY -
in bulk y donakoHax- BBE/i€HHA HOBOro BUPOGHWMKa TiamiHy rigpoxnopuay
KpanesnbHuLsX,
3aKPUTUX KPULLIKOKO 3
KOHTPOMEM NepLuoro
po3kpuTTa Ne 88 y
Kopoo6i
62. ECKY3AH® Kpanni opasibHi no Ecnapma HimeuyunHa Papma HimeyunHa BHECEHHS 3MiH 40 pPEECTpaLiiHNX MaTepiasliB: BUNpaB/eHHS 6e3 peyenma UA/0217/01/01
KPANNI 20 mn 'y chnakoHi 3 M6X BepHirepoge M6X TEeXHIYHOT MOMUIIKU B METOAax KOHTPOJIH0 AKOCTI B po3Aini
KpanenoHuueto Ne 1 BUPOGHUK AdPI
Y KOpoo6ui
63. XXACTIHOA TabneTku, BKpUTI AngsoreH IMKo | Jllokcembypr | Jlabopatopioc JleoH IcnaHis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu | Tuny - 3a peyenmom UA/13217/01/01
nNiBKOBOIO C.ap.n dapma C.A. BBe/leHHs1 260 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy

060/10HKOH, 2
Mr/0,03 mr Ne 21

chapmakoHarnsay (BefieHHs y3araibHeHUX AaHux npo
cucTemy chapMakoHarasiAy, 3MmiHa ynoBHOBaXKeHOI 0cobu,
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
(21x1), Ne 63 (21x3) BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMakoHarnsay; KOHTakTHOT
y 6nictepax 0ocob6u 3 chapmakoHarnsgy 3asnBHVKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHA Bif,
YNOBHOBaXKEHOT 0Cc06M, BiANoBiAaNbHOT 3a 3iACHEHHS
hapMakoHarnsgy (BkIUakoum KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MilLleHHi MacTep-ghaitna cuctemm cpapmakoHarnsay)
64. 3IHPOPO MopoLUoK ANs AcTpa3eHeka Lsewis Brpo6HuK «in bulks: ITania BHECEHHS 3MiH [0 peecTpavliiiHux maTtepianis: 3MiHu Il TUny - | 3a peyenmom UA/13160/01/01
NPUroTyBaHHS AB ENCiEc [o6cap 3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
KOHLieHTpaty Ans Cna, ITanis; 3MiHM y TepaneBTUYHUX NOKa3aHHAX (f4oAaBaHHSA HOBOrO
po3unHy Ans MepsBrHHa Ta TepaneBTUYHOro NokasaHHa abo 3MiHa y 3aTBepipkeHoMy
iHdpy3ili no 600 wmr, BTOPVHHA yNnakoBka, nokasaHHi) -
10 chnakoHis 3 [03BiN Ha BUMNYCK 3MiHM [0 IHCTPYKLUii y po3ain "MokasaHHA") (TepMiH BBeAEeHHSA
MOPOLLKOM B cepii: 3MiH NPOTAroM 6-Tu MiCALB NicNa 3aTBEPAKEHHS); 3MiHu ||
KapTOHHI KOpOOLyi dakTa TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
dapmaceyTnyi hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
C.M.A., ITanis nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOr0 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMU JaHMU 3
AKOCTI, AOKMIHIYHUMU, KNIHIYHUMWU JaHUMY Ta AaHUMK 3
thapmakoHarnagy (3mMiHu fo iHCTPYKLiT y po3ginu: "Crocio
3acTocyBaHHs Ta go3un”, "MobiuHi edpektn”, "OcobaNBOCTI
3acTocyBaHHs", "B3aemogis 3 iHWMMK NikapcbkMMu 3acobamm
Ta iHWi BUAW B3aemogijii", "®apmakonoriyHi BnacTmeBocTi",
"TepmiH npugatHocTi", "Aitn") (TepmiH BBeAEHHS 3MiH
NPOTAroM 6-TW MiCALB NicNna 3aTBePIKEHHS); 3MiHM | Tuny -
3MiHK 3 aKocTi. FoTOBMIA Nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax NpuaaTHoOCTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEeHHSI TEPMiHY
NpUAATHOCTI FOTOBOrO JliKapCbKOro 3acoby) - 415 Toprosoi
yNnaKkoBku (MiATBEPAKYETLCSA AAaHUMUN peaslbHOro Yacy)
(36inbLUEHHSA TepMiHy npuaaTHocTi 13 3 2-x Ao 3-X pokiB)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicsLIB nicns
3aTBEPKEHHS)
65. IHP/TYBAK® cycneHsisa gns AG6OTT HigepnaHan AG6OTT HigepnaHaun BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu |l Tuny - | 3a peyenmom UA/13027/01/01
(INFLUVAC®) iH'ekUii no 0,5 MmNy Bionopxikans Bionopxikans b.B. 3MiHW [0 IHCTPYKLi 415 MeAUYHOTO 3acTOCYBaHHA Y po3ainu:
BAKUVHA ON1A | nonepedHbo B.B. "Oco6nMBOCTI 3acTOCyBaHHA" "HAKICHWI Ta KinbKicHWIA cknag”
MPO®ITAKTUK | HanoBHeHUX (peparyBaHHs po3giny). BBepgeHHsA 3MiH npoTarom 3-x
nreuny, 0iHOpa30BuMX micAWiB nicna 3arBepaKeHHsA
NMOBEPXHEBU wnpuuax Ne 1 abo
 AHTUIEH, Ne 10
IHAKTUBOBAH
A
66. IPIHOBAN KOHLeHTpaT ans AnBoreH INKO | fliokcembypr Bignosigae 3a Benuka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | TUny - 3a peyenmom UA/5814/01/01
pO3uuHy AN C.APJ1. BWMYCK Cepil: BpuTaHis/ BBEfEHHS ab0 3MiHW [0 y3araslbHeHNX AaHuxX Npo cuctemy
iHdpy3iiA, 20 mr/mn no Xocnipa HOK AscTtpanis/ thapmakoHarnagy (BefeHHs y3arasibHeHUX AaHuX npo
2mnabono5wmny NimiTen, Benvka IHais/ cuctemy hapmakoHarisgy, 3miHa ynoBHoBaXeHoi ocoou,
chnakoHax BputaHis; Yecbka BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapMakoHarnsaay; KOHTakTHOI
BMPO6GHMUTBO "in Pecny6nika/ 0co6u 3 hapmakoHarnsay 3asiBHUKa A1 34iACHEHHS
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayiliHo
3acoby 2o
nocsio4YeHHs1
bulk", nepsuHHe Ta Benbrisi/ hapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA Bif,
BTOpPVHHE Higepnanamn YNOBHOB&XEHOT 0CO6U, BiANOBIAaNIbHOI 3a 34iiCHEHHS
nakyBaHHs, thapmakoHarnagy (BK/vakum KOHTaKTHi AaHi) Ta/abo 3MiHn

KOHTPO/Tb AKOCTI
BUMNYLLEHNX Cepili:
Xocnipa AscTpanis
nTI NTA,
ABcTpanis;
anbTepHaTUBHWI
BUPO6HMK "in bulk",
nepBrHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SKOCTI
BUMYLLEHWX Cepili:
3yayc Xocnipa
OHkonoaxi MpavisiT
Nimiteq, IHAais;
BUPOBHUK,
BiANOBiAabHNI 3a
BTOPVIHHE
nakysaHHs: CBYC
®apma, a.c., Uecbka
Pecny6nika;
BUPOBHUK,
BiANOBigabHNI 3a
BTOPVIHHE
nakyBaHHs: EHecTis
Benbrist HB,
Benebris;
BUPOBHUK,
BiANOBiAabHNI 3a
BTOPVIHHE
nakysaHHs: HOINC
CKC (Higepnangn)
B.B., HigepnaHgu;
BUPOBHUK,
BiANOBiAabHNI 3a
TeCTyBaHHS:
ITECT nnioc, c.p.o.,
Yecbka Pecny6nika;
BMPOGHUK,
BiagnoBiganbHUii 3a
TecTyBaHHS:
IHCTUTYT 300pOB™A B
YcTi-Hag-labem,
Yecbka Pecny6nika

y po3MilLieHHi MacTep-haiina cuctemu papmMakoHarnisay)
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
67. NOKC obnonickysay ans TEBA I3painb TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3MiHu | Tuny - 6e3 peyenma UA/1829/02/01
ropna, KoHueHTpart dapmaLeBTika c.p.o. Pecny6nika 3MiHM LWoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsagy;
no 50 mny n lHpacTpi3 3MiHa YNOBHOBaXEHOI 0cO6U, BiANOBIAa/IbHOI 3a 34iACHEHHS
hnakoHax Ne 1 nra. hapmakoHarnsgy
pa3om 3 MipHUM
KOBMaYkoM y
Kopobui
68. KAMETOH- cnpeli OpoMyKO3HUIA ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 4,0 PEECTpaLiiHNX MaTepiasliB: 3MiHM | TNy - 6e3 peyenma UA/2288/01/02
340POB'A no 25 r y 6anoHi Ne 06MexeHot 06MexeHoH 3MiHa po3mipy cepii (BKtoYatoum AianasoH po3Mipy cepir)
DOPTE 1 3 knanaHom- BiANOBIAaA/IbHI BiANOBIAALHICTIO roTOBOrO /iKapCbKOro 3acoby - BBEEHHS A0AaTKOBUX
Hacocom, cTHo "hapMaueBTNYHaA po3MipiB cepili nlikapcbkoro 3acoby B ynakoBLi Mo 25 1y
HacajKoto- "®apmaueBTu KOMnaHis 6asoHi B kopobui ans gitoyoro uexy XL, (ginbHuus
posnuaBavyemM Ta YHa KoMnaHis "3p0pos'a” MP/T®CIA)
3axXUCHUM "3popos'a”
KoBnaykom; rno 40 r
y thnakoHi Ne 1 3
opasibHUM
pO3NMABasIbHNM
NPUCTPOEM Ta
3aXUCHUM
KOBMaYKOM
69. KAPAOHAT kancynu no 30, abo CninbHe Ykpaina CninbHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | TUny - 6e3 peyenma UA/6386/01/01
20, abo 60 kancyny YKpaiHCbKO- YKpaiHCbKO- NoAaHHA HOBOTO cepTudpikaTy 4asa NisuHy rigpoxnopuay Big
KOHTeliHepi; no 1 icnaHcbke icnaHcbke HOBOrO asibTepHaTUBHOrO BMPo6HMKa Evonik Rexim S.A.S.
KOHTelHepy B naui nignpMeEMCTBO nignpueMCTBO
3 KapToHy; no 10 "Cnepko "Cnepko Ykpaina"
Kancyn y énictepi; YkpaiHa"
no 2, abo no 3 a6o 6
6nicTepis B
KapTOHHI nayui
70. KACAPK® Tabnetky no 32 mr MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasiiB: 3miHM | Tuny - 3a peyenmom UA/12457/01/01
Ne 30 (10x3) y "KviBmegnpen "KvniBmegnpenapat” 3MiHa YNOBHOBaXEHOI 0CO6U, BiAMNOBIAAUTbHOI 3a 34iICHEHHS
6nictepax B navuj apar” dhapmakoHarnsgy
71. KACAPK® Tabnetky no 16 mr MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3miHW | Tuny - 3a peyernmom UA/12457/01/02
Ne 30 (10x3) y "Kuismegnpen "KuiBmegnpenapar" 3MiHa YNOBHOBaXEHOI 0cO6U, BiAMNOBIAa/IbHOI 3a 34iICHEHHS
6nictepax B navuj apar” dhapmakoHarnsgy
72. KIBEKCA™ TabneTkn, BKPUTI BiiB Xenckep Benvka nakco OnepenLHc Benvka BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | Tuny - 3a peyenmom UA/11130/01/01
NNiBKOBOO tOK NimiTepq, BpuTtaHis IOK Nimiten, BpuTaHis/ 3MiHa y MeTogax BunpobyeaHHa APl abo BMXigHOrO
060/10HKOt0, No 600 Benuka bpuTaHis; MonbLa/ marepiany/npomikKHOro NpoayKTy/peareHTy, Lo
Mmr/300 mr Ne 30 [,04aTKOBWi IcnaHis BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuLTBa A®I - BHECEHHSA
(10x3), Ne 90 BMPOGHUK ANst a/bTepHaTMBHOIO MeToAy KiJIbKiCHOTO BU3HAYEHHS Ailoyoi
(10x3x3) y Hepo3dgacoBaHO! peyoBUHM (MOTEHLIOMETPUYHE TUTPYBaHHS) [0 BXe
6nictepax, Ne 30 y NpoAYyKLUiT: icHytouoro metogy BEPX
hnakoHi Ne 1 nakcoCmiTKnsiiH
dPapmacbloTUKan3
C.A., MonbLya;

00aTKOBWiA




55

Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayiliHo
20
nocBiO4YEeHHs

BMPOBHUK ANnA
nakyBaHHs Ta
BMNYCKY cepii:
"nakco Bennkom
C.A., IcnaHis

73.

KNACT

TabneTku, BKpUTI
06010HKO0, Mo 10
Mr Mo 14 Tabnetok y
6nicTepi; no 2 abo 6
6nicTepis B
KapPTOHHI ynakoBLi

HOBEJ INAY
CAHAI BE
TIOXAPET
A.LLl.

TypeuunHa

HOBEN INAY
CAHAI BE
TIOXAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHuX maTepianis: 3MiHu | Tuny -
3MiHa po3mipy cepii (BkoYatoun AianasoH po3mipy cepir)
roTOBOrO JliKapCbKOro 3acoby (3mMeHLueHHs o 10 pasiB) -

BBE/IEHHS1 40AATKOBOr0, 3MEHLLEHOro po3Mipy cepii roToBoro

nikapcbKoro 3acoby

3a peyenmom

UA/14665/01/01

74.

KNATIHON®

KOMGIHOBaHUiA Habip
AN nepopasibHOro
3acTtocyBaHHsA Ne 42
(6x7): TabneTku,
BKPUTI 060/I0HKOIO,
no 500 mr +
TabneTkn, BKPUTI
0060/10HKOI0, N0 250
Mr + karcynv no 30
Mr: 2 TabneTku
XOBTOrO KONbOpY
Kpyrnoi oopmu
(knapuTpoOMiLKMHY) +
2 TabneTkn XoBTOro
KO/IbOpY A,0BracTtofl
dhopmu (TUHIgasony)
+ 2 kancynu
(naHconpasony) -y
cTpwvni; No 7 cTpunis
Y KapTOHHIiA navui
abo 2 Tabnetku
)XOBTOrO KO/bOPY
Kpyrnoi coopmu
(knapuTpomiuuHy) +
2 TabneTky XXOBTOrO
KO/IbOpY A,0BracTtoi
chopmm (TvHIga3ony)
+ 2 Kancynu
(naHconpasony) -y
6nicTepi; no 7
6nictepiB y
KapTOHHIA nayui

OpraHocuH
Naiidp
CaeHcu3 MMBrT.
nra.

IHais

EBepTompKeH flaiich
CaeHcus Nimiteq,

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUny -
AgfMiHicTpaTuBHI 3MiHX. 3MiHa Kogy ATX (3MiHW A0 iIHCTPYKLi
y po3gin ®apmakoTepanesTUyHa rpyna, BignosigHo 0
Knacudikatopa kogis ATC BOO3)

3a peyenmom

UA/5974/01/01

75.

KNI®E cnar.
Meka

Kpanni opasibHi no
30 mn, no 50 mny
onakoHi Nel

MEKAHA
HATYPXAWN
bMITTE/Ib
M6X

HimeuunHa

MEKAHA
HATYPXANBMITT
E/lb MM6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapCbKOro 3acoby -
3MiHa TOProBesibHOT Ha3BM Nikapcbkoro 3acoby (6yno -
BbIOTIYC «CIMAIMN» MNEKAHA)

6e3 peyenma

UA/13591/01/01
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
76. KNOBECKIH masb 0,05 % no 25 r ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHu | TUNY - 3a peyenmom UA/13134/02/01
y Ty6ax Ne 1 06MeXeHOo BMPOGHULTBA, 3MiHM 3 SIKOCTi. [0TOBWIA NiKapCbKuiA 3aci6. 3MiHN Y
BignoBigasIbHi KOHTPO/b SIKOCTI, BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTbCA
CTIo BUMyCK cepii: BUMYCKY Cepii Ta KOHTPOJIIO SIKOCTi FOTOBOTO NiKAPCHKOro
"®apmauesTu ToBapucTeo 3 3aco06y (iHwWwi 3MiHK) (BBeAEHHA A0AATKOBOT AinbHUUi M1
YHa KoMnaHis 06MeXeHoto BUPOGHMKa TOBApMCTBO 3 OOMEXEHOI0 BiAMOBIAaIbHICTIO
"3p0poB'a” BiANOBIAA/LHICTIO "®apmaLieBTMUHA KOMNaHia "3popos'a” (agpeca: YkpaiHa,
"®apmMaueBTNYHa 08300, KviBcbka 0611., M. Bopucninb, Byn. LLieByeHka,
KOMnaHis 6yn.100, nit. B-1l (kopnyc 4) BignosiganbHOT 3a BUNYyCK cepii
"3p0pos'a", 00 3aTBepAxeHol ginbHuui MP/IOCIA (uex ®XL) TOB
YkpaiHa; "®apmaveBTMyHa komnaHia "3g0poB'a"(agpeca: YkpaiHa,
BCi cTagii 61013, m. Xapkis, Byn. LLleByeHka, 22) (Bci cTagji
BMPOBHULTBA, BMPOBHMLTBA, KOHTPO/Ib SIKOCTIi, BUNYCK cepii); 3MiHun | Tuny -
BWMYCK Cepil: 3MiHK 3 SKOCTi. FOoTOBUIA NiKapCbkuii 3aci6. 3MiHN y
ToBapucTBo 3 BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTbCA
06MeXeHoI0 BUMYCKY Cepii Ta KOHTPOJIIO SIKOCTi FOTOBOTO NiKAPCHKOro
BiANOBIAALHICTIO 3aco6y (3amiHa abo AofaBaHHA AifbHUL, Ha AKiR
"papmMaueBTNYHa 3[iICHIOETLCS KOHTPOL/BUNPOGYBaHHS cepii) (BBEAEHHS
KOMnNaHis [04aTKoBOT AinbHUL MNN3: ToBapncTBO 3 0OMEXEHOID
"3p0pos'a”, BignosigasbHicTio "GAPMEKC I'PYMN", YkpaiHa (KOHTpOb
YkpaiHa; AKOCTI) (TepMiH BBeAeHHSA 3MiH NpoTArom 3-x micauis nicns

KOHTPOb AKOCTI:
ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®APMEKC rpynm"
YKpaiHa

1

3aTBEPMKEHHS); 3MiHM | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBEJeHHA [10AAaTKOBOI AiNIbHUL BUPOBHMLTBA 415 HACTUHM
a60 BCbOro BUPOGHMYOro NpoLLecy roToBOro NikapCbKoro
3aco6y (AinbHWLA, Ha SKili NPOBOAATLCA ByAb-AKi BUPOGHWUI
cTagii, 3a BUHATKOM BUMYCKY Cepiid, KOHTPOJIIO AKOCTI,
NepPBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, /151 HECTePUSIbHNX
nikapcbkunx 3acobis) (BBeAEHHA 40AATKOBOI AinbHUL M/1®
BUPOGHMKa TOBApMCTBO 3 OOMEXEHOI0 BiAMOBIAAIbHICTIO
"®apmaLieBTMUHA KOMNaHia "3popos'a” (agpeca: YkpaiHa,
08300, KviBcbka 0611., M. Bopucninb, Byn. LLieByeHka,
6yA.100, nit. B-1l (kopnyc 4) BiANOBIAa/ILHOI 3a yCi BUPOOHUYI
cTagji (y Tomy 4yncni nepBrMHHE Ta BTOPUHHE MaKyBaHHS) Ta
BWMYCK Cepii, 3a BUHATKOM KOHTPO0 sikocTi 13 go
3aTBepxeHol AinbHuui MPI®CIA (uex ®XL) TOB
"papmaueBT1YHa KOMNaHia "3a0poB'a“(agpeca: YkpaiHa,
61013, m. Xapkis, Byn. LLleBueHka, 22) (Bci cTagil
BMPOGHMLTBA, KOHTPOb SKOCTI, BUNyck cepii) CynyTHSA 3MmiHa
- 3MiHK 3 KOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHW y
BMPO6HMLTBI. 3amiHa abo BBEAEHHS [,0AaTKOBOI AiNbHUL
BMPOGHMLITBA A1 YaCTUHM ab0 BCbOro BUPOGHUYOro
npoLecy roToBOro Nikapcbkoro 3acoby (AinbHUUA ANns
BTOPUHHOIO NakyBaHHs) - 3MiHU 3 sKoCTi. FoTOBUI
nikapcbkuii 3aci6. 3MiHM y BUPO6GHMLTBI. 3amiHa abo
BBEJEHHA [104aTKOBOI AiNIbHULL BUPOBHMLTBA 4151 HACTUHM
ab0 BCbOro BUPOGHMYOro NpoLecy roToBOro Nikapcbkoro
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
3aco06y (AinbHULA 418 NepBUHHOTO NakyBaHHSs) (BBeAEHHS
[04aTKOBOT AinbHUL MJ/1® BUpo6HMKa ToBapuCTBO 3
06MexeHoH BignoBiganbHICTO "dapmaleBTMYHa KOMMaHis
"3popos's" (agpeca: YkpaiHa, 08300, Kuiscbka 061., M.
Bopwvcninb, Byn. LLesuexka, 6ya.100, nit. b-11 (kopnyc 4)
BiANOBIAA/ILHOI 32 yCi BUPO6HUYI cTagji (y Tomy uncni
nepBMHHE Ta BTOPUHHE NakyBaHHA) Ta BUMNYCK cepii, 3a
BUHSATKOM KOHTPOJIH0 SKOCTI /13 [0 3aTBEPAKEHOT AiNTbHUL
MPN®CIA (uex ®XL) TOB "dapmaueBTUYHa KOMNaHis
"3p0pos'a" (agpeca: YkpaiHa, 61013, m. Xapkis, BYy/.
LLleBueHka, 22) (BCi cTagii BUpOGHMLTBA, KOHTPO/b AKOCTI,
BUNYCK cepir)
77. KOHBEPIYM Tabnetkv no 150 wmr, Mepokemi Kinp Mepokemi NTA Kinp BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3MiHun | Tuny - 3a peyenmom UA/12201/01/01
no 10 TabneTtok y nTa (LleHTpanibHuit AAMIHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo agpecun
6nicTepi, no 3 abo 3aBsop) MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
10 6nicTepis B roTOBOrO /liKapCbKOro 3acoby, BKYaoUM AiNbHULL BUMYCKY
ynakoBLi cepii abo MicLe NpoBeAEHHS KOHTPOSTH SKOCTI. (AiS/IbHICTb,
3a AKy BiAnoBigae BMPOGHMK/iMNopTep, BKIOYaoUM BUMYCK
cepiit) (3MiHa HalimeHyBaHHSA Ta NpUBeAEHHS
MicLle3HaxomKeHHs1 BUpobHuka /13 y BignoBigHIiCTb A0
BrCHOBKY 010 MiATBEPAXKEHHS BiANOBIAHOCTI BUPO6HULITBA
NiKapcbKux 3ac06iB BUMOraM Ha1eXHOI BUPOOHNYOI NPaKTUKK
(GMP), B1gaHoro [lep>xaBHO CNyX6010 YKpaiHu 3
nikapcbknx 3acobis, 63 3MiHM Micus BUpobHULTBa) (TepMiH
BBE/IEHHS 3MiH NPOTAroM 3-X MicsLiB Nicns 3aTBepAKEHHS)
78. KOHBEPIYM Tabnetkv no 300 wmr, Megnokemi Kinp Mepokemi T4 Kinp BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3miHu | Tuny - | 3a peyernmom UA/12201/01/02
no 10 Tabnetok y nTa (UeHTpanbHuii AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
6nictepi, no 3 abo 3aBop) MiCLst NpOBaMKEHHS Aii/IbHOCTI BUPOBGHUKa/imnopTepa
10 6nicTepis B rOTOBOrO JliKapCbKOro 3acoby, BK/IOYaoUM AiNlbHUL BUMYCKY
ynakoBLi cepii abo MicLe npoBeAeHHS KOHTPOIO AKOCTI. (AiSNIbHICTb,
3a 5Ky BiANOBiAaE BUPOOHMK/IMNOPTEP, BKIOYAKOYN BUMYCK
cepiii) (3MiHa HaliMeHyBaHHs Ta NpVBEAEHHS
MicLie3HaxoAxeHHsi BUpobHuka /13 y BiANoOBigHICTL A0
BrCHOBKY LL,0A0 NifTBEPAYKEHHS BiANOBIAHOCTI BUPOOHULITBA
NiKapCbKNX 3ac06iB BUMOraM HasIeXXHOT BUPOOHNYOI MPaKTUKM
(GMP), BuaaHoro [lepxaBHoK Cnyx6010 YKpaiHu 3
nikapcbKnx 3acobis, 6e3 3MiHW Micus BUpobHuLTBa) (TepMiH
BBEAEHHS 3MiH MPOTAroM 3-X MicsILiB MiCNs1 3aTBEPAKEHHS)
79. KOPBANTAB TabneTku, BKPUTI TOB "dapma Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | TUny - 6e3 peyenma UA/14729/01/01
EKCTPA N/1iBKOBOIO Crapt” Crapt” 3MiHa y MeTogax B1npobyBaHHs rOTOBOrO NiKapCbKoro
obonoHkoto, no 10 3aco06y (iHWi 3MiHM Yy MeTogax BUNpobyBaHb (BK/IHOHYAKUN
Tabnetok y 6nictepi; 3aMmiHy abo 4ONOBHEHHS))
no 1 a6o 2 6nictepn
y nauLii 3 KapTOHY
80. KOPUH®AP® Tabnetku, TeBa I3painb MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | Tuny - 3a peyenmom UA/9756/01/01

MPOJIOHrOBaHoI A,
no 10 mr no 10

dapmaveBTika
N IHOAacTpi3

4.0.0.

