MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
21.03.2019 Ne 629
Kuis

IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo mikapceki 3acobu»,
nyHKTiB 5, 7, 9, 10 Ilopsaky mepkaBHOI peecTpaliii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/pKeHOro 1octaHoBol Kabinery MinicTpiB Ykpainu Bix 26 TpaBHS
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsiaky mepykaBHOI peecTparii
(mepepeectpaiiii) sikapcbkux 3acobiB i po3MipiB 300py 3a iX AeprkaBHY peecTpailito
(epepeecTpaiiito)», ab3aily TpuauAToro miAnyHKTy 10 myHKTY 4 IlomokeHHS Mpo
MiHicTepcTBO 0XOpPOHHU 370pOB’S] YKpaiHU, 3aTBepKeHOro IMocTaHoBo KabiHery
Minictpie Ykpainu Big 25 Gepe3nss 2015 poky Ne 267, Ha mifcTaBi pe3yJbTaTiB
eKCTIePTU3M  PEECTpALlifHMX  MarepiasiB  JiKapcbkuxX  3acobiB  (MeJUYHHMX
iMyHObiosioriyHMX TpernapariB) Ta KOHTPOJIIO SIKOCTi THX, 1110 TO/laHi Ha [lep>KaBHY
peectpauitlo  (mepepeecTpaliio), NpoBeJeHUMX [Jlep)kaBHUM  MiANPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
BUCHOBKIB 1110710 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKoro 3acoby
(MeguuHOrOo iMyHOOiO/OTiUYHOrO TIperapary), peKoMeHAallil Horo [o aep»kKaBHOI
peecTpaliii (TepepeecTpaliii) Ta BHECEHHsI 3MiH [0 peeCcTpalliiHKUX MaTepiasniB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TIpermapaTH) 3rifgHO 3
riepestikoM (gomaTok 1).

2. IlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoMm (JOoAaToK 2).

3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOrO peecTpy
miKapcbKux 3acobiB YKpaiHM Ha JKapchkKi 3acobu (MeauuHi imMyHOOiosoriuHi
TriperiapaTH) 3TiJJHO 3 MepeslikoM (JoAaToK 3).



4. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

5. KOHTpO/1b 38 BUKOHAaHHSAM LIbOT'O HaKa3y IMOKJ/IaCTH Ha 3acTynmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
21.03.2019 Ne 629

3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOIYHUX MPEMNAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs

ABOJE/b

Tabnetkn no 1,5 mr; no 1
Tabnetyi y 6nictepi, no 1
6nicTepy y KapTOHHii
KopoobLi

3AT «IHTENI
FEHEPUKC
HOP»

NntBa

NTABOPATOPIOC
JIEOH ®APMA, C.A.

IcnaHis

peecTpauis Ha 5 pokiB

MepiognyHICTb NofaHHSA
perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
MopsiaKy 34iNCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0OXOPOHU
300poB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOB’s YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3HaveHMm
y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/17303/01/01

ANbIr'IMAKC

CycneHsis opasibHa no 180 r
y thniakoHi moniMepHomy; no

1 chnakoHy 3 TOXKOH
MIpHOIO Y NayLli 3 KapTOHY

TOB
"TepHochbapm”

YkpaiHa

TOB "TepHodapm"

Ykpaina

peecTpauis Ha 5 poki

MepiognyHICTb NogaHHSA
perynspHo
OHOB/II0BAHOTO 3BITY 3
6e3neku BigNoBigHO A0
MopsiaKy 34iNCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
340p0B’'s1 YKpaiHu Big 27

6e3
peyenma

nionsieae

UA/17295/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0OYeHHs1
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i
CTpoKamu, 3a3HaveHnmu
y NepioanYHOCTI NoJaHHA
perynspHux 3BiTiB 3
6esneku.
3. AMoaAnNIHY nopoLuok (cybcTaHuis) y MpAT "TexHonor" YKpaiHa Awmcan Kem lMpaiiBet IHais peecTpauis Ha 5 pokiB - He UA/17225/01/01
BECUNAT NnoABiiHNX NONMIETUNEHOBMX Nimiten nidnsieae
Millkax ons
thapmaueBTUYHOro
3aCTOCYyBaHHSA
4. | DAKNATACBIPY nopoLuok (cybcraHuis) y TOBAPUCTBO 3 Ykpaina Ontimyc Aparc lMBT. IHais peecTpauis Ha 5 pokis - He UA/17304/01/01
AVrigPOXNOPU | noAgiliHWX nonieTuIeHoBMX OBMEXXEHOIO Nimiteq nionsizae
Jil naketax gns BIAMOBIOANBHI
hapmaLeBTUUYHOTO CTHO
3acToCyBaHHA "®APMIOHIOH
BECB
OEBENOMNMEHT"
5. | Agonono KOHLIEHTPAT 4715 PO34MHY [O-p Pegpi'c IHais HATKO ®APMA IHais peecTpauist Ha 5 pokis 3a He UA/17269/01/01
ONs iHQy3il, Na6opatopic /1T, NIMITEL peuyenmom nionsieae

ninocomasnbHuii, 2 Mr/Mn, No
10 mn (20 mr/10 mn) abo no
25 mn (50 mr/25 mn) y
hnakoHax Nel

MepioanyHICTb NoA4AHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaaky 34iiCHeHHS
thapmakoHarnsgy,
3aTBEPKEHOIO HaKa3oM
MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTULiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300poB’sA YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0OYeHHs1
CTpoKamu, 3a3HaveHnmu
y NepioAnYHOCTI NogaHHA
perynspHux 3siTis 3
6e3neku
6. ETONO3U4 nopoLuok (cybcraHuis) y TOB "lOpis-dapm” Ykpaina Cikop Couieta’ ITania peecTpauis Ha 5 pokiB - He UA/17280/01/01
CKNAHWX MsWKax ans ITaniaHa nionsizae
thapmaueBTUYHOro KoprtikocTepoigi C.p.n.
3aCTOCyBaHHSA
7. | IBYMEHT renb, N0 50 ry 1y6i Ne 1y MAT Ykpaina MAT "Ximdhapm3asog, YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/17281/01/01
"UepsBoHa 3ipka" peyenma

nayui

"Ximdhapm3zasog
"UepBoHa 3ipka"

MepioagnyHiCTb NoAaHHSA
perynspHo
OHOBJTHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iNCHEeHHS
hapmakoHarnsgy,
3aTBEPPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOPOHU
3[,0p0B’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTUuiT
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOB’s YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3HaveHMm
y NepioAnYHOCTI NogaHHA
perynsipHux 3BiTiB 3
6e3neku
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0OYeHHs1
8. | IMI®OPC NOPOLLOK A1 PO34YNHY A5 AHaHTa Megikeap Benuka "BeHyc Pemepic IHAis peecTpauist Ha 5 pokis 3a He UA/17305/01/01
iHdpys3iin, 500 mMr/500 mry nra. BpuTaHis NimiTen" peuyenmom nionsieae

dhnakoHi; no 1 chnakoHy B
KOpoo6Li

MepioanyHICTb NoA4AHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaaky 34iiCHeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTUuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300poB’A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HaveHnmu
y NepioAnYHOCTI NogaHHA
perynsipHux 3BiTiB 3
6e3neku.
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0OYeHHs1
9. | IPUHOBICTA KOHLIEHTPAT 4715 PO34MHY Mictpan Kenitan Benuka Xaynt ®apma HimeuunHa peecTpauist Ha 5 pokis 3a He UA/17306/01/01
Ons iHgysili, 20 mr/mn; no 5 MeHeKMeHT BpuTaHis BonbparcxayseH peuyenmom nionsieae
M (100 mr) a6o 15 mn (300 Nimiteq 6X MepioanyHICTb NoA4AHHS
Mr), abo 25 mn (500 mr) y perynsipHo
thnakoHi; no 1 dpnakoHy B OHOB/IOBAHOTO 3BITY 3
nauuj 6e3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTUuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300poB’A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HaveHnmu
y NepioAnYHOCTI NogaHHA
perynspHux 3BiTis 3
6e3neku.
10. ITonPnay NMOPOLLIOK KpUCTaslivHmi AT "KMUIBCbKUI Ykpaina Awmi NalicpcaiieHcis IHais peecTpauis Ha 5 poki - He UA/17296/01/01
rigPoxXnoprPnj (cybeTaHuisn) y naketax BITAMIHHAIA M. /114, nionseae
NoABIHNX NONIETUNEHOBMX 3ABOA"
ONA dhapmaLeBTUYHOro
3aCTOCYBaHHS
11. | NEBOLEETUPU3WN | nopouuok (cybcTaHuis) y AT "KMUIBCbKUI Ykpaina XyHaH [bxyaiaH Kutaii peecTpauis Ha 5 pokiB - He UA/17297/01/01
HY nakeTax noABiHMX BITAMIHHNIA dapmaueyTikan Ko., nionsizae
ANrigPoxXnorPun nonieTuNeHoBMX 415 3ABO" nra.
i dhapmavL,eBTU4YHOro
3aCTOCYyBaHHs
12. | MATHIO nopoLok (cybcTaHuis) y TOB YkpaiHa M/c. FTnoban Kanbuiym IHAis peecTpauist Ha 5 pokis - He UA/17282/01/01
LUNTPAT noAgBiiHNX NONiIeTUNEHOBKX "PapmaueBTUYHA Met. 14 nionsieae
BE3BOAHUNA naketax g1s KOMMaHist
thapmaueBTUYHOro "®apKoC"

3aCTOCyBaHHA
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0OYeHHs1
13. | MAKCITPAH® PO34uH N4 iH'ekuiin, 100 TOBAPUCTBO 3 YkpaiHa BiANOBigaIbHNIA 32 YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17307/01/01
Mr/mn no 5 Mn B amnynax; OBMEXXEHOLO BUNYCK cepii, He peuyenmom nionsieae
no 5 amnyn y kaceTi y nauui BIANOBIAA/IBHO BK/IOHA0UU MepiognyHicTb NoAaHHA
abo no 5 mn B amnynax; no CTHO HAYKOBO- KOHTpO/b/BUNpO6YBaH perynsipHo
5 amnyn y kaceri; no 2 BVPOBHNYA HS cepil: OHOB/IOBAHOTO 3BITY 3
KaceTun y nauui PIPMA TOBAPWNCTBO 3 6e3neku BigNoBigHO A0
«MIKPOXIM» OBMEXEHOIO Mopsaaky 34iiCHeHHS
BIAMOBIOAIBHOCT thapmakoHarnagy,
O HAYKOBO- 3aTBep)KEHOro Haka3om

BVIPOBHUNYA ®IPMA
«MIKPOXIM>»,
YKpaina;
BiANOBiAA/IbHWIA 32
BMPOBHULUTBO Ta
KOHTpO/b/BUNpobyBaH
HS cepil, He
BK/THOHAI0UM BUNYCK
cepii:
MpuBaTtHe akuioHepHe
TOBapUCTBO «J1EeKXiM-
Xapkis»,
Ykpaina

MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTUuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300poB’A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HaveHMm
y NepioAnYHOCTI NogaHHA
perynspHux 3BiTis 3
6e3neku.




9

n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsioYeHHs

14.

NAHTEHON
nnoc

cnpeii HaLKipHWIA, PO34VH
no 30 mn y chnakoHi, no 1
(h/1aKOHY B KapPTOHHii
KOpoo6Li

ToBapucTBO 3
06MeXeHoI0
BiANOBIAA/LHICTIO
"apmaueBTnyHa
KOMMaHis
"3p0pos'a"

YkpaiHa

ToBapucTso 3
06MexeHot
BIANOBIAA/LHICTIO
"®apmMaueBTNYHa
KoMnaHisa "3gopos'a”

YkpaiHa

peecTpauist Ha 5 pokis

MepioanyHICTb NoA4AHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaaky 34iiCHeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTUuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300poB’A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HaveHnmu
y NepioAnYHOCTI NogaHHA
perynsipHux 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/17308/01/01

15.

NMEH-TrEPNEBIP®

kpem 10 mr/r no 2 r B Ty6i,
no 1 Ty6i y nauui

MAT
"KuiBmepnpenapa
™

YKpaiHa

MAT
"KniBmegnpenapar"

YKpaiHa

peecTpauis Ha 5 poki

MepiognyHICTb NogaHHSA
perynspHo
OHOB/OBAHOTO 3BITY 3
6e3neku BiANoOBIAHO A0
Mopsiaky 34iRCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
304,0p0B’s YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3HavyeHMm
y NepioANYHOCTI NoJaHHA

6e3
peuyenma

nionsieae

UA/17283/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsioYeHHs

perynspHux 3BiTiB 3
6esneku.

16.

NNATUDINIHY

FAPOTAPTPAT

KpucTanivyHuin NopoLloK
(cybcTaHuis) y noagiiHmx
nonieTVNeHoOBMX NakeTax
0N5 hapMaueBTUYHOTO
3aCTOCYyBaHHSA

TOB
"BlOnontoc

Ipysis

TOB "BIOMNOJOC"

Mpysis

peecTpauis Ha 5 pokiB

He
nionsieae

UA/17309/01/01

17.

PECMIBEPOH

TabneTtky cybniHreasibHi,
Ne10 (10x1), Ne30 (10x3) y
6nicTepax

NannemaHg
dapma
IHTepHauioHan

LLiBeiiuapis

BpycueTTiHi c.p.n.

ITanisa

peecTpauis Ha 5 pokiB

MepiognyHicTb NogaHHA
perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BigNOBIgHO A0
MopsiaKy 34iCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oM
MiHicTepcTBa OXOPOHU
300pOoB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuWii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3HaveHnmu
y NepioaNYHOCTI NoJaHHA
perynspHux 3BiTiB 3
6e3neku

6e3
peuyenmom

nionsieae

UA/17298/01/01

18.

PYMAJIOH®

PO34mnH ANS iH exuili, 2,25
Mr/mi; no 1 ma abo no 2 mn
B amnyni, no 5 amnyn B
6nictepi, no 1,2 a6o 5
6nicTepiB B KAPTOHHI navi

EnEnCi Pomdapm
KomnaHi
xopoxnsa

Ipysis

K.T. Pomdchapm
Komnani C.P.J1.

PymyHis

peecTpauis Ha 5 pokiB

MepiognyHiCTb NoAaHHSA
perynspHo
OHOBJTHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iNCHEeHHS
hapmakoHarnsagy,
3aTBEPPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOPOHU
3[,0p0B’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTUuiT
YKpainun 19 rpyaHs 2016

3a
peyerimom

He
nionsiecae

UA/17335/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0OYeHHs1
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300poB’sA YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HaveHnmu
y NepioAnYHOCTI NojaHHA
perynspHux 3BiTis 3
6e3neku.
19. CAN3EH® PO34uH NS iH'eKUiiA no 12 Apec TpeligiHr LLiBeiiuapis BxigHWiA KOHTPOSb, ITania/ peecTpauis Ha 5 pokiB 3a He UA/17299/01/02
mr (8,0 mr/mn) no 1,50 mny C.A. NPUroTyBaHHsA LLsenuapis peyenmom nionsizae
KapTpumkax Nel PO3YWHY, CTEPU/BHWIA MepiognyHICTb NoAaHHA
pO351B, NepBUHHE Ta perynsipHo
BTOPWHHE MaKyBaHHS, OHOB/IHOBAHOrO 3BITY 3
KOHTPO/b AKOCTI, 6e3neku BiANOBIgHO A0
BWMYCK Cepiii: Mopsaaky 34iicHeHHS
Mepk CepoHo C.n.A., hapmakoHarnsgy,
ITanis; 3aTBEPKEHOr0 HaKa3oM
BTOpvHHE nakyBaHHS: MiHicTepcTBa 0XOPOHM
Mepk CepoHo C.A,, 300pOoB’sA YKpaiHu Big 27
BiAZINEHHSA Y M. rpygHs 2006 poky Ne 898,
O6OHH, LLBeiiuapis; 3apeecTpoBaHuii B
KoHTponb sikocTi: MiHicTepcTBi rocTULil
Mepk CepoHo C.n.A., Ykpainun 19 rpyaHa 2016
ITania poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3HaveHnmu
y NepioaNYHOCTI NoJaHHA
perynspHux 3BiTiB 3
6e3neku
20. | CAUSEH® PO34MH ANS iH'EKLA No 6 Mr Apec TpeligiHr LLiseiiuapis BXigHUIA KOHTPONb, ITanis/ peecTpauis Ha 5 pokis 3a He UA/17299/01/01
(5,83 mr/mn) no 1,03 mn C.A. NpUroTyBaHHsA LLiBefiuapis peyenmom niossieae

KkapTpuakax Nel

PO3YMHY, CTEPU/BHWIA
pO3nuB, NEPBUHHE Ta
BTOPUHHE MaKyBaHHS,
KOHTPO/b AKOCTI,
BWMNYCK Cepiit:
Mepk CepoHo C.n.A.,
ITanis;
BTOpuHHe nakyBaHHA:
Mepk CepoHo C.A,,
BIAAINEHHA Y M.
O60HH, LBeiiuapis;

MepiognyHiCTb NoAaHHSA
perynspHo
OHOBJTHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iNCHEeHHS
hapmakoHarnsagy,
3aTBEPPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOPOHU
3[,0p0B’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsioYeHHs

KoHTponb AKoCTi:
Mepk CepoHo C.n.A.,
ITanisa

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

pefakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOB’s YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3HayeHMm
y NepioaNYHOCTI NOAAHHSA

perynsipHux 3BiTiB 3

6e3neku

21.

CNVPT
ETWIOBUI 70%

po3unH 70 % no 100 mny
hnakoHax cknsHux, no 10 n
y KaHicTpax noniMepHux

TOB "MEQAJIEB"

YKpaiHa

TOB "MEAJIEB"

YkpaiHa

peecTpauist Ha 5 pokis

MepioanyHiCTb NOAAHHS
perynsipHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaky 34iicHeHHS
thapmakoHarnsgy,
3aTBEPKEHOI0 HaKa3oM
MiHicTepcTBa OXOPOHM
30,0p0B’s YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHM
300pOoB’ YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), cCTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HaveHmu
y NepioAnYHOCTI NoAaHHA
perynspHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/17310/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0OYeHHs1
22. | CNUPT po3uuH 96 % no 100 mn y TOB "MEQA/IEB" YkpaiHa TOB "MEQAJIEB" YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17310/01/02
ETNNOBWIA 96% hnakoHax cknsHux, no 10 n peuyenmom nionsieae

y KaHicTpax noniMepHux

MepioanyHICTb NoA4AHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaaky 34iiCHeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTUuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300poB’A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HaveHnmu
y NepioAnYHOCTI NogaHHA
perynsipHux 3BiTiB 3
6e3neku.




14

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0OYeHHs1
23. | CYNIbBAKTAM nopoLok (cybcTtaHuis) y My6niyHe YkpaiHa PesHr ®apmacbioTikas Kurai peecTpauist Ha 5 pokis - He UA/17311/01/01
HATPIO aIloMiHIEBMX KOHTelHepax akuioHepHe Ko., NTg. nionsieae
CTEPUbHUIA ans chapmauesTUYHOro TOBapUCTBO
3aCcToCyBaHHA "HaykoBo-
BMPOGHUUUIA
LeHTp
"Bopuyariscbkuii
Ximiko-
hapmaueBTUYHWIA

3aBog”
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0OYeHHs1
24. | TAMOKCUDEHY KpUCTanivyHuin NopoLIoK ToBapucTBo 3 YkpaiHa 706125-BI0KCEPA IHAis peecTpauist Ha 5 pokis - He UA/17312/01/01
LUNTPAT (cybcTaHuisn) y noagiiHmx 06MeXeHo DPAPMA nionsieae

nonieTuNeHoBMX NakeTax Bi4NOBIAA/ILHICTIO NBT.NTA(MpaliseT

ans chapmaueBTUYHOro "®apmaueBTUYHa NimiTen)

3aCTOCYyBaHHSA KOMnaHis

"370poB'A"”
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0OYeHHs1
25. | TENIMIHOPM-80 Tabnetku no 80 mr Ne 30 Inka JlabopaTopi3 IHAis Inka NlabopaTtopis /174. IHAis peecTpauist Ha 5 pokis 3a He UA/17300/01/01
(10x3) y bnicTepax Nimitepn peuyenmom nionsieae
MepiognyHicTb NoAaHHA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaaky 34iiCHeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTUuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300poB’A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HaveHnmu
y NepioAnYHOCTI NogaHHA
perynspHux 3BiTis 3
6e3neku.
26. TETPATIAPO30/1 | nopoluok (cybecTaHuis) y MAT "®apmak” Ykpaina NOBHUIA LMKN PiHNAHAiA peecTpauis Ha 5 poki - He UA/17313/01/01
IHY nakeTax noAginHMX BMPOGHMLITBA 38 nionsizae
rigPoOXnopPung nonieTuNeHoBux 4nsa BUK/THOYEHHAM
hapmaLeBTUUYHOTO MiKpOGionoriYHoro
3acTOoCyBaHHs KOHTPONIO:
MKAC ®innang Oy,
PiHNAHAIA;
KOHTPO/b
Mikpob6ionoriyHoi
4YnUCToTU:
BIOBIAH J1Ta,
diHNaHAIA
27. | TPYKCUMA KOHLEHTPAT A/18 PO3YNHY CenntpioH Pecny6nika CE/INTPIOH IHk., Pecnybnika peecTpaLlisi Ha 5 pokis 3a He UA/17284/01/01
Ans iHdysii, no 500 mr/50 Xenskeap Ko., /ita Kopes Pecny6nika Kopes Kopes/ peyenmom nionsi2ae
My dpnakoHax Nely (Bnpo6HULTBO, Benuka MepioanyHiCTb NofaHHSA
KapTOHHI KOpoOL nepBUHHE MakyBaHHSA, BpuTanis/ perynspHo
BTOPWHHE MaKyBaHHS, YropuyHa OHOB/IHOBAHOTO 3BITY 3

BMNPO6YBaHHA
cTabinbHOCTI;
BunpobyBaHHs
cTabinbHocTi);
Bupo6HMK,
BiANoBiAa/IbHWIA 32

6e3neku BiANOBIAHO A0
Mopsigky 34iNCHEeHHS
thapmakoHarnsgy,
3aTBEPPKEHOr0 Hakasom
MiHicTepcTBa 0XOPOHM
300p0B’s1 YKpaiHu Big 27
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0OYeHHs1
BWMNYCK Cepii: rpyaHa 2006 poky Ne 898,
BioTtek Cepsicec 3apeecTpoBaHuii B
IHTepHeLwHn JITg, MiHicTepcTBi rocTULil
Benuka BpuTaHis; Ykpainun 19 rpyaHa 2016
BunpobyBaHHs poky 3a Ne 1649/29779 (y
KOHTPOJI0 SKOCTi Npu pefakuii Hakasy
BUMYCKY, BTOPVHHE MiHicTepcTBa OXOPOHM
nakyBaHHs: 3AT 30,0p0B’sA YKpaiHu Bif 26
dapmMaveBTUYHUIA BepecHs 2016 poky Ne
3aBog ElIC, 996), CTaHOBWTB: 3riAHO 3i
YropwuHa; YacTtkose CTpoKamu, 3a3HaveHnmu
BMNPOGYBaHHSA y NepioANYHOCTI NOAAHHSA
KOHTPOJI0 SIKOCTi Npu perynspHux 3BiTiB 3
BUMyCKy (3a 6e3neku
nokKasHukamm
CTepWbHICTb Ta
€HAO0TOKCUHN):
dapmacbloTikan
KoHTpon eHg
[esenonmeHT
Na6opatopi Ko., /ITg,
YropuwmHa
28. DAPMACENTUN po3unH 96 % no 100 mn y TOB "MEANIEB" Ykpaina TOB "MEANEB" Ykpaina peecTpauis Ha 5 pokiB 3a He UA/17314/01/01
hnakoHax CKASTHNX peuyenmom nidnseae
MepiognyHicTb NogaHHA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku BigNOBIgHO A0
MopsiaKy 34iCHEHHS
hapmakoHarnsgy,
3aTBEPAKEHOI0 HaKa3oM
MiHicTepcTBa OXOPOHU
300pOoB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHM
30,0p0B’sA YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3HaveHnmu
y NepioaNYHOCTI NoJaHHA
perynspHux 3BiTiB 3
6esneku.
29. PEHIBYT- Tabnetku no 250 mr, no 10 TOB YKpaiHa TOB "ACTPA®APM" YKpaiHa peecTpauis Ha 5 pokiB 6e3 nidnsieae UA/17285/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0OYeHHs1
ACTPA®APM Tabnetok y 6nictepi, no 2 "ACTPAGAPM" peyenma
6nicTepy B KOpobuji 3 MepiognyHICTb NofaHHSA
KapTOHY perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 3aiicHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHiCTepcTBa OXOPOHU
300pOB’s YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3HavyeHMm
y NepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
30. | LE®ENIM ANda nopoLuok (cybcTtaHuis) y MAT YkpaiHa Aypob6iHgo ®apma IHAis peecTpauist Ha 5 pokis - He UA/17315/01/01
IH EKLIN aNIOMIHIEBMX KaHicTpax ans "KuiBmegnpenapa NimiTen nionsieae
thapmavueBTUYHOro T
3aCTOCYyBaHHSA
31. LE®OTAKCUM NOPOLLIOK AN PO3UNHY A5 MpuBaTHe Ykpaina MpuBaTHe akuioHepHe YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17286/01/01
iH'ekyin 1,0r;nolr akujioHepHe TOBapUCTBO “JlekxiMm — peyenmom nionsizae
NopoLLKY y chnakoHi; no 1 TOBapuCTBO Xapkis”, MepioanyHICTb NofaHHSA
abo 5, abo 50 dpnakoHiB 3 “Nekxim — Xapkis” YkpaiHa perynspHo

MOPOLLKOM Y nauLj

(BMpPOGHMLTBO 3
nakysaHHs in bulk
ipMun-BUPOGHYMKa

PetoHr
®apmacbsrotukan Ko.,

Nta., Kntaiicbka

HapogHa Pecny6nika)

OHOB/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iNCHEeHHS
thapmakoHarnsgy,
3aTBEPPKEHOr0 Hakasom
MiHicTepcTBa 0XOPOHM
300pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOoB’sA YKpaiHu Big 26
BepecHs 2016 poky Ne
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsioYeHHs

996), CTaHOBWTB: 3riAHO 3i
CTpoKamu, 3a3HaveHMu
y NepioanYHOCTI NoJaHHA
perynspHux 3BiTiB 3
6esneku.

32.

LE®YPOKCUM

NMOPOLUOK A/151 PO34KHY ANst
iH eKUii no 0,75 r y dakoHi,
no 1 a6o 5 a6o 50 pnakoHis
y nauui

MpusatHe
akujioHepHe
TOBapuCTBO

“Nekxim — Xapkis”

Ykpaina

MpuBaTHe akuioHepHe
TOBapUCTBO “JlekxiMm —
Xapkis”
(BMPOGHMLTBO 3
nakyBaHHs in bulk
hipMu-BUpobHMKa
PetoHr
dapmacbsrotukan Ko.,
N1a., Kntalicbka
HapogHa Pecny6nika)

Ykpaina

peecTpauis Ha 5 pokiB

MepioanyHICTb NofaHHSA
perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iNCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOPOHM
300poB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOoB’sA YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3HaveHMm
y NepioaNYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/17287/01/01

33.

LLE®YPOKCUM

MOPOLUOK A1 PO34nHYy ANs
iH eKuii no 1,5 r y donakoHi,
no 1 a6o 5 a6o 50 dhnakoHis
y nayui

MpuBartHe
akuioHepHe
TOBapUCTBO

“NekxiMm — Xapkis”

YKpaiHa

MpuBaTHe akuioHepHe
TOBapucTBO “JlekxiMm —
Xapkis”
(BMpPOGHMLTBO 3
nakysaHHs in bulk
ipMn-BUPOGHYMKa
PetoHr
®apmacsrotukan Ko.,
Nta., Kntaiicbka
HapogHa Pecny6nika)

YKpaiHa

peecTpauis Ha 5 pokiB

MepioanyHICTb NoAAHHS
perynspHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku BigNoBigHO A0
MopsaKy 34iCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
304,0p0B’s YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuit
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHM

3a
peyenmom

He
nionsieae

UA/17287/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0OYeHHs1

300poB’A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HaveHnmu
y NepioAnYHOCTI NoAaHHSA
perynspHux 3BiTis 3
6e3neku.