3MiHM [0 iIHCTPYKLT 415 MeAUYHOTO 3acTOCYBaHHA Y po3ainu:

"Oc06/1MBOCTi 3acTOCyBaHHs", "3acTocyBaHHs y nepiog,
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
Tabnetok y 6nictepi; nra. BariTHOCTI abo rogyBaHHA rpyaat”, "MobiyHi peakuii” 3rigHo 3
no 3 6nictepn y OHOBJ/IEHOO iHChopMaLiieto 3 6e3nekn 3acTocyBaHHS
kopobui; no 50 abo HidbeaunniHy. TepmiH BBeAEeHHA 3MiH NpoTArom 3-x micsauis
100 TabneTok y nicnsa 3aTBEPLKEHHS
donakoHi; no 1
oNakoHy y Kopobui
81. KOPUH®AP® TabneTtku Tesa I3painb MNIBA Xpsarcka Xopsaris BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | Tuny - 3a peyenmom UA/9815/01/01
PETAP/, NPOIOHTOBaHOT Aji dapmaLeBTika 4.0.0. 3MiHM [0 IHCTPYKLi A1 MeAUYHOro 3aCTOCYBaHHA Yy pO34inu:
no 20 mr no 10 n lHpacTpi3 "Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y nepios
Tabnetok y 6nictepi; nrp. BariTHOCTi abo rofysaHHs rpyaat”, "Mo6iyHi peakuii” 3rigHo 3
no 3 6nictepu B OHOBJIEHOI0 iHGhOpMaLieto 3 6e3Mnekn 3aCTOCYBaHHS
kopobui; no 50 abo HidbeauniHy. BBefeHHA 3MiH NpoTArom 3-X MicAuiB nicns
no 100 TabneTok y 3aTBEPAKEHHSA
donakoHi; no 1
(oNakoHy B KOPOOLL
82. KOPUH®AP® TabneTtku TeBa I3painb MNIBA XpBarcka Xopsaris BHECEHHS 3MiH [J0 peecTpaLiiiHnX maTepianis: 3MiHu | Tuny - 3a peyenmom UA/9815/01/01
PETAPL MPOJIOHrOBaHoI fji dapmaueBTika 4.o.0. 3MiHM Yy MeTogax BUNpobyBaHHsA AOMOMIKHOI pEHOBVHN
no 20 mr no 10 n lHpacTpi3 (He3HauHi 3MiHN y 3aTBEpPKEeHUX MeToax BUNpobyBaHb) -
Tabnetok y 6nictepi; nrp. 3MiHM Y MeTogax BUNpobyBaHHA AOMNOMDKHOI pEHOBUHM
no 3 6nictepu B
kopobui; no 50 abo
no 100 TabneTok y
thnakoHi; no 1
pN1akoHy B KOPOO6LL
83. KCU/TOMETAS3 KpucTanivyHmi 3irdopig, HimeuunHa 3IrerPIa HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny - - UA/15412/01/01
ONIHY MOPOLLIOK dapmaXemika PAPMAXEMIKANIE 3MiHa y napameTpax crneuudikauiii Ta/abo JomycTUMUX MeX,
riAPOXNOPUA, | (cybeTaHuis)y nieH MiHaeH H MIHOEH TMBX BM3HaYeHNX y crneyndikauisx Ha A®l, abo
NoABINHNX 6X BUXIAHWA/NPOMDKHMIA NpoAayKT/pearexT, LWwo
nonieTueHoBmX BVIKOPVCTOBYIOTbCSA Y npoueci Bupo6Hnutea A®I (iHLwi 3miHM)
Milkax ans
hapmaLeBTUYHOro
3aCTOCYBaHHSA
84. KYBAH® TabneTkn Po3UnNHHI BioMapiH IpnaHgis BMPOBHULITBO HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaviiiHux matepiasnis: 3MiHu | TUNY - 3a peyenmom UA/12202/01/01
no 100 mr, no 30 IHTepHeLuHN Hepo3chacoBaHol AscTpisi/ 3MiHK 3 SKOCTi. FOoTOBUIA NiKapCbkuii 3aci6. 3MiHN y
a6o no 120 Nimiteq NpoAyKLUiT, IpnaHgis BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI AiNbHUL
TabneTok y nepBuHHE BMPOGHMLITBA A/151 YaCTMHM abo BCbOro BUPOGHUYOro
nonieTueHoBoMy nakyBaHHs y npoLecy rotToBoro fikapcbkoro 3acoby (4inbHUUA ans
dhnakoHi; no 1 h1akoHn Ta BTOPUHHOIO NakyBaHHsA) (3aTBEPAXEHHS BUPOOHUKA

dhnakoHy B
KapTOHHIl KopoobLi

KOHTPO/b SIKOCTI
nikapckoro 3acoby:
Ekcenna Mm6X,
HimeuunHa
KOHTPO/b AKOCTI
nikapcbKoro 3acoby
(mikpobHe
TeCTyBaHHS):
Jlabop J1+C Arl,

BioMapiH IHTepHewwHn NimiTes,

LWan6anni, PiHrackiggi, rpadctso Kopk, IpnaHgis sk
anbTepHaTUBHOIO BMPOGHWKA, BiAMNoBifaIbHOTO 3a BTOPUHHE
nakyBaHHs MN3); 3miHu | TMny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarisgy. BeegeHHs abo
3MiHM [0 y3ara/ibHEHUX AaHWX NMPo cucTemy
hapmakoHarnsgy (BeAeHHs y3arasibHeHUX AaHuX npo
cucTemy hapmakoHarisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
BiAnoBiAa/bHOI 3a 3AjCHEHHS hapMakoHarnsay; KOHTakTHOT
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
HimeuunHa 0co6u 3 chapMakoHarnsgy 3asBHVKa 151 34iACHEHHS
abo thapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA Big,
CIrC IHcTtutyT YNOBHOB&XEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
dpeseHiyc MvbX, hapmakoHarnsay (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu
HimeuyunHa Y PO3MilLleHHI macTep-haiina cuctemun hapmakoHaringy);
MapKyBaHHs 3MiHu | TMRY - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
dhnakoHiB Ta 3MiHM Y BUPOOHULITBI. 3MiHa iMnopTepa/3amiHu, Lo
BTOPUHHE CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPO/IO AKOCTi FOTOBOro
nakyBaHHs: nikapcbKoro 3acoby (3amiHa abo gofaBaHHA BUPOOHNMKA, WO
Mepk KraA i Ko. BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
(3aBog y m. BK/IOYA0UM KOHTPO/Ib/BUNPOBYBaHHS cepii (3aMiHa
LWniTTanb), ABCTpIs BMPOGHMKa, L0 BignoBiAae 3a Bunyck cepii 3 Mepk KraA i Ko
a6bo (3aBog y M. WHiTTanb), Xbocnbracce 20, A-LUniTTanb-Ha
MinnmayHT [pasi, ABcTpis Ha BUpo6HMKa BioMapiH IHTepHelwHA NlimiTea,
Xenckeap /1T, LWaH6anni, PiHrackiggi, rpadctso Kopk, IpnaHgis); 3MiHnm |
IpnaHgis TMNy - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
abo BMPO6HMLTBI. 3amiHa abo BBEAEHHS [,0AaTKOBOI AiNbHUL
BioMapiH BMPOGHMLITBA A1 YaCTUHM ab0 BCbOro BUPOGHUYOro
IHTEpHELUHN npoLecy roToBOro ikapcbkoro 3acoby (iHLWi 3mMiHM)

Nimiteqn, lpnaHgis
BiANOBiAA/IbHWIA 3a
BUNYCK cepil:
BioMapiH
IHTEepHeLHN
Nimiten, Ipnangis

(3a3HaueHHs1 BUPOGHMUNX OYHKLii BUPOOHUKIB); 3MiHu | TUNY
- 3MiHK 3 AKOCTi. [0TOBUIA NiKapCbkuii 3aci6. 3MiHW y
BMPOBOHULTBI. 3amiHa abo BBeAEHHS A0AATKOBOI AifbHUL
BMPOGHMLTBA A1 YACTUHM abo BCbOrO BUPOGHMYOTO
npoLiecy roToBOro /ikapCbKoro 3acoby (f4inbHnuUa ans
BTOPVHHOIO MakyBaHHS) (BBEAEHHS 404ATKOBOI AibHUL
BMPOGHMLTBA A5 BTOPUHHOTO nakyBaHHA MinamayHT
Xenckeap Jta, Kopnyc 7, Citi Hopt BisHec Kemnyc,
CtamanniH, rpadcteo MiT, IpnaHgis); 3MiHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbknit 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY cepii Ta
KOHTPO/IH0 SIKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa abo
A0AaBaHHA AiNbHULI, Ha K 34iCHI0ETbCA
KOHTPO/b/BMNPOGYBaHHS cepii) (3aTBepAKEHHS BUPOGHMKA
Ekcenna 'm6X, HiopHbeprep LTtpacce 12, ®oiixT 905537,
HimeuumnHa BignoBiganbHOro 3a KOHTPonb AKocTi /13); 3Minu |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBHULTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHOThCA
BUMNYCKY Cepii Ta KOHTPOJIKO SKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo AofaBaHHA AiNbHULI, Ha Kl
3[jACHIOETLCSI KOHTPOL/BUNPOGYBaHHS cepii) (AoaaHHSA
a/bTepHaTMBHOIO BUPO6HMKa Jlabop /1 + C AT,
MaHrenbcensg 4,5,6, 97708 baa BokneT-I'pocceHbpax,
HimeuuunHa, BiANOBIA&/IbLHOIO 3a KOHTPOJIb SKOCTIi STIKapCbKOro
3aco6y (Mikpo6He TecTyBaHHS); 3MiHM | Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTbCS BUNYCKY Cepil Ta KOHTPOIO
AKOCTi FOTOBOrO JlikapcbKoro 3acoby (3amiHa abo goaaBaHHs
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
[iNbHULI, Ha 5Kl 3AJACHIOETLCS KOHTPO/L/BUNPOGYBAHHS
cepii) (4ofaHHa anbTepHaTUBHOrO BUPobHUka CTC IHCTUTYT
®peseHiyc MM6X, Im Maiizen 14, 65232 TayHycLuTaiiH,
HimeuuunHa, BiANOBIA&/IbLHOIO 3a KOHTPOJIb SKOCTI STIKapCbKOro
3acoby (MikpobHe TecTyBaHHs)); 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
(3MiHa rpachiyHOro 306paXkeHHs ynakoBOK Ha TeKC
MapKyBaHHs1 yNnakoBoOK); 3MiHa 3asiBHMKa (BNacHuKa
peecTpauiiiHoro noceig4yeHHs)
85. NA30/IBAH® Tabnetky no 30 mr BepiHrep HimeuunHa BepiHrep Ipeuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | TUny - 6e3 peyenma UA/3430/03/01
no 10 TabneTtok y IHrenbxanm IHrenbxavim Ennac 3MiHa YNOBHOBaXXEHOT 0CO6MU, BigNOBIfa/IbHOI 3a 34iAICHEHHS
6nicTepi; no 2 abo IHTEpHeLLHN A.E. thapmakoHarnsgy; KOHTakTHOT ocobu 3 dhapmakoHarnsgy
no 5 6nictepis y M6X 3asBHUKA 419 3AiicCHeHHA hapMakoHarnagy B Ykpaii
KapPTOHHI KOpoobLii (BK/IOYAKOYM KOHTaKTHI AaHi)
86. NA3O0/IBAH® 3 | cupon, 30 Mr/5 mn BepiHrep HimeuyunHa Lenbdhapm Peiimc, PpaHuis/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | TUny - 6e3 peyenma UA/13771/01/01
NMONYHNYHO- no 100 mn a6o no IHrenbxaim PpaHuis; bepiHrep Icnanis 3MiHa YNOBHOBaXXEHOT 0CO6M, BiANOBIAANbHOI 3a 34iACHEHHS
BEPLUKOBUM 200 mn y dpnakoHi; IHTEpHeLHN IHrenbxaiiv EcnaHa, chapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
CMAKOM no 1 cpnakoHy B veX CA, IcnaHis 3asBHUKA 415 34iiCHEHHA hbapMakoHarnsay B YkpaiHi
KOMMNEKTi 3 (BK/HOYAOYN KOHTaKTHI AaHi)
nNacTVKOBUM
MipPH/AM KOBNAaYkoM Y
KapTOHHI KOpo6Li
87. NA30/IBAH® cupon, 15 mr/5 mn Bepinrep HimeuunHa Bepinrep ®paHuia/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu | Tuny - 6e3 peyenma UA/9887/01/01
31 CMAKOM no 100 mn a6o no IHrenbxainm IHrenbxaiim EcnaHa, IcnaHis 3MiHa YNOBHOBaXEHOI 0cO6U, BiANOBIAA/IbHOI 3a 3AiACHEHHS
NicoBUX Arig, | 200 mn y dpnakoHi; IHTepHeLHN CA, IcnaHis; thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy
no 1 dpnakoHy B M6X [Jenbdapm Peiimc, 3asBHUKa 415 34iiCHEHHSA hapMmakoHarnsay B YkpaiHi
KOMMNIeKTi 3 PpaHuis (BK/IKOYAKOYM KOHTaKTHI AaHi)
NAacTMKOBUM
MiPHVM KOBMAa4koM Y
KapTOHHI KopoobLi
88. NAHIEC PO34MH OpasibHUIA, CninbHe YkpaiHa CninbHe Ykpaina/ BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiastiB: 3miHW | Tuny - 6e3 peyenma UA/11561/01/01
50 mr/mn no 60 mn YKpaiHCbKO- YKpaiHCbKO- IcnaHis nogaHHa Hosoro CEP ans pitouoi pevoBuHy Carbocisteine
a6o no 200 mny icnaHcbke icnaHcbke Bij, HOBOro BUPOGHMKA
KOHTeliHepax; no 15 nignpMeEMCTBO nignpyeMCcTBO
M/ Yy nakeTmkax Ne "Cnepko "Cnepko YkpaiHa“,
12 YkpaiHa" Ykpaina; Ankana
Papma, C.J1.,
Icnanis
89. NEBITPA TabneTku, BKpUTI Baiiep ®apma HimeuunHa Baiiep ®apma Al HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | TNy - 3a peyenmom UA/0226/01/01
0060/10HKO, M0 5 Mr Al 3MiHM A0 IHCTPYKLi A1 MeAUYHOro 3aCTOCYBaHHA Yy pPO34inu:
no 1 Tabnetuiy "apmMakosorivyHi BnactusocTi", "MpoTunokasaHHA",
6nicTepi; no 1 "B3aemogis 3 iHWVMK NikapcbKuMK 3acobamu Ta iHLWi BUan
6nictepy B B3aemogiin”, "MobivHi peaxuii”
KapPTOHHI nayLij
90. NEBITPA TabneTku, BKpUTI Baviep ®apma HimeuunHa Baiiep ®apma Al HimeuunHa BHECEHHS 3MiH [0 peeCcTpaLiiiHnX maTepianis: 3MiHu | Tuny - 3a peyenmom UA/0226/01/03

060/10HKOH, M0 20

Al

3MiHM [0 iIHCTPYKLIi A/19 MeANYHOro 3aCTOCyBaHHA Yy po34isu:
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
mr no 1 a6o no 4 "papmaxkonoriyHi BnactusocTi", "MpoTunokasaHHsa",
Tabnetku y 6nictepi; "B3aemogis 3 iHWVMU fikapcbKuMK 3acobamu Ta iHLWi Buan
no 1 6nictepy B B3aemogiit", "MobiuHi peaxuii”
KapTOHHI nayui
91. NEBOMAK B\B PO34MH ANS iHy3il, Makneogc IHais 3akpute YKpaina BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiB: 3MiHu | Tuny - 3a peyenmom UA/13772/01/01
500 mr/100 mn no PapmacboTUK akuioHepHe 3MiHK 3 SKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHW y
100 mn y nnsAwwj; no anc fliviteq TOBapucTeo BMPOGHMLTBI. 3amiHa abo BBeEHHS [0AaTKOBOI AiNbHUL
1 nnAwui B navui; no "IHy3isa", YkpaiHa BMPOGHULTBA 4151 YaCTUHM abo BCbOro BUPOGHNYOro
100 My KOHTeliHepi a6bo npoLiecy rotToBOro Nikapcbkoro 3acoby (AinbHULSA, Ha SKii
3 nonisiHinxnopuay; [JouipHe npoBoOAATLCA Oyb-AKi BUPOOGHWYI cTagil, 38 BUHATKOM
no 1 koHTeliHepy B niANpueMCTBO BUMYCKY Cepii, KOHTPO/IIO AKOCTi Ta BTOPUHHOIO NakyBaHHS
nonieTnaeHoBoMy "®apmatpeig”, [N CTepUnbHNX NiKkapCbknx 3acobiB (BKIKOYaOUN BUPOGIEHi
nakeTi B KAPTOHHIl YkpaiHa acenTUYHUM METOAO0M), KpiM NMikapcbKux 3acobis

Kopobu,i

6i0N10ri4YHOro/iMyHO/IONYHOr0 NMOXOMKEHHST) (BBEAEHHS
[o8aTkoBoro Bupo6Huvka /13, Lo BUKOHYE BUPOGHULITBO Ta
nakyBaHHs /13: lovipHe nignprvemcTeo «dapmaTpeins»,
YkpaiHa) CynyTHs1 3MiHa - 3MiHN 3 AKOCTi. FoTOBWI
nikapcbkuii 3aci6. 3mMiHM y BUpO6GHMLTBI. 3amiHa abo
BBEJEHHSA [104aTKOBOI AiNIbHULL BUPOGHMLTBA 4151 HACTUHM
ab60 BCbOro BUPOGHMYOI0 NPOLLECY FOTOBOTO JIKAPCbKOro
3acoby (AinbHMULA AN BTOPUHHOTO NakyBaHHs); 3MiHu | Tuny
- 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOGHMLTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHThCSA
BUMYCKY Cepii Ta KOHTPOJIIO SAKOCTi FOTOBOTO NiKAPCbKOro
3acoby (3amiHa abo gofasaHHA BUPOOHWMKA, LLIO BignoBifae
3a BBe3eHHS Ta/abo BMNyCK cepii) - Bkaovarum
KOHTpO/b/BUNPOBYBaHHA cepii (BBeAeHHS A0AATKOBOrO
BMPOGHMKA, LLO BiANOBIAAE 3a KOHTPONb Ta BUMYCK cepii J13:
[JouipHe nignpuemcteo «d®apmartpein», YkpaiHa); 3miHn |
TMNy - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa po3Mmipy cepil (BKouYatoumn giana3oH
pO3Mipy cepii) roTOBOro slikapcbKoro 3acoby (iHLwi 3MiHN)
(3miHa po3wmipy cepii /13 ans HoBOro BUpPo6HUKa [lovipHe
nignpuemcTeo «®apmarpeiig», Ykpaina: 1325 n); 3minum I
My - 3MiHK 3 AKkocTi. APl BupobHMUTBO. 3MiHa BUpOOHMKA
BUXIAHOro/NPOMIXHOIO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Yy BUPOBHUYOMY npoueci A®l, abo 3miHa
BMPO6HMKa (BK/THOUAKOUM, Ae HEOOXiAHO, MiCLe NPOBeAEeHHSs
KOHTpO/t0 AKOCTi) AP (3a BiACYTHOCTI cepTudikaTa
BifNoBigHOCTI E€Bponelickkili hapmakonei y 3aTBepKeHoMy
[ocbe) (BBeAEHHS HOBOro BUPOGHMKa APl 3 HagaHHAM
mMacTep-haiina Ha Adl) (BBeeHHS HOBOrO BMPOGHMKa AdI
Zhejiang Langhua Pharmaceutical Co., Ltd, KuTait gnsa
BUpo6HMKa /13 [loyvipHe nignpuemcTBo «dapmarpeig»);
3MmiHu |l Tuny - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3akynoptoBasibHUI 3aci6. 3MiHa y
NepBWHHI yNakoBL,i roTOBOro ikapcbKoro 3acoby (Tun
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayitiHo
2o
nocBiO4YEeHHs

KOHTeliHepa abo foAaBaHHS HOBOTO KOHTeliHepa) -
CTepunbHi nikapcbki 3ac06M Ta Nikapcbki 3aco6u
6i0N10riYHOro/iMyHO/ONYHOTO MOXOKEHHS (BBEAEHHS
fopatkoBoi ynakosku no 100 M1y KoHTeliHepi 3
nonisiHixnopuay; no 1 KoHTeliHepy B NOAIeTUIEHOBOMY
nakeTi B KAPTOHHIlA KOpOO6L|, Sk HacNiAoK, 3MiHa TepMiHy
36epiraHHsa 415 NikapcbKoro 3acoby y HOBOMY NakyBaHHI (3 3-
X 10 2-X pOKiB)

AN 4OAATKOBOro BUPOGHUKA [loYipHE MignpuemcTso
«®apmartpeiig», YkpaiHa) CynyTHS 3MiHa - 3MiHM 3 SIKOCTI.
loToBMIA Nikapcbkunii 3aci6. CTabinbHICTb. 3MiHa Yy TepmiHax
npWAATHOCTI abo ymoBax 36epiraHHs roTOBOro NikapCbKoro
3acoby (iHLi 3miHK)

92,

NEBO®/IOKCA
LMH

PO34MH ANs iHdysili

0,5% no 100 mn a6o
no 150 mn y nasLwLy;
no 1 naswyji y navyi

MNpuBatHe
akuioHepHe
TOBapPUCTBO

"IHdy3ia"

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapUCTBO

"IHgpy3isa”

YkpaiHa

BHECEHHS 3MiH 40 pPeecTpauiiHnX MaTepiasiB: 3MiHu | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA NiKapcbKuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBEEHHS [0AaTKOBOI AiNbHUL
BMPOGHULTBA A/151 YaCTUHM ab0 BCbOro BUPOGHNYOro
npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHULSA, Ha SKiiA
npoBoOAATLCA Oyb-AKi BUPOOGHWYI cTagil, 38 BUHATKOM
BUMYCKY Cepii, KOHTPO/IIO AKOCTi Ta BTOPUHHOIO NakyBaHHS
[ONs cTepubHUX NiKapCbKnxX 3aco6iB (BKIOUAOUY BUPOGEHI
acenTUYHUM METOAO0M), KpiM NikapcbKux 3acobis
6i0N10rYHOro/iMyHO/I0MYHOTO NOXOAKEHHS) CynyTHSA 3MiHa -
3MiHK 3 SKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBeEHHS [0AaTKOBOI AiNbHUL
BMPOGHULTBA 4151 YaCTUHM abo BCbOro BUPOGHNYOro
npoLiecy roToBOro /ikapCbkoro 3acoby (f4inbHnuUA ans
BTOPVHHOTO NakKyBaHHS) - 3MiHW 3 IKOCTi. FOTOBWIA
NiKapcbKuiA 3aci6. 3MiHM Y BUPOOHMLTBI. 3MiHM Yy NpoLeci
BUPOGHMLITBA FOTOBOIO J1iKapCbKOro 3acoby, Bk1ovatoun
NPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCS NPY BUPOGHULITBI
roTOBOrO /iKapCbKoro 3acoby (iHwi 3MiHKn) (BBEAEHHS
[0[aTKoBOI AinbHML BUpo6HUMUTBA J13: YKpaiHa, 23219,
BiHHULbKa 0611., BIHHULbKWIA p-H, C. BiHHULbKI XyTOpW, ByN.
HemupiBcbke woce, 6. 84 A. Cxema, TEXHOOTIYHI cTagail
BMPOGHMLITBA, NapaMeTpn KOHTPOJII0 B MPOLIeCi BUPO6HULTBA
He 3MiHIOTbCA. He3HauHi 3MiHWM B 06/1a4HaHHI BiAnoBifaioTb
BuMoram GMP); 3MiHu | Tuny - 3miHM 3 kocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYITbLCSA BUMYCKY Cepil Ta KOHTPOsI0
SIKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa abo JofaBaHHs
BMPOGHMKa, LU0 BiANOBIAAE 3a BBE3EHHS Ta/abo BMMYCK cepi)
- Bkitoyaroumn KoHTposb/BunpobyBaHHsA cepil (BBeAEHHS
[04aTKOBOI Ai/TbHUL KOHTPOJIIO SIKOCTI | BUNYCKY Cepil:
YkpaiHa, 23219, BiHHuLbKa 06/1., BiHHULBKWIA p-H, C.
BiHHMLbKI XyTOpW, BYN. HemupiBcbke Lioce, 6. 84 A)

3a peyenmom

UA/12726/01/01

UA/14029/01/01

NIAOKAIH

PO3YMH ANS iH'eKUil

MAT

YKpaiHa

MAT "/ly6Hudbapm"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaliiHnX MaTepiasiB: 3MiHu | Tuny -

3a peyenmom

93.
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
no 20 mr/mn no 2mn | "Jly6Hudpapm" AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu
B amnyni; no 10 3as1BHMKA (B/1acHMKA peecTpaviiiHoro noceigvyeHHs) (3miHa
amnyn y nayuj 3 agpecu 3asaBHuKa) (TepMiH BBeeHHA 3MiH NPOTAroM 6 -Tn
KapToHy MicaLiB nicna 3aTBepaKeHHs); 3MiHu | Tuny -
AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
MiCLAl NPOBaXEHHS [is/IbHOCTI BUPOGHMKa/imnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYaKUUN AiNbHAL BUMYCKY
cepii abo MicLe NpoBeAEHHS KOHTPOO SKOCTI. (AiS/IbHICTb,
3a AKy BiAnNoBigae BMPOGHMK/iIMNopTep, BKIOYaoUM BUMYCK
cepiii) (3MiHa aapecy BUPOGHMKa, 6e3 3MiHM MicLs
BMPOOHULITBA.(NepeiiMeHyBaHHs BY/. MNeTPOBCLKOro Ha By/I.
BapsiHkoBa) (TepMiH BBEAEHHSA 3MiH NPOTAroM 6-T MicsLiB
nicnsa 3aTBepAXEHHS)
94, NONEPAMIA, Tabnetkn no 0,002 r AT "lekxim- YkpaiHa AT "Nlekxim-Xapki" Ykpaina BHECEHHS 3MiH A0 peecTpaLiiHnX maTtepiastiB: 3MiHu | Tuny - 6e3 peyenma UA/6919/01/01
no 10 Tabnetok y Xapkis" nogaHHsa Hosoro CEP ana A®l nonepamigy rigpoxnopuay Big, | - Ne 10, Ne 20;
6nicTepi, no 1, abo 3aTBEPKEHOr0 BUPOOHMKA i3 3a3HAYEHHAM agpecn Micus 3a peyenmom
2, abo 50 a6o 100 NPOBaYKEHHS AiS/IbHOCTI BUPOOHUKA Ta NpMBEAEHHS - Ne 500, Ne
6nicTepiB y nauuj 3 crneundikavii Ta MeToAiB KOHTPOJIHO AKOCTI Ail04OT peYOBUHU 1000
KapToHy 3a NOKa3HWKOM «3a/INLLKOBI KifIbKOCTi OpraHiuHmnx
PO3UMHHWKIB» Y BignoBigHicTb o CEP; 3miHn | Tuny -
36inbLUEHHs nepioay 36epiraHHa Ad|
95. NONEPAMIA, Tabnetku no 0,002 r AT "Nlekxim- YkpaiHa AT "Jlekxim-Xapkis" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - - UA/2981/01/01
in bulk: no 5000 Xapkis" nogaHHs HoBoro CEP ans A®l nonepawmigy rigpoxniopugy Big,
TabneTok y 3aTBEPAKEHOr0 BUPOGHMKA i3 3a3HAYEHHSIM agpecu Micus
KOHTelHepax NPOBaPKEHHA AiS/IbHOCTI BUPOOHUKA Ta NPMBEAEHHS
cneuudikaLii Ta METOAIB KOHTPOJTHO AKOCTI Ail040i Pe4YOBUHMN
3a NOKa3HWKOM «3a/INLLKOBI KifIbKOCTi OpraHiuHmnx
PO3YMHHYKIB» Y BiANOBigHICTb f0 CEP; 3MiHn | Tuny -
36ibLUEHHS nepiogy 36epiraHHa Ad|
96. NOPICTA® TabneTku, BKPUTI KPKA, a.4., CnoseHisa KPKA, a.4., Hoso CnoseHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux Matepianis: 3MiHu | TUNy - 3a peyenmom UA/5516/01/01
NAiBKOBOO HoBso mecTo mecTo, CrnoBeHis; HimeyunHa AZMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecun
obonoHkoto, no 12,5 TAL ®apma 'mM6X, MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
Mr, no 10 Tabnetok HimeuyunHa roTOBOrO Nikapcbkoro 3acoby, BKIYaKUUN AiNbHAL BUMYCKY
y 6nicTepi; no 3, abo cepii abo micLe NpoBefeHHS KOHTPOSO AKOCTI. (Ais/IbHICTb,
no 6, abo no 9 3a AKy BiAgnoBigae BMPOGHMK/iIMNopTep, BKIOYaoUM BUMYCK
6nictepis B cepiid) (NprBeAEgHHS afpecn BUPOBHUKA Y BIANOBIAHICTL A0
KapTOHHI# Kopo6Lj; BrCHOBKY LL,040 MigTBEPAKEHHS BiANOBIAHOCTI BUPOOHULITBA
no 14 tabnetok y GMP (6€3 3MiH MicLA BUPOGHMLTBA) 3 BiANOBIZHNMM
6nictepi, no 1, abo 3MiHaM¥ B TEKCTi MapKyBaHHS yNakoBOK)
no 2, a6o no 4, abo
no 6, abo no 7
6nictepis B
KapTOHHI Kopobui
97. NOPICTA® TabneTku, BKpUTI KPKA, a.4a., CnoBeHisa KPKA, a.4., HoBo CnoseHis/ BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | TUny - 3a peyenmom UA/5516/01/02
nAiBKOBOIO HoBo mecTo mMecTo, CnoBeHis; HimeyunHa AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu

060/10HKOH0, M0 25
Mr, no 10 TabneTok

TAL dapma M'M6X,
HimeyunHa

MiCLiA NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO JliKapCbKOro 3acoby, BKIOYAUN AiNIbHUL BUMYCKY
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
y 6nictepi; no 3, abo cepii abo MicLe NpoBeAEeHHS KOHTPOIO SKOCTI. (AiSNIbHICTb,
no 6, abo no 9 3a Ky Bifgnosigae BUPO6HUK/IMIOPTEp, BKIKOYAKOUN BUMYCK
6nicTepis B cepiii) (MprBeAEgHHS afpecn BUpOOHUKa Y BIANOBIAHICTL A0
KapTOHHI KopobLj; BucHOBKY LLOA0 NiATBEPKEHHS BifNOBIAHOCTI BUPOOGHMLTBA
no 14 tabnetok y GMP (6€3 3MiH1 MicLA BUPOGHMLTBA) 3 BifNOBIAHNMM
6nicTepi, no 1, abo 3MiHamM¥ B TEKCTi MapKyBaHHS ynakoBOK)
no 2, abo no 4, aéo
no 6, abo no 7
6nicTepis B
KapTOHHI KopoobLi
98. NOPICTA® TabneTkn, BKPUTI KPKA, a.4., CnoseHis KPKA, a.4., HoBo CnoseHis/ BHECEHHS 3MiH 40 pPeecTpauiiHnX MaTepiasiB: 3MiHu | Tuny - 3a peyenmom UA/5516/01/03
NNiBKOBOO HoBo mecTo mMecTo, CroBeHis; HimeyunHa AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
06010HKo0, No 50 TAL ®apma 'M6X, MiCLA NPOBaKEHHS Ais/IbHOCTI BUPOGHMKa/iMnopTepa
mr, no 10 TabneTok HimeuyunHa roTOBOrO /iKapCbKOro 3acoby, BK/IYAKUMN AiINbHAL BUMYCKY
y 6nicTepi; no 3, abo cepii abo micLie NpoBeAEHHS KOHTPOJO SKOCTI. (AisIbHICTb,
no 6, abo no 9 3a AKy BiAnosifgae BUPOGHMK/IMNOPTep, BKOYAOUM BUMYCK
6nictepiB B cepiin) (NMpuBeAEHHS agpecn BUPOOHMKA Y BIAMOBIAHICTb A0
KapTOHHI KopobL; BrCHOBKY 010 MiATBEPAXKEHHS BiANOBIAHOCTI BUPO6HULITBA
no 14 tabnetok y GMP (6€e3 3MiH1 MicLA BUPOBHMLTBA) 3 BifNOBIAHNMM
6nictepi, no 1, abo 3MiHaMK B TEKCTi MapKyBaHHS yNakoBOK)
no 2, abo no 4, abo
no 6, abo no 7
6nictepiB B
KapPTOHHI KOpOoOLi
99. NOPICTA® TabneTku, BKpUTI KPKA, a.4., CnoseHis KPKA, 4.4., Hoso CnoseHisa/ BHECEHHS 3MiH O peecTpauiiiHnx maTepianis: 3MiHun | Tuny - 3a peyenmom UA/5516/01/04
MN/1iBKOBOIO Hoso mecTo mecTo, CroBeHis; HimeuunHa AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
060/10HKO10, N0 100 TAL ®apma 'M6X, Micus NpoBaKEHHSA AiiNIbHOCTI BUPOBGHUKa/imnopTepa
mr, no 10 TabneTok HimeuunHa roTOBOro MikapCcbKoro 3acoby, BKIYAKUMN AiNbHALI BUMYCKY
y 6nicTepi; no 3, abo cepii abo micLe NpoBefeHHS KOHTPOSTIO SKOCTI. (Ais/IbHICTb,
no 6, abo no 9 3a SKy BiANoBigae BUPOGHMK/IMNOPTEP, BKIOYAKYN BUMYCK
6nicTepis B cepiil) (NpMBefeHHA afpecn BUPOOHMKA Y BiANOBIAHICTL A0
KapTOHHI Kopo6Lj; BrCHOBKY L0410 MiATBEPAXKEHHS BiANOBIAHOCTI BUPOOHULITBA
no 14 tabnetok y GMP (6€3 3MiHN MicLA BUPOGHMLTBA) 3 BiANOBIAHNMM
6nicTepi, no 1, abo 3MiHaMu B TEKCTi MapkyBaHHs1 YNakoBOK)
no 2, abo no 4, abo
no 6, aéo no 7
6nicTepis B
KapPTOHHI KOpoOLii
100. | MAKCTICTUH Tabnetky no 24 mr TOB Ykpaina TOB "®apmekc YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3MiHu | TUNy - 3a peyenmom UA/10012/01/03
Ne 30 (10x3), Ne 60 "®apmekc pyn" 3MiHK 3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. CTabinbHICTb.
(10x6) y 6nictepax y pyn" 3MiHa y TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs

nauui

roTOBOrO Nikapcbkoro 3acoby (36ibLUEHHA TEPMiHY
NPWAATHOCTI FOTOBOIO JiKAPCbKOro 3acoby) - 415 Toprosoi
ynakoBku (MiATBEPAKYETbCSA AaHUMMN peaslbHOro Yacy)
(36iNbLLEHHA TEPMIHY NPUAATHOCTI FOTOBOIO iKapCbKOro
3ac06y A/19 TOProBoi ynakoBku (3 2-x go 3-x pokis) (TepmiH
BBEAEHHS 3MiH MPOTAroM 3-X MicsliB Nicnsl 3aTBEPKEHHS)
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
101. | MAKCTICTUH Tabnetky no 16 mr TOB Ykpaina TOB "®apmekc YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHu | TUNY - 3a peyenmom UA/10012/01/02
Ne 30 (10x3), Ne 60 "®apmekc pyn" 3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHICTb.
(10x6) y 6nicTepax y pyn" 3MiHa y TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHs
nauui roTOBOrO NikapCbKoro 3acoby (36iNbLUEHHA TEPMiHY
NPWAATHOCTI TOTOBOIO JliKapCbKOro 3acoby) - 15 Toprosoi
ynakoBku (MigTBEPAKYETbCSA AaHUMMN peaslbHOro Yacy)
(36iNbLLEHHA TEPMiIHY NPUAATHOCTI FOTOBOO NiKapCbKOro
3ac06y A4/19 TOProBoi ynakoBku (3 2-x Ao 3-x pokis) (TepmiH
BBEEHHA 3MiH NPOTAroM 3-X MicsliB MicNs 3aTBEPAXEHHS)
102. MAKCTICTUH Tabnetky no 8 mr Ne TOB YKpaiHa TOB "®apmekc YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHu | TURY - 3a peyenmom UA/10012/01/01
30 (10x3), Ne 60 "dapmekc pyn" 3MiHM 3 IKOCTi. [0TOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.
(10x6) y 6nictepax y pyn" 3MiHa y TepMiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
nauui roTOBOrO NiKapCbKOro 3acoby (36iNbLUEHHA TEPMiHY
NPUAATHOCTI TOTOBOIO JiKapCbKOro 3acoby) - 151 Topro.oi
ynakoBku (MigTBEPAKYETLCSA AaHUMMN peaslbHOro Yacy)
(36inblUEHHs TEPMiIHY NPUAATHOCTI FOTOBOTO J1iKaPCbKOro
3acoby 4151 TOProBoi yNakoBKK (3 2-x A0 3-x pokiB) (TepMiH
BBEEHHA 3MiH NPOTAroM 3-X MicsliB MicNs 3aTBepAXXEHHS)
103. MEMOKC 10 TabneTku, BKPUTI TOB "®apma YKpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu | TUny - 3a peyenmom UA/13188/01/01
MN/1iBKOBOIO Crapt" Crapt" (chacyBaHHs 3MiHM B npoueci Bupo6HuuTBa APl (HesHauHa 3miHa y
060/10HKO10, M0 10 Ta nakyBaHHS 3 npoueci BUpobHULUTBa API) — BUNYyYEeHHA AOAAHHSA aLeToHY
Mr no 10 Tabnetok y dopmu in bulk 018 NOAaUTbLLIOro CONeyTBOPEHHS Ha 2 Ta 3 eTanax
6nicTepi; no 3 abo 6 chipmu CiHTOH BMPOGHMYOro mpouecy; 3MiHu | TUny - 3MiHK B NpoLeci
6nicTepiB y nayui 3 XicnaHis, C.J1., BUpo6HMLTBa AD| (He3HaYHa 3MiHa y npoLeci BUpo6HULTBA
KapToHYy Icnanis) A®I) — gogaHHs 4o onucy BUPOBHUYOro NpoLecy NoBTOPHOroO
BUKOPWUCTaHHS TONYyosy; 3MiHW | TUny - 3MiHa agpecu wrab-
KBapTUpy BUPOGHUKA, Y 3B A3KY 3i 3MIHOIO OPUANYHOI
agpecy. BupobHuya fginbHuus Ta yci BUpobHuyi onepawii
3anuwaTbes 6e3 3MiH; 3MiHK | TUMY - 3MiHa BUPOOHUKa
BUXIAHOro/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTbCSA Yy BUpOBHUYOMY npoueci A®l, abo 3miHa
BMPOGHMKa (BK/TOYaO4YM, e HeobXigHOo, MicLie MPOBEeAEHHS
KOHTpO/t0 AKOCTi) AP (3a BiACYTHOCTI cepTudikaTa
BifNoBigHOCTI €Bponelickkili hapmakonei y 3aTBepkKeHoMy
[0CbE)(iHLWi 3MiHN) — 3aMiHa nocTavasibHVKa NMPOMIXHOro
npogykty 1-bpom-3,5 - AumeTunagamaHTaH; 3MmiHu | tuny -
BWyYEHHs1 BUpo6HUKa APl MemaHTVHY rigpoxiopuay
104. | MEMOKC 20 TabneTku, BKpUTI TOB "®apma YkpaiHa TOB "d®apma YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 3a peyenmom UA/13188/01/02
NAiBKOBOO Crapt" CrapT" (dhacyBaHHs 3MiHM B npoueci BUpobHULTBa APl (He3HayHa 3miHa y

060n0HKo0, No 20
mr no 10 TabneTok y
6nictepi; no 3
6nictepn y nauui 3
KapTOHY

Ta NakyBaHHS 3
chopmum in bulk
pipmyt CiHTOH
XicnaHis, C.J1.,
Icnanis)

npoueci BupobHuuTea A®l) — BUNyYEHHS [OfAHHS aLeToHY
AN NOAa/IbLLIOTO COMeyTBOPEHHNA Ha 2 Ta 3 eTanax
BMPOBHUYOro npouecy; 3MiHu | Tuny - 3mMiHW B npoveci
BMPOGHMLUTBA AD| (He3HaYHa 3MiHa Y NpoLeci BUPO6HMLTBA
A®l) — fofaHHA 40 onNycy BUPOBHUYOTo NpoLiecy NOBTOPHOrO
BUKOPWUCTaHHS TONyosy; 3MiHW | TUny - 3MiHa agpecu Wwrab-
KBapTVUpV BUPOGHMKA, Y 3B A3KY 3i 3MIHOI0 OPUANYHOI
agpecn. BUpo6HMya finbH1UsA Ta yci BUpo6HUYI onepauii
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
3aMLaTbes 6e3 3MiH; 3MiHK | Tuny - 3MiHa BUPOGHMKa
BVXifHOro/MpoMKHOro NpoayKTy/pearenTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHUYOMY npoueci AP, abo 3miHa
BMpOGHMKa (BK/IKOYAKOUK, Ae HeO6XiAHO, MicLe NpoBeAeHHs
KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakKeHoMy
[0Cbe)(iHLWi 3MiHKM) — 3aMiHa nocTavyasibHUKa MPOMDKHOIO
npoaykty 1-6pom-3,5 - AumeTnnagamaHTaH; 3miHv | tuny -
BWUIyYEHHs1 BUpo6bHMKa APl MemaHTuHY Tigpoxnopuay
105. MEHOBA/EH kancynu, no 10 My6niuHe YKpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | Tuny - 6e3 peyenma UA/5279/01/01
Kancyn y énictepi, akuioHepHe akuioHepHe 3MiHa y meToAax BunpobyBaHHs A®| abo BMXiZHOTO
no 2 6nictepun y TOBapUCTBO TOBapUCTBO maTepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
nauuj "HaykoBo- "HaykoBo- BVKOPUCTOBYETLCA Y NpoLieci BUPo6HMLTBA AP (iHLWI 3MiHU Y
BUPOGHWYUNIA BUPOOHNYNIA LLEHTP MeToZax BMNpoGyBaHHs (BK/IOUAKUM 3aMiHy abo
LeHTp "BopLuariBcbKuii [0NoBHEHHS) AD| abo BUXiZHOro/NPOMIDKHOIO NMPOAYKTY) -
"BopLuariscbk Ximiko- npuBefeHHss METOAVKM BU3HAYEeHHA MonicheHonis M'ATH Ta
WA XimiKo- hapmaueBTUUHWIA MeHnTony A®| «M'TK nepLeBoi KOMNIEKC NiNOQINbHUIA» 3a
thapmaueBTuy 3aBof" nokasHukoM «laeHTudikauis» no Bumor EP; cynyTHS 3miHa:
HWi 3aBoa” 3MiHa y napameTpax crneuudikauili Ta/abo f4onyCcTUMUX MeX,

BM3HAYeHNX y cneundikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BVKOPUCTOBYIOTbCA Y npoueci BUpobHuuTea A®| (iHLwi 3miHK)
— 3MiHK y cneundikalii APl «M'aTn nepueBoi KOMNIeKc
ninodinbHMIA» 3a NOKa3HUKOM «laeHTudikaulis»; 3MiHn | Tuny
- 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiAMNOBIAHICTb A0 MOHOrpadii oY ab6o €Bponeiicbkoi
hapmakonei, abo iHLIOI HalioHa/IbHOT thapMakonei Aepxasu
€C (3MmiHa y cneyudpikauisix, nos'asaHa 3i 3miHamu B 1Y,
abo €Bponeiickkiin hapmakonei, abo iHWIl HauioHasbHil
thapmakonei gepxasu €C) — 3MiHM y cneuudikauii A®I
«M'ATW NnepLeBoi KOMNAeKE NiNoiNbHUA»; 3MiHK | TNy -
3MiHa y meTogax BunpobyBaHHs A®| abo BMXiZHOTO
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUPo6HMLTBA AP (iHLWI 3MiHK Y
MeToZax BMNpoGyBaHHs (BK/IOUAKUM 3aMiHy abo
[0MNoBHEHHS) AD| abo BUXiZHOro/NPOMIKHOIO NMPOAYKTY) -
npuBefeHHss METOAMKM BU3HaYeHHA TepneHis BanepiaHn AP|
«BanepiaHy koMnaekc MinodinbHW» 3a MOKa3HUKOM
«lpeHTundikauisi» no sumor EP; cynyTHs 3miHa: 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y npoueci BUpooHULTBa AP - 3MiHN Y
crneundikauii A®l «BanepiaHy komnsiekc ninodinbHMi» 3a
NOKa3HUKOM «laeHTudikauis»; 3miHu | TUny - 3MiHKX, NOB'A3aHi
3 HeOOXiJHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0 MOHOrpadii
[dY abo EBponeiicbkoi hapmakonei, abo iHwoi
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HauioHanbHOI hapmakonei gepxasu €C (3miHa y
cneuudikauisix, nos'as3aHa 3i 3miHamu B dY, abo
€Bponeiicbkiil hapmakonei, abo iHLLUIA HaLioHaNbHI
hapmakonei gepxasu €C) - 3MiHn y cneundikauii APl
«BanepiaHn komnnekc NinodinbHWIA»; 3MiHW | TUNy - 3MiHK,
noB'sA3aHi 3 HeOOXIAHICTIO NPUBEAEHHS Y BiAMNOBIAHICT A0
MoHorpadii 4®Y abo €sponeiicbkoi hapmakonei, abo iHLwoi
HauioHanbHOI hapmakonei gepxasn EC (3miHa y
cneuudikauisix, noB'a3aHa 3i 3miHamu B JdY, abo
€Bponeiicbkiil hapmakonei, abo iHLLUI HaLioHaNbHIl
hapmakonei gepxasu €C) - npuBeAEHHS NMOKa3HMKa
«MikpobiosioriyHa YncToTa» AOMOMIKHOI pevyoBUHU «Kancynm
XenatuHoBi» o Bumor AdY; 3miHu | TMNy - 3MiHK, NOB'A3aHi 3
HeoOXiAHICTIO NpUBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil
[®Y abo €sponeiicbkoi hapmakonei, abo iHLWOoi
HauioHanbHOI hapmakonei gepxasu €C (3miHa y
cneuudikauisix, nos'asaHa 3i 3miHamu B dY, abo
€Bponeiicbkii dhapmakonei, abo iHLLUIA HaLioHaNbHI
hapmakonei gepxasu E€C) — NpuBeAEHHS NOKa3HNKIB
cneuudikauii JOMOMKHOI pe4yoBMHN «KpeMHito giokeung
KONOigHWin 6e3B0AHWI» A0 BUMOr AdY; 3MmiHuM | Tuny - 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MeX AN
[0MNOMDKHOT peyoBUHY (4ONOBHEHHSA abo 3amiHa (3a
BMHATKOM NliKapCbK1X 3aco6iB 6GionoriyHoro Ta
iMyHOMOrYHOro NOXOMKEHHS) NapameTpa cneuudikauii 3
BIANOBIAHUM METOA0M BMNPOGYBaHHA 3a pesynbTaTtamu
pocnigpkeHb 3 6e3nekn abo AKOCTi) — 3MiHa HOPMYBaHHS
nokasHvka «BTpaTa B maci npu BUCYyLLYBaHHi» cneuudikauii
[L0MOMIDKHOT peyoBUHM «KpemHito giokeua KonoigHuii
6e3BOAHUIA»; 3MiHW | TUMY - 3MiHKM, NOB'A3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTL A0 MoHorpadii 4dY abo
€BponeiicbKoi hapmakonei, abo iHLWOi HauioHaIbHOT
thapmakonei gepxasu €C (3miHa y cneumdikaLisx, nos'a3aHa
3i 3miHamu B 1Y, abo €Bponeiicbkiit hapmakonei, abo iHLwii
HaLjioHasbHIl thapmakonei gepxasn €C) — NpYBeAEHHS
nokasHuka «MikpobionoriyHa unctota» cneyudikauii
[0NOMDKHOT pevoBuHUN «Lientonosa MikpokprcTaniyHa» Ao
BuMor I®Y; 3miHW | Tuny - 3MiHK, NOB'A3aHI 3 HEOOXiAHICTIO
npuBEeLEHHS Y BiANOBIAHICTb A0 MoHorpadii 4dY abo
€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHabHOT
hapmakonei gepxasu E€C (3miHa y cneyudikauisix, nos'asaHa
3i 3miHamu B 1Y, abo €Bponeiicbkiin hapmakonei, abo iHLLii
HaLjioHasbHIli hapmakonei gepxasu €C) - NpUBEAEHHS
nokasHuka «MikpobionoriyHa unctota» cneuudikawii
[OMOMiXXHOT Pe4oBVHN «KpoxMasib KapTONISHWA» A0 BUMOT
LO®Y; 3MiHKM | TUNY - 3MiHW, NOB'A3aHI 3 HEOOXIAHICTIO
npuBeLEHHS Y BiANOBIAHICTb A0 MoHorpadii 4dY abo
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocBiO4YEeHHs
€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT

HaLjioHasnbHIli hapmakonei gepxasu €C) - NpUBEAEHHS
noKasHUKiB «PO3UnHHICTb» Ta «MikpobionoriyHa umctoTa»
cneumdikauii 4ONOMKHOT peyoBKHM «MarHito kapboHat
nerkuii» fo sumor A®Y; 3miHu | Tuny - 3MiHM BUNpo6yBaHb
abo gonycTMMmMX MexX, BCTAHOBMEHMX Y creumdpikalisx, nig
yac BMPOOHMLITBA FOTOBOTO /liKapPCbKOro 3acoby (BUMyYeHHS
HEeCyTTEBOro BUNPOBYBaHHA B Npoueci BUPOOHULITBA) —
BU/TyYEHHS nokasHuka «MikpobionoriyHa uncrora» 3i
crneundikaLii NPOMIKHOro NPoAyKTy; 3MiHW | TUNY - 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX FOTOBOrO
NiKapcbKoro 3acoby (BW/ly4eHHSI HE3HAYHOIO MOKa3HMKa
(Hanpuknag 3acTapisioro nokasHuka, Takoro sk 3anax Ta
cMak, abo igeHTudiKaLis 6apBHUKIB UM CMaKOBMX [06aBOK)) —
BW/TyYEHHS 3i cneuudikaLii roToBOro Nikapcbkoro 3acoby
BU3HaYeHHA MeHTONy 3a Noka3HUKoM «KinbkicHe
BM3HAUYEHHS»; CYNYTHSA 3MiHA: 3MiHW BUNPO6yBaHb abo
O0NyCTUMMX MEX, BCTAHOBMEHNX y cneundikayisix, nig vyac
BMPOGHMLITBA FOTOBOTO JiKapPCbKOro 3acoby (BUyYeHHs
HeCyTTEBOro BMNPO6yBaHHA B NpoLEeCi BAPOGHULITBA) -
BUYyYEHHN 3i cneuudiikauii 418 KOHTPO/IH0 NPOMIKHOT
NPOAYKLUIT BU3HAUYEHHA MeHTONy 3a NokasHUKOM «KinbkicHe
BM3HAYEHHS»; 3MiHU | TUNY - 3MiHa NapameTpiB cneuudikauii
Ta/abo [onyCTUMUX MEX rOTOBOTO JTIKApCbKOro 3acoby
(monoBHeHHS abo 3amiHa NokasHuKa cneuudikauii 3a
pesynbTaTamu AocnifxeHb 3 6e3nekn abo AkocTi (3a
BMHATKOM NiKapCbKnx 3ac06iB 6i0N10ri4YHOro/iMyHOMOMNYHOT0
NOXOKEHHS)); CYNyTHA 3MiHa: 3MiHW BUNPO6yBaHb abo
[0NyCTUMUX MeX, BCTAHOBNEHNX Y crnieundikalisx, nig vyac
BVMPOGHMLTBA rOTOBOTO /1iKapPCbKOro 3acoby (iHLUi 3MiHK),
[OMOBHEHHSA cneumaikaLlii NPoMKHOT NPoAYKLUiT NOKa3HUKOM
«KinbkicHe BU3HauYeHHs»; 3MiHU | TNy - 3MiHa NnapameTpiB
cneumdikauii Ta/abo AONYyCTUMMX MEX FOTOBOTO NiKapCbKoro
3acoby — npuBeeHHs cneyndikalii roToBoro nikapcbkoro
3aco6by 3a nokasHvkamu «lgeHTudikauis», «MikpobionoriyHa
yncToTa» Ao Bumor APY; 3miHu | Tuny - 3miHa
noctavasibHUKa nakyBasibHUX MaTepiasnis abo
KOMMNIEKTYIOUNX - BUSTYHYEHHSA HAaliMEeHyBaHHA NnocTavyasbHUKIB
nakyBaslbHUX MaTepianis 3 peecTpayiiiHoro A0Cbe; 3MiHu |
TMMy - 3MiHa napameTpiB crnewuudikauiin Ta/abo onycTMmnx
MeX 4715 AONOMDKHOT peYOBMHM (LONOBHEHHS cneuudikauii
HOBMM MOKA3HMKOM 3 BiANOBIAHUM METOA0M BMNPOBYBaHHS)
— [OMNOBHEHHA cneuudikauil 4ONOMKHOT peyoBUHU «Kancynu

XenaTvHOBI» HOBMM NOKa3HUKOM «laeHTudikaLis 6apBHUKIB»

hapmakonei gepxasu E€C (3miHa y cneyudikauisix, nos'asaHa
3i 3miHamu B 1Y, abo €Bponeiicbkiil hapmakonei, abo iHLLii

3 BijNOBIAHUM METOAO0M BMMPOGYBaHHSA
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
106. | METUNYPALU cynosuTopii TOB Ykpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHix maTepepianis: 3miHu | Tuny | 6e3 peyenma UA/11698/01/01
N-dAPMEKC pekTanbHi no 500 "®APMEKC reyn" - 3MiHK 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. CTabinbHICTb.
Mr, no 5 reyn 3MiHa y TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHs
CynosuTopiiB y roTOBOrO NikapCbKoro 3acoby (36iNbLUEHHA TEPMiHY
CTpwvni; No 2 cTpunu NPWAATHOCTI TOTOBOIO JliKapCbKOro 3acoby) - 15 Toprosoi
B MauLi 3 KapTOHY ynakoBku (MigTBEPAKYETbCSA AaHUMMN peaslbHOro Yacy)
(36iNbLLEHHA TEPMiIHY NPUAATHOCTI FOTOBOO NiKapCbKOro
3aco6y A/19 TOProBoi yNnakoBKu, ki NigTBEPAXKYOTbCA
[aHUMK peasibHOro yacy (3 2-x Ao 3-x pokis) (TepMiH
BBEEHHS 3MiH NPOTAroM 3-X MicsILiB MiCNs 3aTBEPYKEHHS)
107. | METOTPEKCAT | koHUeHTpaT ans EBEBE ABCTpist NOBHWI LMK ABcTpisi/ BHECEHHS 3MiH 40 pPeecTpauiiHnX MaTepiasiB: 3MiHu | Tuny - 3a peyenmom UA/1209/02/01
"EBEBE" pO34uHy ANns dPapma BMPOGHMLTBA: HimeyunHa 3MiHK 3 SKOCTi. F0TOBUIA NiKapcbKuii 3aci6. 3MiHW y
iHpy3iiA, 100 mMr/mn Fec.m.6.X. EBEBE ®apma BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHOThCA
no 5 mn (500 mr), Hdor. KI lec.m.6.X. Hdr. KT, BUMYCKY Cepii Ta KOHTPOJIHO SKOCTi FOTOBOrO NiKapCbKoro
a6o no 10 mn (1000 ABCTpist 3acoby (3amiHa abo AofaBaHHA AiNbHULI, Ha Kl
Mr) a6o no 50 mn TecTyBaHHSA: 3[jACHIOETLCA KOHTPO/IL/BUNPOBYBaHHA cepii) (AoAaHHA ABOX
(5000 mr) y MM KOHTPaKTHUX 1abopaTopiii, AN NPOBEAEHHSI KOHTPOSI0
dhnakoHi; no 1 Mikpob6ionoriwec aKkocTi [N13: MPL Mikrobiologisches Pruflabor GmbX nf Labor
donakoHy B Mptochnabop M6X, L + S AG (MM Mikpo6ionoriwec Mpiocnadop MbX,
KapTOHHI KOpoobLi; ABCTpIst ABCTpisi Ta JTabop /1+C Al', HimeuumnHa); 3miHu | Tuny - 3MiHn
no 5 mn (500 mr) B TecTyBaHHs: 3 AKocCTi. [oTOBWMIA Nnikapcbkuii 3aci6. KOHTPOb roToBOro
amnyni; no 5 amnyn Na6op N+C AT, nikapcbkoro 3acoby. 3miHa y MeToax BUNpobyBaHHS
B KQPTOHHIN HimeuyunHa roTOBOrO JliKapCbKOro 3acoby (He3HayHa 3miHa y
kopo6Lii; no 10 mn 3aTBEPMXEHNX MeToAax BUNPOGYBaHHSA) (MPY BU3HAYEHHS
(1000 mr) B amnyni; Ai04O0T peYOBMHN 3a NoKasHukamun «laeHTudikauis» ta
no 1 a6o no 5 amnyn «KinbkicHe BU3HaYeHHs» MeTogoM BEPX 3amicTb TpbOx
B KAPTOHHIl KOpOGL nocnifoBHUX BBeAEHb NPO6Y 3anpONOHOBAaHO NPOBOAUTU
ofiHe BBeEeHHsi NPobu BUNPOGOBYBAHOTO PO3UMHY.
B1po6HMKOM 0BEIeHO CTATUCTUYHO BIACYTHICTb 3HAUYLLOI
pi3HUL MiX NOTPIHUM NOCNiAOBHNM BBEAEHHAM NPO6Y Ta
0/1HOPa30BUM BBEIEHHSIM)
108. | MIKONAK nak gns Hirtie AngoreH IMKo | Jllokcembypr Maynb B. BeliBepc HimeuunHa BHECEHHS 3MiH O peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/13688/01/01
nikyBanbHUiA, 5 % C.ap.n v6eX BE[IEHHA y3arasibHEHUX AaHuX NpPo cuctemy
po34KH, No 2,5 mn hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHoi 0cobu,
abo 5 mn y donakoHi; BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapMakoHarnsay; KOHTakTHOT
no 1 conakoHy 0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iIACHEHHS
pasom 3 10 hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA Bif,
nonaroykamu, 30 YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
TamnoHamu A4 hapmakoHarnsgy (Bknoyarouy KOHTakTHI AaHi) Ta/abo 3MiHu
ouneHHs Ta 30 y po3milLeHHi MacTep-thaiina cuctemn hapmakoHarnagy
nuaoYkaMun gns
HIrTiB y navui 3
KapTOHY
109. | MIKCAUUN MOPOLLIOK ANs AngoreH IMKO | Jliokcembypr BiAgnoBigae 3a Benwvka BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu | Tuny - 3a peyenmom UA/13762/01/01
pO34uHy Ans C.AP.J1. BUMNYCK Cepiii: BpuTaHis/ 3MiHa YNOBHOBaXEHOI 0co6U, BiANOBIAa/IbHOI 3a 3AiACHEHHS
iHdpysiii, 500 mr/500 Xocnipa HOK IHais/ hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapmakoHarnsagy
Mr, 1 doiakoH NimiTeq, Benvka Higepnangwn/ 3as1BHMKA 4114 34iicCHEeHHs hapMakoHarsgy B YkpaiHi
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PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayiliHo
20
nocBiO4YEeHHs

(micTkicTio 100 mn) y
naJui 3 KapToHy; 5
0NaKoHiIB (MiCTKICTIO
20 mn) y nayui 3
KapToHy

BpuTaHis;
BMPOGHMLTBO,
TeCTyBaHHs,
aHaniTNYHi
OOCTiHKEHHS
CTabiNbHOCTI;
TecTyBaHHA Ta
nakyBaHHS rOTOBOro
npogykTy: Xocnipa
Xenckea IHais
MpaisiT NimiTeq,
IHAis; BUPO6HNLTBO,
TECTyBaHHS,
aHaniTNyHi
[OCNIMKEHHSA
cTabifibHOCTI;
TecTyBaHHA Ta
nakyBaHHS
CTepUIbHUX
MPOMiXXHUX
peyoBuH: Opxig
Kemikans i
dapmavueyTikan3
nra, Hais;
BUPOBHUK,
BiANOBigabHNI 3a
BTOPVIHHE
nakysaHHs: HOINC
CKC (Higepnangn)
B.B., HigepnaHgu;
BUPOBHUK,
BiANOBiAabHNI 3a
BTOPVIHHE
nakysaHHs: CBYC
®apma, a.c., Uecbka
Pecny6nika;
TeCTyBaHHs cepiii
nikapcbKoro 3aco6y:
Xocnipa C.n.A.,
ITanis

., Uecbka
Pecny6nika/
ITanisa

(BK/KOUAOYM KOHTaKTHI AaHi)

110.

MOP®O/IHIEB
A Clllb
TIASOTHOI
KNUCNOTN

MOPOLLIOK
(cybeTaHuis) y
noABiiHNX
nonieTnIeHoBUX
nakeTtax Ans
BMPOGHULTBA
CTepu/IbHUX Ta

MNAT
"Kuismegnpen
apat”

YkpaiHa

MeHagioHa, C.J1.

IcnaHis

BHECEHHS 3MiH A0 peecTpauiiHnx matepiasis: 3miHu Il Tuny -
3MiHu 3 siKocTi. A®Il. CTabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BMNpobyBaHb/nepiody 36epiraHHa abo ymos 36epiraHHs AdI
(3a BiACYTHOCTI y 3aTBEPAKEHOMY A0ChE cepTudikara
BiANOBIgHOCTI EBponeiickkili hapmakonei, Lo BKIoYae
nepiog, NOBTOPHOrO BUNPO6YBaHHS) (iHWi 3MiHN) (3 2-X A0 4-X
POKiB)

UA/12670/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayitiHo
2o
nocBiO4YEeHHs

HecTepuIbHMUX
Nikapcbknx gopm

111.