B.o. HayanbHUKa BigAiny 3 nutaHb hapmaleBTUYHOI
pisnbHOCTI [lenapTaMeHTy BNpoBag)XeHHs pedopm H.B. N'yuan




Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

21.03.2019 Ne 629

MEPENIK

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUNX IMYHOBIONOIN4YHUX MPEMNAPATIB), AKI BHOCATbLCA A0
DEPXXABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHUN

Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka ¢gpopma, 3asiBHUKa BUPOGHUKa BIionycKy aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MoCBIOYEHHs
1. AKKYMNPO® TabneTku, BKpUTI Mdpaiizep IHK. CLWA Mdpaiizep HimeuyunHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/1570/01/01
NiBKOBOIO MeHtohekuypuHr peyenmom nionsi2ae
060/10HKOI0, M0 5 Mr; [oliuneng MrueX MepioAnyHICTL MOAAHHS PEryNsipHO
no 10 Tabnetok y OHOB/IIOBAHOTO 3BITY 3 6e3neku BiANOBIAHO A0
6nicTepi; no 3 Mopsiaky 3AiicHeHHs hapmakoHarnagy,
6/1icTepun y KapTOHHii 3aTBepAKeHOro Hakasom MiHicTepcTBa
KopoobLi OXOPOHY 34,0p0B’SA YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’sA YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
2. AKKYNPO® TabneTku, BKpUTI Mdpaiizep IHk. CLA Mdpaiizep HimeuunHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/1570/01/03
NNiBKOBOO MeHodek4ypuHr peuyenmom niosnsieae
060/10HKO10, M0 20 Mr; Hoiuneng MmeX MepiognyHICTb NO4AHHS PErynsipHo
no 10 Tabnetok y OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
6nictepi; no 3 Mopsaaky 34iicHeHHs chapmakoHarnagy,
6nicTepy y KapTOHHiIlA 3aTBEPAKEHOro Haka3om MiHicTepcTea
Kopobui OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 340pO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofilaHHsA perynsipHuX 3BiTiB 3 6e3neku.
3. AKKYMNPO® TabneTkun, BKpUTI Mdpaizep IHK. CLA Mdpaiizep HimeuunHa MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/1570/01/02
N/1iBKOBOIO MeHohek ypuHr peyenmom nionsizae
060/10HKO10, M0 10 Mmr; Hoiuneng MmeX MepiognyHICTb NOAAHHS PerynsipHo
no 10 TabneTok y OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
6nicTepi; no 3 Mopsaaky 3aiicHeHHs chapmakoHarnagy,
6nicTepy y KapTOHHiIl 3aTBepXeHoro Hakasom MiHictepcTea
Kopobu,i OXOPOHW 34,0p0B’S1 YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakady MiHicTepcTea
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
OXOPOHW 300POB’S YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
noJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.
4, AMBPOKCONY Tabnetku no 30 mMr no My6niuHe YkpaiHa My6niyHe YkpaiHa MepepeecTpaLis Ha HeOOMEXeHUIA TEPMIH 6e3 niosnsieae UA/1437/01/01
riAPOXNOPUL, 10 TabneTok y aKuioHepHe akujioHepHe peyenma
6nicTepi; no 2 TOBapUCTBO TOBapUCTBO 3MiHY | TUny - 3MiHK WoAo
6nictepy y nauui 3 "HaykoBo- "HaykoBo- 6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
KapToHYy BMPOGHNYNIA BMPOGHNYNIA 3MiHa y KOpOTKili XxapakTepucTuLj NikapCbKoro
LEeHTP LeHTp 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
"BopLuariBcbk "BopLuariBcbKuii MeAMYHOro 3acToCyBaHHA Ha niacTasi
WA XiMiKO- XiMiKo- perynisipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
thapmavneBTuy thapmaueBTUYHN nikapcbKoro 3acoby, abo foc/ifKeHb 3
HKi1 3aBoa” 11 3aBoa", 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
YKpaiHa,; nicnapeecTpauiiinii nepiog, abo sk pesynbTtar
BMPOGHMLTBO, OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
nakyBaHHs, BIAMNOBIAHO A0 NNaHy nefiaTpuyHmx
BUNYCK Cepiit: pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
ToBapwCTBO 3 KOMNETEHTHUM YMOBHOBAXEHNM OpraHoMm) -
06MeXeHo 3MiHW BHECEHO [0 IHCTPYKUIi 418 MeguyHoro
BiANOBIga/bHICT 3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis
10 "AFPO®APM", "Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS
y nepiof BariTHOCTi abo rofyBaHHs rpyaat”,
YKkpaiHa, "[iTn" (yTouHeHHs iHdopmadii), "TMobiuHi
KOHTpO/b cepiii: peakuji" BignoBigHO A0 OHOBMEHOI iHChopMaLi 3
ToBapwucTBO 3 6e3nekn 3acToCyBaHHA [il0H0T Ta AONOMIKHMNX
06MexeHo PEYOBUHM.
BignoBiganbHiCT
10 "Hatyp+", MepiognyHICTb NOfAHHA PErynsipHo
Ykpaina OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTsa
OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
5. AMITPUNTUNIHY | nopolok (cy6cTaHLis) ToBapucTBo 3 YkpaiHa [Oichapma ITania MepepeecTpauis Ha HeOOMEXEHUIA TepMIH - He UA/1208/01/01
riAPOXNOPUL, y NoABiiHNX 06MexeHo ®pancic C.p.n. nionsizae
nonieTnneHoBnx BignoBsigabHi
nakeTtax Ans CTIo
thapmavLeBTUYHOro "flocnigHnii
3aCTOCYyBaHHSA 3aBof,
"rHunct
6. AMILNNI® niodpinisar ansa MAT YKpaiHa MAT YkpaiHa [MNepepeecTpalisi Ha HEOOMEXEHWUIA TEPMIH. 3a He UA/1036/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
PO34MHY A5 iH'EKUINA "KviBmegnpen "KviBmeanpenap peyenmom nionsizae
no 250 mr chnakoHu 3 apart” at" MepiognyHICTb NOfAHHA PerynsipHo
niogpinizatom OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHictepcTea
OXOPOHW 340POB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
7. APUTMIN PO34UH ON151 iH'EKLN, My6niuHe YkpaiHa My6niyHe YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHWIA TEPMIH. 3a He UA/1438/01/01
50 mr/mn no 3 mn B akuioHepHe akuioHepHe 3MiHM Wopao 6e3nekn/ehekTMBHOCTI Ta peyenmom nionsieae
amnyni; no 5 amnyny TOBapUCTBO TOBapUCTBO thapmakoHarnagy. 3MiHa y KopoTkiii
KacerTi; no 1 kaceTiy "HaykoBo- "HaykoBo- XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
nauuj 3 KapToHy BMPOGHNYNIA BMPOGHNYNIA MapKyBaHHS Ta iHCTPYKUiT AN Mean4HOro
LeHTp LleHTp 3aCTOCyBaHHSA Ha MigcTasi perynspHo
"BopLuariBcbk "BopLuariBcbKuii OHOBJ/OBAHOIO 3BITY 3 6e3neKn NikapcbKoro
WA XiMiKO- XiMiKo- 3acoby, abo gocnimkeHb 3 6e3nekn
hapmavneBTuy thapmaueBTUYHN 3aCcTOCyBaHHS NikapcbKoro 3acoby B
Hui1 3aBoa” 1 3aBoa" nicnsipeecTpauiiinii nepiog, abo sk pesynbTar

OLiHKM 3BIiTYy 3 AOCAifKEHb, - SMiHW BHECEHO A0
iHCTpYKLU|i y po3ainu "MpoTunokasaHHs",
"B3aemogis 3 iHWMMKM Nikapcbkumm 3acobamu
Ta iHWi BMAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHS", "3acTocyBaHHs y nepios
BariTHOCTi abo rofyBaHHaA rpyaar”, "3aaTHicTb
BN/MBaTW Ha LUBUAKICTb peakuii Npu kepyBaHHi
aBTOTpaHCMOpPTOM abo iHWMMKN MexaHismamun',
"Cnoci6 3acTocyBaHHA Ta fo3u" (LWoao
6esneku), "OiTn" (yTouHeHHs), "Mob6iuHi peakwii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLi 3
6e3nekun 4jtoyoi pevyoBUHN.

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHictepcTea
OXOPOHY 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHNMM y NepioanYHOCTI
NnoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
8. APN®OH® TabneTku, BKpUTI ne ®paHuisa BiANOBIgaIbHNI ®paHuia/ MepepeecTpavis Ha HeObMeXeHU TEPMIH 3a He UA/1001/01/01
PETAP[, NNiBKOBOO NNTABOPATYA 3a BUPOGHMLTBO, IpnaHgis/ 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta peuyenmom niosnsieae
060/10HKOIO, P CEPB'E€ KOHTPO/Ib SIKOCTI, Monbwa thapmakoHarnsgy. 3MiHN y KOpOTKild
MPOJIOHrOBaHOI Aji Mo nakyBaHHs Ta XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
1,5 mr, 4ns BupobHuKa BUNYCK cepil: MapKyBaHHS Ta IHCTPYKLii Ana MeAn4HOoro
AHOAPM Na6opaTtopii 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM AaHMU 3
MignpuemcTeo Ceps'e IHgacTpi, SIKOCTi, AOKMIHIYHMMM, KMTIHIYHAMKW AaHUMK Ta
dapmaueBTuyHe AT, PpaHuis; OaHumn 3 hapmakoHarnsagy - 3MiHM BHeCceHo
Monbuwa: no 30 BiANOBIAAbHWIA [0 IHCTPYKUIT AN MeAMYHOro 3aCTOCYBaHHS
Tabnetok y 6nictepi, 3a BUPOGHMLTBO, nikapcbkoro 3acoby Ao posainy "B3aemogis 3
no 1 6nictepy B KOHTPO/Ib SIKOCTI, IHLWIMMK NikapCcbKMK 3acobamu Ta iHWi BUAK
KOPOO6Lii 3 KAPTOHY; nakyBaHHs Ta B3aEMOZji" BigMoBiAHO A0 MaTepianiB
AN BUPOGHWKIB BVNYCK Cepil: peecTpauiiHoro focke (KOPOTKOI
Na6opatopii Ceps'e Ceps'e XapaKTepUCTMKM NiKapCbKoro 3acoby).
IHpacTpi, PpaHuis Ta (Ipnangis)
Cepg'e (IpnaHgis) IHgacTpic fTa, MepiognyHiCTb NOAAHHA PerynsipHo
IHgacTipc /14, Ipnangis; OHOBJIHOBAHOTO 3BITY 3 6e3nekyn BiANOBIAHO [0
IpnaHgis: no 15 BiANOBIAAbHWIA Mopsiaky 34iicHeHHs1 hapmakoHarnagy,
Tabnetok y 6nictepi, 3a BUPOGHMLTBO, 3aTBEPIXEHOro Haka3om MiHicTepcTBa
no 2 6nicrepun y KOHTPO/Ib SIKOCTI, OXOPOHW 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
KOpPOG6LIi 3 KApTOHY nakyBaHHs Ta poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
BUWMYCK Cepii: tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
AH®PAPM 1649/29779 (y peaakuii Hakasy MiHicTepcTBa
Mignpuemctso OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
dapmaveBTUyHE 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
AT, MNonbLa CTpOKamu, 3a3Ha4eHUMU Y NepiognYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
9. APMAAIH MOPOLLIOK (Cy6CTaHLis) TOB YkpaiHa TOB HaykoBo- YkpaiHa MepepeecTpavis Ha HeobMeXeHUIA TEPMIH - He UA/9770/01/01
y MilLKax-BKnaamLax HaykoBo- BMpo6HUYa nionsieae
nonieTuneHoBmx ans BMPOGHMYaA dipma
thapmaueBTUYHOro thipma "Mikpoxim"
BUKOPUCTaHHA "Mikpoxim"
10. | ATPOMIHY KpucTaniyHmi ToBapucTso 3 YkpaiHa MiHweH Mpyn Kutaii MepepeecTpavis Ha HeobMeXeHUi TepMiH - He UA/14058/01/01
CYNb®AT nopoLLoK abo 06MexeHot LlaociHb niossieae
KpucTtanu (cybctaHuis) | BignosiganbHi dapmacboTikan
y NoABiiHNX cTIo Ko., N4
nonieTnneHoBnx "[ocnigHnii
nakeTtax Ans 3aBof,
thapmavLeBTUYHOro "rHUAC!
3aCTOCYBaHHSA
11. | AT®-IOHI MOPOLLIOK (Cy6CTaHLis) MpAT YkpaiHa MpAT YkpaiHa nepepeecTpavis Ha HeobMexXeHuli TepMiH - He UA/0694/01/01
y naswkax 3 "®apmaueBTun "®apmaueBTUYH nionsieae
nonieTuneHTepedTana yHa hipma a hipma
Ty Ana "®apKoC" "®apKoC"
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA
12. | AUMKNOBIP- Tabnetku no 200 Mr no MpAT Ykpaina MpAT YkpaiHa MepepeecTpauis Ha HeOGMEXeEHUIA TEPMIH 3a He UA/0991/01/01
AAPHUNLA 10 TabneTok y "®apmaueBTun "PapmaueBTUYH peyenmom nidsnsieae




25

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
KOHTYPHIll YapyHKOBIi YyHa hipma a chipma 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
ynakosLi; no 2 "OapHnus" "OapHuus” thapmakoHarnagy. 3MiHa y KopoTkiii
KOHTYPHI YapyHKOBI XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
yNakoBKM B naui MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neKkn NikapCcbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
BiAMOBIAHO A0 NNaHy negiaTpuyHmx
pocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHNM OPraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT Y po3ainu
"B3aemogis 3 iHWMKU NikapcbKuMmu 3acobamm
Ta iHWi B1An B3aemogin", "OcobmnBoCTi
3acTocyBaHHA", "3acTocyBaHHSA y nepiog,
BariTHOCTI abo rogyBaHHA rpyaat”, "Cnocio
3acTocyBaHHsA Ta A03U" (YTOUHEHHS), "T06iuHi
peakui’™ BignoBigHO A0 OHOB/EHOT iHhopmaLlii 3
6e3nekun Ailo4oi pevoBUHN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340pOB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
13. | BEH3WINEHIUU NnopoLLoK (cybcTaHLis) NAT YkpaiHa Ci.Ec.Ni.Ci. Kutaii nepepeecTpauisi Ha HeobMexeHuit TepMiH - He UA/13829/01/01
NIHY HATPIEBA y nakeTax noAaginiHux "KviBmegnpen UXyHHYO nionsi2ae
Cinb nonieTueHoBrx aNns apart” dapmachbloTikan
CTEPUNBbHA BMpPOOHULTBA (WnuzawkyaH)
CTEPUNBHNX Ko., 114,
niKapcbknx doopm
14. | BON-PAH® Tabnetku, in bulk: no CKAH IHais BadHa IHais MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH. - He UA/13389/01/01
1000 Tabnetok y BIOTEK NTA, dapmacbloTikanc nionsizae
nakeTi, BK/1ageHoMy Y nrta., Hais; MepiognyHICTb NOJAHHA perynspHo
KOHTEliHep Bisimes Jlabc OHOB/OBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
NTa, IHais Mopsaaky 3aiicHeHHs chapmakoHarnagy,

3aTBepKeHoro Hakasom MiHictepctea
OXOPOHY 340p0B’S YKpaiHnu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.

15.

BO/-PAH®

TabneTku no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI/ ynakoBsLy;
no 10 TabneTtok y
6nictepi, no 10
6nicTepiB y KAPTOHHI
ynakoBLi

CKAH
BIOTEK ITA

IHgis

BadHa
dapmacbloTikasic
nra., IHgis;
Bisimen Jlabc
Nta, IHAis

IHais

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH.
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHOro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3MNeKn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Sk pesynbTar
OLLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BiANOBIAHO [0 MNaHy negiaTpuyHnX
pocnigpxeHs (PIP) (3MiHy y3rofxeHo 3
KOMNETeHTHUM YMOBHOBAXEHNM OpraHoMm) -
3MiHV BHECEHO A0 IHCTPYKLIT 4518 MeANYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis
"MpoTmnokasaHHA", "B3aemopis 3 iHWMMKN
nikapcbkvMun 3acobamu Ta iHLWi BUan
B3aemogii", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiog, BariTHOCTi abo
rogyBaHHs rpyaar” (4onoBHEHO iHGopMa,io 3
6e3neku), "MNepenosyBaHHA", "Mo6iYHI peakuii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3nekun 4ilourx peyoBUH NiKapCbKoro 3acooy.
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOTO 3BITY 3 6e3neku Bi4NoBIAHO A0
Mopsaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHictepcTea
OXOPOHY 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsiecae

UA/13388/01/01

16.

BANEPIAHA

TabneTku, BKpUTI
06010HKOt0, No 30 Mr;
no 10 TabneTtok y
6nicTepi, no 3
6nicTepy B KAPTOHHii
kopo6ui; no 20

AT
"Codhapma”

Bonrapis

AT "Codpapma”

Bonrapis

MepepeecTpallisi Ha HeOBMEXeHU TePMIH.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEpPKEHOro Hakasom MiHicTepcTBa

6e3
peyenma

nionsieae

UA/8806/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
Tabnetok y 6nictepi, OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
no 5 6nictepiB y poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
KapTOHHi KOpO6L tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0pPO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.
17. | BAJIOKOPMIA Kpansi opanbHi no 30 TOB YkpaiHa TOB YkpaiHa MepepeecTpauis Ha HEOOMEXEHU TEPMIH 6e3 nionsieae UA/8622/01/01
My chnakoHax "TepHodhapm" "TepHodhapm" 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta peyenma
CKNsAHKUX; no 30 MmNy thapmakoHarnagy. 3MiHa y KOpoTkiii
pNakoHi CKISAHOMY; No XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
1 donakoHy B nauui 3 MapKyBaHHS Ta iHCTPYKUiT AN1S MeAn4HOro
KapToHy; no 25 mny 3aCTOCYyBaHHA Ha MigcTasi perynspHo
donakoHax- OHOB/OBAHOTO 3BITY 3 6e3nekn NikapCbKoro
KpanesbHULAX 3acoby, abo gocnimxeHb 3 6e3neku
CKNSAHUX abo y 3acTOCyBaHHSA MikapcbKoro 3acoby B
donakoHax nosiMepHuNX nicnsipeecTpaviiinnii nepiog, abo sk pesynbTart
3 NpobKoto- OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
KpanenbHuLeto; no 25 BiANOBIAHO A0 NNaHy neajiaTpuydHUX
My chrakoHi- pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KpanenbHuL,i KOMMNETEHTHUM YMOBHOB&XEHNM OpraHoMm) -
CKNsiHOMY abo y 3MiHM BHECEHO [0 IHCTPYKLUIT A5 MeANYHOro
chnakoHi noniMepHomy 3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
3 Npo6Koto- "B3aemogis 3 iHWK1MKU fikapcbkMu 3acobamm
KpanenbHuueto; no 1 Ta iHWi BMAM B3aemogiit”, "OcobnmBocTi
onakoHy-KpanenbHuui 3acTocyBaHHs", "Cnoci6 3acTocyBaHHA Ta
CKNsiHOMY a60 [03n" (YyTouHeHHs iHdopmadii), "TMobiuHi
hnakoHy peakui’™ BignoBigHO A0 OHOB/EHOT iHhopmaLlii 3
nonimepHomy 3 6e3nekn 3acTocyBaHHS Ajil0UNX PEYOBUH.
npo6koto-
KpanenbHULE B nayLli MepiofnYHICTb NOAAHHS PerynsipHo
3 KapTOHY OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPAXEHOr0 HakasoM MiHicTepcTBa
OXOPOHW 340pOB’ YKpainu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTsa
OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
18. | BEHO®DEP® pO34uH Ans Bichop Lseiiuapis BTOPUHHA LLiBeiuapis/ MepepeecTpavis Ha 5 pokiB. 3a He UA/8015/01/01
BHYTPILLUHbOBEHHNX (IHTepHewwHn) ynakoBka, [,03BiN AscTpisi/ peyenmom nionsizae
iH'ekuji, 20 mr/mn no 5 IHK. Ha BUMYyCK cepii: HimeyunHa MepiognyHICTb NOJAHHA perynspHo

M/1 B amnyni; no 5
amnyn y KapTOHHIl

Bidhop
(IHTepHewHN)

OHOB/OBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnaay,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
Kopoobui IHK., LUBeiuapis; 3aTBEPIXEHOro Haka3om MiHicTepcTBa
BMPOBHMULITBO OXOPOHW 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
Hepo3gracoBaHol poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
NPOAYKLi, tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
nepBuHHa Ta 1649/29779 (y peakuii Hakasy MiHicTepcTBa
BTOPUHHA OXOPOHY 340p0B’S YKpaiHu Bif 26 BepecHs
yrnakoBka: 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
Takepa ABCTpis CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
'M6X, ABCTpis; NoAaHHA perynspHyX 3BiTiB 3 6e3neku.
Takepa M'M6X,
HimeuuunHa,;
IAT Bionorika
m6X,
HimeuunHa,;
BTOPVHHA
ynakoBka:
BAIOA,
HaByvasibHo-
BMPOGHMYA
malicTepHs ans
nopeii 3
06MexXeHMn
MOX/IMBOCTAMMU,
LBeliuapis
19. | BIPTAH renb o4YHuWiA 1,5 mr/r no Na6opatopis ®paHuisa dapwmina - 3ea ITanisa nepepeecTpauis Ha He0OMEeXeHW TEPMIH. 3a He UA/9379/01/01
5ryTy6i3 3ea dapmaceyTnyi peuenmom nionsieae
HaKOHEYHWKOM, L0 C.n.a. MepiognyHiCTb NOAAHHA PErynsipHO
3arBUHYYETLCA OHOB/IIOBAHOTO 3BITY 3 6e3nekn BiANOBIAHO A0
KoBna4ykom, no 1 Ty6i B Mopsaaky 3aiicHeHHs chapmakoHarnagy,
KapTOHHI Kopobui 3aTBEPMAKEHOr0 Haka3om MiHicTepcTea
OXOPOHW 300pOB’ YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noflaHHsA perynsipHuX 3BiTiB 3 6e3neku
20. | BITAMIH E 200- Kancynu m'ski no 200 TOB "CaHodi- Ykpaina AT "CaHeka CnoBaubka MepepeecTpalis Ha HEOOMEXEHWU TEPMIH. 6e3 nidnsieae UA/3392/01/01
CAHO®I mr Ne 30: no 30 kancyn ABeHTIC dapmacbloTikan3 Pecny6nika peyenma
y thnakoHi; no 1 YkpaiHa" " 3MiHu | TMNYy - 3MiHK Woao

h/1aKoHy B KapTOHHIi
Kopoobui

6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHM y TepaneBTUYHNX NOKa3aHHAX
(BUNYYEHHA TepaneBTUYHOro NoKasaHHs) 3MiHN
BHECEHO [0 IHCTPYKLii 418 MegnyHoro
3acToCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"MokasaHHs" . 3MiHn Il TUny - 3MiHK Woa0
6e3nekn/edhekTMBHOCTI Ta hapmMakoHarnsay.
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

3MiHU Y KOPOTKIill XapakTepucTuLj NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MEJMYHOrO 3aCTOCYBaHHS Y 3B'AI3KY i3 HOBUMM
OaHUMM 3 SIKOCTI, AOKAIHIYHUMU, KNIHIYHMUN
JaHuMun Ta gaHumu 3 hapmakoHarnagy - 3MmiHu
BHECEHO A0 IHCTPYKUIT 4719 MeANYHOro
3aCTOCyBaHHS NikapCbKoro 3acoby A0 po34inis:
"MokasaHHs" (pegaryBaHHs), "B3aemogis 3
IHLIMMKM NikapcbkMK 3acobammn abo iHLi BUAn
B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta A031" (YTOUHEHS),
"Mo6iuHi peakwyji" Woa0 6e3nekn 3acTocyBaHHA
nikapcbkoro 3acoby BifnoBigHO A0 MaTepianis
peecTpaLiiHoro A0CbE.

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6e3nekyn BiANOBIAHO [0
Mopsiaky 34iicHeHHs1 hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

21.

BITAMIH E 400-
CAHO®I

Kancynm m'siki no 400
mr Ne 30: no 30 kancyn
y dhnakoHi; no 1
th/1aKoHy B KapTOHHii
Kopobui

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

AT "CaHeka
PapmacbloTikan3

Cnosaubka
Pecny6nika

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH.

3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
3MiHM Yy TepaneBTUYHUX NOKa3aHHSAX
(BUNYYEHHS TepaneBTUYHOrO NokasaHHs) 3MiHn
BHECEHO [0 iHCTPYKLIT 415 MeAnyHOoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby A0 po3ainy
"MokasaHHa" . 3miHu Il Tmny - 3miHW Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 4ns
MeANYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
OaHUMM 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMU
JaHvMu Ta gaHumy 3 hapmakoHarnsagy - 3miHv
BHECEHO A0 IHCTPYKUIiT 4519 MeaNYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3Ainis:
"Moka3aHHs" (pegaryBaHHs), "B3aemogis 3
iHLWIMMKW nikapcbkMK 3acob6amm abo iHLWi BUan
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta f03K" (YTOYHEHS),

6e3
peyenma

nionsieae

UA/3392/01/02
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

"Mo6iuHi peakwyji" Wwoa0 6e3nekn 3acTocyBaHHSA
niKkapcbkoro 3acoby BiANoBiAHO [0 MaTepianiB
peecTpavuiiHoro fochbE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340pOB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

22.

BITAMIH E-
CAHO®I

Kancynu m'ski no 100
mr Ne 30: no 30 kancyn
y donakoHi; no 1
(h/1aKOHY B KapTOHHii
Kopobu,i

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

AT "CaHeka
dapmacboTikan3

Cnosaubka
Pecny6nika

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.

3MmiHu | TURY - 3MiHK Woao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
3MiHV y TepaneBTUYHMX NOKa3aHHAX
(BUNYYEHHS TepaneBTUYHOrO NokasaHHs) 3MiHn
BHECEeHO [0 iHCTPYKLIT 415 MeanyHoro
3aCTOCyBaHHS MikapCbKoro 3acoby A0 po3giny
"MokaszaHHa" . 3miHu Il TMny - 3MiHK Woao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
3MiHN Y KOPOTKIill XapakTepucTuLj NikapCbkoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MEAMYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
OaHVMU 3 SKOCTI, AOKMIHIYHUMU, KAIHIYHUMUN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3miHu
BHECEHO [0 [HCTPpYKUii Ana MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3finis:
"MokasaHHs" (pegaryBaHHs), "B3aemogis 3
IHLWMMK NikapcbknMmy 3acobamm abo iHWi BUau
B3aemMogijin", "Ocob/IMBOCTi 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta f03mn" (YyTOUHEHs),
"Mo6ivHI peakuii Wwoao 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby BifnoBigHO A0 MaTepianis
peecTpauiiHoro JocChbeE.

MepiognyHiCTb NOAAHHA PErynSpHO
OHOB/IHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 3aiicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne

6e3
peyenma

nionsiecae

UA/3392/01/03
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHMK y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.
23. | BO/IbTAPEH® TabneTkun, BKpUTI HosaprTic Lsenuapis | HosapTtic ®apma ITanisa MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. 3a He UA/0310/05/01
PETAPL, 060/10HKOI0, dapma Al C.n.A. MepiognyHicTb NoAaHHA perynsipHo peyenmom nionsizae
NPOIOHIOBaHOI Aji, No OHOBJ/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
75 mr no 10 TabneTok Mopsaaky 3aiicHeHHs thapmakoHarnagy,
y 6nicTepi; no 2 3aTBEpAXEHOro Hakasom MiHicTepcTBa
6nictepu B kOpobU;i 3 OXOPOHW 34,0p0B’SA YKpaiHu Bif 27 rpyaHsa 2006
KapToHYy poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.
24. | TEKCIFNH-M® necapii no 16 mr, no 5 NAT YkpaiHa MAT "MoHdpapm” YkpaiHa MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH. 6e3 nionseae UA/13640/01/01
necapiis y ctpuni; no 2 "MoHchapm" peyenma

CTpUNM y nauui i3
KapTOHY

3MiHu | TMNYy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHoO OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHA /liKkapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/IXEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHmx
pocnipxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVMM YNOBHOB&XEHNM OpraHoMm)
3MiHV BHECEHO [0 iHCTPYKLiT 415 MegnyHoro
3acToCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWKMKU AikapcbKMmn 3acobamm
Ta iHWi B1AKW B3aemogii”, "OcobnBOCTi
3acTocyBaHHSA", "Mo6ivHi peakuii" BignoBigHO
[0 OHOB/EHOI iHGhopMmaLii 3 6esnekn
3aCTOCYBaHHSA Ait0H0i PEHOBUHMW.

MepiognyHiCTb NOAAHHA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 34,0p0B’SA YKpaiHnu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpaitm 19 rpyaHsa 2016 poky 3a Ne
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Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHMK y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.
25. | FTOOACAN® Tabnetku no 100 wr, Op. P. Himeuwunna | Ap. P. MNMdnerep HimeuunHa MepepeecTpayia Ha 5 pokis 3a He UA/7763/01/01
no 10 Tabnetok y Mdpnerep XimiyHa 3 06r'pyHTOBaHVX NPUYKH, NOB'A3aHKX 3 peyenmom nionsizae
6nictepi; no 2 a6o 5, XimiyHa Pabpuka M16X hapMakoHarnisaaoM.
a6o 10 6nicTepiB y dabpuka MepiognyHICTb NOAHHS PErYAsiPHO
KapTOHHIli KopoobLi m6X OHOB/IIOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0PO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.
26. | FPU3EO®Y/bBI Tabnetku no 125 wr, My6niuHe Ykpaina My6niuHe YkpaiHa MepepeecTpauis Ha HEOOMEXEHWU TEPMIH. 3a He UA/1280/01/01
H no 20 Tabnetok y akuioHepHe akuioHepHe 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta peyenmom niossieae
6nictepi; no 2 TOBapuCcTBO TOBapucTBo thapmakoHarnagy. 3MiHa y KopoTkiii
6nictepn y nauui 3 «HaykoBo- «HaykoBo- XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
KapTOHY BUPOGHNUNIG BUPOBHNYNI MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHOro
LeHTp LieHTp 3aCTOCYyBaHHA Ha MiacTasi perynspHo
«Bbopuiariscbk «BopuariBcbkuii OHOB/1IOBAHOrO 3BITY 3 6€3Mekn NikapCbKoro
WA XiMiKo- XiMiKo- 3acoby, abo gocnimkeHb 3 6e3neku
hapmaveBTny thapMaLeBTUYHM 3aCcTOCyBaHHSA NikapcbKoro 3acoby B
HWIA 3aBOa» i 3aBOg» nicnsipeecTpaviiiinii nepiog, abo sk pesynbTtart

OLiHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NNaHy nefiatpuyHmx
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMETEHTHMUM YMOBHOBaXXEHVM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT ANS MeANYHOro
3acTOCyBaHHS MikapCcbKoro 3acoby A0 po3giny
"Oco61MBOCTI 3acTOCyBaHHS" BigNoBIAHO A0
OHOB/EHOI iHGhopMaLii 3 6e3nekn
3aCTOCYBaHHSA AOMOMDKHUX PEYOBVH.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEPKEHOro Hakasom MiHicTepcTea
OXOPOHW 340pOB’ YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne

1649/29779 (y peaakuii Hakaly MiHicTepcTea
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2

27.

OXOPOHW 300POB’S YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i

CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
noJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

0 NocBi0OYEeHHS

28.

DAMPUN

Tabnetku no 20 mr no
10 TabneTok y
6nicTepi; no 2 a6o 3
6nicTepy y KapTOHHiIl
Kopobu,i

Megokemi
nTa

Kinp

Megokemi NTA
(LeHTpanbHuii
3aBoga)

Kinp

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3aCTOCYyBaHHSA
reHepUUHMX/ribpUAHNX/6IoNOAIGHMX NiKapPCbKMUX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedhepeHTHMIT Mpenapar (3mMiHa He NnoTpebye
HafaHHA XOHWX HOBMX [0AaTKOBUX AAHVX)
3MiHU BHECEHI [0 IHCTPYKLi y po3ain
"Moka3aHHS"; a TakoX y po3ainu:
"apmMakosorivyHi BnactusocTi”,
"MpoTrnokasaHHsA", "B3aemMogis 3 iHWNMKN
nikapcbkMu 3acobamu Ta iHLWi BUau
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiog, BarirTHocTi abo
rofyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
posn”, "Oitn", "MepenosyBaHHsa", "MoOGIYHI
peakujii" BiaNoBigHO A0 iHdhopmawi
pedhepeHTHOro nikapcbkoro 3acoby (Zestril,
TabneTku, B YKpaiHi He 3apeecTpoBaHuii).

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHictepcTea
OXOPOHY 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHNMM y NepioanYHOCTI
NnoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/0773/01/03

OANPUN

TabneTkn no 5 Mr no
10 TabneTok y
6nictepi; no 3
6nicTepy y KapTOHHIl
Kopobui

Mepokemi
nTa

Kinp

Mepokemi 1T/,
(LeHTpanbHuii
3aBog)

Kinp

MepepeecTpaLisi Ha HeOOMEXEHN TEPMIH.
3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii 415 MeanyHoro
3acTOCyBaHHs
reHepuyYHUX/ribpuaHMX/6ionogibHNX NikapcbKMx
3aco06iB Nic/s BHECEHHSA TiET camoi 3MiHM Ha
pedrepeHTHUIN NpenapaT (3MiHa He NoTpebye

3a
peyenmom

He
nionsieae

UA/0773/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

29.

HafaHHA XO4HWX HOBMX [0AATKOBUX AAHVIX)
3MiHV BHeCeHi A0 IHCTPYKLi y po3ain
"MokasaHHsA"; a TakoX y po3ainu:
"®apmakonoriyHi BnacTmeocTi”,
"MpoTunokasaHHA", "B3aemogis 3 iHWMMKN
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiog, BaritTHocTi abo
rogyBaHHs rpyaat”, "Cnocib 3actocyBaHHA Ta
posun”, "Oitn", "MNepeno3sysaHHs", "MoGIYHI
peaxuii” BignosigHo A0 iHdhopMau;i
pedrepeHTHOrOo flikapcbkoro 3acoby (Zestril,
TabneTky, B YKpaiHi He 3apeecTpoBaHuii).

MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 3aificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0pPO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.

OAMPUN

Tabnetku no 10 mr no
10 TabneTok y
6nictepi; no 3
61icTepy y KapTOHHIN
Kopobui

Megokemi
nTa

Kinp

Mepokemi 1T
(UeHTpasnbHuii
3aBof)

Kinp

MepepeecTpalis Ha HEOOMEXEHWU TEPMIH.
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHoro
3aCTOCYyBaHHSA
reHepuyHUX/ribpuaHMX/6ionogibHMX NiKapCbKUx
3ac06iB nicna BHECEHHSA TiET caMoi 3MiHM Ha
pechepeHTHMIA Npenapar (3miHa He NoTpebye
HaZiaHHsA XOAHMX HOBUX [OAATKOBUX JaHWX)
3MiHU BHECEHI [0 iHCTPYKLii y po3ain
"Moka3aHHA"; a TakoX y po3ainu:
"dapmMakosorivyHi BnactTueocTi”,
"MNpoTrnokasaHHsA", "B3aemMogis 3 iHWNMK
niKkapcbknMuy 3acobamu Ta iHWi BUAn
B3aemMogijin", "Ocob/IMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSs y nepiog, BaritTHocTi abo
rogyBaHHs rpyaato”, "Cnocié 3actocyBaHHA Ta
posn”, "Oitn", "MepenosyBaHHs", "MoGIYHI
peakujii" BiANoBigHO A0 iHdopmawi
pedrepeHTHOro flikapcbkoro 3acoby (Zestril,
TabneTky, B YKpaiHi He 3apeecTpoBaHuii).

3a
peyerimom

He
nionsieae

UA/0773/01/02
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHictepcTea
OXOPOHW 340POB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

30.