HAMPO®®

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, N0 275
Mmr Ne 10 (10x1), Ne
20 (10x2) y 6nicTepi

"POTADAPM
NIMITER"

Benuka
BpuTaHis

Biochapma lnay
CaH. Be Tigx. A.LL.,
TypeyuunHa,;
yopPna MEMUNH
INAY CAH. BE
TIOXK. AL,
TypeyunHa

TypeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUny -
[0TOBWIA NiKapcbkWii 3aci6. BUpobHULTBO. 3MiHW, L0
CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOJIHO SAKOCTi FTOTOBOrO
nikapcbkoro 3acoby (3amiHa abo fofaBaHHs BUPOGHMKA,
BifNoBiAasIbHOro 3a BUMYCK cepil) - BKIYaoun
KOHTPObL/BNNPOGYBaHHSA cepii (BBeAEHHS f0AATKOBOrO
BUpo6HMKa YOPA MEAVLINH IIAY CAH. BE TIAXK. A.LL.,
TypeuunHa [o Bxe 3aTBepaxeHoro: biopapma lnay CaH. Be
Tigpk. A.LL., TypeuunHa); 3MiHun | Tuny - FOTOBUIA NiKaPCbKMiA
3aci6. BupobHuuTBO. 3amiHa abo BBELEHHS 40AaTKOBOI
AiNbHULI BUPOBGHMLTBA /151 YACTUHM abo BCbOro
BMPOGHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(@inbHUUSA, Ha AKi NpoBOASATLCSA ByAb-AKi BUPOGHWUYI CcTag,l,
3a BUHSATKOM BUNYCKY Cepiii, KOHTPO/IO AKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO NaKyBaHHS, [/19 HECTEPUTbHUX IKapPCbKUX
3aco6iB) CynyTHs 3MiHa - [0TOBWIA Nikapcbkuii 3aci6.
Bupo6HuuTBO. 3amiHa abo BBefEHHS [0A4aTKOBOT AiSIbHULL
BMPOGHULTBA A/151 YacTUHM abo BCbOro BUPOGHNYOro
npoLiecy roToBOro /ikapCbkoro 3acoby (finbHnuUA ans
BTOPVHHOTO NakyBaHHs) FOToBUIA Nikapcbkuii 3aci6.
Bupo6HMLTBO. 3aMiHa abo BBeAEHHS [04ATKOBOI AiflbHML
BMPOGHMLITBA A4/151 YHACTUHM abo BCbOrO BUPOGHMYOTO
npoLecy roToBOro Nikapcbkoro 3acoby (AinbHULA ANns
NepBUHHOTO NakyBaHHs) (BBeAEHHS A0AATKOBOrO BUPOGHUKA
YOPNA MEOVUWH INAY CAH. BE TIK. A.LL., TypeuunHa
[0 BXe 3arBepakeHoro: biodapma lnay CaH. Be Tigx. A.LL.,
TypeuumnHa Ta sIK HacnifgoK nosisa HOBOT YNakoBKM
YKPaiHCbKOI Ta aHrNifncbKo MoBamm)

3a peyenmom

UA/12506/01/01

112.

HAMPO®D

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOH0, No 550
mr Ne 10 (10x1), Ne
20 (10x2) y 6nicTepi

"POTA®APM
NIMITEL"

Benuvka
BpuTaHis

Biochapma Inay
CaH. Be Tigx. A.LL.,
TypeyuunHa;
yopPna MEMLINH
ITAY CAH. BE
TIOXK. A.LL.,
TypeyunHa

TypeuunHa

BHECEHHS 3MiH O peecTpauiiiHnx maTepiania: 3MiHun | Tuny -
"OTOBWMIA Nikapcbkunii 3aci6. BUpo6HMLTBO. 3MiHW, WO
CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPO/O AKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo AofaBaHHA BUPOOHNKA,
BiANOBIAA/TLHOIO 3a BUMYCK Cepii) - BKIOUaun
KOHTPONb/BUNPOGYBaHHSA cepil (BBeAEHHS OAATKOBOro
BMPOGHMKa YOP/ MEAWLIMH INAY CAH. BE TIIXK. A.LL.,
TypeuunHa [0 BXe 3aTBepakeHoro: biodapma Inay CaH. Be
Tigx. A.LL., TypeuurHa); 3miHu | TUNy - FOTOBWIA NikapcbKuii
3aci6. BupobHuuTBO. 3amiHa abo BBefEeHHS A0AaTKOBOI
AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(ainbHWUA, Ha Sk NpoBOAATLCA ByAb-AKi BUPOOHMYI CcTaail,
3a BUHATKOM BUNYCKY CEpiil, KOHTPO/IO AKOCTI, NEPBUHHOTO Ta
BTOPWHHOTO MakKyBaHHS, 4719 HECTEPUTbHUX NiKapCbKUX
3aco6iB) CynyTHs 3MiHa - FOToBWIA Nikapcbkuii 3aci6.
Bupo6HMLTBO. 3aMiHa abo BBeAEHHS 10A4ATKOBOI AiflbHML

3a peyenmom

UA/12506/01/02
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
BMPOBHULTBA A5 YACTUHM ab0 BCbOro BUPOGHNYOro
npoLecy rotToBoro fikapcbkoro 3acoby (4inbHUUSA ans
BTOPUHHOTIO NakyBaHHs) [0TOBWIA Nikapcbkunii 3aci6.
Bupo6HMLTBO. 3amiHa ab0 BBeAEHHS LOAATKOBOI AiflbHUL
BMPOGHMLITBA A1 YACTUHM @60 BCbOrO BUPOGHMYOTO
npoLiecy roToBOro /ikapCbKoro 3acoby (f4inbHnuUa ans
NepBUHHOTO NakyBaHHs) (BBeAEHHS AOAATKOBOrO BUPOGHUKA
YOPNA MEAVLNH IIAY CAH. BE TIAK. A.LL., TypeuunHa
[0 BXe 3aTtBepaxeHoro: biohapma lnay CaH. Be Tigx. A.LL.,
TypeuumnHa Ta sIK HacnigoK nosisa HOBOT YNakoBKW
YKPaIHCbKOK Ta aHrilicbKo MoBamu)
113. | HA®TU3NH® Kpansi Ha3asibHi MAT "®apmak” Ykpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | TUny - 6e3 peyenma UA/0704/01/01
0,05% no 10 mny 3MiHa y napameTpax cneuudikaLii Ta/abo AOMyCTUMUX MEX,
onakoHax BM3HaYeHNX y cneuyndikauisx Ha A®l, abo
nonietunneHosmx Ne BUXIiAHWA/NPOMKHUIA NpoAyKT/peareHT, Wwo
1, y donakoHax BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuLTea A®I; cynyTHs
noslieTUIEHOBUX 3 3MiHa: 3MiHM B npoueci BUpobHuuTBa A®| (He3HauyHa 3miHa y
KOHTpONeM 3aKpuWTIil YacTuHi macTep-haiina Ha A®I); 3miHum Il Tuny -
po3kputTa Ne 1 3MiHa BUPOGHUKa BUXiAHOro/NpOMKHOrO NPOAyKTy/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMYOMY npoueci Adl, abo
3MiHa BMpPOGHMKa (BK/lOUakouu, Ae HeobXigHo, micue
NpoBefieHHs1 KOHTPO/It0 AKocTi) AP (3a BigCyTHOCTI
cepTugikaTa BignoBigHOCTI €Bponeiicbkii hapmakonei y
3aTBEPKEHOMY [OCHE) - BBEAEHHS a/IbTEPHATNBHOIO
BMPOGHUWKA AN Ailo4oi peyoBMHU HadhaszoniHy HiTpaty MAT
"Papmak”, YkpaiHa
114. | HA®TU3NH® Kpanni Ha3asbHi 0,1 MAT "®apmak” Ykpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | TUny - 6e3 peyenma UA/0704/01/02
% no 10 mny 3MiHa y napameTpax crneuudikauili Ta/abo fonycTMmx Mex,
chnakoHax BM3HA4YeHWX y cneundikauisx Ha A®l, abo
nonietuneHosmx Ne BUXIiQHWIA/NPOMIDXHUIA NpOAyKT/peareHT, Wwo
1, y chnakoHax BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuLTBa A®I; cynyTHs
nonieTuIeHoBYX 3 3MiHa: 3MiHM B npoLieci BUpo6HMuUTBa AdD| (He3HauHa 3MiHa Y
KOHTpONEeM 3aKpuWTIil YacTuHi macTep-haiina Ha A®I); 3miHu Il Tuny -
po3kputTa Ne 1 3MiHa BUPOGHUKa BUXiAHOro/NpOMKHOrO NPOAYKTy/peareHTy,
LLI0 BUKOPUCTOBYIOTLCS Yy BUPOGHMUYOMY npoueci Adl, abo
3MiHa BUPOOHMKa (BK/HOYatoun, fie HeobxigHo, Micue
NpoBefieHHs1 KOHTPO/II0 AKocTi) AP (3a BigCyTHOCTI
cepTudikaTa BiANOBIAHOCTI EBponelickbkiin hapmakonei y
3aTBEPMKEHOMY [OChE) - BBEAEHHS a/lbTEPHATNBHOIO
BMPOGHUWKA AN Ailo40oi peyoBMHM HadpaszoniHy HiTpaty MAT
"Papmak”, YkpaiHa
115. | HEBUIET® TabneTku, BKPUTI MeHapiHi Iokcembypr BUPOBHMUTBO "in HimeyunHa BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianiB: TEXHIYHA 3a peyenmom UA/15245/01/01
ANOC 5/12,5 N/1iBKOBOIO IHTepHeLwoHan bulk", kOHTpoONb nomuaka B MeToax KOHTPOJO SKOCTi Y TEKCTI MeTofiB
o6onoHkoto, Ne 14 OnepeiioHc cepii: BEPJTIH-XEMI KOHTPO/IH0 AKOCTI, p. «KinbKicHE BU3HAYEHHS»; TEXHIYHA
(14x1), Ne 28 (14x2) TNokcembypr Al', HimeuunHa; noMusIKa B MeTofax KOHTPO/I0 SIKOCTI B PO34iNi «YnakoBKa»
y bnictepax C.A. BMPOGHMLTBO "in

bulk", nakyBaHHs,
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
KOHTPO/b Ta BUMYCK
cepii:
MeHapiHi-®oH
XeligeH Tv6X,
HimeuunHa; KiHUeBe
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: BEPJTIH-XEMI
Ar, HimeuunHa
116. | HEBPOJIEK PO3YMH ANA iH'eKUil MpAT "Mekxim- YkpaiHa MpAT "Nekxim- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a peyenmom UA/12880/01/01
no 2 ma B amny i, Xapkis" Xapkis" 3MiHM y NpoLeci BUPOOGHMLTBA FOTOBOTO JTiKAPCLKOro 3acoby,
no 5 amnyn B naui; BK/THOHAKOUM MPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NpK
no 2 M B amnyi; BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby (iHLi 3MiHK) -
no 5 amnyn B 3MiHM B NPOLECi BUPOOHULITBA FOTOBOIO NiKapCbKOro 3acooby,
6nicTepi, no 1 y 3B 513Ky 3 YCTAHOB/IEHHSIM aBTOMAaTUYHOT iIHCNEKLUiAHOT
6nicTepy B naydi MawmHu (Mogens EXACTA EASY -LTD)
117. | HEMPOBITAH® | Tabnetku, BKpUTI Xikma VMopparis Xikma Mopparis BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 6e3 peyenma UA/7433/01/01
060/10HKO10, M0 10 PapmacboTUK dapmacboTukans AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu
Tabnetok y 6nictepi; ans Ko. /it4,. Ko. /iT4,. 3asBHUKA (B1aCHMKa pPEECTPALiHOrO NOCBIgYEHHS) (3MiHa
no 3 6nictepn y HaliMeHyBaHHS 3as1BHWKa); 3MiHW | Tuny - AOMiHICTpaTMBHI
KapTOHHIlA KopooLi 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu micus
NpoBaPKEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOUaUy AinbHULi BUNYCKy cepii abo
MicLLle NpoBeAEeHHS KOHTPOJIHO AKOCTI. (BisNIbHICTb, 3a AKY
BiNOBiga€e BUPOGHMK/iMNOPTEP, BKOYAKOUN BUMYCK Cepild)
(3MiHa HalilMeHyBaHHA Ta NPUBEAEHHS MiCLLEe3HaXOKEHHS
BUPOGHMKa Xikma PapmackioTukans Ko. JITa., ViopaaHis go
BrCHOBKY LL0A0 NiATBEPAKEHHS BiANOBIAHOCTI BUPOOHULITBA
NiKapCbKNX 3aC06iB BUMOraM HasIeXXHOT BUPOOHNYOI MPaKTWKM
(GMP), BuaaHoro [lepaBHOK CNyx6010 YKpaiHu 3
nikapcbknx 3acobis, 3 nepesikom J13, 6e3 3MiHn Micus
BMPOGHULITBA)
118. | HEKCABAP® TabneTku, BKPUTI Baiiep ®apma HimeuyunHa Baiiep Xenckep ITania/ BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepiasniB: TeXHIYHa 3a peyenmom UA/7141/01/01
N/1iBKOBOIO Al MaHyhakTypiHr HimeuunHa nomwusKa B MeTofax KOHTPOJI0 SKOCTi NiKapCbKoro 3acoby B
060/10HKO10, M0 200 C.P.N., ITanis; Cneuudikauii noB’sA3aHi 3 nepeHeceHHAM iHdopmMaLii Wwoao
Mr Ne 112 (28x4) y Baiiep ®apma AT, 4acToTM NPoBeeHHA TecTy «MikpobionoriyHa uMcToTa»
6nictepax HimeyunHa
119. | HUPKOBUI nctano50ry MpAT Ykpaina MpAT "NikTpasun" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLljiiiHuX MaTepiasiB: TeXHIYHa 6e3 peyenma UA/5874/01/01
YAIA naykax 3 BHYTPiLLHIM "NikTpasn" NoMUIKa B TEKCTi MapKyBaHHS1 BTOPMHHOI YNakoBK/ Ha [03Yy
naketom, no 1,5ry 15r
pinbTp-naketax, no
20 hinbTp-nakeTiB y
navkax abo y navkax
3 BHYTPILLHIM
nakeTom
120. | HIKOPETTE® rymKa XyBasibHa MakHin Ab LLiBeuis MakHin Ab LBewis BHECEHHS 3MiH A0 peecTpaLiiHnX maTtepiastiB: 3MiHu | Tuny - 6e3 peyenma UA/10734/01/02
3MMOBA NikyBasibHa no 4 mr, BBeEHHS1 260 3MiHN A0 y3ara/ibHeHUX laHNX NPo CUCTEMY
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
M'ATA no 15 rymok thapmakoHarnsgy; 3aMiHa KOHTaKTHOI ocobu 3
XYBaUIbHUX Y thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHA
6nicTepi; no 2 hapmakoHarnagy B YkpaiHi (BK/I04aum KOHTaKTHi gaHi)
6nictepu B
KapTOHHI/ ynakosL,i
121. | HIKOPETTE® rymKa >yBasibHa MakHin Ab Lseuis MakHin Ab Lsewis BHECEHHS 3MiH [J0 peecTpaLiiiHuX maTepianis: 3MiHu | Tuny - 6e3 peyenma UA/10734/01/01
3MMOBA nikyBasibHa no 2 mr, BBeAEHHS a60 3MiHN [0 y3arasibHeHUX JaHuUX Npo cucTeMmy
M'ATA no 15 rymok hapmakoHarnsigy; 3amMiHa KOHTaKTHOI 0cobu 3
XYBasTbHUX Y dhapmakoHarnsgy 3asaBHUKa g1 34ilCHEHHS
6nicTepi; no 2 thapmakoHarnagy B YkpaiHi (Bknouaoum KOHTaKTHI AaHi)
6nictepu B
KapPTOHHI ynakoBLi
122. | HIKOPETTE® ryMka xyBasibHa MakHin ABb LWsewis MakHin A Lseuis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | TNy - 6e3 peyenma UA/8921/01/01
31 CMAKOM nikyBasibHa rno 2 mr 3MiHa KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHVKa 41
CBDKUX no 15 rymok 3pificHeHHs chapmakoHarnsay B YkpaiHi
DPYKTIB XKyBa/IbHUX Y
6nicTepi; no 2
6nictepu B
KapTOHHIiA ynakoBL,i
123. | HIKOPETTE® ryMKa XyBasibHa MakHin ABb LLiBeuis MakHin AB LBeuis BHECEHHS 3MiH [0 peecTpauliiiHux maTepianis: 3MiHu | Tuny - 6e3 peyenma UA/8921/01/02
31 CMAKOM nikyBasnibHa no 4 mr 3MiHa KOHTaKTHOI 0cobu 3 hapmakoHarnsagy 3asBHuKa s
CBDKUX no 15 rymok 3[ificHeHHs thapmakoHarnsagy B YkpaiHi
DPYKTIB XKyBaUTbHUX Y
6nictepi; no 2
6nictepy B
KapPTOHHI ynakoBLi
124. | HIKOPETTE® rymKa >yBasibHa MakHin Ab LLseuis MakHin Ab Lisewis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3MiHu | Tuny - 6e3 peyenma UA/8878/01/02
31 CMAKOM nikyBasnibHa no 4 mr BBEAEHHS a0 3MiHN A0 y3araslbHEHNX JaHNX NPO CUcTeMy
CBDKOI M'ATU no 15 rymok thapmakoHarnagy; 3miHa KOHTaKTHOi 0co6u 3
XyBasTbHUX Y chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
6nicTepi; no 2 thapmakoHarnsgy B YkpaiHi (Bkitouaoum KOHTaKTHI gaHi)
6nictepu B
KapTOHHI ynakoBsL,i
125. | HIKOPETTE® rymKa XyBasibHa MakHin Ab LLiBeuis MakHin Ab LBewis BHECEHHS 3MiH A0 peecTpaLiiHnX maTtepiastiB: 3miHu | Tuny - 6e3 peyenma UA/8878/01/01
31 CMAKOM nikyBasibHa no 2 mr BBEeZeHHS1 a60 3MiHW [0 y3araslbHeHUX AaHuX Npo cucTemy
CBDKOI M'ATK no 15 rymok hapmakoHarnagy; 3mMiHa KOHTakTHOT 0cobu 3
XYBaJTbHUX Y dhapmakoHarnsgy 3asaBHUKa gia 3M4iCHEHHS
6nicTepi; no 2 thapmMakoHarnagy B YkpaiHi (BK/I04aoum KOHTaKTHi faHi)
6nictepu B
KapPTOHHI ynakoBLi
126. | HIMOTON® pO34uH ANs iHQYy3il, Baiiep ®apma HimeuyunHa BeCb LKA HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | TUny - 3a peyenmom UA/3871/01/01
10 mr/50 mn no 50 Al BMPOGHMLTBA: 3MiHK 3 siKocTi. MeanyHi npucTpoi — 3aMiHa cneuudikaLii Ta
My donakoHax Ne 1 Baiiep ®apma Arl’, [ONYCTUMKX MEX AJ15 M1acTMacoBux Tpybok i3
pasom 3 HimeuunHa,; 3a6e3neyeHHsaM MapkyBaHHs CE
nosieTnIeHOBO BTOPUHHE

CMOJTy4YHOM TPY6KOH

nakysaHHs: KBl
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
ons iHdpysomara y dapma +
Kopobkax Ne 5 B BeTepuHap
ynakoBLi 3 MpopykTe MM6X,
nonieTnaeHy HimeyunHa
127. | HOBAKCOH PO3YMH ANS iH'eKUi ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YKpaina BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiB: 3MiHu | Tuny - 3a peyenmom UA/14098/01/01
125 mr/mn, no 4 mn 06MexeHot 06MexeHoH AAMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BW JlikapcbKoro 3acoby
y thnakoHi; no 5 BiANOBIAaA/IbHI BiANOBIAALHICTIO (6yno - UUWTUKONIH — HOBO) (TepmiH BBEAEHHSA 3MiH
pNakoHiB y cTHo chipma hipma "Hosodhapm- NPOTSArom 6-Tv MiCSILiB MiCNs 3aTBEPAKEHHS)
KOHTYPHIii "HoBodhapm- BiocnHTes"
YapyHKOBIl BiocnHTes"
ynakoBLi; no 1 abo
N0 2 KOHTYPHI
YapyHKOBI YNakoBKu
B MayLii 3 KAPTOHY
128. | HOBAKCOH PO34UH ANS iH'EKL ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUny - 3a peyenmom UA/14098/01/02
250 mr/mn, no 4 mn 06MeXeHo 06MeXeHo AOMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro 3acoby
y thnakoHi; no 5 BiANOBIAA/TbHI BiANOBIAA/LHICTIO (6yno - UUTUKOJIH — HOBO) (TepmiH BBEAEHHS 3MiH
hNakoHiB y cTio thipma hipma "HoBodhapm- NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPIKEHHS)
KOHTYpHIl "Hosodhapm- BiocuHTes"
YapyHKOBIl BiocnHTes"
ynakosLi; no 1 a6o
M0 2 KOHTYPHI
YapyHKOBI YNakoBKu
B MayLi 3 KapTOHY
129. HOKCINPEN HasaNbHWiA cnpe CninbHe YkpaiHa CninbHe Ykpaina/ BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | Tuny - 6e3 peyenma UA/1703/01/01
0,05 % no 10 mn, no YKpPaiHCbKO- YKpPaiHCbKO- Icnanis noAaHHs OHOBJIEHOTO CcepTUdIKaTy Bif BXe 3aTBEpXEHOro
15 mn, a6o 20 mny icnaHcbke icnaHcbke BMPOGHMKA SIKWI 3MIHUB Ha3BY
KOHTeliHepi 3 nignpMeEMCTBO nignpyeMCcTBO
npo6Koto- "Cnepko "Cnepko YkpaiHa“,
posnutoBayem Ne 1 YkpaiHa" YKpaiHa; Ankana
B Nauuj 3 KApTOHY Papma, C.J1.,
IcnaHis
130. | HOXWWABEPWH | po3uvH ans iH'ekuii, ToBapucTso 3 YkpaiHa KOHTPO/b AKOCTI, YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux matepiasnis: 3MiHu | TUNY - 3a peyenmom UA/0591/01/01
"o3" 20 mr/mn, no 2 mn B 06MexeHot BWMYCK Cepil: 3MiHK 3 SKOCTi. FOoTOBUIA NiKapCbkuii 3aci6. 3MiHN y
amnyni; no 5 a6bo no BignosiganbHi ToBapucTBo 3 BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI AiNbHUL
10 amnyn y nayui 3 CTIo 06MeXeHo BMPOBHULTBA ANS YACTUHM ab0 BCbOro BUPOGHNYOro
KapTOHy; Mo 2 M/ B "flocnigHuii BiANOBIAALHICTIO npoLiecy rotToBoro Nikapcbkoro 3acoby (AinbHULA, Ha ki
amnyni; no 5 a6bo no 3aBof "NocnigHnii 3aBog NpoBOAATLCA OyAb-5Ki BUPOOHMYI cTagil, 32 BUHATKOM
10 amnyn y 6nictepi; "rHUaC" "THUNC", YKpaiHa; BMNYCKY Cepii, KOHTPOJIO AKOCTi Ta BTOPUHHOIO NakyBaHHS

no 1 6nictepy B
nauui

BCi cTagil
BMPOGHMLITBA,
KOHTPO/b AKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MexeHoto
BiANOBIAALHICTIO
"dapmaueBTnyHa

0151 CTEPUNIbHUX NiKapCbKMX 3acobiB (BKOUaOUM BUPOGIEHI
acenTMYHNM METOAO0M), KpiM MikapCbkux 3acobis
6ionoriyHOro/iMyHONOrYHOrO NOXOKEHHS) (BBEAEHHSA HOBOIO
amny/ibHOro Lexy 3 TpboMa BMAaMu nakyBaHb: Mo 2 M B
amnyni; no 5 amnyn B nayui; no 2 mn B amnyni, no 10 amnyn
y 6nicTepi; no 1 6nicTepy B nauui; no 2 ma B amnysii, No 5
amnyn y 6nictepi, no 1 6nictepy B nayui 404aTKOBO 40
3aTBepAKeHoro uexy N1d (ans BUPOGHUYOI AiNnbHML
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocBiO4YEeHHs
KOMnNaHis ToBapuCcTBO 3 06MEXEHOI0 BifNOBiAASIbHICTIO

"3p0poB’s", YkpaiHa

"®apmaueBTnyHa KomnaHia "3g0pos'a") CynyTHSA 3MiHa:3MiHK
3 aKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
3amiHa ab0 BBeEeHHSA [OAATKOBOI Ai/IbHULi BUPOOHULITBA
[ANs YacTvHKM abo BCbOro BUPOGHMYOro NpoLecy roToBoro

nikapcbKoro 3acoby (AinbHWUUSA AN BTOPUHHOTO NaKyBaHHS)
(BegeHHst HOBOTO aMny/IbHOTO LeXY 3 TpbOMa BUAaMu
nakyBaHb: Mo 2 M/ B amny”i; no 5 amnyn B navui; no 2 Mn B
amnyni, no 10 amnyn y 6nictepi; no 1 6nictepy B navi; no 2
M/ B amnyni, no 5 amnyn y 6nictepi, no 1 6nictepy B nauii
[04aTKOBO [0 3aTBEpAKEHOro uexy 1P (ans BupobHu4oi
AinbHULUI TOBapnCTBO 3 0OMEXEHOIO BiAMOBIAA/IBbHICTIO
"papmMaueBThyHa KoMNaHisa "3po0pos'a”). CynyTHsS
3MiHa:3MiHK 3 AKOCTI. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
ynakoBL{i FOTOBOro NiKapcbKoro 3acoby (iHLwi 3MiHun) (BBEAEeHO
3aTBEPMKEHWNI BUA, NakyBaHHSA no 2 M B amnyni, no 10
amnyn y 6nictepi, no 1 6nictepy B navyj Ans 4oAaTKoBOT
AOinbHULI BUPOGHMLTBA "dPapmaLeBTUYHA KOMMNaHis
"3p0poB'sa"(amnynbHWi uex). 3MiHn | Tuny - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY Cepil Ta KOHTPOIO

AAKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa abo foAaBaHHS

BMPOGHMKa, LU0 BiANOBIAAE 3a BBE3EHHA Ta/abo BMMYCK cepi)

- Bkntoyaroum KOHTPOsib/BUNPoBYBaHHS cepii (BHECEHHS
dOyHKL,i - BUNYCK cepil [0 BUKOHyBaHUX OyHKUiN (BCi cTagii

BMPOGHMLITBA, KOHTPO/b IKOCTI) 4151 BUPOGHUKA TOBapUCTBO

3 06MEeXEeHOH0 BiANOoBiAa/bHICTIO "dapmaLeBTUYHa KoMnaHis
"3popoB's"”, YkpaiHa) (TepMiH BBeAEHHS 3MiH NpOTArom 3-x

MicALiB nicna 3aTBepmpKeHHs); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecun
3asBHVIKa (BNacHvKa peecTpauiiHoro nocBig4YeHHs)
(YTOUYHEHHSA y BUKTaAEHHI MiCLLEe3HaXOMKEHHS Ta
HaliMeHyBaHHA 3asBHWKa (BNacHUka peectpauiiioro
NOCBIAYEHHS) rOTOBOrO Nikapcbkoro 3acoby) (TepMiH
BBEEHHS 3MiH NPOTAroM 3-x MicALiB NiCNSA 3aTBEPKEHHS);
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs
BVMPOGHMYOT AinbHUL (BKIIOYatoumn AinbHuui ans Adl,
MPOMIKHOrO NPoAyKTy abo roToBOro MikapCbKoro 3acoby,
OiNbHUL ANS NPOBEAEHHS NakyBaHHS, BUPOOHMKa,
BiANOBIA&/IbHOrO 3a BMUNYCK Cepili, MicLie NPOBeAEeHHS
KOHTPO/II0 cepii) abo nocTayasibHyKa BUXigHOTO Matepiany,
peareHTy abo AONOMIXKHOT PEYOBUHY (SIKLLO 3a3HAYEHO Y
[ocbe) (BUnyyYeHHs dyHKLii — BCi cTagil BUpo6HMLTBa — 3
BMKOHYBaHVX OYHKLi (BCi cTazii BUpOOHULTBA, KOHTPO/Tb
SAKOCTI, BUNYCK cepii) Ans BupobHuka ToBapncTBO 3
0bMexeHoto BignosiganbHicTo "flocnigHnin 3aBog «THLJIC»,
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayitiHo
2o
nocBiO4YEeHHs

YkpaiHa (agpeca: XapkiBcbka 06/1., MiCTO XapkiB, BymLs
Bopo6iiosa, 6yauHok 8); 3MiHu | TUny - AgMiHICTpaTuBHI
3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NpOBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
niKapcbKoro 3acoby, BKOUAKUM AilbHUL BUNYCKY cepii abo
MicLe NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (BiSNIbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpid)
(YTOUHEHHS y BUKTAAEHHI MiCLLE3HAXOMKEHHS Ta
HaViMeHyBaHHs1 BUpPOOHVKIB rOTOBOrO NikapCbKoro 3acoby
(NpvBeeHo y BiANOBIAHICTbL A0 NiLEHSil HAa BUPOGHMLITBO
nikapcbkoro 3acoby) (TepMiH BBEAEHHS 3MiH MPOTArOM 3-X
MicALiB Nicna 3aTBepMKeHHs); 3MiHW | TUNYy - 3MiHN 3 AKOCTI.
[OTOBMIA NikapcbkuWii 3aci6. 3MiHWM Y BUPOOHULTBI. 3MiHK Y
npoveci BUPO6bHULITBA FOTOBOTO NiKapCbKoro 3acoby,
BK/THOHAK0UM MPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NpK
BMPOOHULITBI FOTOBOTO J1iKApCLKOro 3acoby (iHLWi 3MiHK)
(3MiHa Ha cTagisix NpUroTyBaHHA PO34KHY, CTEPUI3YHOYOI
dhinbTpavii po3unHy, HaNmOBHEHHS amny1 PO3YMHOM Ta
3analoBaHHs amnysn: 3aMiHa ra3oBoro 3axmcTy 3
BYINIEKMC/IOTM Ha a30T); 3MiHun | Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHMLTBI. 3MiHa
po3Mipy cepil (Bk/toYatoun AianaszoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHwi 3miHW) (BBEAEHHSA 4OAATKOBOrO
po3Mipy cepii npenaparty y 3B'A3Ky 3 BBEEHHAM aMmy/1bHOro
Lexy 4o A0AAaTKOBOI BUPOOHMYOI AinbHUL TOBapncTBO 3
06MeXeHoI0 BignoBiganbHICTIO "dapmaLeBTMyHa KoMnaHis
"3popos'a™: Po3mip cepii cknagae: 2 mn (70 n abo 35000
amnyn)(105 n abo 52500 amnyn)(200 n ab6o 100000 amnyn);
3MiHn | TURY - 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
CtabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHs roTOBOrO JiKapCbKOro 3acoby (36iNbLUeHHS
TepMiHy NpMAATHOCTI FOTOBOrO NiKapCbkoro 3acoby) - Ans
TOProBOi YNakoBKW (NiATBEPMKYETLCA AAHVMU PeasibHOro
yacy) (36inbLUeHHs TepMiHy NpUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby (3 3-x Ao 5-1u pokiB) (TepmiH BBeAEHHS
3MiH NPOTArom 3-X MICALB Nic/1A 3aTBePAXEHHSR); 3MiHK |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) (3miHa rpaduivyHoro
300paxXeHHs1 Ha TEKCT MapKyBaHHS ynakoBok) (TepMmiH
BBEEHHS 3MiH NPOTAroM 3-X MicsILiB MiCNs 3aTBEPKEHHS)

131.

HOXLWWABEPWUH
"03"

PO34MH AN iH EKU,i,
20 mr/mn no 2 mnin
bulk no 100 amnyn y
Kopob6u,; in bulk no

10 amnyn y 6nictepi,

no 10 6nictepiB y
Kopobu,i

ToBapucTtso 3
06MexeHot
BiANOBIAA/bHI
CTHO
"NocnigHnii
3aB0/,
"rHyact

YkpaiHa

KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
0bMexeHoto
BiANOBIAA/IbHICTIO
"[locnifHwii 3aBog,
"THUNC", YKpaiHa,;

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasis: 3MiHu | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBEEHHS [0AaTKOBOI AiNbHUL
BMPOGHULTBA 4151 YaCTUHM abo BCbOro BUPOGHNYOro
npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHULSA, Ha SKiiA
npoBoOAATLCA Oyb-AKi BUPOOGHWYI cTagil, 38 BUHATKOM
BUMYCKY Cepii, KOHTPO/IIO SKOCTi Ta BTOPUHHOIO NakyBaHHS

UA/12741/01/01
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
BCi cTagii 0151 CTePUNbHUX NiKapCbkunx 3acobis (BKOYaouM BUPOOIeHi
BMPOGHMLITBA, acenTUYHUM METOAO0M), KpiM MikapCbkux 3acobis
KOHTPO/b SIKOCTI, 6i0/10ri4YHOro/iMyHO/ONYHOT0 MOXOKEHHS) (BBEAEHHS HOBOIO
BUMyCK cepii: amnybHOrOo Lexy 3 TpboMa BuAamMu nakyBaHb: Mo 2 M1 B
ToBapucTeo 3 amnyni; no 5 amnyn B navui; no 2 mn B amnyni, no 10 amnyn
06MexeHo y 6nicTepi; no 1 6nictepy B nayuyj; no 2 ma B amnysii, no 5
BiANOBIAA/LHICTIO amnyn y 6nictepi, no 1 6nictepy B nayui 404aTKOBO 40
"®apmMaueBTNYHa 3arBepxeHoro uexy MNe (gna BMpo6bHWYOT AinbHNL
KOMNaHis ToBapnCTBO 3 0OMEXEHOI0 BiAMOBIAAIbHICTIO

"3p0pos’a”, YkpaiHa

"papmMaueBT1YHa KOMNaHia "340poB'a™) CynyTHA 3MiHa:3MiHU
3 AKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3amiHa abo BBeAeHHS [0AaTKOBOI AiNbHMLi BUpO6HULTBA
NS YacTVHM abo BCbOro BUPOBGHMYOro NpoLecy rotToBoro

nikapcbKoro 3acoby (A4iNbHWUUA A1 BTOPUHHOTO NakKyBaHHS)
(BeeHHst HOBOTO aMny/IbHOTO LieXy 3 TpbOMa BuAamu
nakyBaHb: N0 2 M/ B amnyni; no 5 amnyn B nayj; no 2 mn B
amnyni, no 10 amnyn y 6nictepi; no 1 6nictepy B naui; no 2
M B amnyni, no 5 amnyn y 6nictepi, no 1 6nictepy B navyi
[0[aTKOBO [0 3aTBepkeHoro uexy Md (ans supobHu4oi
AiNbHULI TOBapUCTBO 3 0OMEXEHOIO BiAMOBIAA/TBbHICTIO
"papmMaueBThYHa KoMNaHisa “"3p0pos'a”). CynyTHSA
3MiHa:3MiHM 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWI 3aci6. 3MiHa Y NepBuHHIN
yMakoBL{i FOTOBOro MikapCbKoro 3acoby (iHLwi 3MiHN)(BBEAEHO
3aTBEPMAKEHUI B, NaKkyBaHHS No 2 M B amnyi, no 10
amnyn y 6nictepi, no 1 6nictepy B nayyj Ans AoAaTKoBOT
AinbHULI BUpo6HMLTBA "®apmaleBTMYHa KOMMaHis
"3p0poB'sa"(aMnynbHuiA Lex). 3MiHu | TUny - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHOTLCA BUNYCKY Cepii Ta KOHTPOIIO

SKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa abo fofaBaHHSA

BMPOGHMKA, LU0 BiANOBIAAE 3a BBE3EHHA Ta/abo BMMYCK cepil)

- Bkntoyaroun KOHTposb/BMNPoBYyBaHHA cepii (BHECEHHS
dhyHKLi - BUNYCK cepil A0 BUKOHYyBaHUX (OyHKLUIl (BCi cTagii

BMPOGHULITBA, KOHTPOSIb SKOCTI) A5 BUPO6HUKa ToBapncTBO

3 06MEXEHOI0 BiANOBIAA/LHICTIO "PapMaleBTUiYHa KOMMNaHis
"3p0poB's", YkpaiHa) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X

MicALIB MicNsA 3aTBEPKEHHS); 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asiBHUKA (BNacHMKa PeeCTpaLiiHoOro nNocBig4YeHHs)
(YTOUHEHHS y BUKTAAEHHI MiCLLE3HAXOMKEHHS Ta
HaliMeHyBaHHA 3asBHWKa (BNacHUka peectpauiiioro
NoCBIAYEHHS) rOTOBOrO NikapcbKkoro 3acoby) (TepMiH
BBEJEHHS 3MiH NPOTAroM 3-X MICALIB MiC/A 3aTBEPLKEHHS);
3MiHY | TUNY - AGMIHICTPATUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AiNbHULL (BKIHOYaoUM AinbHUL Ans Adl,
NPOMIXXHOro NPoAyKTYy abo roToBOro NikapcbKoro 3acoby,
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocBiO4YEeHHs
OiNbHUL ANS NPOBEAEHHS NakyBaHHS, BUPOOHMKa,

BiANOBIA&/IbHOrO 3a BUMYCK Cepiii, MicLie NPOBeAEeHHS
KOHTPO/II0 cepii) abo nocTayasbHyKa BUXigHOTO Matepiany,
peareHTy abo [ONOMDKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
[ocbe) (BUnyyYeHHs dyHKLii — BCi cTagil BUpo6HMLTBa — 3
BMKOHYBaHVX OYHKL (BCi cTagii BUpOOHULTBA, KOHTPO/Tb
SAKOCTI, BUNYCK cepii) Ans BupobHuka ToBapucTBO 3
obmexeHolo BignosiganbHicTio "flocnigHnin 3asofg «MHLJIC»,
YkpaiHa (agpeca: XapkiBcbka 06/1., MiCTO XapkiB, By LS
Bopo6iioBa, 6yauHok 8); 3MiHu | TUNY - AgMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaKEHHS OiS/IbHOCTI BUPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKOHAUM AiNbHULL BUNYCKY cepii abo
MicLie NpoBefEHHS KOHTPOJIHO AKOCTI. (iANbHICTb, 3a Ky
BiANOBiAae BUPOGHMK/IMNOpTEp, BK/OYAUY BUMYCK Cepiid)
(YTOUHEHHSA y BUKIAAEHHI MiCLLEe3HaXOMKEHHS Ta
HalilMeHyBaHHs BMpO6HMKIB rOTOBOrO NikapCbkoro 3acoby
(NpvBeeHo y BiANOBIAHICTb A0 NiLEH3il Ha BUPOOHMLITBO
nikapcbKoro 3acoby) (TepMiH BBEAEHHS 3MiH MPOTATrOM 3-X
MicsLiB NicnsA 3aTBepAYKEHHS); 3MiHW | TMny - 3MiHW 3 AKOCTI.
[OTOBWIA NikapCbkunii 3aci6. 3MiHWM y BUPOOHULTBI. 3MiHK Y
npoueci BUPOBHULITBA FOTOBOTO fikapCbKoro 3acoby,
BK/THOYAKOUN NMPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCA Npn
BMPOGHMLITBI FOTOBOrO MiKApCbKOro 3acoby (iHLWi 3MiHN)
(3miHa Ha cTagisix NPUroTyBaHHSA PO34nHY, CTEPUNI3YHOUOT
dhinbTpavji po3urHy, HANOBHEHHS ammny/ PO34YMHOM Ta
3anatoBaHHs amnyn: 3aMiHa ra3oBoro 3axucTy 3
BYF/1IEKUCAOTU Ha a30T); 3MiHu | Tuny - 3MiHM 3 SKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
po3Mipy cepii (Bk/toYatoun dianaszoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHwi 3miHW) (BBELEHHA 40AaTKOBOrO
po3mipy cepii npenapary y 3B'A3Ky 3 BBEHHAM ammy/1bHOro
Lexy A0 [0AaTKOBOI BUPOOHMYOI AinbHMLj ToBapUCTBO 3
06MeXeHOo0 BiANOBIAANBHICTIO "dapmaleBTUYHA KOMMNaHis
"3popos'sa’: Po3mip cepii cknagae: 2 mn (70 n abo 35000
amnyn)(105 n a6o 52500 amnyn)(200 n a6o 100000 amnyn);
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FoTOBMIA Nnikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMmiHax npugaTtHocTi abo ymosax
36epiraHHs roTOBOro MiKkapcbKoro 3acoby (36iNbLUeHHS
TepMiHy NpuAaTHOCTI rOTOBOrO fikapcbKoro 3acoby) - Ans
TOProBoi ynakoBku (NiATBEPAXYETLCA JaHUMW PeasibHOro
yacy) (36inbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby (3 3-x 4o 5-11 pokiB) (TepmiH BBeAEHHS
3MiH NpoTArom 3-X MiCALB MicAa 3aTBEpPAXEHHS); 3MiHu |
TUny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn) (3miHa rpadpiyHoro

300paXeHHs Ha TEKCT MapKyBaHHs1 ynakosok) (TepMmiH
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
BBEEHHS 3MiH NPOTAroM 3-X MicsILiB MiCNs 3aTBEPAKEHHS)
132. | HYPODEH® CyCMeHsisi opasibHa 3 PekkiTT Cnony4yeHe BMPOBHMUTBO in CnonyyeHe BHECEHHS 3MiH 40 pPeeCcTpauiiHnX MaTepiasiB: 3MiHu | Tuny - 6e3 peyenma UA/8233/01/01
ONA JITEN anesibCUHOBUM BeHkizep KoponiscTtBo bulk, nakyBaHHs, KoponisctBo | AAMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
cmakom, 100 mr/5 Xenckep Benukoi KOHTPO/b SKOCTI, Benukoti MicLSi NpoBaKEHHS AiSi/IbHOCTI BUPOBGHUKa/imnopTepa
M, no 100 mn abo IHTepHeLwHN BpuTaHii Ta BMNYCK cepil: BpuTaHii Ta roTOBOrO /ikapCbKOro 3acoby, BK/IYAKUMN AiINbHAL BUMYCKY
no 200 mny Nimiten MiBHIYHOT PekkiTT BeHkizep MiBHiYHOT cepii abo micLe NpoBeAEeHHS KOHTPOSIO SKOCTI. (AisIbHICTb,
dhnakoHi; no 1 Ipnanaii Xenckep (KOkeit) Ipnanaii 3a SKy BiAnoBifae BUPOOHMK/IMIOPTEP, He BKIOYaun
onakoHy B (kopoTka Nimiteq, CnonyyeHe (kopoTka BMNYyCK cepiit) (3MiHa HaliMeHyBaHHS BUpobHuka /13)
KOMMNeKTi 3i Ha3Ba KoponiscTtBo Ha3Ba (TepMiH BBEEHHS 3MiH MPOTAroM 3-x MicsLiB nicns
LINpULOM- KpaiHu: Benukoi BputaHii Ta KpaiHu: 3aTBEPKEHHS)
[03aTopoM y Benvka MiBHiYHOI IpnaHgii Benvka
KapTOHHIlA KopoobLi BpuTaHis) (kopoTka Ha3Ba BpuTaHis)/
KpaiHu: Benvka IHAis
BpuTaHis);
BMPOGHULITBO in
bulk, nakysaHHs,
KOHTPO/b SIKOCTI:
PekkiTT BeHkizep
Xenckep IHgis
MpaviBeT NimiTeq,
IHAjs
133. | OKCANIN/IATA | nopoLuok EBEBE ABCTpis BiANOBIgaNbHMIA 3a AscTpisi/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a peyenmom UA/6314/01/01
H "EBEBE" niodpinisoBaHuii Ans dapma nakyBaHHs Ta HimeuunHa NoAaHHs OHOB/IEHOTO cepTudikaTy Bif YXKe 3aTBepaKEHOro
pO34uHy Ans Fec.m.6.X. BUNYCK cepil: BMPOGHUKA, SKUIA 3MIHUB Ha3BYy
iHdpy3iii no 50 mr, 1 Hdpr.KI EBEBE ®dapma
ch/1aKoH 3 MOPOLLKOM lec.m.6.X. Hor KT,
Y KapTOHHii1 kopobui ABCTpiS;
BiANOBIgaNbHMIA 3a
BMPOGHULITBO in
bulk: OHKoTek
Papma
MpoaykubiioH
'mM6X, HimeuynHa
134. | OKCANIN/IATA | nopoLuok EBEBE ABCTpis BiANOBiAabHNI 3a AscTpisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny - 3a peyenmom UA/6314/01/02
H "EBEBE" niodpinizoBaHuii Ans dapma nakyBaHHs Ta HimeuunHa noAaHHs OHOBMIEHOTO cepTudikaTy Bif y)Ke 3aTBepAKEHOro
pO34uHy Ans Fec.m.6.X. BUNYCK cepil: BMPOGHUKA, SIKUIA 3MIHUB Ha3BY
iHcpysiii no 100 mr, 1 Hdpr.KI EBEBE ®apma
ch/1aKoH 3 MOPOLLKOM lec.m.6.X. Hor KT,
Y KapTOHHI kopobui ABCTpiS;
BiANOBiAabHNI 3a
BMPOGHULITBO in
bulk: OHKoTek
Papma
MpoayKubiioH
'mM6X, HimeuynHa
135. | OKCMMETA30 MOpPOLLOK MAT "®apmak” Ykpaina 3irdpig, HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: - UA/7495/01/01
NIHY (cybeTaHuis) y dapmaKemikanieH 3MiHW | TMNY - 3MiHKM 3 akocTi. CepTudikat BignosigHocTI/l E-
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
FAPOXNOPUA | noagiitHux MiHaeH 62X, cepTudikaT BignoBigHOCTI EBponeiickkiii
noslieTuIeHoBMX HimeuyunHa thapmakonei/moHorpadii. NMogaHHs OHOBEHOro cepTudikata
MilLKax gns BiAnoBigHOCTI EBponelickkin hapmakonei ans A®I Big yxe
BUPOGHMLITBA 3aTBEPXEHOTO BUPOGHUKA AKMIA 3MIHMB Ha3By Ta 3
CTEPUBHUX | nocnifoBHUMYK 3MiHaMW: NOKa3HWK "BTparta macu npu
HeCcTepu/IbHUX BUCYLLYBaHHI"; HOPMyBaHHA nokasHvka "CynpoBifHi 4OMiLLKu"
nikapcbknx goopm
136. | OME3® kancynu no 20 mr no O-p Pepai'c IHais Op. Peggi'c IHgis BHECEHHS 3MiH 40 pPeecTpauiiHnX MaTepiasiB: 3MiHu | Tuny - 3a peyenmom UA/0235/02/01
10 kancyn y cTpuni Na6opaTopic Na6opaTopic AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
abo 6nictepi; no 3 nrtp, Nimitea, BupobHuya 3as1BHUKA (BN1aCHVKa peecTpavliiiHoro noceigyeHHs) (3mMiHa
cTpunu abo AinbHuuA - 11 agpecu 3asBHuKa: 8-2-337, Poya Ne3, Banmkapa Xinns,
6nicTepu y kopobui Xaiinepaban, TenaHraHa-500034 IHgjs); 3miHu | TUnYy -
AQMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpec
MiCLSt NPOBaKEHHS Aisi/IbHOCTI BUPOOHMKa/imnopTepa
roTOBOrO /liKapCbKoro 3acoby, BKIOYAUN AiNbHUL BUMYCKY
cepii abo MicLe NpoBeAEeHHS KOHTPOIO SKOCTI. (AiSNbHICTb,
3a SKy BiAMNOBiAa€ BUPOOHMK/IMNOPTEP, BKIOYAKOYM BUMYCK
cepiii) (3MiHa HalilMeHyBaHHs1 BUPOOHUKa Ta NpUBEAEHHS
MiCLLe3HaxXOKEHHS Y BiANOBIAHICTb A0 AitoyHoro BUCHOBKY
o4O MiATBEPAXKEHHS BiANOBIAHOCTI BUPOOHMLUTBA
NiKapcbKnx 3ac0o6iB BUMOraM HasleXHOI BUPOBHNYOI NPaKTUKK
(GMP), BupgaHoro [lepxxaBHoO CryX6010 YKpaiHu 3
NiKapcbKknx 3acobis, 6€3 3MiHN Micus BUpobHMUTBA (3MiHa
wraty AHgpa Mpagew B TenaHraHa) (TepmiH BBe4EHHSA 3MiH
npoTAroM 3-x MicsiLiB Nic/1s 3aTBEPKEHHS)
137. | NAHTEHON niHa HawkipHa, 50 TOB YkpaiHa TOB "Mikpodchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 6e3 peyenma UA/8333/01/01
AEPO30/1b Mmr/r no 58 r ao 116 "Mikpodpapm" 3MiHUW y NpoLeci BUPO6GHULTBA rOTOBOTO JTIKAPCLKOro 3acoby,
Iy KOHTeliHepi; no 1 BK/TO4AK0UM MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS MNPK
KOHTeliHepy y nauui BMPOBHULITBI FOTOBOrO /iKAPCbKOro 3acoby (He3HayHa 3MiHa y
3 KapTOHY npoweci BUPOGHULITBA) - KOPeryBaHHs KifibKOCTi 3arpy30kK nig,
yac hopmMyBaHHs cepii
138. | NAPALUETAMO | ta6netku no 200 mr NAT YkpaiHa MAT "ly6Hucpapm" YkpaiHa BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 6e3 peyenma UA/5877/01/01
n no 10 TabneTtok y "ly6HUhapm" AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu
6nicTepax 3asBHMKa (BNacHvKa peecTpauiiiHoro noceigveHHs) (3miHa
appecy 3asBHVKa) (TepMiH BBEAEHHS 3MiH NPOTArom 6 -Tn
MicALiB nicna 3aTBepmpKeHHs); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
roTOBOro Nikapcbkoro 3acoby, BKIYaKUUN AiNbHAL BUMYCKY
cepii abo MicLe NpoBeAEHHS KOHTPOO SKOCTI. (AiSNIbHICTb,
3a AKy BiAgnoBigae BMPOGHMK/iIMNopTep, BKIOYaoUM BUMYCK
cepiid) (3MiHa aapecy BUPOGHMKa, 6€3 3MiHM MicLs
BMPOOHULITBA.(NepeiimeHyBaHHs BY/. MNeTPOBCLKOro Ha By/l.
BapgiHkoBa) (TepMiH BBEAEHHS 3MiH NPOTArom 6-Tu MicALiB
nicnsa 3aTBepAKeHHs)
139. nonioKkcngo Tabnetky no 12 mr TOB "HMNO Pociicbka TOB "HMNO Pociiicbka BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasiis: 3MiHu | Tuny - 6e3 peyenma UA/3344/02/01
HIN no 10 TabneTtok y "MNeTpoBakc depgepadis "MNeTpoBakc ®apm"” depgepauis 3MiHa po3Mipy cepii (BKYar4mM gianasoH po3mipy cepii)
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayitiHo
2o
nocBiO4YEeHHs

6nictepi; no 1
6nicTepy B naui 3
KapTOHY

Papm”

roTOBOrO Jlikapcbkoro 3acoby (36inblweHHsA o 10 pasis
MOPIBHAHO i3 3aTBEPAXEHUM PO3MiIPOM)

140.

MPIOPUKC™ |
PRIORIX™
KOMBIHOBAH
A BAKLIMHA
ans
NPO®INAKTUK
1 KOPY,
EMIAEMIYHOT
O MNAPOTUTY
TA KPACHYXM

niogpiniszat gna
PO34MHY A5 iH'EKUIN
Yy MOHOZ030BMX (1
[03a) hnakoHax y
KOMMEKTI 3
PO34MHHMKOM (BOAA
ANst iH'ekuiin) y
nonepeaHLo
HarnoBHEHOMY
wnpuyi Ne 1y
KOMMN/IEeKTi 3 BOMa
rofikamu;
MOHOZ,030BMX (1
[o3a) hiakoHax Ne
100 y KoMNekKTi 3
PO34YMHHMKOM (BOAA
ONs1 iH'eKUin) B
amnynax Ne 100 B
okpemili ynakosLyj;
MyNbTUA030BUX (2
[o3n) dpnakoHax Ne
100 y KoMnaekTi 3
PO34MHHMKOM (BOAA
Ans iH'exuiii) B
amnynax Ne 100 B
OKpeMmnX Kopobkax

nakcoCmiTKn
ANH ExcnopT
Nimiten

Benuka
BpuTaHis

FnakcoCmiTKnaiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiH1x maTepianis: 3miHu | TNy -
3MiHa po3mipy cepii (BkAovatoum gianasoHun) Adl abo
NMPOMDKHOIO NPOAYKTY, SIKMIA 3aCTOCOBYETLCA Y MPOLLECI
BUPO6HMLTBA AD| (PO3MIp cepii akTUBHOI PeYOBUHN
6i0N10rYHOro/iMyHO/I0TNYHOTO NMOXOAKEHHS
36iNbLUMBCSA/3MEHLLIMBCS 63 3MiHM napameTpiB npouecy
(Hanpuknag ay6ntoBaHHS MiHii))

3a peyenmom

UA/13694/01/01

141.

NMPOr’MHOPM
FECTA

Kancysm M siki no
200 mr no 15 kancyn
M SIKUX y 6nicTepi;
no 2 6nicrepu y
nauuj

3AT
"®APMJIICA"

JInToBCbKa
Pecny6nika

NABOPATOPIOC

NNEOH ®APMA C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny -
BBEEHHS 1O0AATKOBOro BUPo6HUka Ad| MporectepoHy

3a peyenmom

UA/15254/01/01

142.

MPOr’MHOPM
FECTA

Kancysv M siki no
100 mr no 15 kancyn
M SIKUX y 6nicTepi;
no 2 6nicrepu y
nayui

3AT
"OAPMJIITA"

JInToBCbKa
Pecny6nika

NABOPATOPIOC

NNEOH ®APMA C.A.

IcnaHis

BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3MiHu Il Tuny -
BBE[EHHS 104ATKOBOro BUPo6HUka A®| MporectepoHy

3a peyernmom

UA/15254/01/02

143.

MPOrHOBA

TabneTkn, BKPUTI
060/10HKOI0, MO 2 Mr,
no 21 tabnetuiy
6nictepi; no 1
6nictepy B
KapTOHHI nayw,i

AnsoreH IMKo
C.ap.n.

Jrokcembypr

Lenbchapm Ninnb
CAC - NTYC-JIE3-
NAHHOU

®paHuis

BHECEHHS 3MiH A0 peecTpaviiiHux matepianis: 3MiHn | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLSi NPOBaKEHHSA AisiNIbHOCTI BUPOBGHUKa/imnopTepa
rOTOBOrO /liKapcbKoro 3acoby, BKIYaoUM AiNbHUL BUMYCKY
cepii abo micLe NpoBeAeHHS KOHTPOJTIO SKOCTI. (Ais/IbHICTb,
3a SKy BiANoBiAae BUPOGHMK/IMNOPTEP, BKIOYAKOYM BUMYCK
cepili) (3MiHa Ha3BW Ta NPUBEAEHHS MiCLIe3HAaXOMKEHHS
BMpo6HUKa /13 y BigNoBigHICTb A0 OpUriHANIbHUX AOKYMEHTIB

3a peyenmom

UA/4865/01/01
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
(BucHOBKyY L1040 NigTBEpAXEHHS BiAMNOBIAHOCTI BUPOOHULTBA
N3 sumoram GMP (Jepxnikcnyxba Ykpainu), 3 nepenikom
N3, NiueHsii Ha BUpobHuLTBO Ta CepTudikaty GMP), 6e3
3MiHU MicLA BUpOo6HMLTBA) (TepMiH BBEAEHHS 3MiH MPOTArOM
6-TV MiCALIB MiC/1A 3aTBEPIKEHHS)
144. | PAU3OAEr PO34MH ANS iH'EKUIN, A/T HoBo [Janis BMPOGHMLITBO, Oanisa/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | TUny - 3a peyenmom UA/14281/01/01
®JIEKCTAY 100 Of/mn no 3 mn Hopgick HanoBHEHHS B PpaHLis 3MiHM A0 IHCTPYKLIT 419 MeAUUYHOro 3acTOCyBaHHS y po3gin
y KapTpuaxi, akui NepBUHHY YNakoBKy dapmakoTepaneBTUyHa rpyna. BeefeHHsA 3mMiH npotarom 3-x
MiCTUTbCA Y Ta KOHTPO/b 6anky. MiCALB Nicna 3aTBepMKEHHS; 3MiHM Il TUNy - 3MiHa B ymMoBax
6araTof030Bili BignosiganbHuii 3a 36epiraHHa roToBOro Nikapcbkoro 3acoby (3mMiHa B ymoBax
04HOpPas0Biii Bunyck: A/T Hoso 36epiraHHs NikapcbKoro 3acoby GiosI0rNYHOro MOXOAKEHHS,
winpuy-py4ui Ne 1, Hopgaick, aHis; AKLLO AOCMiMKEHHSA cTabinbHOCTI 6ynn NpoBeaeHi He Y
Ne 5 BMPOGHULITBO, BiAANOBIAHOCTI 10 3aTBEPAXEHOr0 NPOTOKO/Y) — A0AABAHHSA
HanoBHEHHS B iH(hopMaii 40 p. «YMOBU 36epiraHHsA» Wo40 MOX/NBOCTI
NepBUHHY YNakoBKYy 36epiraHHs NikapcbKoro 3acoby y xonoaunbHuky. BBegeHHs
Ta KOHTPO/1b 6asky. 3MiH NpoTArom 3-x MicALiB NicnsA 3aTBepAKeHHSA
KomnnekTyBaHHs,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHS roToBOro
npoaykTy. KoHTposnb
AKOCTI 6asnky
roTOBOrO NPOAYKTY
Ta KiHLEeBOro
rOTOBOrO NPOAYKTY:
A/T HoBo Hopgick,
[JaHis; mapkyBaHHS
Ta BTOpPWHHE
nakyBaHHS roTOBOro
npogykty: A/T HoBo
Hopgick, OaHis;
HoBo Hopgick
MpogatokcboH CAC,
PpaHuis
145. | PEBMOKCWUB kancysm no 200 wr, NAT YkpaiHa NnAT YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/3808/01/01
no 10 kancyny "Kuismegnpen "Knismegnpenapar” 3MiHM [0 IHCTPYKLUIT 418 MeAWYHOro 3aCTOCYBaHHSA Y PO3AiNu:
6nicTepi, no 1 apat"” dapmakosoriyHi BnactmseocTi. MpoTunokasaHHs. Bsaemogis 3
6nicTepy B nauui 3 HWMKW NiKapcbkMMKU 3acobamMu Ta iHLWi BUAY B3aEMOLINA.
KapToOHY Oco6/MBOCTi 3aCTOCYBaHHA. 3aCTOCYBaHHA y nepiof
BariTHoCTi abo rogysaHHs rpyaato. [itn. BBeaeHHA 3MiH
npoTsArom 3-x MicsiliB nicnsa 3aTBepAKeHHs1
146. | PUHA3O/IH® cnpeii HazasbHWiA, MAT "®apmak” Ykpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | TUny - 6e3 peyenma UA/7191/02/01