JDEKCAMETA30H
-AAPHULA

PO34UH ON15 iH'EKUINA, 4
mr/mMn no 1 mn B
amnyni; no 5 a6o 10
amnysn y KOHTYPHIiA
YapyHKOBIli ynakoBLyj;
no 1 KOHTYpHIl
YapyHKOBIli ynakoBLji B
nauuj; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLli

MpAT
"®apmavesTu
yHa dhipma
"fapHuua”

YkpaiHa

MpAT
"papmMaLeBTUyH
a chipma
"fNapHuua”

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWIA TEPMIH.
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 4ns
MeAMYHOro 3aCTOCYBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO [0 MNaHy neaiaTpuyHmnX
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHVUM YNOBHOB&XEHNM OPraHoMm)
3MiHN BHECEHO A0 IHCTPYKLIT 4718 MeanYHOro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"MokasaHHs" (pefakTopehbki Npaskm),
"B3aemogis 3 iHWKMKN NikapcbkMu 3acobamm
Ta iHWi BUAM B3aemogiit”, "OcobnmBocTi
3actocyBaHHs", "lNo6iyHi peakuii" BiANOBIAHO
[0 OHOBJIEHOI iHChopMaL,i 3 6e3neku Ajtoyoi Ta
[0NOMDKHMX PEYOBUH MiKapCbKOro 3acoby.

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHictepcTea
OXOPOHY 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHNMM y NepioanYHOCTI
NnoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/0992/02/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

31

AVNKNO®EHAK

Tabnetku no 0,05 r no
10 TabneTok y
6nictepax; no 10
Tabnetok y 6nictepi;
no 1 a6o 3 6nictepn y
nauuj 3 KapToHy

NAT
"Ximdhapmsas
of "YepBoHa

3ipka"

YkpaiHa

NAT
"Ximdhapmsaso
"YepBoHa 3ipka"

Ykpaina

nepepeecTpauis Ha HeobMeXeHnin TepMiH

3MiHY | TUny - 3MiHK LWoAo
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHs Ta IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHsA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3
6e3Mekn 3acTocyBaHHs /likapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Sk pesynbTar
OL|iHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO [0 MNaHy neaiaTpuyHmnX
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM OpraHom) -
3MiHWN BHECEHO A0 IHCTPYKUiT 4518 MeanYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"MpoTrnokasaHHA", "B3aeMogis 3 iHWNMKN
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aemogijit", "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHA y nepiog, BarirTHocTi abo
rogyBaHHs rpyaar”, "rMobivni peakuii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3nekun Ajtoyoi pevyoBUHY iKapCbKOro 3acoby

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHictepcTea
OXOPOHW 340POB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTsa
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
noJaHHsA perynsipHux 3BiTiB 3 6e3nekn

3a
peyenmom

He
nionsiecae

UA/0708/01/01

32.

DVKNO®EHAK-
3/10POB'Al

renb 1% no 30 r a6o
no 50 ry Ty6i; no 1
Ty6i B KAPTOHHIA
Kopobui

ToBapucTBO 3
06MexeHo
BignoBiAa/bHI
CTHO
"®apmavesTu
YyHa KOMMaHis
"3popos'a”

YkpaiHa

ToBapucTso 3
06MexeHot
BignoBiganbHICT
10
"papmMaLeBTUyH
a KoMnaHis
"3popos'a”

YKpaiHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3aCTOCyBaHHSA Ha MifgcTasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mekn NikapCbKoro
3acoby, abo gocnimKkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX

6e3
peyenma

nionsiecae

UA/1539/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

BiANOBIAHO [0 MNaHy neaiaTpuyHnX
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHoMm) -
3MiHM BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"®apmakonorivyHi BNacTMBOCTI" (YTOUHEHHS
iHchbopmawii), "Cnoci6 3acTocyBaHHs Ta Ao3n"
(yTOYHeHHs iHdhopMaLiT), "3acTocyBaHHs y
nepiog, BaritTHOCTi abo rogyBaHHsA rpyaat”
(yTouHeHHs iHchopmawii), "OcobnmBocTi
3acTocyBaHHA" Bi4NOBIAHO [0 OHOB/EHOT
iHchopmauii 3 6e3neku Ajroyoi Ta AONOMIKHNX
PEYOBVH.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 3aificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0pPO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.

33.

AIArNI3NA® MR

Tabnetku 3
MoaudpikoBaHUM
BUBINIbHEHHSAM, No 60
mr no 10 TabneTok y
6nicTepi, no 3 abo 6
6nicTepiB y naui 3
KapToHy

MAT
"Papmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH

3MiHu | TMNYy - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKIill XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HafaHHA XOHWX HOBMX A0AATKOBUX AAHVIX)
3MiHV BHeCeHi [0 IHCTPYKLi y po3ain
"®apmakonoriyHi B1acTmeBocTi" (pegaryBaHHs),
"MokasaHHa" (yTOYHEeHHS iHhopMmauii),
"MpoTmnokasaHHA", "B3aemopis 3 iHWMMKN
nikapcbkvMu 3acobamu Ta iHLWi BUan
B3aemogii", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiog, BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb BNvMBaTn Ha
LUBMAKICTb peakLii Mpy KepyBaHHi
aBTOTPaHCNOPTOM ab0 iHLWMMK MexaHiamamu',
"Mo6iuHi peakuii" BigNOBiAHO A0 iHdopMauil

3a
peyerimom

He
nionsieae

UA/6986/01/02
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PeecmpayjitiHa npoyedypa

Ymosu

Peknamys
aHHs

Homep

peecmpayjiliHo2

n/n

Hassa
NliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Bionycky

0 NocBi0OYEeHHS

3acoby

ynakoska)

YkpaiHa

pedhepeHTHOro fikapcbkoro 3acoby (JiabeToH®
MR 60 mr, Tabnetkv 3 MOANIKOBAHUM
BUBI/TbHEHHAM).

MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0PO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.
MepepeecTpalis Ha HEOOMEXEHWUI TEPMIH.

3a

He
niosnsieae

UA/0794/02/01

34.

AIANINOH®

kancynu no 300 mr no
10 kancyn y 6nictepi;
no 3 abo 6 6nictepis y
naJui 3 KapToHy

MAT
"Papmak”

YkpaiHa

MAT "®apmak”

3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYyBaHHA Ha MigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neKkn NikapCcbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviiiinii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy nefiatpuyHmx
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHWM OPraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT A5 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3finis:
"B3aemogis 3 iHWK1MKU fikapcbkMu 3acobamm
Ta iHWi BMAM B3aemogiit”, "OcobnmBocTi
3actocyBaHHs", "lNo6iyHi peakuii" BiANOBIAHO
[0 OHOBJEHOT iHGhopMaLii 3 6e3nekun Aitoyol
pPeyoBUHN.

MepiognyHiCTb NOAAHHA PErynspHO
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,

3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0POB’SA YKpaiHu Bif 26 BepecHs

peyerimom

2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2

0 NocBi0OYEeHHS

CTpOKamu, 3a3Ha4yeHMK y NepiognyHOCTI
noflaHHsA perynsipHuX 3BiTiB 3 6e3neku.

35.

ErTIOK®

Tabnetkv no 25 wmr, no
60 TabneTtok y
thnakoHi; no 1
pNakoHy B KApTOHHIl
yMakoBLi

3AT
dapmaueBTny
HWi1 3aB0of
EriC

YropwuHa

3AT

dapmMaLeBTUYHN

 3aBog ETIC

YropLmHa

nepepeecTpavisi Ha HeOOMEXEHU TEPMIH.
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neKkn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS nikapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy nefiatpuyHmx
pocnipxeHb (PIP) (3mMiHy y3rogpkeHo 3
KOMNETEHTHUM YMOBHOBAXEHUM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT A8 MeANYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWK1MKU NikapcbkMu 3acobamm
Ta iHWi BMAM B3aemogiit”, "OcobnmBocTi
3actocysaHHs","Mo6iuHI peakuii” BignoBsigHO A0
OHOBJIEHOI iHhopMaLii 3 6e3nekn
3acToCyBaHHSA Ajto4oi pevyoBUHU

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHY 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHNMM y NepioanYHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.

3a
peyerimom

He
niossieae

UA/9635/01/01

36.

ErIIOK®

TabneTku no 50 mr, no
60 TabneTtok y
donakoHi; no 1
th/1aKoHY B KapTOHHii
ynakoBLi

3AT
®apmaueBTuny
HWIA 3aBOA
EriC

YropLmHa

3AT

dapmaLeBTUYHN

 3aBopg ElIC

YropumHa

nepepeecTpauisi Ha HEOBMEeXeHNI TEPMIH.
3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii 415 MeAnyHoro
3aCTOCYBaHHSA Ha MigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3MNeKn NiKapCbKoro
3acoby, abo fgocnimkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX
BiANOBIAHO 0 MNaHy negiaTpuyHnX

3a
peyenmom

He
nionsieae

UA/9635/01/02
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

pocnigpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNMOBHOB&XEHNM OpraHoMm) -
3MiHM BHECEHO [0 IHCTPYKUIT AN MefUYHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWMK Nikapcbkumm 3acobamu
Ta iHWi BUAan B3aemogiii", "OcobnnsocTi
3actocyBaHHs","Mo6iYHI peakuii” BignoBigHO A0
OHOBJIEHOI iHGhopMaLlii 3 6e3nekn
3acToCyBaHHSA Ajit040i pevyoBUHU

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHictepcTea
OXOPOHW 340pOB’ YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

37.

EFNIOK®

Tabnetku no 100 mr no
30 a6o no 60
TabneTok y dpriakoHi;
no 1 chnakoHy B
KapTOHHI ynakosL,i

3AT
dapmaueBTny
HWA 3aBO,
ETIC

YropLmHa

3AT
dapmaLeBTUYHN
 3aBopg ElC

YropLmHa

nepepeecTpawisi Ha HE0OOMEXEHNI TEPMIH.
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT NS Mean4HOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6e3Mekn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA /ikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO [0 MNaHy neaiaTpuyHmnX
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHUM YMOBHOBaXXEHVM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKUIiT AN MeAUYHOro
3acToCyBaHHSA NiKapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWK1MKU NikapcbKMmn 3acobamm
Ta iHWi B1AKn B3aemogii”, "OcobnnBoCTi
3acTocyBaHHsA","Mo6iYHI peakuii” BignosigHO A0
OHOBJIEHOI iHhopmaLii 3 6e3nekn
3aCTOCYBaHHS Aj040l peyoBUHU

MepiognyHiCTb NOAAHHA PErynspHO
OHOB/IIOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEpPKEHOro Haka3om MiHicTepcTBa

3a
peyenmom

He
nionsieae

UA/9635/01/03
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0pPO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.

38.

EKCTEHLUE®

MOPOLLIOK A1 PO3UMHY
A8 iH'exuii no 1000
Mr 1 dp1akoH 3
MOPOLLKOM Yy navui 3
KapTOHY

M.BioTek JiTg,

Benuka
BputaHis

ACTPAN
CTEPITEK

MPAMBIT

NIMITEL,

IHais

MepepeecTpauis Ha HEO6EXEeHN TEPMIH.
3MiHu | TURY - 3MiHK Wopao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKill XapakTepucTuLj NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo foc/ipKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy nefiatpuyHmx
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVIM OpraHom)
3MiHM BHECEeHO A0 [HCTPYKLUii Ana MeguyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWK1MKU fikapcbkMu 3acobamm
Ta iHWi BMAM B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs", "34aTHiCTb BNAMBaTV Ha
LUBMAKICTb peakLii Mpy KepyBaHHi
aBTOTPaHCNOPTOM ab0 iHLWMMK MexaHiamamu',
"Cnoci6 3acTocyBaHHs Ta f03n" (YTOYHEHHS
iHchbopmawii), "MepenosyBaHHs", "IM0OGIYHI
peakui’™ BignoBigHO A0 OHOB/EHOT iHhopmaLlii 3
6e3nekun Aitoyoi peYOBUHM /iKapCbKOro 3acoby.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHOro Hakasom MiHictepcTea
OXOPOHW 300POB’A YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMK y NepioanyHOCTI
noJaHHsA perynsipHux 3BiTiB 3 6e3nekn

3a
peyerimom

He
nionsieae

UA/8998/01/02

39.

EKCTEHLE®

MOPOLLOK A5 PO3YNHY
Ans iH'exkuii no 500 mr

M.BioTek /iTq,

Benvka
BputaHis

ACTPAN
CTEPITEK

IHais

MepepeecTpaLis Ha HEOBEXEHWIA TEPMIH.
3MiHu | TMNy - 3MiHK Woao

3a
peyenmom

He
nidnsieae

UA/8998/01/01
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n/n

Hassa
NliKapcbKo20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

3acoby

1 donakoH 3 MOPOLLKOM
y nauui 3 KapToHy

MPAMBIT
NIMITEL

6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHs Ta IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHs Ha NiacTasi
perynsipHo OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3Mnekn 3acTocyBaHHs /likapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Sk pesynbTar
OL|iHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO [0 MNaHy neaiaTpuyHnX
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHNM OpraHoMm)
3MiHN BHECEHO A0 IHCTPYKLIT 4718 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMKU NikapcbKuMmu 3acobamm
Ta iHWi B1An B3aemogin", "OcobmnBoCTi
3acTocyBaHHA", "34aTHICTb BN/MBaTV Ha
LWBMAKICTb peakLii Npy KepyBaHHI
aBTOTpaHCMOPTOM abo iHWMMKN MexaHismamun',
"Cnoci6 3acTocyBaHHs Ta f03U" (YTOYHEHHS
iHdhopmauii), "MepenosyBaHHs", "MoGIYHI
peakuji" BignoBigHO A0 OHOBMEHOI iHchopMaLi 3
6e3neku AitoUoil PpeYOBUHH JiKapCbKOro 3acoby.

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6e3nekyn BiANOBIAHO A0
Mopsiaky 34iicHeHHs1 hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
noAaHHA perynsipHuX 3BiTiB 3 6e3neku

40.

ENAMNPA3A

KOHLleHTpaT Ans
pO34uHYy ONs iHy3il,
2 mr/mMna, no 3mny
thnakoHi; no 1
(h/1aKOHY B KapTOHHii
Kopobu,i

LWaviep
PapMacboTuK
an3 Aiineng,
nTg,

IpnaHgjs

BignoBiganbHWi
3a BMNyCK cepil:
LWaviep
PapmacboTuKa
3 Alineng N1a

IpnaHgjs

MepepeecTpauis Ha 5 pokiB
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii

XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi

MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHSA Y 3B'AI3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KTIHIYHMMKW AaHUMK Ta
JaHuMK 3 hapMakoHarnagy - 3mMiHM BHECEHO
00 IHCTPYKLiT 4719 MeAMYHOr0o 3aCTOCYBaHHS

nikapcbKoro 3acoby Ao po3ainis

"®apmMakonoriyHi BnactTneocTi" (pefaryBaHHs

TekcTy), "MpoTnnokasaHHsa", "OcobanBoCTi

3a
peyenmom

He
nionsiecae

UA/13360/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

3acTocyBaHHA", "Crocib 3acTtocyBaHHA Ta
[o3un" (YyTOUHeHHs iHcpopmadii), "gitn"
(yTouHeHHs iHchbopmawii), "3acTocyBaHHA y
nepiog, BaritTHOCTi Ta rogyBaHHs rpyaar”
(yTouHeHHs iHdhopMaLiT) BignosigHo A0
Marepianis peecTpaujiiiHoro A0oChE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTsa
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

41.

EHENBIH® 100
PETAP/[,

TabneTku, BKPUTI
060/10HKOIO,
MPOJIOHroBaHoI Aji No
100 mr Ne50 (10x5): no
10 TabneTok y
6nicTepi; no 5
6nicTepiB y KApTOHHIl
Kopobu,i

TOB "CaHodi-
ABeHTiC
Ykpaina"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
3MiHn Il TUny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 4ns
MeANYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUW
JaHvMK Ta JaHumy 3 hapmakoHarnsagy - 3miHv
BHECEHO [0 iHCTPYKLIT 415 MeanyHoro
3acToCyBaHHSA NiKapcbKoro 3acoby A0 po3ainis
"MpoTrnokasaHHsA", "B3aemogis 3 iHWNMKn
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aeMogiit", "3aaTHiCTb BNIMBaTK Ha
LWIBMAKICTb peakLii Npy KepyBaHHi
aBTOTpaHCMOpPTOM abo iHWMMK MexaHismamu'
(yTouHeHHs iHdhopMmaLii ), "Cnoci6
3acTOCyBaHHA Ta A03n" (YTOUYHEHHSs iHdopmaLii
), "Mepepno3yBaHHs", "Mob6iyHI peakujii "
BiANOBIAHO [0 MaTepianiB peecTpaviiHoro
[0CbE.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBepKEeHOro Hakasom MiHictepcTea
OXOPOHW 300POB’A YKpainu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakaly MiHicTepcTea

3a
peyenmom

He
nionsieae

UA/2771/01/01
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Peknamys

Homep

n/n

Hassa
NliKapcbKo20

dopma sunycky
(nikapcbka chopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

aHHs

peecmpayjiliHo2
0 1MocsiO4eHHs1

3acoby

ynakoska)

OXOPOHW 300POB’S YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i

CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
noJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

6e3

nionsiecae

UA/7948/01/01

42,

EPMITA/Ib 10
000

kancynm
racTpopesnCTeHTHi
TBepai; no 20, abo no
50, a6o no 100 kancyn
y naswui; no 1 naawuyi
Y KapTOHHiIll kopobui

Hopamapk
ApuHavimitten
b 'M6X Ta Ko.
KI

HimeuunHa

Hopamapk
ApuHaiimitTTens
v6X Ta Ko. KI

HimeuunHa

HimeuunHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ao po3ginis "MokasaHHs "
(yTouHeHHs iHchopmawii), "MpoTrnokasaHH:A",
"B3aemogis 3 iHWK1MKU fikapcbkMu 3acobamm
Ta iHWi BMAM B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
[031"(YTOUHEHHSs iHdhopMaLii), “Mo6ivHi peakuii
" Bif4NOBIAHO [0 MaTepiasiiB peecTpaviiHoro
[10CbE.

MepiofnYHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPAXEHOr0 HakasoM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.

peyenma

6e3

nionsieae

UA/7948/01/02

43.

EPMITA/b 25
000

kancynm
racTpope3nCTeHTHi

TBepai; no 20, abo no
50, a6o no 100 kancyn
y naswuj; no 1 naawuyi
Y KapTOHHiIli kopobui

Hopamapk
ApuHarimitTen
b 'M6X Ta Ko.

KI

HimeuunHa

Hopamapk
ApuHaiimitTTens
Mv6X Ta Ko. KI

3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKiii
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS! Ta iHCTPYKUiT A1 Mean4HOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKMIHIYHUMK, KIHIYHMMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS
nNiKkapcbKoro 3acoby A0 po3ainis "MokasaHHsA
(yTouHeHHs inchopmawii), "MpoTrnokasaHH:A",
"B3aemogis 3 iHWK1MKN NikapcbkMu 3acobamm
Ta iHWi BMAM B3aemogiit”, "OcobnmsocTi

3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta

peyenma
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PeecmpayjitiHa npoyedypa

Ymosu

Peknamys

Homep

n/n

Hassa
NliKapcbKo20

dopma sunycky
(nikapcbka chopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Bionycky

aHHs
o

peecmpayjiliHo2

nocsio4YeHHs

3acoby

ynakoska)

Hopamapk

HimeuunHa

[031"(YTOUHEHHs iHdhopmaLii), “Mo6ivHi peakuii
" BiZNOBIAHO [0 MaTepiasliB peecTpaviliHoro
[10CbE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340pOB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.

6e3
peyenma

nionsiecae

UA/7948/01/03

EPMITA/Ib 36
000

kancynm
racTpopesnCTeHTHi
TBepai; no 20, abo no
50, a6o no 100 kancyn
y naswui; no 1 nasawuyi
Y KapTOHHiIll kopobui

Hopamapk
ApuHavimitten
b 'mM6X Ta Ko.
KI

HimeuunHa

ApuHaiimitTTens
v6X Ta Ko. KI

3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOpOTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT AN18 Mean4HOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS
nNiKkapcbKoro 3acoby Ao po3ainis "MokasaHHs "
(yTouHeHHs iHchopmawii), "MpoTrnokasaHH:A",
"B3aemogis 3 iHWK1MKN NikapcbkMu 3acobamm
Ta iHWi BMAM B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
[031"(YTOUHEHHSs iHdhopMaLii), “Mo6ivHi peakuii
" Bi4NOBIAHO [0 MaTepiasiiB peecTpaviiHoro
[10CbE.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,

3aTBepKeHOro Hakasom MiHictepcTea
OXOPOHW 300POB’A YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMK y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

3a

He

UA/0629/01/01

45,

EY®INIH-H 200

PO34UH ON151 iH'EKLLA

MAT

Ykpaina

MAT “dapmak”

YKpaiHa

nepepeecTpauisi Ha HeobMexeHuit TepMiH

2% no 5 ms1 a6o 10 mn

"®Papmak”

peyenmom

nidnsieae
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

B amnyni; no 5 a6o no
10 amnyn y nauuyi 3
KapToHy; no 5 mn abo
10 mn B amnyni; no 5
amnyn y 6nictepi; no 1
abo no 2 6nictepu
nauuj 3 KapToHy

3MiHY | TUny - 3MiHK WoAao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepuCTuL| Nikapcbkoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLji 4n1s
MeAMYHOro 3acTOCYBaHHSA Ha NniacTasi
perynisipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo foC/imKeHb 3
6e3nekn 3acTocyBaHHS NlikapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
BiAMOBIAHO A0 NNaHy negiaTpuyHmx
pocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YMOBHOB&KEHNM OpraHoMm) -
3MiHW BHECEHO [0 IHCTPYKLIi 418 MeguyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWKMKU fikapcbkMu 3acobamm
Ta iHWi BUAW B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs", "3AaTHiCTb BNAMBaTV Ha
LUBMAKICTb peakLii Mpy KepyBaHHi
aBTOTpaHcnopToM abo po6oTi 3 iHLWKMMK
MexaHismamu" , "lMo6iyHi peakuii" BiANOBIAHO
[0 OHOBJIEHOT iHGhopMaL,i 3 6e3nekn
3acTocyBaHHSA Ajto40i pevyoBUHU

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6e3nekyn BiANOBIAHO A0
Mopsiaky 34iicHeHHs1 hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
noAaHHA perynsipHuX 3BiTiB 3 6e3neku

46.

3BIPOBOIO
TPABA

TpaBa no 75 ry nauui 3
BHYTPILUHIM NakeToMm

TOB
"TepHodhapm”

YkpaiHa

TOB
"TepHodhapm"

Ykpaina

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.

MepiognyHiCTb NOAAHHA PErynspHO
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i

6e3
peyenma

nionsieae

UA/13726/01/01
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n/n

Hassa
NliKapcbKo20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

3acoby

CTpOKamu, 3a3Ha4yeHMK y NepiognyHOCTI
noflaHHsA perynsipHuX 3BiTiB 3 6e3neku.

47.

IMOBAH®

TabneTkn, BKPUTI
o6onoHkoto, no 7,5 mr
Ne20 (20x1): no 20
TabneTtok y 6nictepi,
no 1 6nictepy B
KapTOHHIlA KOpooLi

TOB "CaHodi-
ABeHTIC
YKpaiHa"

YkpaiHa

CaHodpi BiHTpon
IHpacTpia

®paHuisa

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KTIHIYHUMUN AaHMU Ta
AaHuMu 3 hapMakoHarnagy - 3MiHM BHeCEHO
00 IHCTPYKUiT AN MeAMYHOro 3acTocyBaHHS
nikapcbKoro 3acoby [o posginis
"MpoTunokasaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rofyBaHHsA rpyaar”,
"Mepeno3yBaHHs", "Mo6GiyHI peaky;i"
BiANOBIAHO A0 iHhopMaL,ii CTOCOBHO 6e3neku,
Aka 3a3HayeHa B MaTtepianax peectpauiiHoro
[OCbE.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKEeHOro Hakasom MiHictepcTea
OXOPOHW 340pOB’ YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

3a
peyerimom

6e3

He
niossieae

nionsieae

UA/5634/01/01

UA/0400/01/01

48.

IHAOBA3WUH-
TEBA

renb no 45 ry Ty6i; no
1 Ty6i y KapTOHHIi
nauui

BankaHdapma
-TposiH AT

Bonrapis

BankaHndapma-
TposH AT

Bonrapis

MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH.
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUiT A1 Mean4Horo
3aCTOCyBaHHA Ha MigcTasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6€3Mekn NikapCbKoro
3acoby, abo fAocnimKkeHb 3 6e3nekn
3aCTOCyBaHHSA ikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/IXEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHmx
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHUM YMOBHOBaXXEHVNM OpraHom) -
3MiHV BHECEHO [0 iHCTPYKLiT 415 MegnyHoro
3acToCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"MokazaHHs" (YTOYHEHHS (hOpMYOBaHHS),

peyenma
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

"MobiuHi peakuii, "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHA rpyaa” (YTOYHEHHS
iHchopmadii), "OcobnnBocCTi 3acTocyBaHHA"
BiANOBIAHO [0 OHOBEHOI iHGhopMaLi 3
6e3nekun Aj4nx PeYOoBYH.
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasbHeHUX JaHuX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3aranbHeHux
AaHuX Npo cuctemy hapmakoHarnsgy, smiHa
yMNOBHOBaXKEHOT 0co6M, BigNoBifabHOT 3a
3AiiCHeHHA hapMakoHarnaay; KOHTaKTHOT
0cobu 3 thapmakoHarnsgy 3assHuka ans
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, AKwo
BOHa BifIMiHHa BiJ, yNOBHOBaXXEHOI 0co6Y,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIoYaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBiAa/IbHOT 3a 34iiCHEHHS
thapmakoHarnagy: [itoua pegakuia Dr. Hedva
Voliovitch MD, PhD. MNponoHoBaHa pejakuis —
Orit Stern-Maman. 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXeHOI 0cobu. 3miHa micus
3[iACHEHHSI OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnsgy.3miHa Homepy Ta agpecu
macTep-gaina.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsaky 3aificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.

49,

IHAOBEHON

renb no 40 ry Ty6i; no
1 Ty6i B mauui 3
KapToHY

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHUYNIA

LeHTp
"BopLiariscbk

YkpaiHa

My6niyHe
akujioHepHe
TOBap1CTBO

"HaykoBo-
BVPOGHWYNIA

LieHTp
"Bopuiariscbkuii

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT AN1S MeAn4HOro
3aCTOCYBaHHS Ha MifCcTaBi peryssipHo
OHOB/1OBAHOIO 3BITY 3 6e3neKkn iKapCbKoro

6e3
peyenma

nionsieae

UA/2152/01/01




49

n/n

Hassa
NliKapcbKo20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

3acoby

i Ximiko-
thapmaueBTuy
HWi1 3aBof"

XiMiKO-
hapMaueBTUYHU
7 3aBon"

3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
BiAMOBIAHO A0 NNaHy negiaTpuyHmX
pocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHVM YMOBHOB&XXEHVM OpPraHoM) -
3MiHM BHECEHO [0 IHCTPYKLUIT A5 MeANYHOro
3aCcTOCyBaHHS NikapCbKoro 3acoby A0 po3ainy
"Oco61MBOCTI 3acTOCyBaHHS" BigNoBiAHO f0
OHOBJIEHOI iHGhopMalLlii 3 6e3nekn
3aCTOCYBaHHSA AjloyMX Ta AONOMIKHUX PEYOBUH.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 3aificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0pPO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.

50.

IXTION

Ma3b 10 % no 30ry
Ty6i; o 1 Ty6i y navui
3 KapTOHY

MAT
"Ximcpapmsas
oA "YepsoHa

3ipka"

YkpaiHa

NAT
"Ximcpapmsasos
"UepBoHa 3ipka"

YkpaiHa

MepepeecTpalis Ha HEOOMEXEHWU TEPMIH.
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHoro
3aCTOCYyBaHHA Ha MigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neKkn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy nefiatpuyHmx
pocnipxeHb (PIP) (3mMiHy y3rogpkeHo 3
KOMNETEHTHUM YMOBHOBAXEHUM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT A5 MeANYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS
y nepiof BariTHOCTi abo roflyBaHHs rpyaat”,
"Cnoci6 3acTocyBaHHs Ta f03n" (YTOYHEHHS
iHhopMmawii) BigNoBigHO [0 OHOBMEHOT
iHbopmalii 3 6e3nekun 3acTocyBaHHA AitoUol
PEYOBUHM.

6e3
peyenma

nionsieae

UA/0056/01/01
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Ymosu

Peknamys

Homep

n/n

Hassa
NliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHs

peecmpayjiliHo2

0 NocBi0OYEeHHS

3acoby

ynakoska)

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHictepcTea
OXOPOHW 340POB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
MepepeecTpauia Ha 5 pokis

6e3

nionsiecae

UA/13337/01/01

51. | KA/IbLEOC

TabneTku XyBasibHi, N0
15 TabneTok y Ty6i, no
2 Ty6u B KApPTOHHIN
nauui

NabopaTtopis
IHHOTEK
IHTepHacbiioH
anb

PpaHuis

IHHOTepa LUys3i

PpaHuis

3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT AN Mean4HOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis
"MpoTrnokasaHHsA", "B3aemMogis 3 iHWNMKn
nikapcbknummn 3acobamu abo iHLWi BUan
B3aemogiin", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiog, BarirTHocTi abo
roflyBaHHs rpyaar” (yTouHeHHs iHchopmauw,ii),
"Cnoci6 3acTocyBaHHs Ta f03U" (YTOYHEHHS
iHchbopmawii), "OiTn" (pegaryBaHHs TEKCTY),
"Mepepno3yBaHHs", "Mo6iyHI peakyii”
BiANOBIAHO [0 MaTepianiB peecTpaviiHoro
[10CbE.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHOro Hakasom MiHictepcTea
OXOPOHW 300POB’A YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMK y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

peyenma

6e3

nionsieae

UA/2288/01/02

52.

KAMETOH-

cnpeii OpoMyKO3HWI

ToBapucTBO 3

Ykpaina

06MEXEHOK

ToBapucTBo 3
06MeXEHO0

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH.

peyenma

30POB'SA

no 25 r y 6anoHi
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
POPTE 3abe3neyeHomy BiANOBiAa/bHI BignoBigabHICT MepiognyHicTb NOAAHHA PerynsipHo
KnanaHoM-Hacocom, CTIo 10 OHOB/IIOBAHOTO 3BITY 3 6e3neku BiANOBIAHO A0
Hacafkoto- "®apmavesTu "®papmMaLeBTUyH Mopsiaky 34iicHeHHs hapmakoHarnagy,
po3snuoBayem Ta YyHa a 3aTBEPAKEHOro Haka3oM MiHicTepcTea
3aXUCHNM KOBMayKoM; KoMnaHis 310 KoMnaHis "3a0po OXOPOHW 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
no 1 6anoHy y kopobui pos's" B'a" poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
3 KapToHy; no 40 ry tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
hNakoHi 3 opanibHUM 1649/29779 (y peakuii Hakasy MiHicTepcTBa
po3nutoBa/IbHUM OXOPOHW 300POB’ YKpaiHu Bif, 26 BepecHs
NPUCTPOEM Ta 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
3aXMCHUM KOBMaYKoM; CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
no 1 dpnakony y NoAaHHA perynspHyX 3BiTiB 3 6e3neku.
KOpo6Li 3 KAPTOHY
53. | KAHAMIUUHY NopoLUoK (cybcTaHLis) NAT YkpaiHa BeHkci Xaiiaa Kutaii nepepeecTpawis Ha HeobMexeHuit TepMiH - He UA/0338/01/01
CYNb®AT y 6igoHax antomiHieBux | “"KuiBmegnpen dapmacboTikan nionsi2ae
Kncnumin AN BUpO6GHMLTBA apart” Ko. itg,
CTePUIbHUX
nikapcbknx gopm
54. | KA®DETIH NMopoLLIOK AN AJIKANOIL, Pecny6nika Ankanoig A- Pecny6bnika MepepeecTpauia Ha 5 pokis 6e3 He UA/12923/01/01
KONAMAKC® OPa/ILHOIO PO3UUHY, AL - Ckon'e MakefoHis Ckon'e, MakepoHis/ 3 06I'PYHTOBAHMX NPUYMH, NOB'A3aHNX 3 peyenma nionsieae
1000 mr/12,2 Mr no Pecny6nika ABcTpis thapmakoHarns40M.
5,15 r nopoLuka B MakefoHist; MepiognyHICTb NOJAHHA perynspHo
cauwe; no 10 cawe B lepmec ®apma OHOB/IIOBAHOTO 3BITY 3 6e3nekn BiANOBIAHO A0
KapTOHHIl KopoobLi M6X, ABCTpis Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHY 340p0B’S1 YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI
tocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.
55. | KBAHIN PO34MH AJ151 Opa/IbHOro TOB YkpaiHa TOB "KYCYM YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/13628/01/01
3acTocyBaHHs, 100 "repdapm PAPM" 3MiHu | TURY - 3MiHN WoAao peyenmom nionsi2ae
mr/1 mn, no 30 mn abo nTar 6e3nekn/edekTMBHOCTI Ta thapmakoHarniagy.