0,5 mr/mn no 15 mn
y thnakoHi, no 1
hnakoHy B nauui 3
KapTOHY

3MiHa y MeTogax B1npobyBaHHsA rOTOBOTO NiKapCbKoro
3aco06y (iHWi 3MiHM Yy MeTogax BUNpobyBaHb (BK/IHOHYAKUN
3aMiHy ab0 A0MOBHEHHS)); 3MiHK | TUNY - 3MiHa Y MeToAax
BMNPOOGYBaHHSA rOTOBOTO JIiKAPCLKOro 3acoby (He3HauHa
3MiHa y 3aTBEepAKEHNX MeToAax BUNPOBYBaHHS)
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
147. | PIOMAH CyCrneHsis opasibHa, Takepa M'mM6X HimeuyunHa Takega Mm6X HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3MiHu | Tuny - 6e3 peyenma UA/11741/02/01
800 mr/10 mn no 10 3MiHM WoA0 6e3nekn/edpeKTVBHOCTI Ta thapmakoHarnaay;
M/ B cawe; no 10, 3MiHa YNOBHOBaXEHOI 0cO6U, BiANOBIAa/IbHOI 3a 34iACHEHHS
a6o no 20 a6o no 50 hapMakoHarnsay BKIUaUM KOHTaKTHI AaHi
calle B KapTOHHIi
Kopo6ui
148. | PO3YBACTAT TabneTku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianisa: 3MiHun | Tuny - 3a peyenmom UA/14144/01/01
NH KPKA NAiBKOBOIO HoBo mecTo MecTo 3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
060/10HKOI0, N0 5 Mr 3MiHM Y KOpOTKili XapakTepucTuL, NlikapCbKoro 3acoby, TeKCTi
Ne 30 (10x3), Ne60 MapKyBaHHS Ta IHCTPYKUIT A1 MeAMYHOro 3aCTOCYBaHHSA
(10x6), Ne90 (10x9) reHepuUHMX/TiGpUAHNX/6ioNoAIGHMX NiKapCbKMX 3aco6iB micns
y bnictepax BHECEHHS TiEl caMoi 3MiHM Ha peddepeHTHUIA Npenapar (3miHa
He nNoTpebye HafaHHS XOAHUX HOBUX AOAATKOBUX AaHWX)
(3MiHM g0 IHCTPYKLiT y po3ginu: MokasaHHA. Baemogis 3
iHLWMMKM NikapcbkMMKU 3acob6amMm Ta iHLi BUAN B3aEMOLN.
OCc06MBOCTI 3aCTOCYBaHHSA. 3acTOCyBaHHSA y nepios
BariTHOCTI abo rogyBaHHA rpyaato. MNobivHi peakwii, 3rigHo 3
iH(hopMmaLieto Woa0 MeguyHOro 3acTocyBaHHs
pecepeHTHOro (KPECTOP) nikapcbkoro 3acoby) (TepMiH
BBEAEHHS 3MiH MPOTArOM 3-X MicsILIB MiCNs 3aTBEPAYKEHHS)
149. | PO3YBACTAT TabneTku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | TUny - 3a peyenmom UA/14144/01/02
NH KPKA N1iBKOBOIO HoBo mecTo MecTo 3MiHN Wwopao 6e3nekn/ethekTUBHOCTI Ta hapMakoHarnsagy.
o6onoHkoto, no 10 3MiHM Y KOPOTKili XapakTepucTuL, NlikapCbkoro 3acoby, TeKCTi
mr Ne 30 (10x3), MapKyBaHHS Ta IHCTPYKLiT 4719 Me4UYHOro 3aCTOCyBaHHsA
Ne60 (10x6), Ne90 reHepuyHMX/ribpuaHNX/6ionoAibHMX Nikapcbkmx 3aco6iB nicns
(10x9) y 6nicTepax BHECEHHS Ti€l caMoi 3MiHM Ha peddepeHTHUIA Npenapar (3miHa
He noTpebye HafaHHs XOAHNX HOBUX [OAATKOBUX AaHNX)
(3MiHM po iHCTPYKLT y po3ginu: Moka3aHHA. B3aemogis 3
HWMKW NiKapcbkMMKU 3acobamMu Ta iHLWi BUAY B3aEMOLINA.
Oc06MBOCTI 3aCTOCYBaHHSA. 3acTOCyBaHHSA y nepios
BariTHOCTi abo rofyBaHHsA rpyaato. MobiyHi peakuii, 3rigHo 3
iHhopMaui€eto 1040 MeANYHOTO 3aCTOCYBaHHS
pedhepeHTHOro (KPECTOP) nikapcbkoro 3acoby) (TepMiH
BBE/IEHHS 3MiH NPOTAroM 3-X MicsLiB Nicns 3aTBEPAKEHHS)
150. | PO3YBACTAT TabneTku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 3a peyenmom UA/14144/01/03
NH KPKA NAiBKOBOO HoBo mecTo MecTo 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay.

060n0HKo0, No 20
mr Ne 30 (10x3),

Ne60 (10x6), Ne90
(10x9) y 6nicTepax

3MiHW Y KOPOTKIili XapakTepuCcTuLi SlikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT A1 MeANYHOro 3aCTOCYBaHHS

reHepuUHMX/ribpuaHNX/6ionoAibHMX Nikapcbkmx 3aco6iB nicns

BHECEHHS Ti€l caMoi 3MiHM Ha ped)epeHTHUIA Npenapar (3miHa
He noTpebye HafjaHHs XOAHNX HOBUX [OAATKOBUX AaHNX)
(3MiHM [0 IHCTPYKLUIT y po3ainu: MokasaHHA. B3aemogis 3
HWMKN NiKapCbKMMK 3aco6amu Ta iHLWi BUAN B3AEMOLNA.

Oco6/MBOCTI 3aCTOCYBaHHS. 3aCTOCyBaHHS y nepios
BariTHOCTI abo rogyBaHHA rpyaato. MobivHi peakwii, 3rigHo 3
iH(hopMaLi€eo WoA0 MegNYHOro 3aCToCyBaHHs

pedepeHTHoro (KPECTOP) nikapcbkoro 3acoby) (TepMmiH
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
BBEEHHS 3MiH NPOTAroM 3-X MicsILiB MiCNs 3aTBEPAKEHHS)
151. | PO3YBACTAT TabneTkn, BKPUTI KPKA, a.4., CnoseHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH 40 pPeeCcTpauiiHnX MaTepiasiB: 3MiHu | Tuny - 3a peyenmom UA/14144/01/04
NH KPKA NNiBKOBOO HoBo mecTo MecTo 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
060n10HKo0, No 40 3MiHM Y KOPOTKili XapakTepucTuL nikapcbkoro 3acoby, TEKCTi
mr Ne 30 (10x3), MapKyBaHHS Ta IHCTPYKL,iT A/19 MEAMYHOro 3aCTOCYBaHHS
Ne60 (10x6), Ne90 reHepnyHuX/ribpuaHnx/6ionofibHNX nikapcbkMx 3acobis nicns
(10x9) y 6nicTepax BHECEHHS TiEl caMoi 3MiHM Ha pedpepeHTHUIA Npenapar (3miHa
He noTpebye HafaHHsA XOAHNX HOBUX [OAATKOBUX AAHNX)
(3MiHM [0 IHCTPYKLUiT y po3ainu: MokasaHHA. B3aemogis 3
iHLIMMKW NiKapCbKMK 3aco6amMu Ta iHLLi BUAW B3aEMOSIN.
OCco6MBOCTI 3aCTOCYBaHHS. 3aCTOCYBaHHS y nepios
BariTHOCTi abo rogyBaHHs rpyaato. MNobiyHi peakuii, 3rigHo 3
iHChopMaLieto LWoa0 MeauyHOro 3acTocyBaHHs
pegepeHTHoro (KPECTOP) nikapcbkoro 3acoby) (TepMmiH
BBE/IEHHA 3MiH NPOTAroM 3-X MicsLIB NicNs 3aTBEPAKEHHS)
152. PO3YCTA TabneTku, BKPUTI AnBoreH IMKo | Jllokcembypr nepBuHHe, Monbwa BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3MiHu | TUny - 3a peyenmom UA/13994/01/01
NNiBKOBOIO C.ap.n BTOPVIHHE BBE/leHHs1 a60 3MiHW [0 y3arasibHeHNX JaHuX Npo cucTemy
060/10HKO0, N0 5 Mr nakyBaHHs, chapmakoHarnsgy (BefeHHs y3aranibHeHUxX gaHux npo
Ne 28 (7x4) y KOHTPONb Ta BUMYCK cuctemy hapmakoHarisgy, 3miHa ynoBHoBaXKeHoi 0cobu,
6nicTepax cepii: Ma6'aHiubkuii BiANOBIAA/IbHOI 3a 34iiCHEHHS dapMakoHarnsay; KOHTakTHOT
thapmavueBTUYHWI 0cob6u 3 chapmakoHarnsay 3asBHVKa o1 34iACHEHHS
3asof Monbga hapmakoHarnagy B YkpaiHi, SKLLO BOHA BigMiHHA Bif,
C.A., Monbuwa; YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
BMPOBHULTBO, hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu
nepBrHHE Ta y po3MilLieHHi MacTep-halina cuctemm hapmakoHarnaay)
BTOPVIHHE
nakyBaHHs:
dapmMaLeBTUYHUIA
3aBog Ajamves
dapma C.A.,
MNonblia
153. | PO3YCTA TabneTkn, BKpUTI AngoreH IMKo | Jllokcembypr nepBuHHE, Monbwa BHECEHHS 3MiH [0 peecTpauliiiHux maTepianis: 3MiHu | Tuny - 3a peyenmom UA/13994/01/02
nNiBKOBOIO C.ap.n BTOPVHHE BBe/leHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
060n0HkKo0, No 10 nakyBaHHs, thapmakoHarnsgy (BefeHHs y3araslbHeHUX AaHnX npo

mr Ne 28 (7x4) y
6nictepax

KOHTPO/b Ta BUMYCK
cepii: Ma6'aHiLbkui
hapmavueBTUYHWi
3aBof Monbga
C.A., MonbLua;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs:
dapmayleBTUYHNI
3asog, Afamves
Papma C.A.,
MNonbLia

cuctemy hapmakoHarnagy, 3aMmiHa ynoBHOBaXKeHoi ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A hapMakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asBHUKa A1 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iICHEHHS
hapmakoHarnsay (BkI4akum KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MilLieHHi macTep-dhaiina cuctemy hapmMmakoHarnisay)
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
154. | PO3YCTA TabneTku, BKPUTI AnsoreH IMKo | fllokcembypr nepBuHHeE, Monbua BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | TUny - 3a peyenmom UA/13994/01/04
NAiBKOBOO C.ap.n BTOpPVHHE BBEAEHHS 260 3MiHN A0 y3aras/lbHEHNX JaHNX NPO CucTemy
060/10HKOI0, No 40 nakyBaHHs, chapmakoHarnsgy (BefjieHHs y3arasibHeHUX AaHvx npo
Mmr Ne 28 (7x4) y KOHTPONb Ta BUMYCK cucTemy hapmakoHarisgy, 3miHa ynoBHoBaXeHoi ocobu,
6nicTepax cepii: Ma6'aHiLbkuii BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapMakoHarnsaay; KOHTakTHOT
dhapmaLeBTUYHWMI 0cobu 3 thapmakoHarnagy 3asBHVKa A5 34iNCHEHHSA
3aBog, Monbha thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Big,
C.A, Monbua; YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
BMPOGHMLITBO, thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn
nepBuHHE Ta y po3MilLleHHi MacTep-haiina cuctemu papMakoHarnisay)
BTOPVHHE
nakyBaHHs:
dapmaLeBTUYHNI
3asoa Ajames
dPapma C.A,,
MNonblia
155. | PO3YCTA TabneTkn, BKPUTI AnBoreH IMKo | Jllokcembypr nepBuHHE, Monbwa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiastiB: 3miHM | Tuny - 3a peyenmom UA/13994/01/03
nNiBKOBOIO C.ap.n BTOPVHHE BBE/leHHs1 a60 3MiHM [0 y3arasibHeHNX JaHnX Npo cucTemy
060n0HKo0, No 20 nakyBaHHs, thapmakoHarnagy (BefeHHs y3arasibHeHnX AaHux npo
mr Ne 28 (7x4) y KOHTPO/b Ta BUMYCK cnucTemy hapmakoHarisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
6nicTepax cepii: Ma6'aHiLbkuii BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapMakoHarnsay; KOHTakTHOI
thapmaLeBTUYHWMIA 0co6m 3 chapmakoHarnagy 3asBHVKa A5 34iNCHEHHS
3aBog, Monbga hapmakoHarnsgy B YKpaiHi, KLU0 BOHA BigMiHHA Big,
C.A., MonbLua,; YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
BMPOGHULITBO, hapmakoHarnagy (BKovatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
nepBuHHE Ta Y PO3MilLleHHI MacTep-thaitna cuctemn chapmakoHarnsay)
BTOPVHHE
nakyBaHHs:
dapmaleBTUYHNI
3asog, Afamves
Papma C.A,,
MNonbLia
156. | CEHALEKCWUH Tabnetkv no 70 wr; MAT Ykpaina MAT "Nly6Huchapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis: 3MiHu | TUny - 6e3 peyenma UA/5432/01/01
no 10 TabneTok y "Nly6Hncpapm” AAMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpec
6nicTepax 3asBHMKa (BNacHvKa peecTpauiiiHoro noceigveHHs) (3miHa
agpecy 3asaBHuKa) (TepMiH BBeeHHSA 3MiH NPOTAroM 6 -Tn
MiCALIB MiCNA 3aTBEPKEHHR); 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Micus NpoBaKEHHSA Aii/IbHOCTI BUPOBHUKa/imnopTepa
rOTOBOrO /liKapCbKOro 3acoby, BKIYaoUM AiNbHUL BUMYCKY
cepii abo micLe NpoBefeHHS KOHTPOSTIO SKOCTI. (Ais/IbHICTb,
3a SKy BiAnNoBigae BUPOGHMK/IMNOPTEP, BKIKOYAKYN BUMYCK
cepiii) (3MiHa aapecy BUPOGHMKa, 6€3 3MiHM MicLs
BUPOGHMLTBA.(NepeliMeHyBaHHS By/. [eTPOBCLKOrO Ha BY/.
BapsiHkoBa) (TepMiH BBEAEHHSA 3MiH NPOTArom 6-Tn MicsiLiB
nicns 3aTBepakKeHHs)
157. | CONNAAEIH® TabNETKN PO3YNHHI nakcoCwmiTKn Benvka "nakcoCwmitKnaiiH IpnaHgis BHECEHHS 3MiH 0 PEECTPaLiiHNX MaTepiasiB: 3MiHW | TUny - 3a peyenmom UA/4740/01/01
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
Ne 12 (2x6) y aiiH BputaHis [aHrapsaH flimiteq nofaHHsa oHoBsieHoro cepTudikata R1-CEP 1998-047-Rev
CcTpunax y kapTOHHii KoHcblomep 04 onsa napaueTamony Bif, BXe 3aTBEP)KEHOro BUPOOHNMKa;
Kopoobui Xenckep 3MiHa agpecn BUPOOHUYOI AinbHMLj 6€3 3MiHK MicLA
BMpO6GHULITBA
158. | COMMAAEIH® Tabnetku, no 12 FnakcoCwmiTKn Benvka nakcoCwmitKnaiiH Ipnangis BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiastiB: 3miHW | Tuny - 3a peyenmom UA/4740/03/01
TabneTok y 6nictepi; aiiH BpuTtaHis [aHrapsaH Jlimites nofaHHA oHosrieHoro ceptudpikata R1-CEP 1998-047-Rev
no 1 6nictepy B KoHcbromep 04 ons napaueTtamorny Bif, BXe 3aTBEpIKEHOro BUPOBHUKa,;
KapTOHHIi KOpOoOLyi Xenckep 3MiHa agpecy BUPOOHMYOT AifTbHUL 6€3 3MiHW Micust
BMPOGHULITBA
159. | CONMMNAAEIH® TabneTku, BKPUTI FnakcoCwmiTKn Benuka nakcoCmiTKnaiH Ipnangis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3MiHu | Tuny - 6e3 peyenma UA/12239/01/01
AKTUB 060n0Hkoto, Ne 12 aiH BpuTaHis [JanrapsaH Nimites noJaHHs OHOB/IEHOTO cepTudikaTy A5 napaueTaMorny Big,
(12x1) y 6nicTepi KoHcblomep BXe 3aTBepKEHOro BUPOOHMKa 3 MOCNILOBHOK 3MiHO:
Xenckep 3MiHa agpecu BUPOOHUYOI AinbHULj 6e3 3MiHW MicLA
BMPOGHULITBA
160. | CMNIPUBA® po34uH Ans BepiHrep HimeuyunHa BepiHrep HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu | Tuny - 3a peyenmom UA/6495/02/01
PECMIMAT® iHranauin, 2,5 IHrenbxanm IHrenbxanm d®apma 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsagy;
MKr/iHransujto no 4 IHTEpHEeLLHN m6X i Ko. KI 3MiHa YNOBHOBaXEHOI 0CO6U, BiAMNOBIAAUTbHOI 3a 34iICHEHHS
M B KapTpuaxi (60 v6X hapMakoHarnsay; KOHTakTHoOI ocobu 3 chapmakoHarnagy
iHranaujn); no 1 3asBHVIKa AN 34iCHEHHA thapmakoHarnsgy B YKpaiHi, SKLo
KapTpuaxXy B BOHa BigMiHHA Bif, yNMOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a
KomnaekTi 3 1 3aiicHeHHs1 hapmakoHarnsay (BKIHUAKUM KOHTaKTHI faHi)
iHraATopoM Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-haiina cuctemm
Pecnimat® y hapmakoHarnsgy
KapTOHHI KopoobLi
161. | CTABI3ONI® po3unH Ans iHdysiii, | BEPNIH-XEMI HimeuunHa BMPOGHMLTBO "in HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny - 3a peyenmom UA/6685/01/01
60 mr/mn (6 %) no Al bulk”, KiHueBe noJaHHA HOBOro cepTuddikaTy Bif, BXe 3aTBepXeHoro

500 mn y chnakoHax
3 Npo3oporo ckna Ne
10 y KapTOHHiIl
Kopobui

nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepiii: BEP/IH-
XEMI Al

BMPOGHMKA; 3MiHM | TUNY - 3MiHa Y cneumdikauii
HedhapmakoneiiHoro A®l gnsa npuBefeHHs y BIANOBIAHICTb A0
BuMmor [1dY abo €sponelicbkoi hapmakonei, abo iHLwol
HauioHasIbHOT hapmakonel gepxasun €C - OHOB/IEHHSA
cneundikauii Ta MeTOAIB KOHTPO0 sikocTi AD| BignosigHO Ao
MoHorpadii EP "Starches, Hydroxyethyl", y 38 a3ky 3
nogaHHAM Hosoro CEP; 3miHu | Tuny - 3miHa napameTpis
cneumdikauii Ta/abo AONYyCTUMMX MEX FOTOBOTO NiKapCbKoro
3ac00y - 3MiHW KpUTepIiB NPUIAHATHOCTI M. " MonekynspHa
Maca i monekynsipHe macose po3snogineHHs" ( EP., 2.2.30)
3rigHo moHorpadii EP " Starches, Hydroxyethyl"; aminu | Tuny
- 3MiHa y MeTofax BUNpobyBaHHS roTOBOro NiKapCbKoro
3acoby - 3MiHa 4,0 MeTOo/iB KOHTPOJIKO SKOCTi FOTOBOro
nikapcbKoro 3acoby ( Ha TepMiH NPUAATHOCTI): 3amiHa .
"CepefiHA MonekynspHa maca" Ha " MonekynspHa maca Ta
MONeKynspHe macose po3snogineHHs" ( EP., 2.2.30) 3i 3miHoo
METOAMKN BUMPOBYBaHHS | KpUTEPIiB NPUAHATHOCTI 3rigHO
MoHorpadii EP; 3miHn | Tvny - 3MiHa y MeToAax
BMNpo6yBaHHA APl abo BuxigHoOro marepiany/npoMikKHOro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y NpoLeci
BMpO6HMUTBa AD| - foAaBaHHA 40 METOAY KOHTPOJIH AKOCTI
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
A®I 3a n. "ETUNeHrNikons" anbtepHaTuBHoro metogy MX no
mMeTogy PX; 3miHu | Tuny - 3MiHa y MmeTogax BUNPO6yBaHHS
rOTOBOrO JlikapcbKoro 3acoby (iHLWi 3MiHW y MeTogax
BMNPO6YBaHb (BK/OHAKOUM 3aMiHy 260 AOMNOBHEHHS)) -
[OMNOBHEHHS BUNPO6YBaHHA Ha H6akTepiasibHi eHAO0TOKNHU
meTogom C, 6e3 3MiHN AONYCTUMUX MEX
162. | CTANEBO TabneTku, BKpUTI OpioH PiHNAHAIA OpioH KopnopeiLuH, PiHNAHAIA BHECEHHS 3MiH [0 peecTpaviiiHnx maTepainis: 3MiHun | Tuny - 3a peyenmom UA/1919/01/02
060/10HKO10, Mo 100 KopnopenwH DiHNAHLIA 3MiHM 3 SIKOCTi. [0TOBWIN NiKapCbKuiA 3aci6. 3MiHN Y
Mmr/25 mr/200 Mr no AnbTepHaTUBHUIA BMPOGHMLTBI. 3amiHa abo BBeEHHS 0AAaTKOBOI AiNbHUL
30 Tabnetok y BUPOGHMK, L0 BMPOBGHULTBA A5 YACTUHM abo BCbOro BUPOGHNYOro
donakoHi; no 1 3[iiCHIOE NepBUHHE npoLecy roToBOro Nikapcbkoro 3acoby (4inbHuUa ANns
donakoHy B Ta BTOPVHHE NepBUHHOTO NakyBaHHS) (BBEAEHHS a/lbTEPHATUBHOI
KapTOHHIA KOpO6L nakyBaHHs: AiNbHWL, WO 3Ai/iCHIOE NEPBUHHE NakyBaHHSA - OpioH
OpioH KopnopelilH, KopnopeiiwH 3a agpecoto [pkoeHcyyHkaTy 7, 24100 Cano,
PiHNAHAIA ®iHNAHAiA); 3miHW | TNy - 3MiHK 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3aMiHa abo
BBEfleHHs [10AaTKOBOI AiNIbHULL BUPOBHMLITBA 4151 YACTUHM
a60 BCbOro BUPOGHMYOro NPOoLLeCy rOTOBOTO NiKapCbKoro
3acoby (AinbHWUUA ANt BTOPUHHOTO NakyBaHHSA) (BBELEHHS
a/IbTepHATMBHOI Ai/TbHUL, WO 34iICHIOE BTOPVMHHE NakKyBaHHS
- OpioH KopnopeiilwH 3a agpecoto [xoeHcyyHkaty 7, 24100
Cano, PiHnaHAiN)
163. | CTANIEBO TabneTku, BKpUTI OpioH DiHNAHAA OpioH KopropeiiLH, PiHNAHAIA BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3miHu | Tuny - | 3a peyernmom UA/1919/01/01
060/10HKO10, M0 50 KopnopeiiLH PiHNAHAIA 3MiHK 3 SKOCTi. FOTOBUIA NiKapCbkuii 3aci6. 3MiHW y
mr/12,5 mr/200 mr no AnbTepHaTUBHWIA BMPOGHMLTBI. 3amiHa abo BBeEHHS [,0AaTKOBOI AiNbHUL
30 TabneTtok y BMPOGHWK, LLIO BMPOGHMLITBA A1 YACTUHM abo BCbOrO BUPOGHMYOTO
dhnakoHi; no 1 3[jACHIOE NEPBUHHE npoLecy rotToBoro Nikapcbkoro 3acoby (AinbHuUUA Ans
chnakoHy B Ta BTOPUHHE NepPBUHHOTO NakKyBaHHS) (BBEAEHHS a/ibTEPHATUBHOI
KapTOHHIA KopoobLi nakyBaHHs: AiNbHWL, WO 34iACHIOE NepBUHHE nakyBaHHSA - OpioH
OpioH KopropeiiLuH, KopnopeiiwH 3a agpecoto [pkoeHcyyHkaty 7, 24100 Cano,
PiHNAHAIA ®iHnsAHAiA); 3MiHW | TMNY - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPO6GHMLTBI. 3amiHa abo
BBEJEHHA [10AaTKOBOI AiNIbHUL BUPOBHMLTBA 415 YACTUHM
ab0 BCbOro BUPOGHMYOro NpoLLecy roToBOro Nikapcbkoro
3acoby (AinbHUUA AN BTOPUHHOTO NakyBaHHS) (BBEAEHHS
anbTepHaTUBHOI AiNIbHUL, WO 3AiACHIOE BTOPUHHE NaKyBaHHA
- OpioH KopnopeiilwH 3a agpecoto [oeHcyyHkaty 7, 24100
Cano, ®iHnaHAisn)
164. | CTANIEBO TabneTku, BKPUTI OpioH PiHNAHAIA OpioH KopropeiiLH, PiHNAHAIA BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3MiHu | TUNy - 3a peyenmom UA/1919/01/04
060n0HkKot0, no 200 KopnopeiLwH PiHNAHAIA 3MiHK 3 SKOCTi. FoTOBUIA NiKapCbkuii 3aci6. 3MiHn y
mr/50 mr/200 Mr no AnbTepHaTUBHUIA BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI AiNbHUL

30 Tabnetok y
donakoHi; no 1
chnakoHy B

BUPOGHMK, L0
3[jACHIOE NEPBUHHE
Ta BTOPWHHE

BMPOGHMLITBA A/151 YaCTMHM abo BCbOro BUPOGHUYOro
npoLecy roToBoro fikapcbkoro 3acoby (4inbHWUUA ans
BTOPWHHOTO NMakyBaHHs1) (BBEAEHHS a/lbTEPHATUBHOI

KapTOHHIlA KOopooLi nakyBaHHS: AiNbHULI, WO 34iliCHI0E BTOPUHHE NaKyBaHHS - OpioH
OpioH KopnopeliLH, KopnopeiiwH 3a agpecoto [pkoeHcyyHkaTy 7, 24100 Cano,
DiHnAHAIS PiHnaHAis); 3mibm | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayiliHo
3acoby 2o
nocsio4YeHHs1
nikapcbkuii 3aci6. 3mMiHW y BUPOGHMLTBI. 3amiHa abo
BBEAEHHSA A0AATKOBOI AiNbHULL BUPOGHMLTBA A1 YacTUHU
a60 BCbOro BUPOGHMYOro MPoLLeCy roTOBOTO NiKapCbKOro
3aco06y (AinbHULA 4718 NepBUHHOTO NakyBaHHSs) (BBeAEHHS
anbTepHaTUBHOI AiNbHUL, WO 34IiICHIOE NePBUHHE
nakyBaHHs - OpioH KopnopeiilH 3a agpecoto [koeHcyyHkaTy
7, 24100 Cano, PiHAAHAINA)
165. | CTANIEBO TabneTkn, BKPUTI OpioH DiHNAHLIA OpioH KopnopeiiwH diHNAHAIA BHECEHHS 3MiH 40 peecTpauiliHnX MaTepiasliB; BUNpaB/IeHHS 3a peyenmom UA/1919/01/03
060n0Hkoto, no 150 KopnopeiiLH TEXHIYHOT MOMWSIKK, Y PO34iNni «MapKyBaHHs» B MeTofax
mr/37,5 mr/200 mr no KOHTPO/O SIKOCTI
30 TabneTok y
dhnakoHi; no 1
hnakoHy B
KapPTOHHI KOpoobLii
166. | CTANIEBO TabneTku, BKpUTI OpioH PiHNAHAIA OpioH KopropeiiLH PiHNAHAIA BHECEHHS 3MiH [J0 peecTpaLiiiHMX MaTepiasi: BUNPaB/IEHHsS 3a peyenmom UA/1919/01/01
06010HKOt0, N0 50 KopnopeiiLuH TEXHIYHOT NOMUSIKK, Y po3gini «MapKyBaHHsS» B MeTogax
mr/12,5 mr/200 mr no KOHTPO/IO AKOCTI
30 TabneTtok y
dpnakoHi; no 1
chrnakoHy B
KapTOHHI KopoobLi
167. | CTANEBO TabneTku, BKpUTI OpioH PiHNAHAIA OpioH KopriopeiiLuH PiHNAHAIA BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasli: BUNpaB/ieHHsS 3a peyenmom UA/1919/01/02
o6onoHkoto, no 100 KopnopeiiwH TEeXHIYHOT NOMUIIKK, Y po3aini «MapKyBaHHA» B MeToAax
Mmr/25 mr/200 Mr no KOHTPOJO SIKOCTI
30 TabneTtok y
chnakoHi; no 1
hnakoHy B
KapTOHHI Kopobui
168. | CTANIEBO TabneTku, BKpUTI OpioH PiHNAHAIA OpioH KopropeiiLH PiHNAHAIA BHECEHHS 3MiH [J0 peecTpaLiiiHMX MaTepiasliB: BUNPaB/EHHS 3a peyenmom UA/1919/01/04
060/10HKO10, N0 200 KopnopeiiLwH TEXHIYHOT MOMWSIKK, Y PO34iNni «MapKyBaHHs» B MeTofax
mr/50 mr/200 mr no KOHTPO/O AKOCTI
30 TabneTtok y
dhnakoHi; no 1
chnakoHy B
KaPTOHHI KOpOoOLi
169. | CTONMK/IACTA KOHLeHTpaT ansa AnBoreH INKO | fliokcembypr Bignosigae 3a Benuka BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | Tuny - 3a peyenmom UA/5813/01/01
n PO34nHy Ans C.AP.J1. BMNYyCK cepil: BpvTaHis/ BBEAEHHS 260 3MiHN A0 y3aras/lbHEHVX JaHNX NPO CucTemy
iHdpys3iiA, 3 Mr/mMn no Xocnipa tOK AscTpanis/ thapmakoHarnagy (BK/ovakoum KOHTaKTHi AaHi) Ta/abo 3MiHu
5 mn 'y cpnakoHax Ne Nimitea, Benuka Higepnanaw/ y po3milLeHHi MacTep-thaiina cuctemn hapmakoHarnagy
1, Ne 5; no 10 mny BpwvTaHis; Yecbka
chnakoHax Ne 1 BMPOGHMLTBO "in Pecny6nika/
bulk", nepsuHHe Ta Benbris

BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI
BUNYLLIEHNX Cepiil:
Xocnipa AscTpanis
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Ne
n/n

JliKapcbKO20

Haszsa

3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayiliHo
20
nocBiO4YEeHHs

nTI NTA,
ABcTpais;
BMPOGHUK,
BiagnoBiganbHUii 3a
BTOPVHHE
nakysaHHs: FOMNC
CKC (HigepnaHnan)
B.B., HigepnaHaw;
BMPOGHUK,
BignoBiganbHUii 3a
BTOPVHHE
nakysaHHs: CBYC
®apma, a.c., Uecbka
Pecnyb6nika;
BMPOGHUK,
BiagnoBiganbHUii 3a
BTOPVHHE
nakyBaHHs: EHecTis
Benbria HB,
Benbrisa

170.