100 mn y chnakoHi; no
1 cbnakoHy pa3om 3
MIPHAM CTakaH4YMKoM B
KapTOHHIA ynakoBL,i

3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHs Ta IHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHNX/6ionoaibHNX NikapcbKMx
3ac06iB nicnsi BHECEHHS TiEl caMoi 3MiHM Ha
pedepeHTHUII NpenapaT (3MiHa He NoTpebye
HafaHHA XOLHWX HOBMX A0AaTKOBUX AAHVIX)
3MiHWN BHECEHI [0 IHCTPYKLiT y po3ainu:
"dapmMakosiorivyHi BMacTuBOCTi",
"MpoTunokasaHHA" (peparyBaHHs iHpopmadii),
"3acTocyBaHHA y nepiog, BarirTHocTi abo

rofyBaHHs rpyaat”, "Cnocib 3acTtocyBaHHs Ta
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
posn", "MepenosyBaHHsa", "TNo6iyHI peakuii™
(peparyBaHHs iHdhopMaLiT) BignosigHO 40
iHdhopmaLii pechepeHTHOro nikapcbKoro 3acoby
LIEPAKCOH®, po3uuH A1 nepopasibHoro
3acTocyBaHHs, 100 mr/mn.
MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6e3nekyn BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHY 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
56. | KNAUPA TabneTku, BKpUTI Baiiep Al HimeuunHa Baiiep Baiimap HimeuunHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/9778/01/01
NAiBKOBOO v6X i Ko. KI peuenmom nionsieae
060/10HKOI0, N0 3 Mr + MepiognyHICTb NOAHHS PEryAsipHO
TabneTku, BKpUTI OHOB/IHOBAHOrO 3BITY 3 6e3nek BiANOBIAHO A0
NAiBKOBOO Mopsaaky 3aiicHeHHs chapmakoHarnagy,
06010HKOt0, MO 1 Mmr + 3aTBEPMKEHOr0 Hakas3om MiHicTepcTea
TabneTku, BKpUTI OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHsa 2006
NAiBKOBOO poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
060/10HKO0, 3 MI/2 MP tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
+ TabneTkun, BKPUTI 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
NAiBKOBOO OXOPOHY 34,0POB’SA YKpaiHu Bif 26 BepecHs
060/10HKOI0, 2 MI/2 MP 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
+ TabneTkun, BKPUTI CTpoKamu, 3a3Ha4eHUMM Yy NepioanYHOCTI
NAiBKOBOK 060/I0HKOI0 noJaHHsA perynsipHuX 3BiTiB 3 6e3neku.
(nnauebo); Ne 28: 2
TEMHO-)XOBTi TabneTkun
+ 5 4epBOHUX
TabneTok + 17 cBiT/10-
XXOBTUX TabneTok + 2
TEMHO-YepPBOHUX
TabneTok + 2 6ini
Tabnetkun nnaue6o y
6nictepi; no 1
6nictepy B
KapTOHHOMY raMaHLi
57. | KNIMAMNIH® Maca nogpioHeHa NAT YkpaiHa MAT YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH. - He UA/13760/01/01
(cybeTaHuis) 3 cymilui "Ximchapmsas "Ximcpapmsasos nionsizae
POC/IMHHOT NiKapCbKoil of, "YepBoHa "UepBoHa 3ipka"
CMPOBUHM Y MiLLIKax 3ipKa"

nanepoBux Ans




53

n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

BMPOGHULITBA
HecTepuIbHNUX
Nikapcbknx gopm

58.

Knoniagorprento
BICYNIb®AT

MOPOLLIOK (Cy6CTaHLis)
y NoABilAHNX
nonieTuIeHoBmx
naketax Ans
chapmaLeBTUYHOTO
3acTocyBaHHs

TOB "KYCYM
DAPM"

YkpaiHa

Aaprti [parc
NimiTeq

IHais

MepepeecTpavis Ha HeOOMeXeHUIA TEPMIH

He
nionsiecae

UA/13472/01/01

59.

KPEMIEH

ma3b no 15ra6o 30T
y Ty6i: no 1 1y6i B
nauuj

CnineHe
YKpPaiHCbKO-
icnaHcbke
nigNpPUEMCTBO
"Cnepko
YkpaiHa"

YkpaiHa

CninebHe
YKpPaiHCLKO-
icnaHcbke
nigNpUeEMCTBO
"Cnepko
YkpaiHa"

YkpaiHa

MepepeecTpallisi Ha HEOBMEXEHU TEPMIH.

3MiHM LWoA0 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUiT AN1S Mean4HOro
3aCTOCyBaHHA Ha MigcTasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6€3Mekn NikapCbKoro
3acoby, abo JocnimKkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IXEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHmX
pocnipxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YMOBHOBaXXEHVM OpraHom) -
3MiHW BHECEHO [0 IHCTPYKLii 418 MeguyHoro
3acToCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWKMKU AikapcbkMu 3acobamm
Ta iHWi B1AKW B3aemogii”, "OcobnBOCTi
3acTocyBaHHs", MNepefo3yBaHHA" BiANOBIAHO
[0 OHOBMEHOI iHhopMaL,ii 3 6e3neku Ajroyoi Ta
[OMOMDKHUX PEYOBWH NiKapCbKoro 3acoby.

MepiognyHiCTb NOAAHHA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 34,0p0B’SA YKpaiHnu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakady MiHicTepcTBa
OXOPOHY 34,0pPO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMM y NepioAnYHOCTI
nofiaHHsA perynsipHunX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/2099/01/01

60.

KPOMO®APM®

cnpeit HazanbHWI 2 %
no 15 mn y dpnakoHi,
3ab6e3neyeHomy
HacoCoM-[103aTOpOM 3

MAT
"®apmak”

YkpaiHa

MAT "®apmak”

YKpaiHa

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3mMiHN y KOpOTKild
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi

6e3
peyenma

nionsieae

UA/0885/02/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

posnuntoBayem; no 1
dhnakoHy B nauuj

MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHOro
3aCTOCYyBaHHSA
reHepuyYHUX/ribpuaHMX/6ionogibHMX NiKapCbKUX
3ac06iB nicna BHECEHHSA TiET caMoi 3MiHM Ha
pechepeHTHMIA Npenapar (3mMiHa He NoTpebye
HaJaHHS XOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHU BHECEHI A0 iHCTPYKLii y po3ginu:
"Oco6nMBOCTI 3acTocyBaHHS" (Y T. Y.
"3acTocyBaHHA y nepiog, BarirTHocTi abo
roflyBaHHs rpyaar'), "MNepenosysaHHs",
"Mo6iuHi peakwyji" 3rigHo 3 iHhopMmaLieto
pedrepeHTHOro slikapcbkoro 3acoby KPOMO
CAHAO3®, cnpeii Ha3anbHWiA, po3unH 20
mr/Mn

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6e3nekyn BiANOBIAHO [0
Mopsiaky 34iicHeHHs1 hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
noAaHHA perynsipHuX 3BiTiB 3 6e3neku

61.

NEBOMEKO/1b

masb no 40 r y Ty6i; no
1 1y6i y nauyui

MAT
"®apmak”

YkpaiHa

MAT "®apmak"

Ykpaina

MepepeecTpaui Ha HEOBMEeXeHWIT TEPMIH.
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neKn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BiZANOBIAHO [0 MNaHy negiaTpuyHnX
pocnigpxeHs (PIP) (3MiHy y3rofxeHo 3
KOMNETeHTHUM YNOBHOBAXEHNM OpraHoMm) -
3MiHM BHECEHO [0 IHCTPYKUiT AN MEeAUYHOro
3acToCyBaHHS NikapCbKoro 3acoby A0 po3finis:
"B3aemogis 3 iHWMMKM Nikapcbkumn 3acobamu
Ta iHwWi BuAy B3aemogiin”, "MobiyHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLi 3
6e3nekun jtoyoi pevyoBUHN.

6e3
peyenma

nionsieae

UA/1197/01/01
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n/n JliKapcbKo20

3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

peecmpayjiliHo2

Homep

0 NocBi0OYEeHHS

62.

NEBOMEKO/1b

MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6€3nekyn BiANOBIAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

63.

nmcTa

masb no 40 r y Ty6i; no
1 1y6i B nayyi 3
KapTOHY

NAT
"Ximdhapmsas
of "UepsoHa

3ipka"

YkpaiHa

NAT
"Ximhapm3sasog
"YepBoHa 3ipka"

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TMnNYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT 4Nns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BiANOBIAHO [0 MNaHy neiaTpuyHnX
pocnigpxeHs (PIP) (3MiHy y3romxeHo 3
KOMNETEeHTHUM YNOBHOBAXEHVM OpraHom)
3MiHVN BHECEHO A0 IHCTPYKLIT 4518 MeANYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis
"®apmakonoriyHi BnacTneocTi” (pefakTopcbki
npasku), "B3aemogis 3 iHLUMMK NiKapCbKUMMN
3aco6amMu Ta iHLWi BUAW B3aeEMOAiii", BignoBigHO
[0 OHOBJEHOI iHGhopMaLii 3 6e3nekun Aj4ol
PEYOBUHY /iKAPCLKOro 3acoby.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHOro Hakasom MiHictepcTea
OXOPOHW 300POB’A YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMK y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

6e3
peyenma

nionsieae

UA/8436/01/01

KPOMnBKA

NopoLLOK (cybcTaHLis)

y nakeTax noAgiiH1x

My6niuHe
akKuioHepHe

Ykpaina

My6niyHe

akujioHepHe

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH.

He

UA/13663/01/01

nidnsieae
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
NOoAPIBHEHE nonieTueHoBMx ANs TOBapUCTBO TOBapuUcTBO
hapmaLeBTUYHOTO "HaykoBo- "HaykoBo-
3acToCyBaHHs BMPOGHUYNIA BVMPOGHWYNIA
LeHTp LleHTp
"BopLuariBcbk "BopLuariBcbKkuii
nii Ximiko- XiMiKo-
thapmavneBTuy thapmaueBTUYHN
Hui 3aBoa” 1 3aBoa"
64. | NIHKOMIUUNHY kancynu no 250 mr in My6niuHe YkpaiHa My6niyHe YkpaiHa MepepeecTpalis Ha HEOOMEXEHWN TEPMIH. - He UA/11133/01/01
riAPOXNOPUL, bulk: no 1000 kancyn y akuioHepHe akujioHepHe nionsizae
KOHTeliHepi TOBapUCTBO TOBap1CTBO MepiofnYHICTb NOAAHHS PerynsipHo
naacTMacoBomy "HaykoBo- "HaykoBo- OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
BMPOGHUYNIA BVPOGHNYNIA Mopsaaky 3aiicHeHHs chapmakoHarnagy,
LeHTp LieHTp 3aTBEPAXEHOro HakasoM MiHictepcTea
"BopLuariBcbk "BopLuariscbkuii OXOPOHW 340p0B’S1 YKpaiHu Big 27 rpyaHs 2006
Ui XimiKo- Ximiko- poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
hapmaveBTny hapMaLeBTUYHM tocTuuil Ykpainu 19 rpyaHsa 2016 poky 3a Ne
HWiA 3aBog” i 3aBog" 1649/29779 (y peaakuii Hakaly MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
65. | NIHKOMIUUHY Kancynu no 250 mr no My6niuHe YkpaiHa My6niyHe YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH. 3a He UA/1562/01/01
riAPOXNMOPUL, 10 kancyn y 6nictepi, akuioHepHe akujioHepHe 3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta peyenmom nionsizae
no 2 6nictepun y naui TOBapuCTBO TOBapucTBo thapmakoHarnagy. 3MiHa y KopoTkiii
"HaykoBo- "HaykoBo- XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
BMPOGHNYNIA BMPOGHWYNIA MapKyBaHHS! Ta iHCTPYKUiT A1 Mean4HOro
LeHTp LleHTp 3aCTOCyBaHHA Ha MigcTasi perynspHo
"BopLuariBcbk "BopLyariBcbKuii OHOB/OBAHOTO 3BITY 3 6e3neKkn NikapcbKoro
WA XiMiKO- XiMiKo- 3acoby, abo JocnimKkeHb 3 6e3nekn
thapmaueBTuy dhapmaLeBTUYHN 3aCTOCyBaHHSA ikapcbkoro 3acoby B
Hui1 3aBoa” 1 3aBoa" nicnsipeecTpauiiinii nepiog, abo sk pesynbtar

OL|iHKM 3BITY 3 AOC/IXEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHmx
pocnipxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YMOBHOB&XEHVNM OpraHom) -
3MiHV BHECEHO [0 iHCTPYKLiT 415 MegnyHoro
3acToCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"®apmakoTepaneBTuyHa rpyna" (yTouHeHHs
chopmystoBaHHs), "OcobmMBOCTi 3acTocyBaHHA"
, "MepenosyBaHHs", "MoGIYHI
peakuii"BifnoBigHO A0 OHOBMEHOI iHchopmaLi 3
6e3nekn 3acToCyBaHHA [il040T PEYOBUHN.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEpPKEHOro Hakasom MiHicTepcTBa
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0pPO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.
66. | IO3APTAH MOpPOLUOK (CybCcTaHList) [eTepo /1a63 IHgis leTepo /1a63 IHais MepepeecTpauis Ha HEOOMEXEHU TEPMIH - He UA/13548/01/01
KANIKO y NoABiAHNX Nimiten Nimiteq nionsieae
nonieTnIeHoBuUx
naketax ans
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA
67. | ME3AKAP® Tabnetku no 200 mr in KYCYM IHgis KYCYM IHais MepepeecTpauis Ha HEOOMEXeHUA TEPMIH 3a He UA/15790/01/01
bulk: Ne10x320: no 10 XENTXKEP XENTXKEP NBT peyenmom niosisieae
Tabnetok y 6nictepi; NBT NTA nTa MepiognyHICTb NOAAHHS PerynsipHo
no 320 6nicTepiB y OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
KapTOHHIlA KopoobLi Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPXEHOr0 HakasoM MiHicTepcTBa
OXOPOHW 340pOB’ YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTea
OXOPOHY 3,0POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKkamu, 3a3Ha4eHnMM y NepioanyHOCTI
nofJaHHA perynsapHvX 3BiTiB 3 6e3neku.
68. | ME3AKAP® Tabnetku no 200 Mr no KYCYM IHAis, 1HAis, KYCYM IHais/ MepepeecTpauis Ha HEOGMEXeEHUIA TEPMIH 3a He UA/9832/01/01
10 TabneTok y XENTXKEP IHgis XENTXKEP NBT YkpaiHa 3MiHM Wopao 6e3nekn/edheKTMBHOCTI Ta peyenmom nionsieae
6nicTepi; no 5 NBT NTA NTA, IHais; thapmakoHarnsgy. 3MiHU y KOpOTKiii
6nicTepiB B KAPTOHHIl AnbTepHaTUBHU XapaKkTepucTuLii NikapcbKoro 3acoby, TEKCTI
ynakoBLUi 1 BUPOGHUK, L0 MapKyBaHHS Ta IHCTPYKL,ii A/19 MegnyHoro
3[j/icHI0e 3aCTOCYyBaHHSA
BTOPUHHE reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
nakyBaHHs, 3ac06iB Nic/1s1 BHECEHHS TiET camoi 3MiHM Ha

KOHTPO/1b AKOCTI
Ta BUNycK cepil:
TOB "KYCYM
DAPM", YKpaiHa

pechepeHTHMIA Npenapar (3miHa He NoTpebye
HafaHHA XXOAHWUX HOBUX [0AATKOBUX AaHWX) -
3MiHV BHECEHO [0 iHCTPYKL,iT 4151 MegnyHoro
3aCcTOCyBaHHS NiKapcbKOro 3acoby Ao po3ainis
"apmakosiorivyHi BnactusocTi”,
"MpoTmnokasaHHa", "B3aemogis 3 iHWMMKn
nikapcbkrMun 3acobamu Ta iHLWi BUau
B3aeMogijin", "OcobnnBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHS y nepiog, BariTHOCTi abo
roflyBaHHs rpygar”, "34artHicTb BN/MBaTH Ha
LUBMAKICTb peakLii Npy KepyBaHHi
ABTOTPAHCMOPTOM ab0 iHLWMMK MexaHiamamu',
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
"Cnoci6 3acTocyBaHHs Ta fo3un",
"MepepnosysaHHsa", "TMo6IYHI peakujii™
BIANOBIAHO A0 iHhopMmaL,ii pethepeHTHOro
nikapcbkoro 3acoby (TerpeTosn, TabneTku no
200 wmr).
MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6e3nekyn BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHY 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
69. | MEMAHTUHY MOPOLLIOK (Cy6CTaHLis) TOB "KYCYM YkpaiHa Meradpaiin IHAjis MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. - He UA/13521/01/01
rigpoxnoruvj y NoABilAHNX DAPM" dapma (M) N1 nionsieae
nonieTuIeHoBmx
nakeTtax Ans
dhapmaL,eBTUYHOro
3acToCyBaHHsA
70. | MIBOTAB Tabnetku no 0,2 Mr no BECT CLWA HosacTt Kutaii MepepeecTpauis Ha 5 pokiB. 3MiHuW | TUny - 3a He UA/12101/01/01
2 abo 10 TabneTok y KBAJTATI Nabopatopi3 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenmom nionsieae
6nicTepi; no 1 PAPMALIOTI nrtp thapmakoHarnsgy. 3MiH1 y KOpOoTKiii
6nicTepy B KapTOHHiIl KAJIC Ml EN, XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi
Kopobui NnK MapKyBaHHS Ta IHCTPYKLii AN1a MeAnYHOoro

3acTOCyBaHHs
reHepuyYHUX/ribpuaHMX/6ionodibHNX NikapcbKMx
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HalaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHV BHECeHi A0 IHCTPYKLi y po3ainu:
"Oco6nuBi 3axogmn 6e3nekn”, "Oco6GANBOCTI
3acTocyBaHHA" (y T. 4. "3acTocyBaHHs Y nepiop,
BariTHOCTi abo rogyBaHHsA rpyaar"), "rMobivHi
peakuii" BiANoBIigHO A0 pedhepeHTHOro
nikapcbkoro 3acoby GyMiso®, misoprostol 200
microgram tablet (HRA Pharma, France).

MepioAnyHiCTL NoAaHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHoro Hakasom MiHictepctea
OXOPOHY 340p0B’S YKpaiHnu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2

0 NocBi0OYEeHHS

71.

MI®POTAB

Tabnetky no 200 Mr no

tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.

3 TabneTtku B 6nicTepi;
no 1 6nictepy B
KapTOHHIli KopoobLi

BECT
KBAATI
DAPMALIOTI
KAC Ml EN,
MK

CLWA

HosacT
Na6opatopi3
nrp,

Kutaii

MepepeecTpauist Ha 5 pokiB. 3miHW | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHOro
3aCTOCyBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HafaHHA XOHWX HOBMX [0AATKOBUX AAHVIX)
3MiHV BHECeHI [0 IHCTPYKLIi y po3ain
"MokasaHHsa". 3MiHN BHECEHI A0 pO34inis:
"®apmakonoriyHi BnacTmBocTi”,
"MpoTunokasaHHA", "B3aemopis 3 iHWMMKN
nikapcbkvMun 3acobamu Ta iHLWi BUan
B3aemogiin", "OcobmBocCTi 3acTocyBaHHA" (Y T.
4y. " 3acTocyBaHHs y nepiog BaritTHocTi abo
rogyBaHHs rpyaar”, " 3gatHicTb BNANBATU Ha
LUBMAKICTb peakLii Mpy KepyBaHHi
aBTOTPAHCMOPTOM abo iHWMMU MexaHidmamu'),
"Cnoci6b 3acTocyBaHHs Ta 4o3mn",
"Mepepo3yBaHHsa", "Mob6iyHI peakuii” —
BiANOBIAHO A0 pedhepeHTHOro npenpaty
MI®EIH, Tabnetkn no 200 mr.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBepKEeHOro Hakasom MiHictepcTea
OXOPOHW 340pOB’ YKpainu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTsa
OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

3a
peyenmom

He
nionsiecae

UA/12103/01/01

72.

M'ATHI
TABNETKN

Tabnetkun no 0,0025 ,
no 10 TabneTtok y
6nictepax

TOB
"TepHochbapm”

Ykpaina

TOB
"TepHodhapm"

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH.

3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuL, Nikapcbkoro

6e3
peyenma

nionsieae

UA/8920/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCYBaHHSA Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acTocyBaHHA NlikapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
BiAMOBIAHO A0 NNaHy negiaTpuyHmx
pocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YMOBHOB&KEHNM OpraHoMm) -
3MiHV BHECEHO [0 IHCTPYKLUIT A5 MeAUYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"MpoTunnokasaHHs", "OcobamBoCTi
3acTtocyBaHHs", "Mo6iYHI peakui BignoBigHO
[0 OHOBJEHOI iHdhopMaLii 3 6e3nekn
3aCTOCYBaHHS fil040i Pe4YOBUHMU.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekyn BiANOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainu 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 340pPO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJlaHHsA perynsipHuX 3BiTiB 3 6e3neku.
73. | HAGTUDIHY KpucTanivyHni ToBapuncTBO 3 YkpaiHa OJIOH C.IN.A. ITanis MepepeecTpayis Ha HEOOMEXEHUI TEPMIH - He UA/13944/01/01
riAPOXNOPUL, MOPOLLIOK (Cy6CTaHLis) 0bMexeHot nionsizae
y NoABilAHNX BiANOBiAa/bHI
nonieTuIeHoBmX cTI0
naketax gns "®apmaueBTn
hapMaLeBTUYHOTO YHa KOMMaHis
3aCTOCyBaHHsA "3g0pos'a”
74. | HEBIBONONY MOPOLLIOK (Cy6CTaHLis) leTepo Apar3 IHais leTepo Apar3 IHais MepepeecTpavis Ha HeObMeXeHUIA TepMIH - He UA/13891/01/01
rigpoxnopruj, y NoABiliHNX NimiTen Nimiteq nionsieae
nonieTneHoBmX
nakeTtax Ans
dhapmavL,eBTUYHOro
3acToCyBaHHs
75. | HEMOTAH TabneTku, BKpUTI Megokemi Kinp Megokemi NTA Kinp MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/1286/01/01
nAiBKOBOO nTa (3aBog AZ) 3MiHM Wwopao 6e3nekn/edhekTMBHOCTI Ta peuenmom nionsieae

o60onoHkoto, no 30 wr;
no 10 Tabnetok y

6nictepi; no 3 a6o 10
6/1icTepiB Y KAPTOHHIN

hapmakoHarnsigy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii 415 MeanyHoro

3aCTOCYyBaHHA Ha MifcTasi perynspHo
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

Kopoobui

OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B

nicnsapeecTpauiiinii nepiog, abo sk pesynbtar
OLLiHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BiZANOBIAHO [0 NNaHy neiaTpuyHnX
pocnigpxeHb (PIP) (3MiHy y3rofxeHo 3

KOMNETeHTHUM YMOBHOBaXEHNM OpraHoMm) -

3MiHV BHECEHI A0 IHCTPYKLIT 418 MeauyHoro

3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ginis

"MokasaHHA" (BUyYEHHS NOKa3aHHS:

"JlikyBaHHSA dYHKLiOHa/IbHWX MOPYLUEHb MO3KY
y NaLJEHTIB NiTHLOTO BiKy 3 BUPaXKEHOIO
cMMnNTOMaTKKo."), "MpoTunokasaHHs",

"B3aemogis 3 iHWMKU NikapcbKuMmu 3acobamm
Ta iHWi B1An B3aemogin", "OcobmnBoCTi
3acTocyBaHHA", "3acTocyBaHHSA y nepiog,

BariTHOCTI abo rogyBaHHA rpyaat”, "Cnocio

3acTocyBaHHs Ta fo3n" (iHopmauis 3
6e3neku), "MobivHi peaxuii” BignosigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku aiyoi
PeyoBMHM

MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3om MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0pPO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.

76.

HICEAVMIH-
JAPHULA

TabneTkn, BKPUTI
o6onoHkoto, no 10 wr,
no 10 TabneTtok y
KOHTYPHIll YapyHKOBIi
ynakosLi; no 5

KOHTYPHMX YapyHKOBUX

ynakoBOK y nayui

MpAT
"®apmaueBTn
yHa hipma
"AapHnus”

Ykpaina

MpAT
"®apmaueBTUYH
a ipma
"fapHnus”

YKpaina

MepepeecTpauis Ha HEOOMEXeHU TEPMIH

3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neKn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BiANOBIAHO 0 NMNaHy neiaTpuyHnX

3a
peyerimom

He
nionsieae

UA/4738/02/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

pocnigpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNMOBHOB&XEHNM OpraHoMm) -
3MiHU BHECEHI [0 IHCTPYKLii y po3ainu:
"MNpoTrnokasaHHsA", "B3aemMogis 3 iHWNMK
nikapcbknMuy 3aco6amu Ta iHWi BUAn
B3aemogijit", "Ocob6mBoCTi 3acTocyBaHHs" (Y T.
4. "3acTocyBaHHs y nepiog BaritTHocTi abo
roflyBaHHs rpygar”, "34artHicTb BN/MBaTH Ha
LWBMAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCNOPTOM abo iHLWMMK MexaHismamu'"),
"Cnoci6 3acTocyBaHHA Ta fo3un", y T. 4. "[iTn"
(BONOBHEHHSA 3acTepexeHb 3 6e3nekn),
"Mepepo3yBaHHsa", "Mo6iYHI peakyii” 3rigHo 3
AaHuMK Woao 6e3nekmn Aito4oi peyoBUHM.
YTOUHeHO Ha3By hapmakoTepaneBTUYHOI
rpynu BiAMoOBIAHO A0 kiacudikaTopa
thapm.rpyn i kogis ATX BOOS3.

MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6€3nekyn BiANOBIAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’s YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
noAaHHA perynsipHuX 3BiTiB 3 6e3neku

77.

HOKCMNPEU

HasanbHwuii crnipeit 0,05
% no 10 mn, no 15 mn
abo 20 mny
KOHTEliHepi 3
npo6Koto-
posnustoBayem; no 1
KOHTeliHepy B mauui 3
KapTOHY

CninbHe
YKpPaiHCbKO-
icnaHcbke
nignpveMCcTBO
"Cnepko
YkpaiHa"

YkpaiHa

CninbHe
YKpPaiHCLKO-
icnaHcbke
nignpyeMCcTBO
"Cnepko
Ykpaina",
YkpaiHa,;
NABOPATOPIO
C AJIKANA
®APMA, C.11.,
Icnanis

YkpaiHa/
IcnaHis

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM Wopao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OLLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BiZANOBIAHO [0 MNaHy negiaTpuyHnX
pocnigpxeHs (PIP) (3MiHy y3romxeHo 3
KOMNETeHTHUM YMOBHOBAXEHNM OpraHoMm) -
3MiHN BHECEHO [0 IHCTPYKUIT Y po3ainv
"MNpoTrnokasaHHsA", "B3aemMogis 3 iHWNMK
nikapcbknMu 3acobamu Ta iHWi BUAn
B3aemMogijin”, "Ocob/MBOCTi 3aCTOCYBaHHS",

6e3
peyenma

nionsieae

UA/1703/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

"3acTocyBaHHA y nepiog BaritTHocTi abo
rogysaHHsa rpyaar”, "flepenosysaHHa",
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBNEHOI
iHhopMmauii 3 6e3nekn Ait4oi pevyoBUHM.

MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0PO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.

78.

HO-CO/Ib® .
3BONOXYHO4MA

cnpeii HasanbHuii 0,65
% no 10 mn y chnakoHi
CKsiHomy; no 1
chnakoHy y nauuj 3
kapToHy abo no 15 mn
y thnakoHi
noslieTusIeHoBOMY; No
1 donakoHy 3
[103aTOpPOM Yy nauj 3
KapTOHY

MAT
"®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKEeHOro Hakasom MiHictepcTea
OXOPOHW 340pOB’ YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

6e3
peyenma

nionsieae

UA/1877/02/01

79.

HO-CO/Ib® .
3BOTOXYHOUNA

Kpanni Ha3asnbHi 0,65
% no 10 mn y dpnakoHi;
no 1 chnakoHy y navuj
i3 KapTOHY

NAT
"dapmak”

Ykpaina

MAT "®apmak”

YKpaiHa

MepepeecTpauisi HA HEOOMEXEHWNIA TEPMIH.

MepioAnyHiCTL NoAaHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aificHeHHs chapmakoHarnagy,
3aTBepKeHoro Hakasom MiHictepctea
OXOPOHY 340p0B’S YKpaiHnu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHNMKN y NepioanYHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/1877/01/01

80.

HYPO®EH®
DOPTE

TabneTku, BKpUTI
06010HKOt0, Mo 400 Mr
no 12 TabneTtok y

PekkiTT
BeHkizep
Xenckep

Benuka
BputaHis

PekkiTT BeHkizep
Xenckep
IHTEepHeLUHN

Benuka
BputaHis

MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH.
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHM Ao

6e3
peyenma

nionsieae

UA/6313/02/01
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KopoobLi

[aHvX Npo cuctemy thapmakoHarnsgy, smiHa
YMNOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a
34iicCHeHHA hapMakoHarnagy; KOHTaKkTHOT
ocobu 3 chapmakoHarnsgy 3ansHuKa 41s

3pificHeHHs hapmakoHarnsgy B YkpaiHi, AKWwo
BOHa BifIMiHHa BiJ, yNOBHOBaXXEHOI 0CO6Y,

BiANOBiAa/IbHOT 3a 34iiCHEHHS
chapmakoHarnsgy (BkIo4vaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemn chapmakoHarnsgy) - NMponoHosaHa
pefakuis: ynoBHoBaxkeHa 0coba 3asBHMKA,
BiAnoBiganbHa 3a hapmakoHarnsag - Tpelici
Kpykc (Tracy Crooks). KoHTakTHa ocoba,
BiANOBigasIbHa 3a hapMakoHariaa:
nitova pegakuis: OneHa Boesoga,
nponoHoBaHa pefakuisa: TeTaHa [y6ay.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT ocobu,
BignosigasibHOI 3a hapmakoHarnsag. Lii 3miHu
pekoMeHAYTbCA [0 3aTBEPMKEHHS.
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLii 415 MeAnyHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KTIHIYHUMUN AaHUMU Ta
AaHuMu 3 hapMakoHarnagy - 3mMiHM BHeCEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby o po3ainis "MokasaHHs
(Bunyumnu: CumnTomaTnuHe fikyBaHHS npu
peBMaTn4HUX 6015X), "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepios
BariTHOCTi abo rogyBaHHsa rpyaar”, "Cnocio
3acTocyBaHHA Ta f03K", "lMepeno3yBaHHA",
"Mo6iuHi peakuji" BigNOBIAHO A0 MaTepianis
peecTpauiiHoro JochbeE.