CTOMKNACTA

n

KOHLeHTpaT Ans
po3unHy Aans
iHdpy3ild, 6 mr/mn no
10 M1y pnakoHax
Ne 1

AnsoreH ITIKO
C.AP.J.

Niokcembypr

Bignosigae 3a
BUMNYCK cepil:
Xocnipa HOK
NimiTen, Benvka
BputaHis;
BMPOBHMUTBO "in
bulk”", nepsuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI
BUMYLLEHNX Cepili:
Xocnipa ABcTpanis
nTI NTA,
AscTpanis;
BUPOOHMK,
BiAnoBiganbHU 3a
BTOPVHHE
nakyeaHHs: tOINMC
CKC (HigepnaHaw)
B.B., HigepnaHau;
BUPOOHMK,
BiAnoBiganbHUI 3a
BTOPVHHE
nakyesaHHsi: CBYC
®apma, a.c., Yecbka
Pecnyb6nika;
BUPOBHUK,

Benuka
BpuTtaHis/
ABcTpanis/
Higepnangu/
Yecbka
Pecny6nika/
Benbris

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
BBEfeHHs ab0 3MiHW [0 y3araslbHeHUX AaHnX Npo cuctemy

hapMakoHarnsgy (BkUakoum KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MilLleHHI MacTep-haiina cuctemy papMakoHarnsgy

3a peyenmom

UA/5813/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayiliHo
20
nocBiO4YEeHHs

BiagnoBiganbHUii 3a
BTOPVHHE
nakyBaHHs: EHecTis
Benbrist HB,
Benbris

171.

CTOMKNACTA
n

KOHLeHTpaT Ans
po3unHy Ans
iHdpy3ild, 9 mr/mn no
10 M1y pnakoHax
Ne 1

AnsoreH ITIKO
C.AP.J.

Niokcembypr

Bignosigae 3a
BUMNYCK cepil:
Xocnipa HOK
NimiTen, Benvka
BputaHis;
BMPOBHMUTBO "in
bulk”", nepsuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI
BUMYLLEHNX Cepili:
Xocnipa ABcTpanis
nTI NTA,
AscTpanis;
BUPOBHMK,
BiAnoBiganbHUI 3a
BTOPVHHE
nakyeaHHs: tOINC
CKC (HigepnaHaw)
B.B., HigepnaHau;
BUPOOHMK,
BiAnoBiganbHU 3a
BTOPVHHE
nakyesaHHsi: CBYC
®apma, a.c., Yecbka
Pecnyb6nika;
BUPOOHMK,
BiAnoBiganbHUI 3a
BTOPVHHE
nakyBaHHs: EHecTis
Benbris HB,
Benbrisa

Benuka
BpuTtaHis/
ABcTpanis/
Higepnangu/
Yecbka
Pecny6nika/
Benbris

BHECEHHS 3MiH [J0 peecTpaLiiiHuX maTepianis: 3MiHu | Tuny -
BBEfeHHs ab0 3MiHW [0 y3araslbHeHUX AaHnX Npo cuctemy

hapMakoHarnsgy (BkoUakoum KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MilLleHHI MacTep-haiina cuctemy papMakoHarnsgy

3a peyenmom

UA/5813/01/03

172.

TAMCON®

kancynu Teepai 3
MoAMDIKOBAHUM
BMBISIbHEHHSAM NO
0,4 mr Ne 10 (10x1),
Ne 30 (10x3) y
6nictepax

BAT "TeneoH
PixTep"

YropuwmHa

BMPOGHMLITBO
Hepo3dacoBaHOro
NPOAYKTY, NEPBUHHA
ynakoBka, BTOPVHHA
ynakoBKa, KOHTPO/b
AKOCTI, BUNYCK cepil:
"l'epeoH PixTep
PymyHia" A.T.,
PymyHis; Bunyck
cepii: BAT "l'eaeoH

PymyHisi/
YropLmHa

BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny -
3MiHW [0 IHCTPYKLUIT 418 MeAWYHOro 3aCTOCYBaHHSA Y PO3AiNu:
MpoTunokasaHHA. Cnoci6 3acTocyBaHHA Ta [03U.
Mepepo3yBaHHs. Mob6iuHi peakwii, 3rigHoO 3 iHhopmavieto
LLOA0 MeAMYHOr0 3acTocyBaHHs pedhepeHTHoro (OMHIK)
nNiKkapcbKoro 3acoby Ta 3rigHo 3 iHchopMaLieto LWoao 6e3neku
3aCTOCyBaHHS fjit040i PeHOBMHM TaMCy03MHY riApoxaopua,.
BBeAeHHA 3MiH npoTarom 3-x MicAuis nicns
3aTBepPKEHHsA

3a peyernmom

UA/4452/01/01
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
PixTep", YropuwuHa
173. | TAMCYNO3IH Kancynm 3 My6niuHe YkpaiHa AHani3 Ta BMnyck HigepnaHgn/ | BHeceHHs 3MiH 40 peecTpauiiHux matepianis: 3MiHu Il Tuny - - UA/11996/01/01
MoANDIKOBAHUM akuioHepHe cepiii: peuis/ [oTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa y cknagi
BMBI/TbHEHHAM MO TOBapucTBO CiHTOH BB, Himeuunna/ ([OMOMIKHUX peyoBMHAX) rOTOBOrO MiKAPCLKOro 3acoby (iHLi
0,4 wr in bulk Ne "HaykoBo- HigepnaHgw; Icnanis [0NOMDKHI PEYOBMHN) - 3MiHA, Sika NiATBEPAKYETLCS
20000 y noAgiiHNX BMPOGHWYNIA Brpo6HMLTBO Ta OOCNiMKEHHAMY 3 eKBiBasieHTHOCTi CynyTHs 3MiHa - [0ToBWIA
nonieTuIeHoBuxX LeHTp aHanis cepiii: nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro 3acoby.
nakeTax "BopLuariBcbk damap A.B.E. 3MiHa napameTpiB cneundikauii Ta/abo AONYCTUMUX MeX
niA XiMiKo- AHTOYyCCa MNnaHT, roTOBOrO JliKapcbKoro 3acoby (4ONOBHEHHSA abo 3aMiHa
thapmaveBTuy Ipeuis; nokasHuka cneuudikadii 3a pesynbtaraMmu AOCNIKEHb 3
HWiA 3aBoA” Bupo6HMLTBO Ta 6e3nekn abo AKOCTI (3a BUHATKOM JiKkapCbkux 3acobiB
aHanis cepiii: 6i0/10r4YHOr0/iIMyHOOrYHOrO MOXOPKEHHS) (3MiHA KiJTIbKICHOTO
PoTTeHgopd cknagy AoNOMDKHUX peqyoBuH M3, AK HACNIAOK 3MiHW Y
dapma N'vbX, crneungikauii Ta MmeTogax BuNpobyBaHHsi /13 3a MOKa3HMKOM
HimeuunHa,; «Po34nHeHHs» Ta «O4HOPIAHICTbL Macu/cepeHs Maca»to
Brpo6H1LTBO, 3MiHu | TUNY - FOTOBWIA Nikapcbkuii 3aci6. BUpo6GHMLTBO.
aHai3 Ta BUNycK 3amiHa ab0 BBeEHHS [OAATKOBOI Ai/IbHMLi BUPOOHULTBA
cepiit: NS YacTVHM abo BCbOro BUPOBGHMYOro NpoLecy rotToBoro
CiHTOH Xicnanis nikapcbKoro 3acoby (AiNbHULSA, Ha sIKili NPOBOAATLCS OYAb-AKi
C.J1., IcnaHis BUPOGHMUI cTagji, 3a BUHATKOM BUMYCKY Cepili, KOHTPO/IO

AKOCTi, NEPBMHHOIO Ta BTOPUHHOTO NakyBaHHA, AN
HeCcTepUbHKX iKapCbknx 3acobis) (BBeAEHHS A0AaTKOBOT
OiNbHULI BUPOGHMLTBA Nikapcbkoro 3acoby in bulk, go
3aTBEPXEHOro BUPOOHUKA); 3MiHU | TUMY - 3MiHU 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO NiKapCbKoro
3aco6y. 3miHa napameTpiB cneyudikauii Ta/abo AonyCcTUMUX
MEeX roTOBOrO /ikapCbKoro 3acoby (iHLWi 3MiHK) (3MiHW y
cneumdikauii Ta Metogax sunpobysaHHs /13 3a posginom
«MikpobiosioriyHa ymcToTa - 3rigHo Bumor EP); 3minu | Tuny
- 3MiHK 3 SKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro NikapcbKoro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHS FOTOBOTO J1iKApCbKOro 3acoby (iHLUi 3MiHN Y
mMeToAax BUNpobyBaHb (BK/IHOHaOUM 3aMiHy ab0 [ONOBHEHHS)
(3MiHM y cneumndikauii Ta MeTogax BunpobysaHHs IMN13: Tect
«BTpara B Maci npy BUCYLLYBaHHI» - yTOYHEHO Macy HaBaKKu
Y 3BAA3KY 3i 3MiHOO B KiJIbKICHOMY CKNafi nasnert;
3anpornoHoBaHo YHithikoBaHy METOAVKY BU3HAYEHHS
iAeHTrgiKau,i, cynpoBigHMX AOMILLIOK Ta KiJIbKiCHOTO
BM3HAYEHHSA; MeToAMKa 3a TeCTOM «laeHTudikauis.
IHAirokapmiH BUKNadeHa 6inbll AeTaslbHO LWOAO BU3HAYEHHS
Ta OUiHKK MM Ha TLUX-naacTtuHui); 3miHn | Tuny - 3MiHu 3
sKocTi. [oToBWMIA Nikapcbkuii 3aci6. Onuc Ta cknad. 3miHa abo
[0AaBaHHA LWTamnis, NOTOBLLEHb ab0 iHLIMX MapKyBaHb,
YK/IH4arumn 3aMiHy abo goaasaHHs oap6 415 MapKyBaHHS
nikapcbKoro 3acoby (3MiHa WTamnis, MOTOBLLEHb ab0 iHLINX
MapKyBaHb) -BUTyYEHHA MapKyBaHHHS Ha kancynax (Hanucis
YOPHMM KOJIbOPOM), SIK HAaC/iAoK, 3MiHa 32 PO34i/1oM
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
«Onuc»); 3MiHu | Tuny - 3MiHK 3 siKoCTi. FoTOBMIA NiKapCbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
(BKTHOYarOUM djanas3oH po3mipy cepil) roToBOro JlikapCbKoro
3aco6by (36inbLueHHs 0o 10 pasiB NOPIBHAHO i3
3aTBEPAKEHUM PO3MipoM) (3MiHa po3mipy cepii /13)
174. | TAHTYM NbOASHVKA 3 AsieHge Kimike ITanis BiAnoBiganbHUI 3a LLiseiiuapisi/ BHECEHHS 3MiH [J0 peECTpaLiiiHMX MaTepiasiB: BUNPaB/IeHHS 6e3 peyenma UA/3920/03/01
BEPAE® M'ATHAM CMakoM no PiyHiTe BMPOOHULITBO ®paHuia/ TeXHIYHOT NOMUIIKN Y cneuudikauii TepMiHy NpuAaTHOCTI
3 mr Ne 20 (10x2), AHXENiHI Hepo3dacoBaHo| ITanis rOTOBOTO JIiKAPCbKOro 3acoby Ta IHCTPYKUiT 4151 MEANYHOIO
Ne 30 (10x3) y ®paHyecko npoayKuir, 3aCcTOCyBaHHS Y p. «30BHILLHIV BUrNSa4», p. «YNakoBka»
CTiKax AK.P.A.O®. nepBuHHE Ta
C.n.A. BTOpPVHHE
nakysaHHs: Al AT,
Lseliuapis;
BIANOBIAA/IbHWI 32
noBHWiA umkn: N'EP
®ABP MEJIKAMAH
NPOAKOKCBOH,
®paHuis;
BiANOBIgaNbHMIA 3a
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTi Ta
BMNYyCK cepil:
AszieHge Kimike
PiyHiTe AHXeniHi
®paHuecko
AK.P.A®. CnA,
ITanis
175. | TOMOreEKcon po3unH Aana iH'ekuiid, | MNAT "®dapmak” YkpaiHa MAT "dapmax” YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/7853/01/01
® 240 wmr inogy/mn no 3MiHa NnapameTpiB cnevuudikauili Ta/abo fonyCTUMUX MeX
20 mn B amnyii; No roTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHK); CynyTHA 3MiHa:
5 amnyn y nayj 3 3MiHa y MeTofax BUNpobyBaHHSA roTOBOrO JliKapCbKOro
KapToHy; no 20 Mn 3acoby (iHLWi 3MiHK y MeTodax BUNpo6yBaHb (BKIOUaUn
a6o 50 mn a6o 100 3aMiHy abo [JONOBHEHHS)); CYMyTHS 3MiHa: 3MiHK
My doriakoHi; no 1 BMNpo6yBaHb abo JOMYCTUMUX MEX, BCTAHOB/IEHUX Y
dhnakoHy y nauui 3 cneumaikalisx, nig yac BUPO6HMLTBA rOTOBOrO NiKapCbKOro
KapToHy 3aco6y (iHLWi 3MiHK)
176. | TOMOrEKCON po3unH Aana iH'ekuiid, | MNAT "®dapmak” YkpaiHa MAT "dapmaxk” YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 3a peyenmom UA/7853/01/02
® 300 mr iiogy/mn no 3MiHa NnapameTpiB cneuudikalili Ta/abo fonyCTUMUX MeX
20 mn B amnyii; no roTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHK); CynyTHA 3MiHa:
5 amnyn y nayj 3 3MiHa y MeToAax BUNpo6yBaHHSA roTOBOrO JliKapCbKOro
KapToHy; no 20 Mn 3acoby (iHLWi 3MiHK y MeTofax BUNpo6yBaHb (BK/IOHAUm
a6o 50 mn a6o 100 3aMiHy abo [JONOBHEHHS)); CYMyTHS 3MiHa: 3MiHK
mMn 'y chrakoHi; no 1 BMNpobyBaHb abo JOMYCTUMUX MEX, BCTAHOB/IEHUX Y
dhnakoHy y nauui 3 cneumaikalisx, nig yac BUPO6HMLTBA rOTOBOIO NiKapCbKOro
KapToHYy 3aco6y (iHLi 3MiHN)
177. | TOMOIrEKCoOn PO3YMH ANS iH'EKLLN, MAT "dapmak” YKpaiHa MAT "dapmak" YkpaiHa BHECEHHS 3MiH 0 peeCTpaLiiHNX MaTepiasiB: 3miHW | Tuny - 3a peyenmom UA/7853/01/03
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
® 350 wmr iiogy/mn no 3MiHa NnapameTpiB cneuudikauili Ta/abo fonyCTUMUX MeX
20 mn B amnyni; no rOTOBOrO /iKapCbKoro 3acoby (iHLLi 3MiHKM); CynyTHA 3MiHa:
5 amnyn y nayuyj 3 3MiHa Yy MeToAax BUNpo6yBaHHSA roTOBOrO JiKapCbKoro
KapToHy; no 20 Mn 3acoby (iHLWi 3MiHK y MeToax BUNpo6yBaHb (BKIOHAUM
a6o 50 mn a6o 100 3aMiHy abo [ONOBHEHHS)); CYMyTHS 3MiHa: 3MiHK
My donakoHi; no 1 BUNPO6yBaHb ab0 JONYCTUMUX MEX, BCTAHOBIEHNX Y
dhnakoHy y nauui 3 cneumaikalisx, nig yac BUPO6HMLTBA rOTOBOrO NiKapCbKOro
KapToHYy 3aco6y (iHLi 3MiHN)
178. | TPUOEPM® Ma3bno 15r,30ry LWepiHr-Mnay LLiBefiuapis LepiHr-Mnay N1a6o Benbris BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | TUny - 3a peyenmom UA/2022/02/01
Ty6ax Ne 1 CenTtpan Ict H.B. nofaHHa oHoBneHoro cepTudikata R1-CEP 2008-326-Rev
Al 00 Ansa KNoTpUMasony Bif BXe 3aTBep)KEHOr0 BUPOOHMKa
179. | YPOPEK Kancynu Teepai no 4 Pekopparti IpnaHgis Pekoppaarti ITanis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | TUny - 3a peyenmom UA/11926/01/01
mr Ne 10 (10x1), Ne Aineng Ntp, IHpacTpia Ximvika e nogaHHa oHoeneHoro ME-ceptucbikata R1-CEP 2003-172-
30 (10x3), Ne 50 dapmaceBTika Rev 01 ans xenaTuHy Big BXe 3aTBEPAXKEHOrO BUPOOHWKA,;
(10x5), Ne 90 (10x9) C.n.A. 3MiHuM | TUNY - nogaHHA HoBoro ME-cepTudiikata R1-CEP
y 6nicTepax 2001-424-Rev 03 gns xenatuHy Bif BXe 3aTBEPIKEHOrO
BMPOGHWKA; 3MiHM | TuMy - nogaHHsA Hosoro [E-cepTudikata
R1-CEP 2000-045-Rev 03 ans xxenaTuHy Bif, BXxe
3aTBEPKEHOr0 BUPOOHMKA; 3MiHK | TNy - NoJaHHS HOBOTO
IE-ceptucbikata R1-CEP 2000-029-Rev 05 ans xenatuHy
Bifl BXXe 3aTBEpAKEHOro BUPOo6GHMKa
180. | YPOPEK Kancynv Teepgi no 8 Pekopgaari Ipnangis Pekopgari ITanisa BHECEHHS 3MiH [0 peecTpaliinHux maTepiasis: 3MiHu | Tuny - 3a peyenmom UA/11926/01/02
mr Ne 10 (10x1), Ne Aineng Ntp, IHpacTpia Ximvika e nopaHHsa oHosneHoro E-ceptudpikata R1-CEP 2003-172-
30 (10x3), Ne 50 dapmaceBTika Rev 01 ans xenaTvHy Bif BXe 3aTBEPXEHOro BUPOOHYIKA;
(10x5), Ne 90 (10x9) C.n.A. 3miHuM | TMny - nogaHHsA Hosoro E-cepTudpikata R1-CEP
y 6nicTepax 2001-424-Rev 03 ans xenatuHy Bif BXe 3aTBEPIKEHOro
BMPOGHUKa; 3MiHM | TUNY - NogaHHA HoBoro ME-cepTudikaTa
R1-CEP 2000-045-Rev 03 ans xenaTuHy Big BXxe
3aTBEPAKEHOr0 BUPOBGHUKA; 3MiHW | TUMY - NOAaHHA HOBOTO
[E-cepTtudpikata R1-CEP 2000-029-Rev 05 ans xenatuHy
Bifl BX€E 3aTBEPAKEHOr0 BUPO6HMKA
181. | ®APMATEKC TabneTkv BariHasibHi NabopaTtopis PpaHuin Brpo6HuK, ®paHuin BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | TUny - 6e3 peyenma UA/1340/05/01
no 20 mr no 12 IHHOTEK BiagnoBiganbHUii 3a 3MiHK 3 IKOCTi. FoTOBUIA NiKapCbKuii 3aci6. 3MiHW y
Tabnetok y Ty6i; no IHTepHacbiioH BMPOHMLTBO in bulk, BMPO6HMLTBI. 3amiHa abo BBEAEHHS [,0AaTKOBOI AiNbHUL
1 Ty6i y KapTOHHii anb KOHTPO/b Ta BUMYCK BMPOGHMLITBA A1 YaCTUHM ab0 BCbOro BUPOGHUYOro
Kopobui cepil: npoLecy roToBOro Nikapcbkoro 3acoby (AinbHuLA ANns
IHHOTepa LLysi, NEepPBMHHOIO NakyBaHHS) (3aMiHa BUPOGHWYOT AinbHUL
®paHuis; BiANOBIAa/IbHOI 32 NepBUHHEe NakyBaHHsA /13 ans BUpobHUKa
BUpO6HUK, CTPALIC, ®paHuis) CynyTHA 3MiHa - 3MiHU 3 AKOCTI.
BiANOBiAabHNI 3a ["oTOBMIA NiKapcbkuii 3aci6. 3mMiHWM y BUPOOHMLTBI. 3aMiHa abo
nepBuHHe Ta BBEJeHHA [10AaTKOBOI AiNIbHULL BUPOBHMLITBA 415 HACTUHM
BTOPVHHE a60 BCbOro BUPOGHMYOro NpoLLecy roTOBOrO NiKapCbKoro
nakyBaHHs: 3aco6y (AinbHWLUA AN BTOPUHHOTO NakyBaHHS) (3aMiHa
Crpagic, ®paHuis BMPOGHMWYOI Ai/TbHML BiANOBIAA/IbHOI 38 BTOPUHHE NaKyBaHHS
'N3 ansa Bupo6Hrka CTPALIC, ®paHLis)
182. | PAPMATEKC cynosuTopii NabopaTtopisn dpaHuis IHHOTepa LUysi dpaHuis BHECEHHS 3MiH A0 peecTpaLiiHnX maTtepiastiB: 3MiHu | Tuny - 6e3 peyenma UA/1340/03/01

BariHasibHi No 18,9

IHHOTEK

noAaHHsa oHoBieHoro ceptudgikarta R1-CEP 2000-123-Rev
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
Mr no 5 cyno3uTtopiiB | IHTepHacbiioH 03 Big, BXe 3aTBEPAKEHOTO BUPOGHMKA, SIKUIA 3MIHUB Ha3BYy
y 6nicTepi, no 1 abo anb
no 2 6nictepu B
KapTOHHIl KopooLi
183. | PAPMATEKC Kpem BariHa/IbHuWi NabopaTtopisn dpaHuis IHHOTepa LUysi dpaHuis BHECEHHS 3MiH A0 peecTpaLiiHnX maTtepiastiB: 3MiHu | Tuny - 6e3 peyenma UA/1340/04/01
1,2%no 72ry Ty6i IHHOTEK nofaHHA oHosrieHoro cepTtuddikara R1-CEP 2000-123-Rev
Y KOMMN/IEKTi 3 IHTEPHACBI 03 Bif, BXe 3aTBEPKEHOTO BUPOOHMKA, KW 3MIHUB Ha3BYy
annikaTopom- OHAb
gosaropom, no 1
Ty6i Yy KApTOHHIA
Kopobu,i
184. | PEMOCTOH® Kom6i-ynakoBka Ne AG6OTT HigepnaHan AG6OTT HigepnaHaun BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu |l Tuny - | 3a peyenmom UA/4836/01/01
28; Ne 56; Ne 84: Xenckea Bionopxikans b.B. 3MiHM [0 IHCTPYKLi 415 MeAUYHOTO 3acTOCyBaHHA Y po3ainu:
TabneTku, BKpUTI Mpopaktc B.B. "®apmakonoriyHi BnactmBocTi”, "MpoTunokasaHHs",
NNiBKOBOO "Oco6nmBOCTi 3acTocyBaHHA" (y T.4. "3acTocyBaHHSA y nepios
06010HKOt0, 6inoro BariTHOCTi abo rogysBaHHs rpyaar"), "Mobiuni peaxuii'.
konbopy no 1 mr Ne BBefieHHA 3MiH npoTsirom 3-x micAuiB nicns
14 + TabneTky, 3aTBepAKeHHs
BKPUTI NNiBKOBOIO
060/10HKOI0, Ciporo
Konbopy no 1 mr/10
Mr Ne 14 y
6nictepax Ne 1, Ne
2, Ne 3
185. | ®EMOCTOH® KOMGi-ynakoBka Ne AGGOTT HigepnaHgn A660TT HigepnaHamn BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3miHu |l Tuny - | 3a peyernmom UA/4836/01/02
28; Ne 56; Ne 84: Xenckea Bionoaxikans 6.B. 3MiHW [0 IHCTPYKLUIiT A1 MeAUYHOr0 3aCTOCYBaHHS y po3ainu:
TabneTku, BKPUTI Mpoaaktc B.B. "apmMakonoriyHi BnactusocTi", "MpoTunokasaHHA",
NAiBKOBOO "Oco6nmBoCTi 3acTocyBaHHA" (y T.4. "3acTocyBaHHSA y nepiog
060/10HKOI0, BariTHOCTi abo rogyBaHHs rpyaaro"), "MobiuHi peakuii”.
Ler/IiHo-4epBOHOr0 BBeAeHHA 3MiH npoTarom 3-x MicAuis nicnsa
KO/1bopy Mo 2 mr Ne 3aTBepAKeHHs
14 + Tabnetku,
BKPUTI NNiBKOBOO
060/10HKOIO,
XXOBTOrO KO/bOpY Mo
2 Mr/10 mr Ne 14 y
6nictepax Ne 1, Ne
2, Ne 3
186. | PEMOCTOH® TabneTku, BKPUTI AGGOTT HigepnaHan AB60TT Higepnanamn BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu Il Tuny - | 3a peyenmom UA/4837/01/01
KOHTI N/1iBKOBOIO Xenckea Bionogxikans b.B. 3MiHM [0 iIHCTPYKLT 415 MeAUYHOTO 3acTOCYBaHHA Y po3ainu:

060/10HKOI0, M0 1
Mmr/5 mr no 28
TabneTok y 6nictepi;
no 1 6nictepy B
Kopob6ui; no 28
TabneTok y 6nictepi;
no 2 abo 3 6rictepn

Mpopgaxrtc B.B.

"apmMakosioriyHi BnactmsocTi”, "MpoTunokasaHHA",
"Oco6nmBoCTi 3acTocyBaHHA" (y T.4. "3acTocyBaHHSA y nepios,
BariTHOCTi abo rogyBaHHsA rpyaar’), “MNepenosyBaHHs",
"Mo6iuHi peakuii”. BBeAeHHSA 3MiH NpOTArom 3-X MicALiB micns
3aTBEPAKEHHS
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayitiHo
2o
nocBiO4YEeHHs

B KOpPOOLL

187.

®EHICTUN
FENb

renb0,1%no30ry
Ty6i; no 1 Ty6i y
KapTOHHIA KOpO6L

HoBapTic
KoHcblomep
Xenc CA

LLIseliyapis

Hosapric
KoHcbromep Xernc
CA

LLIseliyapis

BHECEHHS 3MiH 40 pPeeCcTpauiiHnX MaTepiasiB: 3MiHu | Tuny -
3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO MiKapCbKOro 3acoby (3MEHLLUEHHS TEPMiHY
NPVAATHOCTI FOTOBOTO NiKapCcbKoro 3acoby) - [1A Toprosoi
ynakoBku (3 3-X A0 2-X POKiB); 3MiHu | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbknii 3aci6. KOHTPO/Ib TOTOBOTO JTiKaPCbKOro
3aco6y. 3miHa napameTpis cnewudikauiin Ta/abo onycTUMUX
MEX roTOBOro NiKapcbKoro 3acoby (BuyYeHHs HE3HaYHOro
nokasHuka (Hanpyknag 3acTapisnioro nokasHuka, Takoro sk
3anax Ta cMak, abo igeHTudikawis 6apBHUKIB YN CMaKOBUX
[06aBok)) (BunyyeHHst nokasHuky "3anax"); 3MiHu | Tuny -
3MiHM 3 KOCTi. F0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneumdikauii Ta/abo [ONYCTUMUX MEX FOTOBOTO /liKapCbKOro
3aco6y (f0oNoBHEHHSs cneyudikauii HOBUM NMOKa3HMKOM 3
BiANOBIAHUM MeTOA0M BUNPOOYBaHHS) (PO3LUNPEHHS
nepeniky [OMILLOK LWoA0 NPOAYKTIB Aerpagauii: "2-
etTunnipugnHy”, "DMT-121", "DMT-122"); 3miHun | Tuny -
3MiHK 3 SKOCTi. F0TOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro NikapcbKoro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHS rOTOBOTO JTiKAPCbKOro 3acoby (He3HauHa
3MiHa Y 3aTBepAKeHNX MeTofax BUNpobyBaHHs)

( BUKHOUEHHSA NepepaxyHKy B'A3KOCTi No dhopmyi/Tabnuui Ta
nepexif Ha npsiMe BU3HAYEHHS B'A3KOCTI 3@ NOKa3HUKaMu
npubopy) CynyTHs 3MiHa - 3MiHK 3 AKOCTi. [0TOBWIiA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneundikauii Ta/abo JONYCTUMUX MeX
roTOBOrO JlikapCcbKoro 3acoby (iHwWi 3MiHM) (chopmasibHa 3MiHa
napameTpis cneuudikaLii BiAnoBigHO HOBOMY TUMY 3HATTSA
NoKa3HYKiB)

6e3 peyenma

UA/0894/01/01

188.