MepiognyHiCTb NOAAHHA PerynspHo

OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0

Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa

OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006

poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne

1649/29779 (y pepakuii Hakaly MiHicTepcTBa

OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
6nicTepi; no 1 IHTEpHeLWwHN Nimiteq y3arasibHeHVX AaHnX Npo cuctemy
6nicTepy B KapTOHHiIl NimiTen thapmakoHarnagy (BBeAeHHs y3arasibHeHuX
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
CTpOKamu, 3a3Ha4yeHMK y NepiognyHOCTI
noflaHHsA perynsipHuX 3BiTiB 3 6e3neku.
81. | ONIMECTPA® H TabneTkun, BKpUTI KPKA, o.4., CnoBeHis BignosiganbHuii CnoseHis/ MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. 3a He UA/13600/01/01
20 NNiBKOBOIO HoBo mecTo 3a BYPOGHMLTBO, HimeuunHa 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta peyenmom niossieae
060/10HKO1, 20 nepBuHHE Ta thapmakoHarnagy. 3MiHa y KOpoTkiii
mr/12,5 mr no 10 BTOPUHHE XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
Tabnetok y 6nictepi, nakyBaHHs, MapKyBaHHS Ta iHCTPYKUiT AN1S MeAn4HOro
no 3 abo 6, a6o 9 KOHTPO/b Ta 3acToCyBaHHA Ha niacTasi perynsipHo
6nicTepiB y KAPTOHHIN BUWMYCK Cepii: OHOB/IIOBAHOrO 3BITY 3 6€3Mekn NikapCbKoro
kopo6ui; no 14 KPKA, a.4., 3acoby, abo gocnimkeHb 3 6e3neku
Tabnetok y 6nictepi, HoBo mecTo, 3acTOCyBaHHSA MikapcbKoro 3acoby B
no 2 a6o 4, a6o 6, abo CnoBeHis; nicnsipeecTpaviiinnii nepiog, abo sk pesynbTart
7 6nictepiB y BignosigansbHuii OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
KapTOHHIlA KOpooLi 3a NepBUHHE Ta BIAMNOBIAHO A0 NNaHy nefiatpuyHmx
BTOpPVHHE pocnipxeHb (PIP) (3mMiHy y3rogpkeHo 3
nakyBaHHs, KOMNETEHTHUM YMOBHOBAXEHUM OpraHom) -
KOHTPO/b Ta 3MiHM BHECEHO [0 IHCTPYKUIi 418 MeAUYHOro
BUNYCK cepil: 3aCTOCyBaHHS NikapCbKoro 3acoby y po3ainu:
TAL dapma "MNpoTrnokasaHHsA", "B3aemMogis 3 iHWNMK
M6X, nikapcbknMu 3acobamu Ta iHWi BUAn
HimeuunHa B3aemMogijin", "Ocob/MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog, BaritTHocTi abo
rogyBaHHs rpyaato”, "Cnocié 3actocyBaHHA Ta
[o3n" (pegaryBaHHs Tekcty), "Oitn"
(peparyBaHHs TekcTy), "lMo6ivHi peaxuii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3nekun fjtoumx peyoBUH.
MepiofnYHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTsa
OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
82. | ONIMECTPA® H TabneTku, BKPUTI KPKA, a.4., CnoBeHis BignosigansHuii CnoseHis/ MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH. 3a He UA/13601/01/01
40 NAiBKOBOIO HoBo mecTo 3a BMPOGHMLTBO, HimeuunHa 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom nidnsieae

060/10HKO0, 40

nepBuHHE Ta

thapmakoHarnagy. 3MiHa y KopoTkiii

mr/12,5 mrno 7 BTOpPUHHE XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
Tabnetok y 6nictepi, nakyBaHHs, MapKyBaHHS! Ta IHCTPYKUiT AN1S Mean4HOro
no 4 a6o 8, a6o 12, KOHTPO/b Ta 3acTocyBaHHA Ha nigcTasi perynspHo
ab6o 14 6nicTepis y BUNYCK cepil: OHOB/OBAHOTO 3BITY 3 6e3neKkn NikapcbKoro
KapTOHHI Kopo6Lii; no KPKA, 8.4., 3aco6y, abo gocnimkeHb 3 6e3neku
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
10 TabneTok y HoBo mecTo, 3aCTOCyBaHHSA /ikapcbkoro 3acoby B
6nicTepi, no 3 abo 6, CnoBeHis; nicnspeecTpauiiinii nepiog, abo Sk pesynbTar
abo 9 6nicTepiB y BignosiganbHuii OL|iHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX
KapTOHHIlA KopoobLi 3a nepBuHHE Ta BiANOBIAHO [0 MNaHy neaiaTpuyHmnX
BTOPUHHE pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
nakyBaHHs, KOMMETEHTHUM YNOBHOBaXXEHUM OpraHom) -
KOHTPO/Ib Ta 3MiHV BHECEHO [0 IHCTPYKLT 418 MEeAUYHOro
BUMYyCK cepii: 3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu:
TAL ®apma "MpoTrnokasaHHsA", "B3aemMogis 3 iHWNMKN
v6X, nikapcbkvMu 3acobamu Ta iHLWi BUau
HimeuyunHa B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHA y nepiog, BarirTHocTi abo
rofyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
no3n" (pegaryBaHHs Tekcty), "Oitn"
(peparyBaHHs TekcTy), "Mo6iuHi peakuii”
BiANOBIAHO [0 OHOBMEHOI iIHGhopMaLi 3
6e3nekun Ajilynx peyoByH.
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6€3nekyn BiANOBIAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’s YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
83. | ONIMECTPA® TabneTku, BKpUTI KPKA, o.4., CnoBeHis BignoBigansHuii CnoseHis/ MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/13602/01/01
HD 20 NAiBKOBOO HoBo mecTo 3a BMPOGHULTBO, HimeyunHa 3MiHM Wopao 6e3nekn/edpekTMBHOCTI Ta peuenmom niosnsieae

060/10HKOI0, 20 Mr/25
Mr no 7 TabneTtok y
6nictepi, no 4 a6o 8,
abo 12, a6o 14
6nicTepiB y KAPTOHHIl
Kopob6ui; no 10
Tabnetok y 6nictepi,
no 3 a6o 6, a6o 9
6nicTepiB y KApTOHHIl
Kopobu,i

nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b Ta
BUWMYCK Cepii:
KPKA, a.4.,
Hoso mecTo,
CnoseHis;
BignosigansHuii
3a NepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b Ta
BWNYCK Cepil:
TAL ®apma
'mM6X,

hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OLLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BiZANOBIAHO [0 MNaHy negiaTpuyHnX
pocnigpxeHs (PIP) (3MiHy y3romxeHo 3
KOMNETeHTHUM YMOBHOBAXEHNM OpraHoMm) -
3MiHM BHECEHO [0 IHCTPYKUiT NS MeAUYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ainu:
"MpoTunokasaHHA", "B3aemopis 3 iHWMMKN
nikapcbKvMKU 3acobamMu Ta iHLWi BUan
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

HimeuunHa

B3aemogiit", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog BaritTHocTi abo
rogyBaHHs rpyaat”, "Cnocib 3actocyBaHHA Ta
[o3n" (pegaryBaHHs Tekcty), "Oitn"
(peparyBaHHs TekcTy), "Mo6ivHi peakuii”
BiZANOBIAHO [0 OHOBMEHOT iIHGhopMaLi 3
6e3neku gjlounx pevyoBUH.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainu 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 340PO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3i
CTpOKamu, 3a3Ha4yeHMK y NepiognyHOCTI
noJlaHHsA perynsipHuX 3BiTiB 3 6e3neku.

84.

ONIMECTPA®
HD 40

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKO0, 40 Mr/25
Mr 10 7 TabneTok y
6nicTepi, no 4 a6o 8,
a6o 12, abo 14
6nicTepiB y KAPTOHHIN
kopo6ui; no 10
Tabnetok y 6nictepi,
no 3 a6o 6, a6o 9
6nicTepiB y KAPTOHHIl
Kopobui

KPKA, o.4.,
HoBo mecTo

CnoBeHis

BignosiganbHuii
3a BYPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BUWMYCK Cepii:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHisi;
BignosigansbHuii
3a NepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BMNYCK Cepil:
TAL dapma
M6X,
HimeuunHa

CnoseHisi/
HimeuunHa

MepepeecTpalis Ha HEOOMEXEHWN TEPMIH.
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neKkn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviiiinii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiatpuyHmx
pocnipxeHb (PIP) (3mMiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM OpraHoMm) -
3MiHM BHECEHO [0 IHCTPYKLUIT A8 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"MNpoTrnokasaHHsA", "B3aemMogis 3 iHWNMK
nikapcbknMu 3acobamu Ta iHWi BUAn
B3aemMogijin", "Ocob/MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog, BaritTHocTi abo
rogyBaHHs rpyaato”, "Cnocié 3actocyBaHHA Ta
[o3n" (pegaryBaHHs Tekcty), "Oitn"
(peparyBaHHs TekcTy), "lMo6ivHi peaxuii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3nekun fjtoumx peyoBUH.

MepiofnYHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0

3a
peyenmom

He
nionsieae

UA/13600/01/02
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHictepcTea
OXOPOHW 340POB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

85.

NEPTYCUH

cupon in bulk: no 100
My chnakoHi abo
6aHuj, no 48 dnakoHiB
a60 6aHOK y KOpOoo6I
KapTOHHOMY

MNAT
"Tanuucpapm”

YkpaiHa

MAT
"Tanuucgpapm”

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH.

MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHY 34,0p0B’SA YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHNMM y NepioanYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

He
nionsieae

UA/9554/01/01

86.

NEPTYCUH

cupon, no 100 mn y
hnakoHax abo 6aHKax;
no 100 mn y donakoHi
ab6o 6aHui, no 1
hnakoHy a6o 6aHLi y
nauuj

NAT
"Tanuucpapm”

YkpaiHa

NAT
"Tanuudapm”

YkpaiHa

MepepeecTpaLisi Ha HEOOMEXEHNI TEPMIH.
3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii 415 MeanyHoro
3aCTOCYBaHHSA Ha MigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3MNeKn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BiANOBIAHO [0 MNaHy negiaTpuyHnX
pocnigpxeHs (PIP) (3MiHy y3rompkeHo 3
KOMNETeHTHUM YNOBHOBAXEHUM OpraHoMm) -
3MiHM BHECEHO [0 IHCTPYKUIT NS MefUYHOro
3aCcTOCyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMK Nikapcbkumm 3acobamu
Ta iHWi BMAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHs", “lNo6ivHi peakuii” BiANOBIgHO
[0 OHOBEHOI iHGhopMaLiil 3 6e3nekn
3aCTOCYBaHHS NiKapCbKoro 3acoby.

MepiofnYHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0

6e3
peyenma

nionsieae

UA/0749/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHictepcTea
OXOPOHW 340POB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

87.

I'IIBOHI'I'U
HACTOMNKA

HacToiika no 100 mny
h1aKkoHi cknsitHoMy
abo nonimepHomy; no
1 chnakoHy B nauyui 3
KapToHy; no 100 mny
6aHUi; no 1 6aHui B
naJui 3 KapToHy

MAT
"Ximchapmsas
of, "depsoHa

3ipKa"

YkpaiHa

MAT
"Ximcpapmsasosn
"YepBoHa 3ipka"

YKpaiHa

MepepeecTpaLis Ha HeObMeXeHUIA TEPMIH
3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT A1 Mean4HOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3Mekn NikapcbKoro
3acoby, abo fgocnimKkeHb 3 6e3nekn
3aCTOCyBaHHSA /ikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO [0 MNaHy neaiaTpuyHmnx
pocnipxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YMOBHOBaXXEHVM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKUiT AN MeAUYHOro
3acToCyBaHHSA NiKapcbKoro 3acoby A0 po3ainis
"Oco61BOCTi 3acTocyBaHHsA", " Cnoci6
3acToCcyBaHHA Ta [03K1 " (YTOYHEHHS
iHbopmawii), "Mo6iyvHi peakwii" BiANOBIAHO A0
OHOB/IEHOI iHhopMmaLii 3 6e3nekn
3aCTOCyBaHHS fjt040i peyoBUHU

MepiognyHiCTb NOAAHHA PErynSpHO
OHOB/IHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 34iicHeHHst hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.

6e3
peyenma

nionsiecae

UA/9246/01/01

88.

NNABIKC®

TabneTkn, BKPUTI
060/10HKO10, Mo 300
mr; Ne 10 (10x1): no 10
TabneTok y 6rictepi;

TOB "CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

CAHO®I
BIHTPOMM
IHOACTPIA

®paHuina

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi

3a
peyerimom

He
nionsieae

UA/9247/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
no 1 6nictepy B MapKyBaHHS! Ta iHCTPYKUiT A1 MeaNYHOro
KapTOHHI KOpO6L 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KTIHIYHUMUN AaHUMU Ta
AaHuMu 3 hapMakoHarnagy - 3MiHM BHeCEHO
[0 IHCTPYKUIT 415 MEeAUYHOrO 3aCTOCYBaHHS
niKkapcbKoro 3acoby A0 po3ainy "MobivHi
peakuii" BiANOBIAHO A0 MaTepianis
peecTpaLjiiHoro A0CbE.
MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6€3nekn BiANOBIAHO [0
Mopsiaky 3AiicHeHHs1 hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHY 34,0p0B’SA YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
89. | MPOCNAH® TabneTku wunydi no Exrenbrapp, HimeuunHa BMPOGHMK in HimeuunHa nepepeecTtpawis Ha HeobMeXeHnli TepMiH 6e3 nionsizae UA/12942/01/01
DOPTE 65 mr no 1 Tabnetuiy ApuHaiimiTten bulk, nepBuHHe peyenma
TABJTIETKUN caule; rno 2 cawe b 'M6X & Ko. Ta BTOPUHHE 3MiHKM | TURy - 3MiHK WoA0
wmnyui Bi4, cnosny4eHi B KI nakyBaHHs: 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
KALWIIHO nepchopoBaHuii cTpun; F'epmec 3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
no 5 a6o 10 ctpunis y ApuHelimiTTens 3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 4ns
KapTOHHIli KopoobLi v6X, MeJMYHOro 3aCTOCYBaHHS Ha niacTasi
HimeyunHa perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
BMPOGHMK 6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
BiANOBIgAIbHUIA nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
3a BUNycK cepil: OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
EHrensrapg, BiANOBIAHO [0 MNaHy neaiaTpuyHmnX
ApuHaiimiTTens pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
v6X & Ko. KT, KOMMETEHTHUM YMOBHOBaXXEHVM OpraHom) -
HimeuunHa 3MiHM BHECEHO [0 iHCTPYKLii ANs MeanyHoro

3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3Ainis:
"Oco6MBOCTI 3acTOCyBaHHSA", "3acTOCyBaHHS
y nepioA BariTHOCTi abo rogyBaHHs rpyaar”
(yTouHeHHs), "Mepeno3yBaHHs", "Mo6IYHI
peakuii" BiAnoBigHO A0 OHOBEHOI iHchopMmaLi 3
6e3nekn 3acTocyBaHHS AjH040i Ta AONOMIKHMX
peyoBWH Npenapary.

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
90. | MPOTOMUK ma3b 0,1 %, no 101 NEO dapma [aHis BiANOBIgaIbHNI IpnaHgis/ MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/7779/01/02
a6o no 30 r, abo no 60 AlC 3a BuUnNyck cepii AnoHis 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta peuenmom nionsieae
ry Ty6i; no 1 1y6i B Ta nakyBaHHS: thapmakoHarnagy. 3MiH1 y KOpOTKiii
KapTOHHIli KopoobLi AcTtennac XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
IpnaHg Ko., NlTa, MapKyBaHHS Ta IHCTPYKLii 418 MeAn4HOoro
Ipnangis 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM AaHVMU 3
SIKOCTi, AOKMIHIYHMMM, KTIHIYHMMKW AaHUMK Ta
BiANOBIgAIbHUIA OaHumn 3 hapmakoHarnsagy - 3MiH1 BHeCeHo
3a BUPOGHMLTBO [0 IHCTPYKUiT ANA MeANYHOro 3acToCyBaHHSA
6anky Ta nikapcbKoro 3acoby Ao po3zinis "Bzaemogis 3
3arnoBHEHHS HLWIMMK NiKapCcbKMK 3acobamu Ta iHWi BUAK
TY6U: B3a€eMOAjin", "3acTocyBaHHs y nepio BariTHOCTI
AcTtennac abo rogyBaHHSA rpyaar”, "34aTHicTb BN/MBaTu
dapma Tex Ko., Ha LWBUAKICTb peakLii Npu kepyBaHHi
Nta. Tosama aBTOTpaHcnopToM abo poboTi 3 iHWKMK
TexHonoaxi MexaHismamu", "Cnoci6 3acTocyBaHHA Ta
LleHTp, AnoHia no3n", "Mob6ivHi peakuii” BignoBigHO A0
mMaTepianis peecTpauiiHoro gocke.
MepiofnYHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTsa
OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
91. | NIPOTOMUK masb 0,03 %, no 10 r NNEO dapma [aHis BiANOBigaIbHNIA Ipnangis/ MepepeecTpauisi HA HEOOMEXEHWNIA TEPMIH. 3a He UA/7779/01/01
a6o no 30 r, abo no 60 AIC 3a BUMycK cepii AnoHis 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peuyenmom nidnsieae

ry Ty6i; no 1 Ty6i B

Ta NaKyBaHHSA:

thapmakoHarnagy. 3MiH1 y KOpOTKiii

KapTOHHIlA KopooLi AcTtennac XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
lpnang Ko., Nitg, MapKyBaHHS! Ta IHCTPYKUiT AN1S Mean4HOro

Ipnangis 3aCTOCyBaHHsA Y 3B’A3KY i3 HOBUMM AaHVMu 3

AKOCTI, AOKMIHIYHUMU, KIHIYHMMU AaHUMK Ta

BignoBiganbHWI OaHUMK 3 hapmakoHarnsgy - 3MiH1 BHECEHO
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

3a BUPOGHMLUTBO
banky Ta
3anoBHEHHS
TYy6u:
AcTtennac
®apma Tex Ko.,
1. Toamva
TexHonomxi
LleHTp, AnoHisa

[0 IHCTPYKUIT 415 MEAUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis "Bzaemogis 3
HLUIMMK NiKapCbKMKM 3aco6amMu Ta iHLWi BUam
B3aeMogjin", "3acTocyBaHHs y nepiog, BariTHOCTi
abo rogyBaHHa rpyaar”, "3aaTHicTb BNAnBaTu
Ha LWBWAKICTb peakLii Npu KkepyBaHHi
aBTOTpaHcnopToM abo po6oTi 3 iHWKMK
MexaHismamu", "Cnoci6 3acTocyBaHHA Ta
fo3un", "Mo6iuHi peakui™ BiANOBIAHO A0
mMarepianis peecTpauiiiHoro AOCbE.

MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJilaHHA perynsipHuX 3BiTiB 3 6e3neku.

92.

PESICTO/I®

Kpanni opasibHi no 20
mn abo no 50 mny
hNakoHi 3 NPO6KOKO-
KpanensHuueto; no 1
chnakoHy B naui

MNAT
"ranunucapm”

YkpaiHa

MNAT
"ranuudapm”

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHWN TEPMIH.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHOro Hakasom MiHictepcTea
OXOPOHW 340pOB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

6e3
peyenma

nionsieae

UA/13789/01/01

93.

PE3ICTON®

Kpanni opasibHi in bulk:
no 20 mMn 'y goNakoHi;
no 88 donakoHiB y
KOpO6i KapTOHHOMY; in
bulk: no 50 mny
donakoHi; no 80
hnakoHiB y Kopobi
KapTOHHOMY

MNAT
"Tanuucpapm”

Ykpaina

NAT
"Tanuudapm”

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH.

MepioAnyHiCTL NoAaHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHoro Hakasom MiHictepctea
OXOPOHY 340p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI
tocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300pOB’s YKpaiHu Big 26 BepecHs

He
nidnsieae

UA/14765/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
94. | PEHITEK® Tabnetku no 20 wmr; no Mepk Wapn i LLBeiuapis BMPOGHMK Benuka MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/0525/01/01
14 TabneTok y [oywm lgea IHk Hepo3dacoBaHOl BpuTaHis/ 3MiHM Wopao 6e3nekn/edpekTMBHOCTI Ta peuenmom niosnsieae
6nicTepi; no 2 NPOAYKLi, HigepnaHgm thapmakoHarnagy. 3MiH1 y KOpOTKiii
6nicTepy y KapTOHHIl KOHTPO/Ib SIKOCTI: XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
Kopobui MapKyBaHHS Ta IHCTPYKLii A8 MeAnYHOoro
Mepk Wapn i 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM AaHVMU 3
[Joym NimiTes, SIKOCTi, AOKMIHIYHMMK, KTIHIYHMMKW AaHUMK Ta
Benuvka JaHuMK 3 hapMakoHarnagy - 3mMiHM BHECEHO
BputaHis; [0 IHCTPYKUIT ANA MeANYHOro 3acTOCyBaHHSA
nakyBaHHs, nikapcbKoro 3acoby Ao po3ainis
BUNYyCK cepil: "MpoTmnokasaHHA", "B3aemopis 3 iHWMMKN
Mepk Wapn i nikapcbkvMun 3acobamu Ta iHLWi BUan
Loym B.B., B3aemogiin, "OcobmMBoCTi 3acTocyBaHHS"
HigepnaHan BiANOBIAHO [0 MaTepianiB peecTpaviiHoro
[0ChE NiKapCbKoro 3acooy.
MepiofnYHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHicTepcTBa
OXOPOHW 340pOB’ YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
95. | PEHITEK® Tabnetku no 10 mr; no Mepk Wapn i Lseiiuapis BUPOBHUK Benvka MepepeecTpauisi HA HEOOMEXEHWNIA TEPMIH. 3a He UA/0525/01/02
14 TabneTok y Joywm lgea IHk Hepo3acoBaHol BputaHis/ 3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta peyenmom nionsizae
6nicTepi; no 2 NpoAayKLUiT, HigepnaHamn thapmakoHarnagy. 3MiH1 y KOpOTKiii
6nicTepy y KapTOHHiIl KOHTPO/Ib SIKOCTI: XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
KopoobLi MapKyBaHHS! Ta IHCTPYKUiT A1 Mean4Horo
Mepk LWapn i 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
[oywm Nimiten, AKOCTI, AOKMIHIYHUMU, KIHIYHMMU AaHUMK Ta
Benuka LaHuMK 3 hapmakoHarnsagy - 3MiH1 BHECEeHO
BpuTaHis; [0 IHCTPYKUIT 415 MEeAUYHOro 3aCTOCYBaHHS
nakyBaHHs, nikapcbKoro 3acoby Ao po3zinis
BWNYCK Cepil: "MpoTrnokasaHHsA", "B3aemMogis 3 iHLNMKN
Mepk LWapn i nikapcbkvMK 3acobamu Ta iHLWi BUau
Joym B.B., B3aemogiit", "OcobmMBOCTi 3acTocyBaHHS"
HigepnaHgn BiAMNOBIAHO 4O MaTepiasliB peecTpauiiHoro

[l0CbE NiKapCcbKoro 3acoby.

MepiognyHiCTb NOAAHHA perynsipHo
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
OHOB/IHOBAHOrO 3BITY 3 6e3nekyn BiANOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 340pPO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJlaHHsA perynsipHuX 3BiTiB 3 6e3neku.
96. | PEOCOPBINNAKT | po3uuH ans iHdysii no TOB "lOpis- YkpaiHa TOB "lOpis- YkpaiHa MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/2399/01/01
® 200 mn abo no 400 mn dapm” Papm” peyenmom nionsizae
y NAsILWKaXx CKASHNX; MepiofnYHICTb NOAAHHS PerynsipHo
no 200 mn a6o no 400 OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
MY NAALWLI CKNSHIMA, Mopsaaky 3aiicHeHHs chapmakoHarnagy,
no 1 naswui B nauw; 3aTBepXeHoro Hakasom MiHictepcTea
no 250 mn a6o no 500 OXOPOHW 340p0B’S1 YKpaiHu Big 27 rpyaHs 2006
M1y KOHTeliHepax poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
noniMepHux tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
97. | CUBPI NopoLUoK ANs Hosapric Lseiiuapis Bupo6bHuuTBO, LLiBeiuapis/ MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/13192/01/01
BPU3XAWEP iHranauin, Teepaj Papma Al KOHTPO/Ib SKOCTI Icnanis 3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta peyenmom nionsizae

kancynu no 50 Mkr; no
6 Kancyn y 6nictepi;
no 2 abo no 5
6nicTepiB 3 1
iHranaTopom y

(3a BUHATKOM
BM3HAYEHHS
MpopaykTis
po3sknagy 542-07
MeToaoM BEXKX-

dhapmakoHarnsgy. BeegeHHsa abo 3miHn 1o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBe4eHHs y3arasibHeHuX
AaHux Npo cuctemy hapmMakoHarnsgy, smiHa
YNOBHOB&XEHOT 0C06MU, BiAnNoBigaNbHOI 3a

KapTOHHIV nauvy; MS, maca 3[iicHeHHs hapMakoHarnsaay; KOHTaKTHOI
no 6 kancyny BUCOKOAMCNEPCH 0cobu 3 chapmakoHarnsagy 3asBHuka Ans
6nictepi; no 5 NX 4aCTOK 3pjificHeHHs1 hapMakoHarnsgy B YkpaiHi, Ko
6nictepia 3 1 MeToA0M BOHa BifMiHHa Bif, yNOBHOBaXXEHOT 0CO6MU,
iHranaTopom y imnakTopa Next BiAMOBIAa/IbHOI 3a 34iiCHEHHS
KapTOHHIA nayyi; no 3 Generation, hapmakoHarnagy (BKIYaoUun KOHTaKTHI AaHi)
naukm y kopobuj 3 OAHOPIJHICTb Ta/abo 3MiHW y po3MilLieHHI macTep-daiina
KapToHy; no 10 kancyn [ocTtasrieHol cucTemu hapmMakoHarnsgy) - 3miHa

y 6nictepi; no 1 abo 3 0031 MeToA0M YNOBHOBaXEHOT 0CO6M 3as1BHYKA. [itoua
6nictepn 31 BEXX), pepakuis : Philippe Close. NMponoHoBaHa
iHranaTopom y BTOPUHHE pegpakuis: Gabriele Hecker-Barth. 3miHa
KapTOHHI nayyi; no 10 nakyBaHHs, KOHTaKTHOT 0CO6U 3asBHMKa. [litoya pefakuis:
Kancyn y 6nictepi; no BMNYCK cepil: Cepega HOnisi. MNponoHoBaHa pegakuis: Opnos
3 6nictepn 31 HosapTic ®apma B’auecnas. 3MiHa KOHTaAKTHUX JaHUX
iHranaTopom y LLTeliH AT, YNOBHOB&XXEHOT 0CO6U. 3MiHA KOHTaKTHMX
KapTOHHI nayui; no 3 Lseiiuapis; [aHVX KOHTaKTHOI 0cobu.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
naukm y kopobui 3 KoHTponb skocTi 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
KapToHy; no 10 kancyn (3a BUHATKOM thapmakoHarnagy. 3MiHa y KopoTkiii
y 6nictepi; no 1 BU3HAYEHHA XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
6nicTtepi 3 1 Mikpob6ionoriuHoi MapKyBaHHS! Ta iHCTPYKUiT A1 MeANYHOro
iHranaTopom y uncToTn Ta 3aCTOCyBaHHSA Ha MigcTasi perynspHo
KapTOHHI/ nayui; no 15 MpopaykTis OHOB/IIOBAHOrO 3BITY 3 6€3Mekn NikapCbKoro
naJvok y kopobui 3 po3knagy 542- 3acoby, abo gocnimkeHb 3 6e3neku
KapTOHY 07): 3aCTOCyBaHHS Nikapcbkoro 3acoby B
dapmaHaniTuka nicnapeecTpaviiinii nepiog, abo sk pesynbtar
CA, Weeiiuapis; OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
MepBuHHE Ta BiAMOBIAHO A0 NNaHy negiaTpuyHmx
BTOPUHHE pocnigkeds (PIP) (iHwi 3MiHW) - 3MiHW BHECEHO
nakyBaHHs: [0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS
KoHadpapma Al nikapcbKoro 3acoby Ao po3zinis
LBeliuapis; "®apmakoTepaneBTuyHa rpyna" (Haganv B
KoHTponb skocTi noBHOMY 06cA3i Ha3By piBHIiB, 6e3 3miHM Kogy
(Tinbkn ATX), "OcobnuBOCTi 3aCTOCYBaHHA"
BU3HAYEHHA Bi4NOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
MpopaykTis 6e3nekn AONOMDKHMX PEYOBUH Ta A0
po3sknagy 542-07 marepianiB peecTpauiiHoro JOCheE.
MeToaoM BEXKX-
MS): MepiognyHicTb NOAAHHA PerynsipHo
Consiac Ar’, OHOBJIHOBAHOTO 3BITY 3 6e3nekn BiANOBIAHO [0
LBeliuapis; Mopsiaky 34iicHeHHs hapmakoHarnagy,
KoHTposb skoCTi 3aTBEPAKEHOro Haka3oM MiHicTepcTea
3a NokasHMKamu: OXOPOHY 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
"Onwuc BmicTy", poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
"O60onoHka"; tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
nepBuHHE Ta 1649/29779 (y pepakuii
BTOPUHHE Haka3y MiHicTepcTBa OXOPOHW 3[0POB’s
nakyBaHHs, Ykpainu Big 26 BepecHs 2016 poky Ne 996),
BUMYCK cepii: CTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3Ha4eHMn y
Hosaprtic nepioguyHOCTI NoJaHHSA perynsipHux 3BiTiB 3
dapmacbloTuka 6e3neku.
C.A., IcnaHis
98. | CUNAEHA®INY MOPOLLIOK (Cy6CTaHLis) Yewmo |6epika, Icnanis Manpimeg, C.A. ApreHtuHa MepepeecTpavis Ha HeObMeXeHU TEPMIH - He UA/13606/01/01
UNTPAT y NoABiAHNX C.A. nionsieae
nonieTnIeHoBuUxX
naketax ans
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA
99. | CUHTOMILUVH Cyno3uTopii BariHasibHi MAT YkpaiHa MAT "MoHcbapm" YkpaiHa MepepeecTpauis Ha HEOBMEXEHU TEPMIH. 3a He UA/0268/01/01
no0,25r,no5 "MoHcpapm” 3MiHu | TUNYy - 3MiHK Woao peyenmom niossieae

Cyno3uTOpIiB y CTpUNi;
no 2 CTpunu B nauui 3
KapTOHY

6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKill XxapakTepucTuLj NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3aCTOCYBaHHSA Ha NniacTasi
perysisipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekn 3acTocyBaHHA NlikapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
BiAMOBIAHO A0 NNaHy negiaTpuyHmX
pocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOB&XEHVIM OPraHom)
3MiHV BHECEHO A0 [HCTPYKLUT Ana MeauyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis
"MNpoTrnokasaHHsA", "B3aemMogis 3 iHWnMK
nikapcbknMuy 3acob6amu Ta iHWi BUAn
B3aemogiit", "MepepnosyBaHHs", "MobiYHI
peakuji" Bi4MnoBigHO A0 OHOBMEHOI iHchopMaLi 3
6e3neku AjtoUoi PpeHOBUHH JiKapCbKOro 3acoby.

MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6e3nekyn BiANOBIAHO [0
Mopsiaky 34iicHeHHs1 hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

100,

CONoOAKN
KOPEHS CUPOTI

cuponno50ry
pNakoHi CKIsIHOMY
abo nonimepHomy, no
1 dhnakoHy 3 MipHOIO
NOXKOIO B MmaYLi; no
100 r y 6aHL;i
nonimepHiiA, no 1 6aHui
3 MipHOIO JIOXKOIO B
nauuj; no 100 ry
chnakoHi
noniMmepHomy, no 1
pNakoHy 3 MipHOH
JIOXKKOI B nauLyj

TOB
"TepHodhapm”

YkpaiHa

TOB
"TepHodhapm"

Ykpaina

nepepeecTpaujisi,Ha HeobMexeHuin TepMiH

3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT A1 Mean4HOro
3aCTOCyBaHHSA Ha MifgcTasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6e3Mekn NikapCbKoro
3acoby, abo fgocnimKkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO 0 MNaHy neaiaTpuyHmnX
pocnipxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YMOBHOBaXXEHVM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKUiT AN MeAUYHOro
3acToCyBaHHSA NiKapcbKoro 3acoby A0 po3ainis
"Oco61MBOCTI 3acTOCyBaHHSA", "3acTOCyBaHHS
y nepioA BariTHOCTi abo rogyBaHHS rpyaar”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3Mnekn 3acTocyBaHHs fil040i Pe4YOBUHU.