DEHICTUN
NEHUMBIP

KpemM 1% no2ry
Ty6ax Ne 1y
KapTOHHIlA Kopoo6Li

TOB "OMETA
PAPMA
YKPAIHA"

YKpaiHa

HosapTic ®apma
MpogykuioHe Mm6X

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHuX maTepianis: 3MiHu | Tuny -
3MiHW WoA0 6e3nekn/edeKTUBHOCTI Ta thapmakoHariagy -
3MiHa MicLs pO3MilLeHHs MacTep-ghaiina cuctemm
chapmakoHarnsgy

6e3 peyenma

UA/7440/01/01

189.

®EPPYM NEK

cupon, 50 mr/5 mn
no 100 mny
dhnakoHi; no 1
chnakoHy B
KOMM/EKTI 3 MipHOIO
JOXKOIO B KAPTOHHIl
Kopobu,i

CaHpos
dapmacbloTika
n3 p.no.

CnoBeHisa

BMPOGHULITBO in
bulk, nakyBaHHs,
BMNycK cepii: Nlek
hapmaveBTUYHA
KoMnaHis 4.4,
CnoBeHis;
BMPOGHULITBO in
bulk, nakyBaHHs:
CaHpo3 lnak CaHai
Be TikapeT A.C.,
TypeyyunHa,

CnoseHis/
TypeuunHa/
PymyHis

BHECEHHS 3MiH [0 peecTpaliinHux maTepianis: 3MiHu | Tuny -
3MiHa NPUCTPOIB A5 BUMIPIOBaHHA 031 ab0 BBEAEHHS
nikapcbkoro 3acoby (gofaBaHHs abo 3amiHa NPUCTPOLO, KK
He € HeBi'EMHOI0 YaCTUHOK NEPBUHHOI YNaKoBKMN) -
MpucTpiid, Skmih mae CE-mapKyBaHHS - A0AaBaHHS
aNbTepHATMBHOT MipHOT NTOXKM Ha 6 M1 3 CE-MapKyBaHHSAM,
AKe BKIYae yHKLUii 4o3yBaHHS. BBegeHHA 3MiH NnpoTsaArom
6-T1 micALiB nicns 3aTBepKeHHs

3a peyenmom

UA/0127/03/01
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Ne

Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
KOHTPONb/BUNPOGYB
aHHs cepii: C.K.
CaHpo3 C.P.J.,
PymyHist
190. | PECTAJI® HEO | TabneTtku, BKPUTI TOB "CaHodi- YkpaiHa TOB "®APMEKC YKpaina BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiB: 3MiHu | Tuny - 6e3 peyenma UA/14533/01/01
10 000 060/10HKOI0, ABeHTIC reyn AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapCbKoro 3acoby -
KMLLKOBOPO3UUHHI YkpaiHa" 3MiHa Ha3BK fikapcbKoro 3acoby (6yno - MAHKPEATWH)
Ne20 (20x1) y (TepMiH BBEAEHHS 3MiH MPOTAroM 6 -T1 MicsLiB micns
6nicTepax 3aTBEepPKEHHSA); 3MiHM | TNy - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnisgy. BeegeHHs abo
3MiHU [0 y3arasibHeHNX AaHuX Npo cuctemy
chapmakoHarnsgy (BefeHHs y3araibHeHUX gaHux npo
cucTemy hapmakoHarisgy, 3miHa ynoBHoBaXeHoi ocobu,
BiANOBiAA/IbHOI 32 34jICHEHHS hapMakoHars4y; KOHTakTHOT
0cobu 3 chapmakoHarnagy 3asBHVKa A5 34iNCHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0CO6MU, BiANOBIfabHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/ovatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
y pO3MiLLleHHi MacTep-thaiina cuctemu hapmakoHarnagy);
3MmiHun | Ta Il TMny, 3miHa 3asiBHMKa (BNacHuka
peecTpaujiiiHoro noceigueHHs) (TepMiH BBEAEHHS 3MiH
NpoTAroM 6 -Tu MicsLiB NiCNs 3aTBEPAYKEHHS)
191. | ®PITOKAH- piavHa no 50 mn, ToBapucTBo 3 YkpaiHa, BCi cTagil YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 6e3 peyenma UA/9880/01/01
rHunc 100 mn 'y dprakoHi, 06MEXeHOo BMPOGHULTBA, 3MiHK 3 SKOCTi. FOTOBUIA NiKapCbkuii 3aci6. 3MiHW y
no 1 chnakoHy B BignoBigasIbHI KOHTPO/b SKOCTI, BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHThCA
KOpO6Li 3 KApTOHY CTHO BWMYCK Cepil: BWMYCKY Cepii Ta KOHTPOJIK0 SIKOCTi FOTOBOTO NiKapCbKOro
"NocnigHnii ToBapucTBo 3 3acoby (3aMiHa abo fofaBaHHA BUPOOHNMKA, LLO BigNoBifae
3aB0[, 06MeXeHot 3a BBE3EHHA Ta/abo Bunyck cepii) - Bknovaroun
"rTHUaC" BiANOBIAA/LHICTIO KOHTPONb/BMNPOGYBaHHSA cepii (4oA4aBaHHs yHKLiOHaNIbHOTO

"[locnigHwii 3aBog,
"THUNC", YKpaiHa;
BCi cTagii
BMPOGHULTBA,
KOHTPO/b SKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MeXeHOoI0
BiANOBIAA/IbHICTIO
"®apmavueBTnyHa
KoMnaHis
"3p0poB'a”, YkpaiHa

060B’s13Ky (BiANOBIAA/IbHUIA 32 BUMYCK cepii) [0 paHiL
3aTBEPIXEHNX (DYHKLi BUpOBHMKa TOBapUCTBO 3
06MeXeHoH0 BignoBiganbHICTIO "dapmaleBTMyHa KoMMaHis
"3p0poB'a", YkpaiHa) (TepMiH BBeEHHS 3MiH MPOTAroM 3-xX
MicALIB MiCNA 3aTBEPKEHHSR); 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Micus NpoBaKEHHSA AiiNIbHOCTI BUPOBGHUKa/imnopTepa
rOTOBOrO /liKapCbKOro 3acoby, BKIYaoUM AiNbHUL BUMYCKY
cepii abo micLe NpoBefeHHSI KOHTPOSTIO SKOCTI. (Ais/IbHICTb,
3a SKy BiANoBigae BUPOGHMK/IMNOPTEP, BKIOYAKYN BUMYCK
cepiid) (3MiHa MicLe3HaxX0AKEHHSI BUPOOHUKIB, 6€3 3MiHM
MicLl BAPOOGHMLTBA (NpUBEAEHHS Y BIAMOBIAHICTb A0 NiLeHsil
Ha BMPOGHMLITBO Nikapcbkoro 3acoby) (TepmiH BBeAEHHS
3MiH NpOTArom 3-X MiCALB NicNa 3aTBEPAKEHHS); 3MiHu |
TUny - AAMIHICTpPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy 3asBHKKa (BNacHWKa peecTpaviiHoro nocBigYeHHs)
(3MiHa HaliMeHyBaHHS Ta MiCLLe3HaX04KEHHSA 3asABHUKA)
(TepMiH BBEAEHHS 3MiH MPOTAroM 3-X MicsiliB micns
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
3aTBEPKEHHS)
192. | dnIKCOTNA™ cycneHsis gns FnakcoCwmiTKn Benvka nakcoCmiTKnsiiH ABCTpasiis BHECEHHS 3MiH A0 peecTpaLiiHnX maTtepiastiB: 3MiHu | Tuny - 3a peyenmom UA/7512/01/02
HEBYNN™ iHransauii, 0,5 mr/2 SiH EkcnopT BpuTtaHis Asctpania Mty N114. 3MiHM Woa0 6e3neku/ehekTUBHOCTI Ta dhapmakoHarnagy -
M/1 10 2 MN Y Nimiten 3aMiHa rpadiyHoro 306padkeHHs1 ynakoBKu Ha TeKCT
Heb6yi; no 5 Hebyn MapKyBaHHs1 yNnakoBOK. BBefeHHs1 3MiH NpoTsirom 3-X micsuiB
y nakeri 3 nicnsa 3aTBepKeHHSA
atoMiHieBol
donbru, no 2 naketn
Y KApTOHHIlA Kopobui
193. | dIKCOTUA™ cycneHsis gns FnakcoCwmiTKn Benuka FnakcoCmiTKnaiiH ABcTpanis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3MiHu | Tuny - 3a peyenmom UA/7512/01/01
HEBYNN™ iHranauin, 2 mr/2 mn AiH EkcnopT BpuTaHis AscTpanisa Mty NT4. 3MiHM Woao0 6e3nekun/ehekTVBHOCTI Ta dhapmakoHarniagy -
no 2 mn y Hebyni; no NimiTen 3aMiHa rpadiyHoro 306paXkeHHs1 ynakoBK/ Ha TeKCT
5 Hebyn y nakeTi 3 MapKyBaHHA yrnakoBOK. BBefeHHs 3MiH NpoTAarom 3-x micauis
anomiHieBoi nicns 3aTBepAkKeHHs
donbru, no 2 naketn
Y KapTOHHiii Kopobui
194. | XABI®AK cnar. | kpansi opasbHi, No MEKAHA HimeuyunHa MEKAHA HimeuunHa BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 6e3 peyenma UA/13598/01/01
Meka 30 mn, no 50 mny HATYPXAIN HATYPXAWTIbMITT AOMiHICTpaTBHI 3MiHW. 3MiHa Ha3BU NiKapCbKoro 3acoby
onakoHi; no 1 bMITTENb E/lb FTm6X (3miHa TOproBenbHOI Ha3BM fikapcbkoro 3acoby (byno -
hN1aKoHi y KapTOHHIl M6X HATYBIPOH «CTIAIM» NEKAHA)
ynakoBLi
195. | XANoPo®ININT pO34uH B onii, 20 ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasiiB: 3MiHu | Tuny - 6e3 peyenma UA/1556/02/01
mr/mn no 20 mny 06MexeHot BMPOGHMLITBA, 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta hapmakoHarnagy;
dhnakoHi, no 1 BignoBigasIbHI KOHTPO/b SIKOCTI, 3MiHa YNOBHOBaXeHOI 0co6U, BiANOBIAa/IbHOI 3a 34iACHEHHS
chnakoHy B KOpoo6Li cTIo BWMYCK Cepil: thapmakoHarnsgy; 3miHa y micue3HaxofpkeHHi mactep-caiiny
"flocnigHni ToBapwuCTBO 3 cucteMu papmakoHarnsgy Ta KOHTakTHUX AaHnx
3aBOf, 06MeXeHoI0 YNOBHOBaXeHOI 0cobu 3 chapmakoHarnagy
"rHuIC BiANOBIAALHICTIO
"NocnigHnii 3aBog
"THUNC", YKpaiHa;
BCi cTagil
BMPOGHMLITBA,
KOHTPONb SIKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MeXeHo
BiANOBIAALHICTIO
"®apmavueBTnyHa
KOMnNaHis
"3p0pos'a", YkpaiHa
196. | X/10PO®INIOT cnpeii no 15 mny ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 6e3 peyenma UA/1556/03/01
KOHTeliHepi 3i ckna 06MexeHo BMPOGHMLITBA, 3MiHY WoAo 6e3nekn/edeKkTUBHOCTI Ta thapmakoHarnagy;
abo nnacTmacu, no BiANoBiga/IbHI KOHTPO/b SIKOCTI, 3MiHa YNOBHOBaXXEHOT 0CO6MU, BigNOBIfa/IbHOI 3a 34iAICHEHHS
1 KOHTelHepy Yy CTIo BUMYyCK cepii: chapmakoHarnsgy; KOHTakTHoi 0cobum 3 hapmakoHarnagy
nauui "focnigHuii ToBapucTso 3 3asiBHUKA 415 34iICHEHHA hapMmakoHarnsgy B YKpaiHi, Ko
3aB0Oj, 06MEXeHOo BOHa BigMiHHa Bij, yNOBHOBa)XEHOT 0CO6M, BiANOBiAa/IbHOI 3a

"rHuICc!

BifNOBiAANbHICTIO

3AilicHEeHHs1 chapMakoHarnsay (BKIKYakum KOHTaKTHI AaHi)
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
"[locnigHnii 3aBog, Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina cucremu
"THUNC", YKpaiHa; hapMakoHarnsay - 3mMiHa y MicLie3Haxo4kKeHHi MacTep-
BCi cTagii thaiiny cuctemu chapmakoHarnsgy
BMPOBHULTBA,
KOHTPO/b SKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHOoI0
BiNoBiAA/IbHICTIO
"®apmaueBTnyHa
KoMnaHis
"3pa0poB's", YkpaiHa
197. | XNOPO®ININT PO34MH CMNUPTOBWUIA, ToBapucTBO 3 YKpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | Tuny - 3a peyenmom UA/1556/05/01
10 mr/mn no 100 mn 06MEXeHOo BMPOGHMLTBA, 3MiHM LWoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy;
y chnakoHax, no 1 BignoBigasIbHi KOHTPO/b SIKOCTI, 3MiHa YNOBHOBaXEHOI 0cO6U, BiANOBIAa/IbHOI 3a 34iACHEHHS
dhnakoHy B nauui 3 CTIo BUNYyCK cepil: hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapmakoHarnagy
KapTOHYy "focnigHnii ToBapucTBo 3 3asiBHMKa AN 34iCHEHH: hapmakoHarisgy B YKpaiHi, Ko
3aBo/, 06MexeHoH BOHa BigMiHHA Bif, yNOBHOBaXeHOI 0cobu, BiAnoBifganbHOI 3a
"rHuC! BiANOBIAALHICTIO 3ailicHeHHA hapMakoHarnaay (BKIUaoUM KOHTaKTHi AaHi)
"[ocnigHnii 3aBog Ta/abo 3MiHM Y po3MilLEeHHI MacTep-haiina cuctemm
"THUNC", YkpaiHa; thapMakoHarnsgy - 3miHa y MicLe3HaxokKeHHi macTep-
BCi cTagil chaviny cuctemun chapmakoHarnsgy
BMPOGHMLTBA,
KOHTPO/b SIKOCTI:
ToBapucTso 3
0bMexeHoto
BiANOBIAA/IbHICTIO
"®GapmMaLeBTnYHa
KoMnaHis
"340poB's”, YkpaiHa
198. | XOHAPA- masb no 30 ry Ty6i; MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 6e3 peyenma UA/14163/01/01
CUNA® no 1 Ty6i B nauui 3 3MiHa po3Mmipy cepii (Bk1OYaKuM gianasoH po3mipy cepii)
SIrPIBAKOYA KapToHy roTOBOrO JliKapcbkoro 3acoby (36inblweHHsA o 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) - 36i/bLLEHHS
PO3Mipy cepii roTOBOr0 JliKapCbKOro 3acoby
199. | XOHAPOITUHY | nopotuok MAT "®apmak” Ykpaina IHTEepHacioHa b ApreHTnHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3MiHu | TUNy - - UA/5610/01/01

HATPIO
CYNb®AT

(cybeTaHuis) y
nakeTax noABiiHMX
nonieTnIeHoBuUxX
Ansa BUpobHMLTBa
HecTepuIbHNUX
nikapcbknx oopm

PapmaueyTnka
ApreHtuHa C.A.

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3asBHMKa (BNacHvKa peecTpauiiiHoro noceigveHHs) (3miHa
HalilMeHyBaHHs 3asiBHUKA); 3MiHU | TUNy - 3MiHU 3 SKOCTI.
Ceprtuchikat BignosigHocTi/l E-cepTudikar BignoBigHOCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA HOBOro
ab0 OHOBJ/IEHOrO cepTudliKaTa Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTtuddikaTa BigNOBIAHOCTI EBpONeiichKi hapmakonei: ans
A®l; ans BuXigHOro matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULUTBI ADI; ans
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkili dhapmakonei) - OHOB/eHWI cepTudikar Big
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayitiHo
2o
nocBiO4YEeHHs

y)XXe 3aTBepAKEHOro BUPO6HUKa (OHOBMEHW cepTudikaTt R1-
CEP 2007-030-Rev 01 Big, BXe 3aTBEPAKEHOrO BUPOGHMKA
Inter Farma S.A., Argentina / IHTep ®apma C.A., ApreHTuHa,
AKMIA 3MiHMB Ha3By Ha INTERNACIONAL FARMACEUTICA
ARGENTINA S.A., Argentina / IHTepHacioHanb
dapmaueyTnka ApreHtnHa C.A., ApreHTrHa)

200.

LEAOKCUM®

NopoLUOK An1a
OpPa/TbHOI CyCneHsil,

40 mr/5 mn no 100

MY doriakoHi Ne 1

Abpun
dopmynenwHs
M. 1114,

IHais

AypobiHgo ®apma
nTa,

IHais

BHECEHHS 3MiH [0 peecTpaLiiiH1x maTepianis: 3miHu | Tuny -
3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta thapmakoHariagy -
3MiHM A0 IHCTPYKLi y po3ain "Cnocib 3acTocyBaHHs Ta Ao3n"”

3a peyenmom

UA/14455/02/01

201.

LETPVH®

TabneTku, BKpUTI

nniBKOBOKO
060/10HKO10, M0 10
mr; no 10 TabneTok

y 6nicTepi; no 2 abo

3 6nictepn y
KapTOHHIli KopoobLi

4-p Peppi'c
Nab6opaTtopic
nrp,

IHais

f-p Peppi'c
Na6opaTopic /Ta,
Bupo6Huya
AinbHMYA - 11

IHgis

BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLA NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/IOYaoUn AiNbHUL BUMYCKY
cepii abo MicLe npoBefeHHS KOHTPOIO AKOCTI. (AiSNIbHICTb,
3a SKy BiANOBiAaE BUPOGHMK/IMNOPTEP, BKIOYAKOYM BUMYCK
cepiii) (3MiHa Ha3BU Ta agpecy BUPOGHMKa -
nepelimeHyBaHHs WwTaty AHgpa MNpagew Ha TenaHraHa Ta
npuBefeHHs Y BiANOBIAHICTb A0 BUCHOBKY L040
NiATBEPKEHHS BiANOBIAHOCTI BUPOOHMLITBA NIKAPCHKNX
3aco06iB BUMOram HanexHoi BUPO6HMYOT npakTukm (GMP),
BMAaHoro flepxxasHoto cnyx60t0 YkpaiHu 3 nikapCbkux
3ac06iB, 6€3 3MiHM MicLA BUPOGHMLTBA 3 BiAMOBIgHMU
3MiHamMu B TEKCTi MapkyBaHHS yrnakoBok) (TepMiH BBeAEHHS
3MiH NPOTAroM 6-TW MicALiB nicns 3aTBepAXeHHS); 3MiHu |
TUny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) (3amiHa rpagiyHoro
300paXEHHs YNakoBKM Ha TEKCT MapKyBaHHS 4151 NePBUHHOT
Ta BTOPVHHOI YNaKoBKM y 3B'A3KY 3 MPUBEAEHHAM Y
BignoBigHicTb Ao Hakazy MO3 YkpaiHu Ne 426 Big 26.08.05
(y pepakuii Hakazy MO3 YkpaiHu Ne460 Big 23.07.2015 p.)
(TepmiH BBEAEHHSA 3MiH MPOTArOM 6-Tv MicsLiB nicns
3aTBepXeHHs); 3MiHu | Tuny - AAMIHICTpaTUBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKA (BNacHUKa
peecTpauiiHoro noceigyeHHs) (3miHa agpecu 3asiBHUKA)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicsALIB nicns
3aTBEP/IHKEHHS)

6e3 peyenma

UA/6789/02/01

202.

LE®YPOKCUM
-BX®3

MOPOLLIOK AnS
pO34nHYy ANA iH'eKUil
no 250 Mr y donakoHi
Ne 5y kaceTi Ne 1 B
neHani, y gonakoHi
Ne 1 B nauui

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYNIA

LieHTp
"BopLyariBcbk
uii Ximiko-
hapmaueBTny
HWiA 3aBoa”

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOBHNUNIA LIEHTP
"BopLuarisCcbkuii
XiMiKO-
thapmavLeBTUYHWI
3asofa”

Ykpaina

BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay.
3MiHV Y KOPOTKIili XapakTepucTuLi SlikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT AN MeANYHOro 3aCTOCYBaHHS
reHepuUHMX/ribpuaHNX/6ionoAibHMX NikapcbkmMx 3aco6iB nicns
BHECEHHS Ti€l caMoi 3MiHM Ha ped)epeHTHUIA Npenapar (3miHa
He noTpebye HafjaHHs XOAHNX HOBUX [OAATKOBUX AaHNX)
(3MiHK g0 IHCTPYKLUiT y po3ainu: Moka3aHHA. [poTunokasaHHs.
Cnocib 3acTocyBaHHs Ta A03u. Mo6iyHI peakLii.
[Mepefo3yBaHHA. 3acTOCYBaHHS Y Nepiog BaritTHOCTi abo

3a peyenmom

UA/0565/01/01
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2o BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
rofyBaHHs rpyaato. [itn. OcobmBOCTi 3aCTOCYBaHHS.
3paTHICTb BN/IMBATU Ha LWBUAKICTb peakLii npy KepyBaHHi
aBToTpaHcnopToM abo poboTi 3 HWKMMK MexaHi3mamu.
B3aemogis 3 iHWM1MK nikapcbkumn 3acobamm Ta iHLWi Buan
B3a€EMOZ|i1. HecyMicHicTb, 3rigHO 3 iHhopmauieto Wwoao
MeAMYHOro 3acTocyBaHHsA pedpepeHTHoro (SMUHALLE® ™)
NiKapcbKoro 3acoby)
203. | LE®PYPOKCUM | nopowok gns My6niuHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 40 pPeecTpauiiHnX MaTepiasiB: 3MiHu | Tuny - 3a peyenmom UA/0565/01/02
-BX®3 pO34nHYy ANA iH'eKUil akuioHepHe akuioHepHe 3MiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
no 750 Mry donakoHi TOBapucTBO TOBapucTeo 3MiHK y KOPOTKili XapakTepucTuL, Nnikapcbkoro 3acoby, TEKCTi
Ne 5y kaceTi Ne 1 B "HaykoBo- "HaykoBo- MapKyBaHHS Ta IHCTPYKL,iT A/19 MeAMYHOro 3aCTOCYBaHHS
neHani, y chnakoHi BMPOGHWYNIA BMPOGHUYNIA LEHTP reHepnyHuX/ribpuaHMx/6ionofibHNX nikapcbkMx 3acobis nicns
Ne 1 B nauui LeHTp "BopLyariBcbkuii BHECeHHS Tiei caMoi 3MiHM Ha pedhepeHTHWIA Npenapar (3mMiHa
"BopLuariBcbk XiMiKo- He noTpebye HagaHHS XOAHNX HOBUX AOAATKOBUX AaHNX)
UiA XiMiKo- thapmavueBTUYHWI (3MiHK g0 HCTPYKLUiT y po3ainu: Moka3aHHA. [poTunokasaHHs.
hapmaLeBTny 3asofa” Cnoci6 3acTocyBaHHs Ta A03u. [Mo6iuHI peakuil.
HWiA 3aBoA” Mepeno3yBaHHsA. 3acTOCYBaHHS Y Nepiog, BariTHOCTi abo
rogyBaHHs rpyago. [itn. OcobamBocTi 3acTocyBaHHS.
3paTHICTb BN/IMBATU Ha LWBUAKICTb peakLii npy KepyBaHHi
aBTOTPaAHCMOPTOM a60 Po6OTi 3 IHLUMMK MexaHi3MaMMm.
B3aemogis 3 iHWMMK NikapcbkMKU 3acob6amMu Ta iHLWi BUau
B3aEMOfiii. HecyMicHicTb, 3riiHO 3 iH(hopMaLjieto LoA0
MeAMYHOro 3acTocyBaHHs pedhepeHTHoro (3VIHALLE®D ™)
nNiKapcbKoro 3acoby)
204. | LE®PYPOKCUM | nopowlok ons My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUNY - 3a peyenmom UA/0565/01/03
-BX®P3 PO34nHYy ANA iH'EKUI akuioHepHe akujioHepHe 3MiHu Wwopo 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
no 1,5 r y pnakoHi TOBapuCcTBO TOBapucTBo 3MiHM Y KOPOTKill XapakTepucTmLi NikapCcbKoro 3acoby, TEKCTi
Ne 5y kaceTi B "HaykoBo- "HaykoBo- MapKyBaHHS Ta IHCTPYKUIT 418 MEANYHOro 3aCTOCYBaHHSA
neHani; y chnakoHi BVIPOGHWYNIA BMPOGHNYUIA LLEHTP reHepnyHuX/ribpuagHmx/6ionogibHNX nikapcbknx 3acobis nicns
Ne 1y nauyui LeHTp "BopLuariBcbKuii BHECEHHS TiEl caMoi 3MiHM Ha pedpepeHTHUIA Npenapar (3miHa
"BopLiariscbk Ximiko- He NoTpebye HafaHHS XOAHUX HOBUX AOAATKOBUX AaHWX)
UiA XiMiKo- thapmaueBTUYHWI (3MiHM po iHCTPYKLii y po3ainu: MNoka3aHHA. [poTunokasaHHs.
thapmaueBTuy 3aBof" Cnoci6 3acTocyBaHHs Ta f03u. Mo6iyHI peakLiii.
HWi 3aBoa” Mepeno3yBaHHA. 3acTOCyBaHHS Y Nepiog, BariTHOCTi abo
rogyBaHHs rpyaato. Aitn. OcobnmnBoCTi 3aCTOCYBaHHS.
3p4aTHICTb BNAMBATY Ha LWIBUAKICTb peakuii npy kepyBaHHi
aBTOTPaHCNOPTOM ab0 Po6OTi 3 IHLUNMMK MeXaHi3MaMMm.
B3aemogisa 3 iHWKMMKM fikapcbkMu 3acob6amMu Ta iHWi BUan
B3aeMOZiii. HecyMicHicTb, 3rigHo 3 iHhopmaLlieto woao
Me[MYHOro 3acTocyBaHHs pedepeHTHOoro (3VIHALIE® ™)
NiKapcbKoro 3acoby)
205. | UWNTUKONIH- PO34UH A5 iH'EKLA ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux Matepianis: 3MiHu | TUny - 3a peyenmom UA/14098/01/01
HOBO 125 mr/mn, no 4 mn 06MeXeHo 06MEXEHO 3MiHM Wwoao 6e3nekn/echekTUBHOCTI Ta papMakoHarisgy
y thnakoHi; no 5 BiANOBIAA/TbHI BiANOBIAA/LHICTIO (iHLWi 3MiHW) (3MiHM Yy TEKCTi MapKyBaHHS BTOPUHHUX YNaKoBOK
hNakoHiB y cTio thipma hipma "Hoodapm- BHOCATLCSA Y 3B'A3KY 3 NPUBEAEHHSAM MapKyBaHHS yYNakoBOK
KOHTYPHIi "Hosodhapm- BiocuHTes" [0 €AVHOrO CTUAIO Ta HEOOXIAHICTIO AOAAHHS iHchopmaLlil
YapyHKOBIW BiocuHTes" 010 Ha3BM NiKaPCbKOro 3acoby Ta KoHUEeHTpauil
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Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy peecmpayitiHo
3acoby 2o
nocsio4YeHHs1
ynakosLi; no 1 a6o aHININCHKOH MOBOHO)
M0 2 KOHTYpHI
YapyHKOBI yNakoBKu
B MayLli 3 KapTOHY
206. | UWNTUKONIH- PO3YMH ANS iH'eKUi ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YKpaina BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiB: 3MiHu | Tuny - 3a peyenmom UA/14098/01/02
HOBO 250 mr/mn, no 4 mn 06MexeHot 06MexeHoH 3MiHK Woao0 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
y thnakoHi; no 5 BiANOBIAaA/IbHI BiANOBIAALHICTIO (IHLWi 3MiHKW) (3MiHW Y TEKCTi MapKyBaHHSA BTOPUHHMX YNaKoBOK
pNakoHiB y cTHo chipma hipma "Hosodhapm- BHOCATLCS Y 3B'A3KY 3 MPUBEAEHHSIM MapKyBaHHS1 yNakoBOK
KOHTYPHIii "HoBodhapm- BiocnHTes" [0 €QVHOTO CTUMIO Ta HEOOXIAHICTIO AoAaHHS iHchopmMaLlil
YapyHKOBIl BiocnHTes" LLIOA0 Ha3BU NIKAPCbKOro 3acoby Ta KOHUeHTpaLiil

ynakoBLi; no 1 abo
N0 2 KOHTYPHI
YapyHKOBI yNakoBKu
B Nayli 3 KapToHY

aHTMiNCHKOK MOBOIO)

HauanbHuK YnpaBniHHA hapmMmaleBTUYHOI
BIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIacKkoBCbKUM
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