6e3
peyenma

nionsieae

UA/9370/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHictepcTea
OXOPOHW 340POB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
101, COPBI/1AKT® pO34uH AN iHgysili no TOB "Opis- YkpaiHa TOB "tOpis- YkpaiHa nepepeecTpaisi Ha HE0OOMEXEHWI TEPMIH. 3a He UA/2401/01/01
200 mn a6o no 400 mn Papm” Papm” peyenmom nionsi2ae
y nnswkax; no 200 mn MepiognyHICTb NOAAHHS PerynsipHoO
a6o no 400 mny OHOBJ/IOBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
naswui; no 1 nasawui s Mopsaaky 3aiicHeHHs thapmakoHarnagy,
nauti 3 KapToHy; No 3aTBEPAKEHOro Haka3oM MiHicTepcTea
250 mn a6o no 500 mn OXOPOHY 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
y KOHTelHepax poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.
102, CnUPT pO34MH CMMPTOBUIA ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/10171/01/02
ETUOBWIA 70% 0151 30BHILLHBLOrO 06MeXeHo 06MeXeHo peuenmom nionsieae
3acrocysaHHA 70% no BiANOBIA&/bHI BiANOBIgabHICT
50 mn a6o no 100 mny cTo 10
hnakoHax 3i cknia "®apmaueBTun "®apmaueBTUYH
YHa KOMMNaHis a KoMnaHis
"3p0poB'a” "3p0pos'a”
103, CnUPT PO34MH CMMPTOBUIA ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH. 3a He UA/10171/01/01
ETNOBUIA 96% 0151 30BHILLHBLOrO 06MexeHo 06MexeHoH peyenmom niosnsieae
3acTocyBaHHs 96%, no | BignosigasnbHi BiANOBIgasIbHICT
50 mn a6o no 100 mny CTIO 10
hnakoHax 3i ckia "®apmaueBTn "®apmaueBTUYH
YHa KoMnaHis a KoMnaHis
"3popos's” "3popos'a”
104., CTPENCI/IC® NbOASHNKK; Mo 12 PekkiTT Benvka PekkiTT BeHkizep Benvka MepepeecTpauisi Ha HEOBMEXEHUIA TEPMIH. 6e3 nionsieae UA/13607/01/01
ONs AITEN 6+ NbOASAHUKIB Y 6icTepi; BeHkizep BputaHis Xenckep BputaHis 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta peyenma
no 1 a6o 2 6nictepu B Xenckep IHTepHeLwwHN thapmakoHarnsgy. BeegeHHs abo 3miHn go
KapTOHHI KOpO6L IHTepHeLHN Nimiteq y3ara/ibHeHNx AaHux npo cuctemy

Nlimiten

chapmakoHarnagy (BBefeHHs y3arasibHeHnX
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Kpaina

Bupo6Huk
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

Peknamys
aHHs

Ymosu

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

n/n

Hassa

NliKapcbKo20

3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

3asiBHUKa

AaHnX Npo cuctemy hapmakoHarnsgy, smiHa
yMNOBHOBaXXEHOT 0co6M, BigNoBifabHOT 3a

ToBapucTBO 3

YkpaiHa

IHais

3AiiCHeHHA hapMakoHarnaay; KOHTaKkTHOT
0cobu 3 thapmakoHarnsgy 3assHuka Ans
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLwo
BOHa BifIMiHHa BiJ, yNOBHOBaXXEHOI 0co6Y,
BiANOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (BKIo4aoUn KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cuctemn dpapmakoHarnsgy) - NponoHosaHa
peAakLis: ynoBHOBaxeHa 0coba 3asBHMKA,
BiANOBiAabHA 3a hapmakoHarnag - Tpeiici
Kpykc (Tracy Crooks). KoHTakTHa ocoba,
BignoBigasibHa 3a hapmakoHarnsag: Aivoya
pepakuis: OneHa Boesoga, MponoHosaHa
pepakuis: TetaHa [ly6ay. 3mMiHa KOHTaKTHUX
[aHuX KOHTaKTHOI ocobu, BiANOBIAA/IbHOT 38
thapmakoHarnag. 3MiHu Wwozao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,j NikapcbKoro
3ac06y, TeKCTi MapKyBaHHs Ta IHCTPYKLi Ans
MEJMNYHOr0 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMUW
[aHvMu Ta AaHuMK 3 hapmakoHarnsgy- 3MiHu
BHECEHO [0 iHCTPYKLIT 415 MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu:
"Oco61MBOCTI 3acTOCyBaHHSA", "3acTOCyBaHHS
y nepioA BariTHOCTi aba rogyBaHHs rpyaar”
(peparyBaHHs TeKCTy), "34aTHICTb BNAMBATU Ha
LWBMAKICTb peakLii Npy KepyBaHHI
aBTOTpaHCMNopTOM abo iHWMMK MexaHismamu'
(peparyBaHHs TekcTy), "Mo6iuHi peakuii” 3rigHO
Marepianis peecTpauiiiHoro Aocke

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,

3aTBEPAKEHOro HakasoM MiHictepcTea
OXOPOHW 340POB’A YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTsa
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMK y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.
MepepeecTpauis Ha HeOOMeEXeHUIA TEPMIH

He

nidnsieae

Bipuoy
JTabopatopi3

UA/14066/01/01

105.

CYNNb®AMETOK

CA30/

nopoLloK

KpucTanivyHmi

06MeXeHo
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
(cybeTaHuis) y BiANOBIA&/bHI Nimiteq
noaBiliHMX CTHO
nonieTnIeHoBmx "®apmavesTu
nakeTtax Ans YHa KOMMaHis
hapmaLeBTUYHOTO "3popos'a”
3acToCcyBaHHSA
106.| TABEKC® TabneTku, BKpUTI MAT YkpaiHa Bupo6HMLTBO Bonrapisi/ MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionsizae UA/2537/01/01
060/10HKO10, M0 1,5 Mmr, "BitamiHn" Hepo3gacoBaHOl YkpaiHa peyenma
no 20 TabneTok y NPOAYKLi, MepiognyHiCTb NOAAHHA PErynsipHO
6nicTepi, no 5 nepBuHHA OHOB/IIOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
6nicTepiB y KApTOHHIl ynakoBka abo Mopsaaky 3aiicHeHHs chapmakoHarnagy,
nauuj BMPOGHULITBO 3a 3aTBEPMXEHOro0 Hakas3om MiHicTepcTea
NMOBHUM LMKIOM: OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
AT "Codchapma”, poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
Bonrapisi; tocTuuiil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
BTopuHHa 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
ynakoBka, [403BiN OXOPOHY 34,0PO0B’SA YKpaiHu Bif 26 BepecHs
Ha BUMYyCK cepii: 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
MAT "BitTamiHn", CTpoKamu, 3a3Ha4eHUMM Yy NepioanYHOCTI
YkpaiHa nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.
107.| TABEKC® TabneTkun, BKpUTI MAT YkpaiHa AT "Codpapma" Bonrapis MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. - He UA/13201/01/01
060/10HKO0, N0 1,5 Mr "BitamiHn" nionsi2ae
in bulk Ne 5400: no 20 MepiognyHICTb NOAAHHS PerynsipHo
Tabnetok y 6aictepi, OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
no 270 6nicTepiB y Mopsaaky 34iicHeHHs chapmakoHarnagy,
noninponisieHoB.i 3aTBepXeHOro Hakasom MiHicTepcTBa
Kopobu,i OXOPOHY 340p0B’S YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTea
OXOPOHY 34,0POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMK1 y NepioanyHOCTI
nofaHHA perynsapHvX 3BiTiB 3 6e3neku.
108. TABNETKW BIf Tabnetku no 50 mr, no dapmacaiiHc KaHapa dapmacaiiHc IHk. KaHaga MepepeecTpauisi Ha HEOOMEXEHUIA TEPMIH. 6e3 nionsieae UA/0653/01/01
3AXUTYBAHHSA 25 abo 10 TabneToKy IHK. 3MiHM Wopao 6e3nekn/edhekTMBHOCTI Ta peyenma
TA HYQOTU 6nicTepi; no 1 thapmakoHarnsgy. 3MiHa y KopoTkiii

6nicTepy y KapTOHHiiA
ynakoBLUi

XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS! Ta iHCTPYKUiT 418 MeaNYHOro
3aCTOCYBaHHS Ha MiAcTaBi peryssipHo
OHOB/OBAHOTO 3BITY 3 6e3neKkn NikapCcbKoro
3acoby, abo AocnimKkeHb 3 6e3nekn
3acTOCyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OL,iHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHMX
BiAMNOBIAHO A0 NNaHy negiatpuyHmx
pocnigxeds (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHVUM YMOBHOB&XEHVM OpraHom) -
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
3MiHM BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"MpoTrnokasaHHA", "B3aemMogis 3 iHWNMK
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aemogiji", "Ocob/MBOCTi 3aCTOCYBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3nekn 3acTocyBaHHS Aitoyoi Ta
[OMOMIKHUX PEYOBWH.
MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6€3nekn BiANOBIAHO [0
Mopsiaky 3AiicHeHHs1 hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHY 34,0p0B’SA YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
109., TPU3UMIH MOPOLLIOK (Cy6CTaHLis) TOB YkpaiHa TOB HaykoBo- YkpaiHa MepepeecTpavis Ha HeOOMeXeHUIA TEPMIH - He UA/9823/01/01
y MillKax-BKnaamiax 3 HaykoBo- BMpo6HUYa niosnsieae
nAiBK1 NONIETUNEHOBOT BUPOGHMYA dipma
ans thipma "Mikpoxim"
hapMaLeBTUYHOTO "Mikpoxim"
BUKOPUCTaHHS
110, TPONIKAMIA, MOPOLLIOK (Cy6CTaHLis) NAT YkpaiHa Ykyicha Mekciko Mekcuka MepepeecTpavis Ha HeObMeXeHUIA TepMIH - He UA/10106/01/01
y MilKax noAgiliHmx "papmak” C.A. pe C.B. nionsieae
nonieTuneHoBux ans
BMPOGHULITBA
CTePUIbHUX
nikapcbknx gopm
111, PAMOTUANH MOPOLLIOK (Cy6CTaHLis) NAT YkpaiHa YKYIPA (KOHioH IcnaHis nepepeecTpawis Ha HeobMexeHuit TepMiH - He UA/1045/01/01
y nakeTax noABiiHMX "KviiBmeanpen Kyimiko nionsi2ae
nonieTMIEeHoBUX ANns apar” dapmauesTika,
BMPOGHULITBA C.A)
HecTepuIbHNUX
nNiKapcbknx goopm
112 ®EMOCTOH® TabneTku, BKpUTI A6GOTT HigepnaHpg, AGGOTT HiznepnaHgu MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/13464/01/01
KOHTI MIHI nAiBKOBOIO Xenckea n Bionogxikans 3MiHM Wopao 6e3nekn/edhekTMBHOCTI Ta peyenmom nionsieae
o6onoHkoto, no 0,5 MpopakTc B.B. B.B. thapmakoHarnsgy. BeegeHHs abo 3miHv o

mr/2,5 wr, no 28
TabneTtok y 6nictepi;
no 1 a6ono 3
6nicTepy B KapTOHHii
KopoobLi

y3araJibHeHUX JaHux Npo cuctemy

thapmakoHarnagy (BBe4eHHs y3arasibHeHuX

AaHuX Npo cuctemy hapmakoHarnsgy, smiHa
yMNOBHOBaXXeHOT 0co6M, BiANOBifabHOI 3a
3AiiCHeHHA hapMakoHarnaay; KOHTaKkTHOT
0cobu 3 hapmakoHarnsgy 3assHuka ans
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

3pificHeHHs hapmakoHarnsgy B YkpaiHi, AKWwo
BOHa BifIMiHHa BiJ, yNOBHOBaXXEHOI 0COOM,
BiANOBiAa/IbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (BkIovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-ghaiina
cuctemu chapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHVIKa,
BiANOBIfA/IbHOI 3a 34iACHEHHS
hapmakoHarnsgy.

[Oitoua pepakuis: Dr.Eiko Sohlke,MD MPH / Op.
Eliko Coiike, MD MPH.
MponoHoBaHa pepakuis: Dr. Monica
Buchberger, Pharm. PhD / ip. MoHika
Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CO6U 3asBHUKA A1
3[jiCHEeHHsT hapMakoHarisay B YkpaiHi.
Litoua pepakuis: Monogeubkuii OnekcaHap.
MponoHoBaHa pepgakuis: Kisim Onbra
€sreHisHa.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBAXEHO|
0Cco6U 3asBHVKa, BifNOBIAALHOI 3a
3pjicHeHHs hapmakoHarsgy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6M 3asiBHMKa
ANs 3giicHEHHS dhapmakoHarnsgy B YkpaiHi.
MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOTO 3BITY 3 6e3nekyn BiANOBIAHO A0
Mopsiaky 34iicHeHHs1 hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

113.

D/TYKOHA3O0N

MOPOLLIOK (Cy6CTaHLis)
y NoABilAHNX
nonieTueHoBmx
naketax Ans
chapmaLeBTUYHOTO
3acTocyBaHHs

Yemo |6epika,
C.A.

IcnaHis

Kimika CiHTeTika,
C.A.

IcnaHis

MepepeecTpavis Ha HeobMeXeHUIA TEPMIH

He
nionsiecae

UA/9730/01/01

114,

DPAMMIH®

PO34MH ON15 iH'EKLNA
2500 MO
(aHTn-Xa)/0,2 mn no
0,2wmn B
0/iHOpa30BOMY
wnpuui; no 5 wnpuuis

Mdpaiizep IHK.

CLWA

Brpo6HMUTBO,
BTOPVHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI,
BUNYCK cepil,
BUBYEHHSA

Benebris/
HimeuunHa

MepepeecTpallisi Ha HeOBMEXeHU TePMIH.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEpPKEHOro Hakasom MiHicTepcTBa

3a
peyenmom

He
nionsieae

UA/1581/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
y 6nicTepi; no 2 cTabinbHOCTI: OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
6nicTepy B KapTOHHii Mdpaiizep poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
KopoobLi MeHtohekuypuHr tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
Benbris HB, 1649/29779 (y pepakuii Hakaly MiHicTepcTBa
Benbrig; OXOPOHY 34,0pPO0B’A YKpaiHu Bif 26 BepecHs

Brpo6HuuTBO Ta
KOHTPO/b AKOCTI
(BizyanbHuii
KOHTPO/b,
KOHTPO/b Ha
CTepUbHICTb Ta
KOHTPO/b
06’ emy, Wwo
BUTAra€eTbCA):
Betep dapma-
PepTuryHr N6 X
& Ko. KT,
HimeuunHa,;
BizyanbHuii
KOHTPO/b,
KOHTPO/b Ha
CTEPUSIbHICTB!
Betep dapma-
depTuryHr rm6Xx
& Ko. KT,
HimeuunHa,
BisyasibHuii
KOHTPO/b!
Betep dapma-
depTuryHr rm6Xx
& Ko. KT,
HimeuuunHa,;
BisyanibHuii
KOHTPO/Ib Ta
BTOPVHHE
nakyBaHHs:
Betep ®apma-
PepTuryHr N6 X
& Ko. KT,
HimeuuunHa;
BizyanbHuii
KOHTPO/b,
KOHTPO/b Ha
CTepUbHICTb Ta
BTOPVHHE
nakyBaHHS:
Betep dapma-
PepTuryHr rm6Xx

2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofjaHHA perynsapHuX 3BiTiB 3 6e3neku.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
& Ko. KT,
HimeuunHa
115 ®PATMIH® PO34NH A8 iH'EKLINA Mdpaizep IHK. CLA Brpo6HMLTBO, Benebris/ MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. 3a He UA/1581/01/01
5000 MO BTOPUHHE HimeuunHa peyenmom nionsizae
(aHTN-Xa)/0,2 mn no nakyBaHHs, MepiognyHICTb NOAAHHA PerynsipHo
0,2mn B KOHTPO/Ib SIKOCTI, OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
04HOpPa30BOMY BUWMYCK Cepii, Mopsaaky 34iicHeHHs chapmakoHarnagy,
LINpuLi; no 5 wnpuuis BUBYEHHS 3aTBEPAXEHOr0 HakasoM MiHicTepcTBa
y 6nicTepi; no 2 cTabinbHOCTI: OXOPOHW 340pOB’ YKpaiHnu Big, 27 rpyaHsa 2006
6nicTepy B KAPTOHHIi Mdpaiizep poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
Kopobui MeHtodyekuypuHr tocTuuil Ykpainu 19 rpyaHsa 2016 poky 3a Ne
Benbrist HB, 1649/29779 (y peaakuii Hakaly MiHicTepcTBa
Benbris; OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs

Bupo6HMLTBO Ta
KOHTPO/b SKOCTI
(BizyanbHwii
KOHTPO/b,
KOHTPO/Ib Ha
CTepWbHICTb Ta
KOHTPO/b
06°emy, WO
BUTATAETHCA):
Betep dapma-
®epTuryHr rm6X
& Ko. KT,
HimeuunHa,;
BizyanbHuii
KOHTPO/b,
KOHTPO/b Ha
CTEePUbHICTb:
Betep dapma-
DepTuryHr rmex
& Ko. KT,
HimeuuunHa;
BizyanbHuii
KOHTPO/Ib:
Betep dapma-
DepTuryHr rmex
& Ko. KT,
HimeuuunHa;
BizyanbHuii
KOHTPO/b Ta
BTOPVIHHE
nakyBaHHs:
Betep dapma-
PepTuryHr N6 X
& Ko. KT,
HimeuunHa,;

2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NoAaHHsA perynsipHrX 3BiTiB 3 6e3neku.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
BizyanbHuii
KOHTPO/b,
KOHTPO/Ib Ha
CTepWbHICTb Ta
BTOPVHHE
nakyBaHHs:
Betep ®apma-
PepTuryHr N6 X
& Ko. KT,
HimeyunHa
116., PPArMIH® pO34MH AN iH'ekuid 10 Mdpaiizep IHK. CLWA Mdpaiizep Benbris MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH. 3a He UA/1581/01/03
000 MO (aHTu-Xa)/mn MeHtodek ypuHr peyenmom nionsieae
no 1 mn B amnyni; no Benbris HB MepiognyHicTb NoAaHHA perynsipHo
10 amnyn B KAPTOHHii OHOBJ/IOBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
KopoobLi Mopsaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHY 34,0p0B’SA YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
117.| PPOMINIA® YHO | Tabnetkn 3 KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/9540/01/01
MoAandiKkoBaHUM HoBo mecTo HoBo mecTo 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenmom nionsieae

BMBi/TbHEHHAM Mo 500
Mr no 5 TabneTtok y
6nictepi; no 1
6nicTepy B KapTOHHIl
Kopo6ui; no 7
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu B
KapTOHHIlA KopoobLi

hapmakoHarnsgy. 3miHa y KopoTkii
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii 415 MeanyHoro
3aCTOCYBaHHSA Ha MigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3MNeKn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BiANOBIAHO [0 MNaHy negiaTpuyHnX
pocnigpxeHs (PIP) (3MiHy y3rompkeHo 3
KOMNETeHTHUM YNOBHOBAXEHUM OpraHoMm) -
3MiHU BHECEHO [0 IHCTPYKUIT Y po3ainv
"MpoTnnokasaHHA", "B3aemogis 3 iHWMMKN
niKkapcbknMy 3acobamu Ta iHWi BUAK
B3aeMogijin", "Ocob/IMBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHbopmawii 3 6e3neku Ajtyoi pevyoBUHN

MepiognYHICTb NOAAHHS PerynsipHoO
OHOB/OBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0p0B’S YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’S YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
118.| UENEKOKCWUB MOPOLLIOK (Cy6CTaHLis) letepo [par3 IHAjs leTepo [par3 IHAjis MepepeecTpavis Ha HeobMeXeHUIA TEPMIH - He UA/13718/01/01
y NoABilAHNX NimiTen NimiTeq nionsieae
nonieTueHoBmx
nakeTtax Ans
dhapmaL,eBTU4YHOro
3aCTOCyBaHHs
119, UENECTOAEPM- | ma3b 0,1% no15r LWepiHr-Mnay LLBeiuapis LWepiHr-Mnay Benbris MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/9500/01/02
B® a60 30 r B TYy6i; no 1 CeHTpan Ict Na6o H.B. peuenmom nionsieae
Ty6i B KAPTOHHI Al MepiognyHiCTb NOAAHHA perynsipHo
Kopobui OHOB/IHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 34,0p0B’A YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakady MiHicTepcTBa
OXOPOHY 34,0PO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofiaHHsA perynsipHunX 3BiTiB 3 6e3neku.
120, LUEPEBPONI3NH PO3YMH ONs iH'EKUIN, EBEP Helipo ABCTpist EBEP Helipo ABCTpIst MepepeecTpauis Ha HEOOMEXEHWU TEPMIH. 3a He UA/9989/01/01
® 215,2 mr/mn, no 1 mn dapma 'm6X dapma 'm6X 3MiHu | TUNYy - 3MiHK Woao peyenmom niossieae

(215,2 mr) B amnyni;
no 10 amnyn B
KapTOHHIA KopobLii; no
2 mn (430,4 mr) B
amnyni; no 10 amnyn B
KapTOHHIA KopobLii; no
5 mn (1076 wmr) a6o 10
M (2152 wmr), abo no
20 mn (4304 wr) B
amnyni; no 5 amnyn B
KapTOHHI/ kopobLi; no
30 mn (6456 mr) abo
50 mn (10760 mr) y
donakoHi; no 1
h/1aKOHY B KapTOHHii
KopooLi

6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKill XxapakTepucTuLi Nnikapcbkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbkoro 3acoby, abo AOCNiAKEHDb 3
6e3nekn 3acTocyBaHHs NiKapCbKoro 3acoby B
nicnsipeecTpaviiinii nepiog, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BiZANOBIAHO [0 NNaHy neiaTpuyHmnX
pocnipxeHb (PIP) (3mMiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM OpraHom)
3MiHW BHECEHO A0 IHCTPYKLIT 418 MeANYHOro
3aCcTOCyBaHHS MikapCbKoro 3acoby A0 po3giny
"Oco61MBOCTI 3acTOCyBaHHS" BigNoBiAHO f0
OHOBJIEHOI iH(hopMmaLii 3 6e3nekn JONOMIKHUX
PEYOBUH JTiKAPCbKOTo 3acoby.
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHictepcTea
OXOPOHW 340POB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.

121.

LE®EMIM

MOPOLLOK 415 PO3YNHY
ans iH'ekuiino 1,0r; 1
abo 5, a6o 50
(pN1aKoHIB 3 NOPOLLKOM
y nauui 3 kapToHy; 1
dhnakoH 3 NOPOLLKOM
Talamnyna 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiid) no 10 mn
y 6nictepi, no 1
6nictepy y nauui 3
KapTOHY

MpuBartHe
aKuioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YkpaiHa

MpuBatHe
akujioHepHe
TOBapUCTBO

"JlekxiM-Xapkis"
(nakyBaHHs i3
chopmum in bulk

ipmu-

BMpOGHUKa KBiny

dapmaueyTikan

Ko., Nitg., Kutaid)

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT AN Mean4HOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6e3Mekn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA /ikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO [0 MNaHy neaiaTpuyHmnX
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHUM YMOBHOBaXXEHVM OpraHom) -
3MiHU BHECEHO [0 IHCTPYKLUIT y po3ainv
"Oco6nmBocCTi 3acTocyBaHHA", "Mo6IYHi
peakuii" BignoBigHO A0 OHOBMEHOI iHchopMmai 3
6e3neku Aitoyoi peHOBUHH.

MepiognyHiCTb NOAAHHA PErynSpHO
OHOB/IHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 34iicHeHHst hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/13564/01/01

122,

LUNBOPAT-
ODTAH

Kpanni o4Hi no 10 mny
hnakoHax

MPAT
"OITOPAPM"

Ykpaina

MPAT
"OITOPAPM"

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.

MepiofnYHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0

3a
peyerimom

He
nionsieae

UA/0760/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2
0 1MocsiO4eHHs1

Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHictepcTea
OXOPOHW 340POB’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

123.

LUMHAPU3NH
®OPTE

Tabnetkn no 75 mr no
10 TabneTok y
6nicTepi; no 2
6nictepu B navuj

MAT
"Knismegnpen
apar”

YkpaiHa

MAT
"Knismegnpenap
ar"

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH.

3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neKkn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviiiinii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiatpuyHmx
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM OpraHoMm) -
3MiHM BHECEHO [0 IHCTPYKLUIT A8 MeANYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"MobiuHi peakuii, "3acTocyBaHHs y nepiog,
BariTHOCTI abo rogyBaHHA rpyaa” (YTOYHEHHS
iHdhopmawuii) BigNoBigHO [0 OHOBNEHOT
iHhopMmauii 3 6e3nekn Ajto4oi pevyoBUHN.

MepiognyHiCTb NOAAHHA PErynSpHO
OHOB/IHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
Mopsiaky 34iicHeHHst hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/1085/01/01

124,

LUMNPANEKC

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, No 10 wmr,
no 14 TabneTtok y

NyHp6ek
Ekcnopt A/C

NaHis

BMPOBHMLITBO
Hepo3hacoBaHo

ro NpoAyKTy,
nepBUHHE Ta

[NaHis

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.

MepiofnYHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0

3a
peyerimom

He
nionsieae

UA/8760/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs
6nicTepi; no 2 BTOPUHHE Mopsaaky 3aiicHeHHs chapmakoHarnagy,
6nicTepy B KapTOHHii nakyBaHHs, 3aTBepxeHoro Hakasom MiHictepcTea
KopoobLi BUMYyCK cepili: OXOPOHW 340POB’ YKpaiHuu Big, 27 rpyaHsa 2006
X. NyHp6ek A/C, poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
[aHis; tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
BunpobyBaHHs 1649/29779 (y peaakuii Hakaly MiHicTepcTBa
3a NoKas3HNKOM OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
«Mikpob6ionoriuH 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
a yncroTta»: CTpoKamu, 3a3Ha4eHnMM y NepioanYHOCTI
EypodpiHc NoAaHHsA perynsipHyX 3BiTiB 3 6e3neku.
Biochapma
Mpopakt TecTiHr
[JeHmapk A/C,
[Janis
125, OMEKC® Tabnetkn no 5 mr Ne50 | TOB "CaHodi- YkpaiHa XIHOIH 3aBog YropwumHa MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/8187/01/01
(10x5): no 10 ABeHTIC dPapmaLeBTUYHU 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsizae
Tabnetok y 6nictepi; YkpaiHa" X Ta XiMiYHMX thapmakoHarnagy. BeegeHHs abo 3miHn fo
no 5 6nicTepis B MpopaykTis

KapTOHHIlA KopoobLi

MpaiiiT Ko. NiTa,.

y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy (BBeeHHS y3araslbHeHNX
AaHuX Npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0CO6M, BifnoBiganbHOI 3a
3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnagy 3asBHuka Ans
3AiiCHEHHS (hapMakoHarnsay B YKpaiHi, Ko
BOHa BiIMiHHA BiJ, yNOBHOBaXXEHOI 0C06M,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLieHHI MacTep-dhaiina
cuctemu hapmMakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI A1A
3[jiicHeHHs1 hapmakoHaragy: [iroya pegakuis
- BoliTeHko AHTOH eopriiioBuY. MponoHoBaHa
pegaxuist — KniwmH AHTOH Mykonainosuy.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT
ocobu, BignoBiganbHOI ANs 3A4iCHEHHS
hapmakoHarnsgy.
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMM, KTIHIYHUMUN AaHMU Ta
AaHuMu 3 hapMakoHarnagy - 3MiHM BHeCEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3gainis "Ocobnumsi
3axoan 6esnekn”, "Baaemogisa 3 iHWMMK
nikapcbknMu 3acobamu Ta iHWi BUAn
B3aemMogijin”, "Ocob/MBOCTi 3aCTOCYBaHHS",
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby ynakoska) 0 MNocBIOYEeHHs

"Cnoci6 3acTocyBaHHA Ta f031"( yTOYHEHHS
iHchopmawii ), "Mepeno3yBaHHsA", "M0GIYHI
peakujii " BianosigHO A0 matepianis
peecTpauiiHoro JochbeE.

MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0PO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.

B.o. HauasnbHUKa BigAainy 3 nuTaHb (papmMmayeBTUYHOT
AisnbHocCTI lenapTaMeHTy BNpoBagXeHHs pedopm H.B. Nyuan




NEPENIK
NIKAPCbKUX 3ACOBIB (MEQNYHUX IMYHOBIONONYHNX NPENAPATIB), LLOAO AKUX BYN BHECEHI 3MIHN A0 PEECTPALINHUX MATEPIA/IB, AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

21.03.2019 Ne 629

Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGH Bgionycky | peecmpayitiHo
3acoby ynakoska) uKa 20
nocsioYeHHs1
1. ATCAMYPUH® CP TabneTku, BKPUTI TOB "CaHodi- YkpaiHa BMpPO6HULTBO /13, Cnosay, BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/2658/03/01
400 060/10HKOI0, ABeHTIC nepBuHHE Ta bka noAaHHsA OHOB/IEHOTO cepTudikarta BifnoBigHOCTI peyenmom
NPOJIOHIOBaHOT Aji No YkpaiHa" BTOPUHHE Pecny6 €Bponelicbkiin hapmakonei Ne R1-CEP 2008-012-Rev 01 ans
400 wr; no 10 nakyBaHHs, nika/ [i040T PEYOBVHY Bifj BXE 3aTBEPAXXEHOr0 BUPOOHMKA 3
TabneTok y bnictepi; KOHTPO/b Ta BUMyck | Yecbka BIANOBIAHUMY 3MiHAMW Y afpeci BUPOGHMNYOT AiNbHULI Ta
no 2 6nictepny cepiii: AT "CaHeka Pecny6 BBEJEHHSA A04aTKOBUX AifIbHULb 45151 BUPOGHULITBA
KopoobLi dapmacbloTikans", nika NPOMDKHOr0 NPOAYKTY; 3MiHW | TUMY - NOA&HHA HOBOrO
CnoBaubka cepTudikaTa BignoBigHOCTI E€Bponeiickkili hapmakonei Ne RO-
Pecnyb6nika; CEP 2014-356-Rev 00 ans gjto4oi pevyoBuHY Bif, BXe
TOB "3eHTiBa", 3aTBEPAKEHOTO BUPOOHUKA
Yecbka Pecny6nika;
BTOPVHHE
nakysaHHa: OITA
BVMPOGHWYNIA
Koonepartus
iHBanigis, Yecbka
Pecny6nika
2. AOPEHANIH- PO3YMH NS iH'EKLNA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/5272/01/01
AAPHMUA 1,8 mr/mn, no 1 mnB "®hapmaveBTu "®apmavueBTuyHa 3MiHa B yMOBax 36epiraHHs NikapCbKOro 3acoby 3 MeTo peyenmom
amnyni, no 5 amnyn 'y YyHa chipma ipma "JapHmus” npuBeaeHHs YMoB 36epiraHHa Ao «HactaHosu 42-3.3:2004.
KOHTYPHIli YapyHKOBI "NapHuus” Nikapcbki 3aco6y. BunpobyBaHHA CTabisibHOCTi».
ynakosui, no 2 3anponoHoBaHo: YMO0BM 36epiraHHs. 36epirati B OpuriHasibHii
KOHTYPHI YapyHKOBI ynakoBLi npu Temnepatypi Big 2 °C go 8 °C. He
ynakoBKku B nadi; no 1 3amMopoXyBaTu. BBefieHHsA 3MiH NPOTArom 6-Tu MicsiLiB nicns
mA B amnyni, no 10 3aTBEPKEHHA
ammnyn y KOHTYpPHIiA
YapyHKOBIli ynakoBLii,
no 1 KOHTYpHIl
YapyHKOBIli ynakoBLii B
nayui
3. A3NTPOMILIVH TabneTku, BKpUTI "FOHiK IHAain HOHiK IHAjisa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 3a UA/7280/01/01
€BPO 060/10HKOI0, No 125 dapmacbloThK dapmMacbloTUKas 3MiHU B TEKCTi MapKyBaHHA LLOAO BUTYYEHHS YaCTUHWN TEKCTY | peyernmom
Mr; MO 6 TabNeToK y an Na6opartopi3 aHrniicbko MOBOIO 3 NEPBUHHOT YNakoBKW. HaHeCeHHs Ha
6nicTepi; no 1 Na6opatopiz" (BiggineHHs cipmmn BTOPWMHHY YNakoBKy CMBOY RX, LLO BKa3ye Ha yMOBMN
6nicTepy y KopooLi (BipAineHHn "MK B. Kemikana BiANyCKy Nikapcbkoro 3acoby
ipmun "Ox. B. eHf
Kemikans eHg dapmacbloThKan3
PapmMacblTHK nrp.)
an3 Jita.")
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ronkor 18 Gy
KapTOHHI ynakoBLi

(0N1aKOHIB, KOHTPO/Ib
cepii gns
nonepegHL0
3anoBHEHNX
LwnpuyiB:
Baliep Arl,
HimeuuunHa,;
BiAnoBigabHUA 3a
BMMYCK Cepii,
BTOPVHHA ynakoBKa:
Ans nonepeaHbLo
3anoBHEHNX
Lnpu1yiB:

'T1 F'peHsax
MpogykTioHe M'm6X,
HimeuuunHa,;
BUPOBHULTBO
Hepo3sdglacoBaHoi

Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
4, A3NTPOMILVH TabneTkn, BKpUTI "HOHiK IHais HOHIK IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/7280/01/02
€BPO 060/10HKO0, No 250 PapmacboThK PapmacboTuKan 3MiHM B TEKCTi MapKyBaHHS 040 BUYYEHHS YaCTUHN TEKCTY peyenmom
Mr; No 6 TabneTok y an Nab6opartopi3 aHr/iNCbKOK MOBOIO 3 NEPBVHHOI YNakoBKW. HaHeCeHHs Ha
6nicTepi; no 1 Na6opatopis" (BipaineHHs dipmun BTOPVHHY YNakoBKy CUMBONY RX, L0 BKa3ye Ha yMOBU
6nicTepy y Kopobui (BipAaineHHs "[x. B. Kemikan3 BiANYCKY NiKapCcbKoro 3acoby
chipmm "Ox. B. eHf
Kemikans eHp, PapmacboTuKan3
dapmacboTUK nrp)
ans Jita.")
5. A3NTPOMILVH TabneTku, BKPUTI "HOHiK IHais HOHIK IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/7280/01/03
€BPO 060/10HKO10, No 500 PapmacboThK PapmacboTuKan 3MiHM B TEKCTi MapKyBaHHS 040 BUYYEHHS YaCTUHN TEKCTY peyenmom
Mr; No 3 Tabnetkn y an Nab6opartopi3 aHrMiNCbKOK MOBOIO 3 NEPBVHHOI YNakoBKW. HaHeCeHHs Ha
6nictepi; no 1 Na6opatopis" (BipfineHHs dipmmn BTOPVHHY YNakoBKy CUMBONY RX, LLIO Bka3ye Ha yMOBU
6nicTepy y Kopobui (BipgaineHHs "[x. B. Kemikan3 BiANYCKy NiKapCcbKoro 3acoby
chipmu "Ox. B. eHf
Kemikans eHp, dPapmacboTuKan3
dapmacboTUK nrp.")
ans Jita.")
6. AMNIA® PO3YMH NS iH'EKLNA, Baitep Al HimeuunHa BUPOBHULTBO Himeuy BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/12600/01/01
40 mr/mn, no 0,165 mn [GLGILEETRTY nHa/ 3MiHn 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. MNpoekTHWI NpocTip | peyenmom
y nonepeHbo CTepU/bHY CWA Ta nicnsipeecTpaviiiHviii NPOTOKON YNPaBiHHA 3MiHAMK.
3arnoBHEHOMY LUNpWLL; pinbTpavito, BHeceHHs 3MiH, Lo nepefbdayeHi y 3aTBepaXeHOMY NpOTOKOAI
no 1 wnpuuy HaMoBHEHHA - ynpasiHHA 3MiHaMKN (BHECEHHS 3MiHW 415
(3anasHomy y 6riicTep) nepBuHHA 6i010riYHOro/iMyHOOrYHOrO fikapcbKoro 3acoby) BeeaeHHs
Y KapTOHHI ynakoBL; ynakoBka), BMPOBHUYOI AinbHULi Bailep A, BepniH ANs HANOBHEHHS
no 0,278 mny BTOPVHHA yNnakoBKa, thnakoHiB npenapaTy Anis® (BUpOOHNLTBO, BKIOYAOUM
CKNSAHOMY priakoHi; no KOHTPO/1b Cepil, CTepW/ibHY QiNbTPaL,ilo, HANOBHEHHS — NepPBNHHA YrNaKkoBKa)
1 chnakoHy 3 BiAnoBigabHUA 3a
hiNbTpyBasIbHO BWMYCK cepii Ans
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

npoayKuii:
PepxeHepoH
dapmacbloTikasic,
IHK., CLUA,
nepBuHHa Ta
BTOPVHHA YNakKoBKa,
KOHTPO/b cepii:
BeTTep ®apma-
®eptiryHr F'm6X i Ko.
KI, HimeuuuHa;
KOHTPONb cepil:
Baiiep AT,
HimeuuunHa,;
KOHTPONb AKOCTi AN
chaKoHiB:
Baiiep AT,
HimeuunHa

AKNACTA

PO34mnH ANns iHdysii, 5
Mr/100 mn no 100 mn y

dhnakoHi; no 1
chnakoHy B KOpoo6Li 3
KapTOHY

HoBapric
®Papma Al

LLiBeiuapis

BMPOGHMLTBO 3a
MOBHUM LK/IOM:
HosapTic ®apma
LTeliH AT,
LBeiiyapis;
BMPOBHULITBO,
nepBuHHe
nakyBaHHs:
®peseHiyc Kabi
ABcTpis ['M6X,
ABCTpIfl; KOHTPONb
AKOCTI 3a
NOKa3HNKOM
"BakTepianbHi
€HA0TOKCUHK™:
®peseHiyc Kabi
ABCTpist TM6X,
ABCTpIsi; KOHTPO/b
AKOCTI 3a
NOKa3HNKOM
"CTepwbHICTL":
ATEC 'm6X IMEL,
ABCTpis

LLiBeliya
pisi/
ABcTpis

BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny -
3MiHa agpecu BUpo6HMKa A®PI, BigNOBIAaNLHOrO 38 KOHTPOb
AKOCTI; 3MiHM | TUny - 3MiHa BUPOGHVKA BUXIAHOTO/MPOMIXHOIO

NPoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCSA Y BUPOGHUYHOMY

npoueci A®l, abo 3MiHa BUPOGHYMKA - 3aMiHa AiNbHULL,
BiANOBIAA/IbHOI 3@ KOHTPOsb AKOCTI A®I; 3MiHM | TUNY - 3MiHK B
npoueci BupobHuutea A®I - 3MiHKM 40 po3giny “"onuc npouecy

BUPOGHMLITBA Ta KOHTPO/b MpoLiecy”; 3MiHuM | Tuny - 3miHa y

napameTpax cneuudikauii Ta/abo JoNyCTUMUX MEX,
BM3HAYeHUX Y cneundikauisix Ha Adl, abo
BUXIiAHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYOTHCS
y npouieci Bupo6HuuTBa A®| - 3mMiHa y napameTpax
cneumdikauii BUXigHOro marepiny TetparngpodypaHy -
BUJaIEHHA NapameTpy cneumdikauii 3 BigNOBiAHNM METOAOM
BMNPOGYBaHHSA; 3MiHW | TUNy - 3MiHa y MeToAax BUNPOOyBaHHS
A®| abo BMxigHOro Martepiany/npoMixXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLIECI
BMPOGHMLUTBA AP - 3MiHa Y MeToAax BUNPoBYyBaHHSA BUXiZHOro
marepiana etaHony 94% - y[0CKOHa/IEHHS METOANKN

MeTogoM MX; 3MiHM | TURYy - 3MiHa y MeToAax BUNpobyBaHHsA

A®I| abo BMxigHOro marepiany/npoMixXHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLEC
BUpo6HMLTBa AP (iHLWi 3MiHM B MeToax BUNPO6YyBaHHSA
(BKKOUAOUM 3aMiHY ab0 AOMNOBHEHHS) AN1A peareHTy, Lo He
CNPUYUHSAE ICTOTHOTO BM/IMBY Ha AKicTb ADI) - 3miHa y MeTogax
BMNPOBYBaHHSA A/18 BUXIQHOTO Martepiasia metacy/1bhoHOBOT
KMCNOoTK 3a N. |aeHTrdikauis (3amiHa nikHomeTpii Ha
[EeHCUTOMETPI); 3MiHM | TNy - 3MiHa y MeToaax
BMNPO6YBaHHA BUXiAHOIO MaTepiany TeTparigpodypaHy 3a n.
[Jlomiluky; 3MiHa y MeTodax BUNpo6yBaHHS A5 BUXIAHOTO

3a
peyenmom

UA/4099/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
mMartepiany TeTparigpodypaHy 3a n. laeHTudikauis

8. AKHETPEKC 10 kancysm m'ski no 10 mr Mera TainaHg Mera NlaiicbcaiieHcisa | TainaHg BHECEHHS 3MiH A0 peecTpaLiiHux maTepiasiB: TEXHIYHA 3a UA/16557/01/01
no 10 kancyny NaiidpcaiieHci3 Mab6nik Komnawi NOMW/IKa B IHCTPYKLi 4115 MEAUYHOT0 3aCTOCYBaHHS Y p. peyenmom
6nictepi, no 3 Mabnik Nimiteq "B3aemogisa 3 iHWKMKM NiKapcbkumy 3acobamu Ta iHLWi BUan
6nicTepy B KAPTOHHIN Komnami B3aEMOZ" BUIy4YEeHO AyONH0BaHHA TEKCTY
KOpoobLi NimiTeq

9. AKHETPEKC 10 Kancynm m'ski no 10 mr Mera TainaHg Mera NaiidpcalieHcis | TainaHg BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/16557/01/01
no 10 kancyny NaiidpcaiieHci3 Ma6nik Komnawi OHOBJ/IEHHS BXE 3aTBEP)KEHOr0 TEKCTY MapKyBaHHSA peyenmom
6nicTepi, no 3 MNab6nik Nimitep NepBUHHOT Ta BTOPMHHOI YNakoBK/ 06YMOB/IEHE BHECEHHSAM
6nicTepy B KapPTOHHIiA Komnami 3MiH 40 TEKCTY MapKyBaHHs
KOpOoO6Li Nimiteq

10. AKHETPEKC 20 Kancynm m'ski no 20 mr Mera TainaHg Mera NaiidpcalieHcis | TainaHg BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasiB: TeXHIYHA 3a UA/16557/01/02
no 10 kancyny NaiidpcaiieHcis Ma6nik KomnaHi NoOMUIKa B IHCTPYKLUIT 415 MeAMYHOrO 3aCTOCYBaHHS Y p. peyenmom
6nictepi, no 3 Mabnik Nimiteq "B3aemMogisi 3 iHWMMM NiKapCbKUMK 3BCOGaMM Ta iHLLI BUAN
6nicTepy B KapTOHHIiA Komnawi B3aEMO/," BUNy4YeHO Ay6n0BaHHsA TEKCTY
KOpoo6Li Nimiteq

11. AKHETPEKC 20 Kancynm m'ski no 20 mr Mera TainaHg Mera NaiidpcaiieHcis | TainaHg BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/16557/01/02
no 10 kancyny NalidpcaiieHcis MNa6nik KomnaHi OHOB/IEHHSA BX€e 3aTBEPMAXEHOr0 TEKCTY MapKyBaHHS peyenmom
6nicTepi, no 3 MNab6nik Nimiten NepBUHHOT Ta BTOPVMHHOI YNakoBK/ 06YMOB/IEHE BHECEHHAM
6nicTepy B KapTOHHIiA Komnawi 3MiH 0 TEKCTY MapKyBaHHs
KOpooLi NimiTeq

12. ANNBEHTA® Kancysnu, KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHi BHECEHHS 3MiH [0 peecTpavuiiiHux maTtepianis: 3miHu | Tuny - 3a UA/9449/01/01
NPOJIOHIrOBaHoi Aji, No HoBo mecTo MecTo A nogaHHsa oHoBneHoro CepTtudiikaty BiAMoOBIAHOCTI peyenmom
37,5 mr no 14 kancyn y €Bponeiicbkili hapmakonei R1-CEP 2005-264-Rev 02 Big Bxe
6nicTepi; no 1, abo no 3aTBEPAKEHOTO BUPOOHUKA
2, abo no 4 6nictepn y
KapTOHHI KopobLyi

13. ANBEHTA® Kancynu, KPKA, 4.4., CnoBeHis KPKA, a.4., Hoso CnoBeHi BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 3a UA/9449/01/02
NMPOJIOHIOBaHoT Aji, No HoBo mecTo MecTo A nogaHHA oHossieHoro CepTtudikarty BignoBigHOCTI peyenmom
75 mr no 14 kancyn y €Bponeiicbkili hapmakonei R1-CEP 2005-264-Rev 02 Big Bxe
6nicTepi; no 1, abo no 3aTBEPAXEHOT0 BUPOOHUKA
2, abo no 4 6nictepn y
KapTOHHI KopobLyi

14. ANNBEHTA® Kancysnm, KPKA, a.4., CnoseHis KPKA, a.4., HoBo CnoseHi BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/9449/01/03
NPOJIOHIOBaHOI Aji, No HoBo mecTo MecTo A nofaHHsA oHossieHoro CepTudikaty BignoBigHOCTI peyenmom
150 mr no 14 kancyn y €Bponeiicbkiii hapmakonei R1-CEP 2005-264-Rev 02 Big Bxe
6nictepi; no 1, abo no 3aTBEPAKEHOr0 BUPOGHMKA
2, abo no 4 6nictepn y
KapTOHHI Kopobui

15. ANEKCAH® PO34MH NS iH'eEKLiA Ta EBEBE ABCTpis NOBHWIA LMK AscTpisi/ BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/1150/01/01
iHdpysii, 20 mr/mn no 5 dapma BMPOGHULITBA: Himeuy 3MiHV Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsagy. peyenmom
mn (100 mr) y lec.m.6.X. EBEBE ®apma nHa BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo cucTemy
chnakoHi; no 1 Hdpr. KI lec.m.6.X. Hdor. KT, hapmakoHarnsgy (BBeLEeHHs y3ara/ilbHeHNX JaHux Npo

h/1aKkoHy B KapTOHHIlA
KopoobLi

ABCTpIS;
TecTyBaHHs: Jlabop
NI+C Al, HimeuunHa;

TecTyBaHHA: MIJ1

cuctemy hapmakoHarnagy, 3miHa ynoBHoBaxKeHoT ocobu,
BiNOBIAANbHOI 32 3MjACHEHHS hapMmakoHarnsaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asBHVKa AN 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, AKLO BOHA BifMiHHA Bif,
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Mikpobionoriwec YNOBHOBaXEHOT 0c0o6U, BiANOBIAANLHOI 3a 34iACHEHHS
Mptodpnadop MmbX, hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
ABcTpis pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa KOHTaKTHUX faHuX YNOBHOBaXeHOI ocobu,
BiZiNOBIAANbHOI 3a 34jiiCHEHHS hapmakoHarnsgy. 3miHa Micus
3[iICHEHHSI OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecu macTtep-chaiina cuctemm dpapmakoHarnsgy
16. ANNEKCAH® PO34mnH NS iH'eKLi Ta EBEBE ABCTpis NOBHWIA LKA AscTpisi/ BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/1150/01/02
iHdpysii, 50 mr/mMn no dapma BMPOGHULITBA: Himeuy 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
10 mn (500 wmr), abo no Fec.m.6.X. EBEBE ®apma nHa BBeneHHs abo 3MiHU A0 y3araslbHEHUX JaHWX NPo cucTemy
20 mn (1000 wmr), abo Hdpr. KI lFec.m.6.X. Hdor. KT, hapmakoHarnsgy (BBefeHHs y3ara/lbHeHUX faHux npo
no 40 mn (2000 mr) y ABCTpIS; cuctemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
dhnakoHi; no 1 TecTyBaHHs: Jlabop BiANOBIAANLHOI 3a 34iicCHEHHS (papMakoHarnsay; KOHTakTHOT
h1aKkoHy B KapTOHHIi N+C Al, HimeuunHa; ocobu 3 chapmakoHarnsgy 3asBHVKa gNs 34iCHEHHSA
Kopobui TecTyBaHHsA: MM/ hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Big,
Mikpobionoriwec YNOBHOBaXEHOT 0cO6U, BiANOBIAAILHOT 3a 34iACHEHHS
Mptodpnabop MmobX, hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
ABcTpis pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa KOHTaKTHUX faHuX YNOBHOBaXeHOI 0cobu,
BIANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsgy. 3miHa micus
3[iiCHEHHSI OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecu macTtep-chaiina cuctemm dhapmakoHarnsgy
17. ANEPAE3 cupon, 0,5 mr/mn, no My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/14492/01/01
50 mn tano 100 mny akuioHepHe akuioHepHe 3MiHW A0 IHCTPYKLT 4719 MeAUYHOro 3aCTOCYBaHHA Y pO34in peyenma
thnakoHi; no 1 TOBapuCTBO TOBapuCTBO "®apmakonoriyHi BnactusocTi’, "lMpoTmunokasaHHA",
pnakoHy pasom 3 "HaykoBo- "HaykoBo- "B3aemMogis 3 iHWMMM NiKapCbKUMM 3acobamu Ta iHLWi BUAn
[03yBa/TbHUM BMPOGHUYNIA BVMPOGHNYMNIA LEHTP B3aemogiit", "OcobmBocTi 3acTocyBaHHs", "Cnoci6
NPUCTPOEM B MauLi; no LEeHTp "BopLyariBcbkuii 3acTocyBaHHA Ta go3un”, "Oitn" (yTouHeHHs), "MobiuHi peakwii”
100 mn y 6aHuj; no 1 "BopLuariBcbk Ximiko- 3rigHO 3 iHhopMaLji€elo WOoA0 MeANYHOT0 3aCTOCYBaHHS
6aHUj pa3om 3 WA XiMiKo- hapmaueBTUYHNI pechepeHTHOro nikapcbkoro 3acoby (EPIYC, cupon, 0,5
[03yBa/IbHUM thapmaueBTny 3aBog" Mr/mn). BBegeHHs 3MiH NpoTarom 3-x micsAuiB nicns
NPUCTPOEM B Nayuj Huii 3aBog” 3aTBepKEHHSA
18. ANKAIH® Kpansi o4Hi 0,5 % no AKOH- Benbris AnkoH-KyBpbop Benbris BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/10470/01/01
15 mn y donakoHi- KyBpbop 3MiHu Woao 6esnekn/ethekTUBHOCTI Ta hapmakoHarnsagy. peyenmom

KpanensHuui "Apon-
TeliHep®"; no 1
hnakoHy B KOpoo6Li

BeefieHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHux Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
cuctemy thapmakoHarnisay, 3miHa ynoBHOBaXKeHoi ocobu,
BIANOBIAA/IbHOT 32 34iICHEHHS hapmakoHarisay; KOHTakTHOT
ocobu 3 chapmakoHarnsagy 3asBHUKa A1 34iINCHEHHSA
hapmakoHarnsgy B YKpaiHi, KW BOHa BiiMiHHA Bif,
YNOBHOBaXXEHOT 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MilLEHHI MacTep-haiina cucteMu papmakoHarnsgy) -
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXXEHOT 0Co6y,
BiANOBIAa/IbHOI 3a hapMakoHarisa. 3MiHa Micus 34iiCHEHHS
OCHOBHOI fifiIbHOCTI 3 hapmakoHarnsagy. 3miHa agpecu
MacTep-cainia
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
19. ANNMATE/Nb® A cycrneHsis opanbHa no | bankaHtapma Bonrapis BankaHdapma- Bonrapi BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 6e3 UA/0879/01/01
170 mn y chnakoHi, no -TposiH AT TposH AT ] BWUJ/TyYEHHSI BUPOOHUYOT AiNbHULI (BKIOYAKOUN AiNbHULI ANs peyenma
1 donakoHy y A®I, npomiXHOro NpPoAyKTy abo roToBOro NMikapcbKoro 3acoby,
KapTOHHIiA nayLi pasomM [iNbHULI ANA NPoBeAEHHS NakyBaHHs, BUPOOHNMKA,
3 [103yBas/1bHOI0 BiZiNOBIAAIbHOTO 3a BUMYCK Cepiid, MicLie NpoBeAeHHS
NOXKOI0; No 10 Mny KOHTPO/I0 cepii) abo nocTavanbHMKa BUXIAHOTO MaTepiasy,
nakeTuky, no 10 a6o peareHTy abo A0NOMiXHOT PEYOBUHY - BUTyYEHHS BUPOOHMKA
20 nakeTuKiB y A®| BeHsokait Norbrook, s.r.o., Uexisi; BUny4yeHHs BUpOOHMKa
KapTOHHI/ navw, A®| AntomiHito rigpokeng, renb Ta A®| MarHito rigpokcug nactu
BK Giulini GmbH, HimeuuunHa; 3miHu | TUny - 3miHa napameTpis
cneumdikauii Ta/abo foNyCTUMUX MEX NEPBUHHOT YNaKoBKM
rOTOBOrO JIiKaPCbKOro 3acoby - 3MiHa KpUTEpIiB NPUAHATHOCTI
«3arasibHuiA BMICT APKIKOBUX Ta niceHeBux rpnbis» (TYMC)
3a nokasHukom "MikpobionoriyHa umctoTa" 48 nepBUHHNX
nakyBaslbHNX MaTepanis (CKNsHi nAsAwkm, NET-nAswWwku,
KOBMaYKM AN5 CKASAHUX NASALLOK, KoBnaykn ans MNET-NAAWOK,
honbra gns nakeTukis); 3MiHK | TUMY - 3MiHKM BUNpo6yBaHb abo
O0NyCTUMKX MEX, BCTAHOB/IEHMX Y crieumdpikayisx, nig vac
BMPOGHMLITBA FOTOBOrO /iKapCbKOro 3acoby - BUTyYeHHS
KOHTPO/IH0 SIKOCTI SlikapcbKoro 3acoby y dhopmi in bulk B
npoueci BUPOGHULITBA
20. AnonypvHon Tabnetky no 100 wmr, My6niyHe YkpaiHa BUPOBHMLTBO 3a YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/7302/01/01
no 10 TabneTok y akuioHepHe NMOBHUM LMK/TOM: NoAaHHA OHOBMIEHOTO cepTudikarta BifgnoBigHOCTI peyenmom
6nicTepi; no 5 TOBapUCTBO My6niyHe €sponelicbkin hapmakonei Ne R1-CEP 2001-433-Rev 04 ans
6nictepiB y nauui "HaykoBo- akuioHepHe Lit040i pevyoBUHY Bif, BXXe 3aTBEPAKEHOro BUPOBHNKA; 3MiHK |
BMPOGHUUNI TOBapuCTBO TMNYy - 3MiHM B crieymdikaii Ta meTogax koHTposno AdI,
LEeHTp "HaykoBo- 30Kpema BUTy4eHHS NMoKasHUKa «Baxki meTtanun»
"BopLuariscbk BUPOGHNYMNIA LEHTP
Wi XiMiKo- "BopLyariscbkuii
thapmaveBTUy Ximiko-
Huii 3aBon” hapmaLeBTUYHNI
3aBof", YKpaiHa,
BMPOBHULITBO,
nakyBaHHS1, BUMyCK
cepii: ToBapucTBO 3
06MeXeHOH
BiANoBiAa/IbHICTIO
"ArPO®APM",
YKpaiHa; KOHTPO/1b
cepiii: ToBapucTso 3
06MEXEHOI0
BigNoBiAa/IbHICTIO
"Hartyp+", YKpaiHa
21. AnonypuvuHon Tabnetky no 100 Mr no CaHpo3 CnoseHis BUPOBHMLTBO 3a Himeuy BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/9524/01/01
CAHAO03® 10 TabneTok y PapmacbioTiK NOBHUM LMK/IOM: nHa/ noAaHHs HOBOro abo OHOB/IEHOTO cepTuddikaTa BiANOBIAHOCTI peyenmom
6nictepi; no 5 an3 a.a. CanoTtac ®apma IHais/ ab0o BUNYYEHHs cepTudpikaTa BignoBigHOCTI EBponeichkiii
6nicTepiB y KAPTOHHIN vM6X, HimeyuunHa,; PymyHis dhapmakonei: ana A®l; ans BuxigHoro
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
KopooLi BMPOGHMLTBO in bulk / MaTepiany/peareHTy/NpoMKHOro NPoAayKTy, Lo
(anbTepHaTMBHa CnoseHi BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ANs AONOMDKHOT
AinbHuus): CaHgos A peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
MpaiiseT NimiTes, thapmakonei) - OHOBNEHNIA cepTudpikar Big, yxe
IHAiA; KOHTpO/b 3aTBEPMKEHOr0 BMPOOHUKa. 3anponoHosaHo: R1-CEP 2008-
cepii 211-REV02
(anbTepHaTVBHA
AinbHuus): C.K.
CaHpos C.P.J1.,
PyMyHisi; nepBuHHe i
BTOPUHHE
nakyBaHHs, [403Bif
Ha BUMyckK cepii
(anbTepHaTMBHa
AinbHnug): Nlek
dapmaueBTUyYHa
KomnaHia g.4.,
CnoseHis
22. AnonypuHon Tabnetky no 300 Mr no CaHpo3 CnoseHis BUPOBHMLTBO 3a Himeuy BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/9524/01/02
CAHAO3® 10 TabneTok y dapmacbioTiK NMOBHUM LMK/TOM: nHa/ noAaHHs HOBOro abo oHOBIEHOrO cepTuddikaTa BiANOBIAHOCTI peyenmom
6nicTepi; no 5 an3 a.n. Cantotac ®apma IHgis/ abo BUNyYEHHS cepTudikaTta BignoBigHOCTI EBponeichkiii
6nicTepiB y KAPTOHHIl 'M6X, HimeuyunHa,; PymyHis hapmakonei: ana A®l; ans BUxigHoro
KOpOoo6Li BMPOGHMLTBO in bulk / marepiany/peareHTy/npOMKHOT0 NPOAYKTY, L0
(anbTepHaTMBHa CnoBeHi BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMIKHOT
ninbHUUs): CaHao3 A peyoBUHM (CepTudpikaT BiANOBIAHOCTI EBpONechbkili
MpaiiseT NimiTes, thapmakonei) - OHOBNEeHWIi cepTudikar Big, yxe
IHAisA; KOHTpO/b 3aTBEpMAKEHOro BMpobHuka. 3anponoHosaHo: R1-CEP 2008-
cepii 211-REV02
(anbTepHaTuBHa
AinbHuus): C.K.
CaHpos C.P.J1.,
PymyHis; nepBuHHe i
BTOPVHHE
nakyBaHHs, [403BiN
Ha BMMYycCK cepii
(anbTepHaTMBHa
OinbHUUA): Jlek
PapmaLeBTUYHa
KoMnaHis g.4.,
CnoBeHis
23. ANbBYMIH- PO3unH ANs iHQYy3il, TOB Ykpaina BMPOBHULITBO, YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 3a UA/15875/01/01
BIOPAPMA 10 % no 50 mn, 100 "BIO®APMA nepBrHHe Ta 3MiHa y MeTofax BUNpobyBaHHs rOTOBOrO /iKapCbKOro 3acoby | peyernmom
MmNy cpnakoHi; no 1 MNA3MA" BTOPWHHE (iHWi 3miHM y MeTofax BUNpobyBaHb (BKIOYaUM 3amMiHy abo

dhnakoHy y nauuj 3
KapTOHY

nakyBaHHs1, BUMYyCK
cepiii; BTOpUHHE
nakyBaHHS1, BUMYCK
cepiin: TOB

[OOMNOBHEHHS))
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
"BIO®APMA
MNAA3MA"
24. ANbBYMIH- PO34uH NS iHQY3il, TOB YkpaiHa BMPOBHULITBO, YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/15875/01/02
BIO®APMA 20 % no 50 mn, 100 "BIOPAPMA nepBuHHE Ta 3MiHa y MeTogax BunpobyBaHHS rOTOBOro NiKapcbKoro 3acoby | peyernmom
My chnakoHi; no 1 MIA3SMA" BTOPUHHE (iHWi 3mMiHM y MeTogax BMNpobyBaHb (BK/IOYAKYM 3aMiHy abo
chnakoHy y nauui 3 nakyBaHHs, BUMYyCK [OOMOBHEHHS))
KapTOHY cepiii; BTOpUHHE
nakyBaHHs1, BUMyCK
cepiii: TOB
"BIO®APMA
MNAA3MA"
25. ANbIrEPIKA Kancynu teepai no 75 TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsari BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/13629/01/01
Mr, no 14 kancyny YkpaiHa" 4.0.0. A 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsaay. peyenmom
6nicTepi; no 1, 2, abo BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX NPOo cucTemy
4 6nictepn y KOpoo6Li thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHo! ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsay; KOHTakTHOT
ocobu 3 thapmakoHarnsagy 3asBHUKa 419 34INCHEHHSA
thapMakoHarnagy B YkpaiHi, SKLWO BOHa BigMiHHA Bif,
yMOBHOBaXEHOT 0c0o6u, BigNOBiAaIbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (Bk/ouvakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0Cc06M 3asiBHMKA, BiAMOBIAA/IbHOT 32
3pificHeHHs hapmakoHarnsgy: MNponoHoBaHa pepakuis — Orit
Stern-Maman. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
ocobu. 3miHa Micus 34iCHEHHST OCHOBHOT AiSNIbHOCTI 3
chapMakoHarnsgy. 3miHa agpecy MacTep-daiina
26. ANbrEPIKA kancynu Teepgi no 150 TOB "TeBa YkpaiHa M/IBA XpBaTcka XopsarTi BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 3a UA/13629/01/02
Mr, no 14 kancyny YkpaiHa" 4.0.0. A 3MiHM Woo 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peyenmom
6nictepi; no 1, 2, abo BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
4 6nictepun y KopobLii hapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHux npo
cuctemy hapmakoHarnisgy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAANLHOI 32 34iicCHEHHS (papMakoHarnsay; KOHTakTHOT
0ocobu 3 chapMakoHarnsay 3asBHuUKa gisi 34ilicHeHHs
chapMakoHarnisagy B YkpaiHi, SKLO BOHA BigMiHHA Big,
YNOBHOBaXeHOT 0co6u, BiANOBiAaNbHOT 3a 34iiCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MiLeHHI MacTep-haiina cucteMmu hapmakoHarisgy) -
3MiHa YyNoBHOBaXKeHOT 0C06M 3asiBHUKA, BiAMNoBIfaIbHOT 3a
3ailicHeHHs hapmakoHarnsgy: MponoHoBaHa peakuist — Orit
Stern-Maman. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT
ocobu. 3miHa Micus 3AiICHEHHSI OCHOBHOT AiSiNIbHOCTI 3
papmakoHarnsgy. 3miHa agpecu Mactep-chaiina
27. ANb®A A3-TEBA | kancynu m'siki no 0,25 TeBa I3painb BMPOGHUK, KNI Himeuy BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/9309/01/01
Mkr no 30 a6o no 60 dapmaueBTika Bignosigae 3a nHa/ nofaHHA OHOBJ/IEHOro cepTudiikara BiANOBIAHOCTI peyenmom
Kancyn y KoHTeliHepi; n lHaacTpi3 BMPOOBHULITBO in I3painb €sponelicbkili hapmakonei Ne R1-CEP 2003-172-Rev 02 gns
no 1 KoHTelHepy y Nta. bulk: KataneHt [L0MOMIDKHOI PEYOBUHM XENaTUH Bif, BXXe 3aTBEpAKEHOro
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n/n

JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo
20

nocsioYeHHs1

28.

AlNb®A A3-TEBA

KopooLi

TeBa

HimeyunHa E6epbax
'm6X, HimeuunHa;
KOHTPO/b AKOCTI;
BMPOGHUK, KW
Bignosigae 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUMyCK
cepii: TeBa
$apmaueBTikas
IHpacTpis N14.,
I13painb

BUPOGHMKa

29.

kancynu m'saki no 0,5
mkr no 30 a6o no 60
Karncyn y KoHTeliHepi;
no 1 KoHTeliHepy y
KopoobUi

PapmaueBTika
n lHaacTpi3
nra.

I3painL

BMPOGHUK, SIKWiA
Bignosigae 3a
BMPOBHULITBO in
bulk: KataneHt
HimeyunHa E6epbax
M6X, HimeuunHa;
KOHTPO/b SKOCTI;
BMPOGHUK, KNI
BignoBsigae 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUMYCK
cepii: TeBa
dapmauesTikas
IHpacTpis T4,
13painb

Himeuy
nHa/
I3painb

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
NoAaHHA OHOBMIEHOTO cepTudikarta BifgnoBigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2003-172-Rev 02 ans
[OMOMiXHOT PEYOBVHM XeNnaTuH Bif, BXe 3aTBEPAKEHOr0
BMPOGHMKA

3a
peyenmom

UA/9309/01/02

30.

ANb®A A3-TEBA

AMBPOKCOI/ 15

kancysm m'ski no 1,0
MKr, no 30 a6o no 60
Kancyn y KoHTeliHepi;
no 1 KoHTeliHepy y
KOpoo6Li

TeBa
PapmaueBTika
n lHpacTpi3
nra.

I3painb

BMPOGHUK, KNI
Bignosigae 3a
BMPOBGHULTBO in
bulk: KataneHt
HimeuunHa E6epbax
M6X, HimeyunHa;
KOHTPO/Ib SIKOCTI;
BMPOGHUK, SKWiA
Bignosigae 3a
nepBrHHE Ta
BTOPVHHE
nakyBaHHs1, BUMyCK
cepii: TeBa
$apmaueBTikaU
IHpacTpi3 Nt4.,
13painb

Himeuy
nHa/
I3painb

BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny -
nojaHHA OHOBJ/IEHOro cepTuddikara BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2003-172-Rev 02 ans
[L0MOMDKHOT PEYOBWHW XeNaTuH Bif BXe 3aTBepAKeHOro
BMPOGHUKa

3a
peyerimom

UA/9309/01/03

cupon, 15 mr/5 mn no
50 My dhnakoHi

nosliMmepHomy, no 1

My6niyHe
akujioHepHe

TOBapuUCTBO

YKpaiHa

My6niyHe
akujioHepHe

YKpaiHa

TOBapuUCTBO

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
3MiHK 3 siKoCTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBa/ibHNIA 3aci6. 3MiHa po3Mipy YNaKoBKM

6e3
peyenma

UA/0595/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1

hnakoHy pasom 3 "HaykoBo- "HaykoBo- roTOBOrO JlikapCbKOro 3acoby (3miHa macu/o6'emy BMICTY

JIOXKOIO [,03yBa/IbHOKO BMPOGHUYNIA BUPOGHNYMNIA LEHTP KOHTeliHepa 6araTof030B0Oro Jlikapcbkoro 3acoby ansi

B mayui; no 100 mny LieHTp "BopLyarisCcbKuii HenapeHTepasibHOro 3acTocyBaHHsA (abo 0gHOA030BOrO,

hNakoHi nonimepHomy "BopLuariscbk XiMiKO- 4YaCTKOBOro BUKOPUCTaHHSA)) -

ab0o 6aHLi nonimMepHiii; niA ximiko- chapmaLeBTUYHUI CynyTHS 3MmiHa

no 1 dpnakoHy abo no thapmaueBTUy 3aBog" - 3miHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb

1 6aHuj pa3om 3 HWii 3aBoa” roToBOro Nikapcbkoro 3acoby. 3miHa napameTpis

JI0XKOI0 [,03yBa/IbHO0
B nauyuj; mo 100 mny
(hN1aKoHI CKNSAHOMY; MO
1 chnakoHy pasom 3
JI0XKOIO [,03yBa/IbHO0
B nauui; no 120 mny
dhnakoHi noniMepHomy
abo 6aHui noniMepHii;
no 1 dpnakoHy abo no
1 6aHuj pa3om 3
JI0XKOI0 [,03yBa/IbHOK0
B nauuj

cneumdikauii Ta/abo fLONYCTUMUX MEX FOTOBOTO NiKaPCbKOro
3aco6y (iHwWi 3MiHN);

- 3MiHu 3 siKoCTi. [OoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig vyac BMpo6bHMUTBa
roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHK) - BBEAEHHS
[04aTKOBOT ynakoBku: no 120 mn y donakoHi nonimepHomy abo
6aHuj nonimMepHii, no 1 donakoHy abo no 1 6aHui pas3om 3
JIOXKOH [,03YBasIbHOK B NadLi. fK HAcNifoK, NociA0BHI 3MiHW
B Cneumdpikavnii 13 B po3gini "O6'em BMICTY ynakoBku" Ta B
CreumdikaLjii npoMiXHMX NpoayKTiB B po3gini "O6'eM BMiCTy
ynakoBkun" (BBegeHHs1 3MiH NpoTaroM 3-x MicsliB nicns
3aTBEPAKEHHS); 3MiHM | TUNY - 3MiHK 3 AKOCTi. A®I. KOHTposb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo gonycTuMmx
MeX, BU3HA4YeHNX y crieumdikalisx Ha Ad®l, abo
BUXIZAHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA
y npouieci BUpo6HMUTBa AD| (BUYYEHHS HE3HAYHOTO
nokasHuka SKoCTi (Hanpuknag BUy4YeHHs 3acTapifioro
nokasHukKa)) - BUNy4YeHHs 3i cneuudikadii APl AM6pokcony
riapoxnopvA, KOHTPOSIHO SKOCTi 3a NokasHMkoM “"Baxkki meTasin"
(BBeAeHHs 3MiH NPOTAroM 3-X MiCAILiB MiCNs 3aTBEPOKEHHS);
3MiHU | TNy - 3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkuii 3acio.
KOHTpO/b roToBOro NikapcbKoro 3acoby. 3miHa y metogax
BUNPOBYBAHHSA rOTOBOrO NikapCbKoro 3acoby (He3HayHa 3miHa
y 3aTBEPKEHUX MeTOoAax BUNPOOYBaHHS)

CynyTHS 3MiHa
- 3MiHM 3 siKocTi. [OoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig vyac BMpo6bHMUTBa
roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHa B MeToAax
BuNpobyBaHHA /13, AK HacNifAoK 3MiHW B MeTofax
BUMPOOYBaHHA MPOMDKHVX MPOAYKTIB: - 38 NOKa3HVNKOM
"CynpoBifHi AOMILLIKKN" - 3MIHEHO PO3BEAEHHS A5 PO3UUHY
NOPIBHAHHSA, BBEAEHO (hOpMYyNn A1 PO3paxyHKY BMICTY
[OOMILLIOK, BKa3aHO Nopir iHpopMyBaHHS; - 3@ MOKa3HNKOM
"KinibkicHe BM3HaYeHHA" - He3HaYHi 3MiHN B MeToaMLUi
BMNPOGYBaHHS; 3MEHLLEHO BUMOTY [0 36DKHOCTI; Y 3B'A3KY 3
BMKOPVCTaHHAM iHLLOIO KOHCEPBaHTY, NPOBOAATH KiflbKiCHe
BM3HAYEHHS KUCOTW 6EH30HOI (BBEAEHHSA 3MiH MPOTSAroM 3-X
MicsILiB NicNs 3aTBEPAYKEHHS); 3MiHW | TUNY - 3MiHM 3 AKOCTI.
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
[oTOBMIA Nikapcbkuii 3aci6. Cuctema

nakyBaJIbHUX MaTepiasiiB ab0 KOMMIEKTYOUMX (SKLLO
3MiH g0 p.3.2.P.7.Cnuctema KoHTeliHep/3aKkynopioBasibHUiA
nakyBaibHUX matepiasnis (BBefeHHs 3MiH NPOTArom 3-X
CepTudikaT BignosigHocTi/l E-cepTudikart BiANOBIAHOCTI

OHOBJ/IEHOTO cepTudikaTta BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoONeENiChKi thapmakonei: ans
A®I; onsa BUXigHOro matepiasny/peareHTy/npomixxHoro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI A®I; Ans

[OMOMDKHOT peyoBMHY (cepTuddikaTt BiAnoBigHOCTI

3aTBEPKEHOr0 BUPOBHUKA - NOJaHHSI OHOB/IEHOTO

rigpoxnopus Big, Bxe 3atepmkeHoro BupobHuka SHIPLA
MEDICARE LIMITED, IHgis (BBegeHHsA 3MiH NpOTArom 3-x
MiCSLB NicNs 3aTBEPAYKEHHS); 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTPOb roTOBOro NikapcbKoro
3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo fonycTUMUX

MEX roTOBOrO JliKapCbkoro 3acoby (iHLLi 3MiHW)

CynyTHA 3MiHa

- 3MiHK 3 siKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHs

roToOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MEeTOoAax BUNPOBOYBaHHS) - BHECEHHS 3MiH Y
Cneuudpikaujito/MeTogmn BunpobysaHHs /13: BBEAEHHSA
[04aTKOBMX BUMOT 3a NOKa3HWKOM "laeHTudpikauis”, 3okpema:
fopasaHHA Y®-cnekTpa ana APl AM6pokcony rigpoxnopug,
SIK HAC/iJOK He3HaYHa 3MiHa B MeToAWL BUNPOGYyBaHHS
KOHTpot0 "KiNlbkicHe BM3HaYeHHA" (BBeAeHHS 3MiH NMPOTAroM
3-x micsLiB nicnsa 3aTBEPAKEHHS); 3MiHM Il TUny - 3MiHK 3
AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa y
cKnagi (LOMOMKHUX peYoBMHAX) rOTOBOTO JliKapcbKoro 3acoby
(iHWi 4ONOMDKHI pe4oBUHK) - AKICHI ab0 KifbKICHI 3MiHW LLIOA0
opHiel abo AekiNbKOoX AONOMDKHUX PEYOBWH, SIKi MOXYTb

3HAYHO BMIMHYTU Ha 6e3neky, SKiCTb ab0 e(pPeKTUBHICTb
roTOBOro NikapCbKoro 3acoby

CynyTHS 3MiHa
- 3MiHu 3 siKoCTi. [OoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo AONYCTUMUX MEX,

BCTAHOB/IEHNX Y cneuudikauisx, nig vyac BMpo6bHMUTBa

roToBOro NikapcbKoro 3acoby (iHLi 3MiHW);
- 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTponb

KOHTelHep/3aKkynoptoBasibHU 3aci6. 3MiHa nocTadasibHMKa
3a3HayeHo B [JOCbE) (BUNYYEHHS NOCTaYa/IbHUKA) - BHECEHHS
3acib, 30Kpema: BUTyYeHHS HaliMeHyBaHHS nocTavyasibHUKIB
MicSLiB NiCNsA 3aTBEPAYKEHHS); 3MiHW | TUNY - 3MiHW 3 AKOCTI.

€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA HoBOro a6o

€Bponelicbkiin hapmakonei) - OHOBMIEHWIA cepTUdikaT Bif yxe

Ceptudcpikata R1-CEP 2004-201-Rev 03 ana A®l Ambpokcony
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

roToBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo fLONYCTUMUX MEX FOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHK) - 3MiHa AKICHOTO Ta KifIbKICHOTo cknagy
L0MOMKHMX peyvoBuH /13. 3okpeMa, 6yn10 BHECEHO HACTYMHi
3MiHW:
- B AKOCTI KOHCEPBATHY BUKOPVUCTOBYETLCA KMCN0Ta 6eH30MHa
3aMicTb HaTpito 6eH3o0aTy,

- B AAKOCTI KOPUTEHTY CMaky Ta NifAconomxysada
BUKOPVCTOBYETLCA CYKpas1i03a, sika 3aMiHIoE COp6IT, caxapuH
HaTPIlo | KNCIOTW JIMMOHHOI MOHOTiApaT;

- 3aMiHa apomaTtun3aTopiB: 3aMiHa apomartun3aTopy abpukoc,
anenbCKH, MEHTO/ Ha apoMaTmn3aropy 6aHaH Ta BaHiflbHO-
BEPLUKOBWIA;

- BUNYYEHHS TMiLEPUHY;

- BWIYY€HHS NPONiNEHTIKOIO;

Ak Hacnigok, NocnifoBHI 3MiHK B Cnevmdikauii N3,
CnevyucpikaLii npoOMiXHMX NPOAYKTiB Ta MeTogax
BMNpo6yBaHHA B po3ginax "Omuc”, "lgeHTudpikauis”, "MyctnHa"
"pH", "KinbkicHe BU3Ha4YeHHA".

B po3gini "Onuc"- BuyyYeHHA 3HaYeHHs "B'A3ka’”.

B po3gini "lpeHTndpikauis'- npoBoAsATh igeHTUIKaLil0 HOBOrO
KOHCepBaHTy KucnoTu 6eH30MHOI..

B po3gini "rycTnHa" - 3MiHeHO KpuTepii NPUIAHATHOCTI.

B po3gini "pH" - 3MiHEHO KpuTepii NPUAHATHOCTI.

B po3gini "KinbkicHe BU3HaYeHHS" - y 3B'A3KY i3 3MiHOIO
cKnagy, a caMe BUKOPUCTaHHS iHLIOrO KOHCEPBaHTY
MPOBOAATL KifIbKiCHE BU3HAYEHHS KUCOTW 6EH30/HOI Ta
3MiHEHO KpUTepii NPUAHSATHOCTI
BBefieHHs1 3MiH NpoTArom 3-x MICALIB MiCNA 3aTBEPKEHHSA

31.

AMBPOKCO/ 30

cupon, 30 mr/5 mn no
50 mMn 'y donakoHi
nonimepHomy, no 1
chrnakoHy pa3om 3
JI0XKOI0 ,03yBasIbHO
B nauuj; no 100 mny
dhnakoHi noniMepHomy
ab60 6aHLi noniMepHiit;
no 1 dpnakoHy abo no
1 6aHuj pa3om 3
JI0XKOI0 ,03yBasIbHO0
B nauuj; no 100 mny
dhr1akoHi CKIsIHOMY; MO
1 chnakoHy pa3om 3
JI0XKOI [,03yBa/IbHO0
B nauuj; mo 120 mny
hNakoHi nonimepHomy
a60 6aHLi MoNiMepHil;

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYNIA

LeHTp
"BopLuariBcbk
niA Ximiko-
thapmaveBTuy
HWiA 3aBog"

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BMPOOHWYMIA LIEeHTP
"BopLyariscbkuii
XiMiKO-
hapmaLeBTUYHNI
3aBofg”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny -
3MiHK 3 siKoCTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO /liKkapCbKOro 3acoby (3miHa macu/o6'emy BMICTY
KOHTelHepa 6araTof030B0ro Nikapcbkoro 3acoby An1s
HenapeHTepasibHOro 3acTocyBaHHs (abo 04HOA030BOrO0,
4acTKOBOrO BVMKOPUCTaHHS)) -

CynyTHA 3MiHa
- 3MiHu 3 sKocCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneyudikaLiin Ta/abo goNycTMMUX MEX rOTOBOTO JiKapCbKOro
3aco6y (iHLWi 3MiHN);

- 3MiHM 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BUPOGHMLTBI. 3MiHM BUNPO6YBaHb abo A0MYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig vyac BMpobHMUTBa
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) - BBEAEHHS
[04aTKOBOI ynakoBku: no 120 mn y pnakoHi nonimepHomMy a6o
6aHui nonimepHii, no 1 dnakoHy abo no 1 6aHLi pasom 3

6e3
peyenma

UA/0596/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1

no 1 dpnakoHy abo no
1 6aHuj pasom 3
JI0XKOIO [,03yBa/IbHO0
B nauuj

JIOXKOH [,03yBasIbHOK B NadLi. Ak HAcNigoK, NocifAoBHI 3MiHW
B Cneumdpikavnii 13 B po3gini "O6'em BMICTY ynakoBku" Ta B
CreumdikaLjii npoMiXHMX NpoayKTiB B po3gini "O6'eM BMiCTy

ynakoBkun" (BBegeHHs1 3MiH NpoTAaroM 3-x MicsliB nicns
3aTBEPAKEHHS); 3MiHM | TUNY - 3MiHK 3 AKOCTi. A®Il. KOHTposb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo gonycTuMmx

MeX, BU3HA4YeHMX y creumdikalisx Ha Ad®l, abo

BUXIZAHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA

y npouieci BUpo6HMUTBa AD| (BUIYYEHHS HE3HAYHOTO

nokasHuka SKoCTi (Hanpuknag BUyYeHHs 3acTapifioro

nokasHuKa)) - BUNy4YeHHs 3i cneuudikadii APl AM6pokcony

riapoxnopvA, KOHTPOSIHO SKOCTi 3a NokasHMKoM “"Baxkki meTasin”

(BBeAeHHs 3MiH NPOTAroM 3-X MiCAILiB MiCNs 3aTBEPKEHHS);

3MiHU | TNy - 3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkuii 3acio.
KOHTpOsb roToBOrO NikapcbKoro 3acoby. 3miHa y metogax
BUNPOBYBaHHSA rOTOBOrO NikapCbKoro 3acoby (He3HayHa 3miHa
y 3aTBEPKEHUX MeTOoAax BUNPOOYyBaHHS)
CynyTHS 3MiHa
- 3MiHu 3 siKoCTi. [OoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig vyac BMpo6bHMUTBa
roTOBOrO NikapCcbKoro 3acoby (iHLWi 3MiHK) - 3MiHa B MeToAax
BuNpobyBaHHA /13, AK HacNifAoK 3MiHW B MeTofax
BUMPOOYBaHHA MPOMDKHVX MPOAYKTIB: - 38 NOKa3HVNKOM
"CynpoBifHi AOMILLIKKN" - 3MIHEHO PO3BEAEHHA A5 PO3UUHY
NOPIBHAHHSA, BBEAEHO (DOpMYyNY A1 PO3PaxyHKY BMICTY
[OOMILLIOK, BKa3aHO Mopir iHpopMyBaHHS; - 3@ MOKa3HNKOM
"KinibkicHe BM3HaYeHHA" - He3HaYHi 3MiHN B MeToaMLUi
BMNPOGYBaHHS; 3MEHLLEHO BUMOTY [0 36DKHOCTI; Y 3B'A3KY 3
BMKOPVCTaHHAM iHLLOIO KOHCEPBaHTY, NPOBOAATH KiflbKiCHe

BM3HAYEHHS KUCOTW 6EH30HOI (BBEAEHHSA 3MiH MPOTSAroM 3-X

MicSLiB NicNsA 3aTBEPAYKEHHS); 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKiA 3aci6. 3MiHa nocTavasibHKKa
nakyBaslbHUX MaTepianis abo KOMMIEKTYHUMX (AKLLLO
3a3HayeHo B [JOCbE) (BUNYYEHHS NOCTaYaIbHUKA) - BHECEHHS
3MiH A0 p.3.2.P.7.Cructema KoHTelHep/3akynoproBasibHUiA
3acib, 30Kpema: BUTyYeHHs HaliMeHyBaHHs NocTavyaslbHUKIB
nakyBaslbHNX MaTtepianis (BBegeHHs 3MiH MpoTArom 3-x
MicALiB Nicna 3aTBepAKeHHs); 3MiHK | Tuny - 3MiHW 3 SKOCTI.
CeptudikaT BignosigHocTi/l E-cepTudikart BiANoBiAHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA HoBOro abo
OHOB/IEHOTO cepTuQiKaTa BifgnoBigHOCTIi a60 BUTyYEHHS
cepTudikaTa BiANoBigHOCTI €Bponelickkili hapmakonei: ans
A®I; onsa BMXigHOro Martepiany/peareHTy/npomMiKHOrO
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS y BUPOOHULUTBI ADL; ans
[OMNOMDKHOI peyoBUHY (CepTuddikaT BiAnoBIigHOCTI
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
€Bponelicbkiin hapmakonei) - OHOBMIEHWIA cepTUdikaT Bif yxe

3aTBEPKEHOr0 BUPOOHUKA - NOJaHHS OHOB/IEHOTO
Ceptudcpikata R1-CEP 2004-201-Rev 03 ana A®l Ambpokcony
rigpoxnopus Big, Bxe 3atBepmkeHoro BupobHuka SHIPLA
MEDICARE LIMITED, Ingis (BBegeHHsA 3MiH NpOTArom 3-x
MiCALIB NicNs 3aTBEPAYKEHHS); 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTPOb roTOBOro NikapcbKoro
3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo fonycTUMUX
MEX roTOBOrO JliKapCbkoro 3acoby (iHLLi 3MiHW)
CynyTHA 3MiHa
- 3MiHK 3 siKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCcbKoro 3acoby. 3miHa y MeTogax BunpobyBaHHs
roToBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeTOoAax BUNPOBOYBaHHS) - BHECEHHS 3MiH Y
Cneuudpikauito/MeTogmn BunpobysaHHs M/13: BBEAEHHSA
[04aTKOBMX BUMOT 3a NOoKa3HWKOM "laeHTudpikauis”, 3okpema:
fopasaHHA Y®-cnekTpa ana APl AmM6pokcony rigpoxnopug,
SIK HAC/iJOK He3HaYHa 3MiHa B MeToAWLj BUNPOGYBaHHS
KOHTpoto "KiNlbkicHe BM3HaYeHHA" (BBeAeHHS 3MiH NMPOTAroM
3-x micsLiB nicnsa 3aTBEPAKEHHS); 3MiHM Il TURy - 3MiHK 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa y
cKnagi (4OMOMKHUX peyoBMHAX) rOTOBOrO JliKapcbKoro 3acoby
(iHWi 4ONOMDKHI pe4oBUHK) - AKICHI ab0 KifbKICHI 3MiHW LLLOA0
opHiel abo AekiNbKoX AONOMDKHUX PEYOBWH, SIKi MOXYTb
3HAYHO BMIMHYTU Ha 6e3neky, SKiCTb ab0 e(pPeKTUBHICTb
roTOBOro NikapCbKoro 3acoby
CynyTHS 3MiHa
- 3MiHu 3 siKoCTi. [OoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig vyac BMpo6bHMUTBa
roToBOro NikapcbKoro 3acoby (iHLi 3MiHK);
- 3MiHK 3 siKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapcbKoro 3acoby. 3miHa napameTpisB
cneuudikaLiin Ta/abo goNycTUMMUX MEX rOTOBOTO JiKapCbKOro
3aco6y (iHLi 3MiHK) - 3MiHa AKICHOrO Ta KiNlbKICHOro cknagy
[OMOMiIXHUX peyoBuH N3, 3okpema, 6y10 BHECEHO HACTYMHI
3MiHU:
- B AIKOCTi KOHCEPBATHY BUKOPUCTOBYETLCA KMCN0Ta 6eH30MHa
3aMicTb HaTpito 6eH3o0aTty,
- B AKOCTi KOPUreHTy CMaky Ta nigconomxysada
BMKOPUCTOBYETLCS CyKpaui03a, sika 3aMiHoe CopobiT, caxapuH
HaTPIlO | KNCNOTW JIMMOHHOI MOHOTiApaT;
- 3aMiHa apomarun3aropis: 3aMiHa apomarusaropy abpukoc,
anenbCWH, MEHTO/T Ha apoMaTmn3aropy 6aHaH Ta BaHifIbHO-
BEPLUKOBWIA;

- BUSTyYEHHS TNILEPUHY;
- BWIYYEHHS NPONiNEHINIKoNMIo;
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Ak Hacnigok, NocnifoBHI 3MiHK B Cnevmdikauii MN3,
CnevyucpikaLii npoOMiXHMX NPOAYKTiB Ta MeTogax
BMNpo6yBaHHA B po3ainax "Onuc”, "lgeHTudikauis®, “ryctmHa",
"pH", "KinbkicHe BU3Ha4YeHHA".
B po3gini "Onuc"- BuyyYeHHa 3Ha4YeHHs "B'A3ka’”.
B po3gini "lpeHTudpikauis'- npoBoASATh ifeHTUIKaLil0 HOBOrO
KOHCepBaHTy KucnoTu 6eH30MHOI..
B po3gini "rycTnHa" - 3MiHeHO KpuTepii NPUIAHATHOCTI.
B po3gini "pH" - 3MiHEeHO KpuTepii NPUAHATHOCTI.
B po3gini "KinbkicHe BU3HaYeHHS" - y 3B'A3KY i3 3MiHOIO
cKnagy, a caMe BUKOPUCTaHHS iHLIOTO KOHCEPBaHTY
NPOBOAATL KifIbKiCHE BU3HAYEHHS KUCO0TW GEH30/HOI Ta
3MiHEHO KpUTepii NPUAHATHOCTI
BBefieHHs1 3MiH NpoTArom 3-x MiCALIB MiC/A 3aTBEPKEHHSA
32. AMBPOKCONy MOPOLLOK MAT YkpaiHa LLnnna Megikeo IHAjsA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | TUny - - UA/6424/01/01
rigpoxnorug KpucTaniyHmi "KniBcbkuii Nimiteq AfMiHIiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
(cybeTaHuis) y BITAMiHHWI MiCLii NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA (BKIHOYAt0UM, 3a
nakeTax noAgiiHMX 3aBog" HeobXiAHOCTI, MicLie NPoBeLEHHS KOHTPO/IO AKOCTI), abo
nonieTuneHoBuUx Ans BflacHvka mactep-thaiina Ha A®l, abo nocTavasbHMKa
hapmaueBTUYHOro Adl/BuxigHoro matepiasy/peareHTy/NPOMiKHOTO NPOAYKTY, LLO
3aCTOCYyBaHHSA 3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y A0CbE
Ha nikapcbkuii 3acib) 3a BifACyTHOCTI cepTudikaTa
BiANOBIAHOCTI €Bponeichkil hapmakonel y 3aTBepAXeHOMyY
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT PEHOBVHY (SIKLLO
3a3HayeHo y [10Cbe) 3MiHa agpecu BUMpobHuka Adl
amMmbpokcony rigpoxiopuay
33. AMBPOKcCONY NMoOpPOLLOK AT Ykpaina Lvnna Megikeo IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - - UA/6424/01/01
rigpoxnoprug KpucTaniyHmi "KNIBCbKW Nimiteq AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
(cybeTaHuis) y BITAMIHHWIA 3asBHMKa (BNacHvKa peecTpauiiHoro NocBig4YeHHs) - 3MiHa
nakeTax noABiNHUX 3ABOA" HalilMeHyBaHHs 3asBHUKa (BBefeHHs1 3MiH NpoTArom 6-Tu
nonieTuneHoBux ons MiCALB Nicnsa 3aTBepAKEHHS)
thapmavueBTUYHOro
3aCTOCYBaHHSA
34. AMIOAPOH Tabnetku no 200 wmr; AT YkpaiHa AT "KUIBCbKWW YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 3a UA/4514/01/01
no 10 TabneTtok y "KNIBCbK BITAMIHHWA 3MiHM Yy NpoLeci BUPOGHMLTBA FOTOBOTO JTIKAPCLKOro 3acoby, peyenmom
6nicTepi; no 3 BITAMIHHW 3ABOA" BK/IO4A0UM MPOMiXHUIA MPOAYKT, L0 3aCTOCOBYETHLCS NpU
6nicTepu y nauuj 3 3ABO4" BMPOGHULITBI FOTOBOrO MiKapCbKOro 3acoby (He3HayHa 3MiHa y
KapTOHYy npoueci BUPOOGHNLTBA); 3MiHM | TRy - 3MiHWM BUNPOOYyBaHbL abo
[OMYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudpikauisx, nig vyac
BMPOGHMLTBA rOTOBOIO J1iKapCbKOro 3acoby (iHLUi 3MiHK)
35. AMIKALNHY PO3YMH NS iH'EKUi, MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/12356/01/01
CYNb®AT 50 mr/mn; no 2 mn B akuioHepHe akuioHepHe 3MiHa y MeToZax BUNPo6yBaHHs FOTOBOrO JiKapCbKOro 3acoby | peyernmom
amnyni; no 1 amnyni B TOBapUCTBO TOBapUCTBO — NpuBEAEHHSA METOAVKM KOHTPOJHO FOTOBOTO J1iKapCbKOro
oaHo6iYHOMY BriicTepi; "Jlexkxim- "Nlekxim-Xapkis" 3acoby fo Bumor MoHorpadii BP, a came: yTouHeHo micue
no 1 ogHo6iyHOMY Xapkis" 3HaXOMKEHHSA MiKy amikaLMHy Ha XxpoMaTorpami Ta

6nictepy B navui 3
KapTOHY

NPUroTYBaHHA PO34MHY NOPIBHAHHA 2, 6€3 3MiHW NPOBEeAEHHS
aHasizy Ta KputepiiB NPUIRHATHOCTI
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
36. AMIKALUUHY PO3YMH ANS iH'EKLN MpuBaTHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/12356/01/02
CYNb®AT 250 mr/mn; no 2 mn akuioHepHe akujioHepHe 3MiHa y meTofax BUNpobyBaHHs roTOBOrO /iKapCbKoro 3acoby | peyernmom
abo 4 mn B amnyni, No TOBapUCTBO TOBapUCTBO — NpVIBEiEHHA METOAUKN KOHTPO/TIO FOTOBOIO /1iKapCbKOro
1 amnyni B "Jlekxim- "Jlekxim-Xapkis" 3acoby Ao BuMor MoHorpadii BP, a came: yTo4HeHO Mmicue
oAHOGIYHOMY BnicTepi; Xapkis" 3HAXOMKEHHS MNiKy aMikauuHy Ha Xxpomarorpami Ta
no 1 ogHo6ivHOMY MPUrOTYBaHHS PO34MHY NOPIBHAHHSA 2, 63 3MiHW NMPOBEeAEHHS
6nicTepy B nauui 3 aHanisy Ta KpuTepiiB NPUIAHATHOCTI
KapToHY
37. AMIHA3WH PO3YMH ANS iH'EKLi, MAT YkpaiHa MAT "ranuucpapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/5159/01/01
25 Mr/mnno 2 mny "Tanuudapm" 3MiHa NnapameTpiB cneyudgikauiii Ta/abo LONYCTUMMX MEX peyenmom
amnyni, no 10 amnyn y rOTOBOrO NliKApCbKOro 3acoby; CynyTHs 3MiHa: 3MiHa y MeTogax
KOHTYPHIll YapyHKOBI BMNPOGYBaHHSA roTOBOrO /iKapcbKoro 3acoby. BuyyeHHs
ynakosLi, no 1 NoKasHUKa «AHOMasIbHa TOKCUYHICTb>»
KOHTYPHIll YapyHKOBIi
ynakoBLji B nayui; no 2
M B amnyni, no 10
amnyn y kopobui
38. AMIHA3VH PO3YMH ANS iH'EKLH, MAT Ykpaina MAT "Tannudpapm* YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/5159/01/01
25 Mr/mnno 2 mny "Tanuucgapm" 3MiHM Yy NpoLeci BUPOGHULTBA rOTOBOTO JTIKapCbKOro 3acoby, peyenmom
amnyni, no 10 amnyn y BK/IO4AI0UM MPOMIXKHMIA MPOAYKT, L0 3aCTOCOBYETHCS NpU
KOHTYPHIll YapyHKOBIl BMPOGHULITBI FOTOBOrO MiKapCbKOro 3acoby (He3HayHa 3MiHa y
ynakosLi, no 1 npoueci BUpobHULTBA)
KOHTYPHIll YapyHKOBIi
ynakosLi B nauydi; no 2
M B amnyni, no 10
amnyn y kopobui
39. AMIHA3VH PO3YMH ANS iH'EKLN, ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/3562/01/01
25 mr/Mn; no 2 Mn B obmexeHoto BMPOOHULITBA, 3MiHa y MeTogax BUnNpobyBaHHA roTOBOrO NiKapCbKOro 3acoby; | peyenmom
amnyni, no 10 amnyny | BignosigasibHi KOHTPO/Tb SIKOCTI, CYNyTHS 3MiHa: 3MiHa napameTpiB cneuyudikauin Ta/abo
KOpOOGLii 3 KaPTOHY; NO cTio BUNYCK cepii: [0MyCTUMMX MEX rOTOBOTO NiKapcbKoro 3acoby - 3miHa y
2 mn B amnyni, no 5 "XapkiBcbke ToBapucTBO 3 MeTofax BUNpo6yBaHHA roTOBOrO JliKapCbKOro 3acoby 3a
amnyn B 6icTepi, no 2 | dpapmaueBTny 06MEeXeHO po3ainamu «lgeHTudikauis» (4ONOBHEHHST ONUCY METOAMNKN),
6nicTepu y kopobui 3 He BiNOBIAA/TLHICTIO «MexaHi4Hi BKtoYeHHs» (rapmoHisauis 3 4dY), «KinbkicHe
KapTOHy; No 2 M/1 B niANPUEMCTBO "XapkiBCbke BU3HAYEHHS» (3MiHa MeToay afcopbuiiHoi
amnyni; no 10 amnyn 'y "300poB's hapmaueBTNyHE crnekTpodyoTomeTpii B YP-061acTi Ha meTog BEPX) 3
6nicTepi; no 1 Hapogay" nigNpPUEMCTBO BiNOBIAHVMMN YTOYHEHHAMY B cneuudikauii rotoBoro
6nictepy y kopobuii "340poB'a Hapoay", nNiKapcbKoro 3acoby
YkpaiHa; BCi cTagii
BMPOGHMULITBA,
KOHTPO/1b AKOCTI:
ToBapucTtso 3
06MexXeHoH0
BiAANOBIAA/ILHICTIO
"®apmaueBTuyHa
KoMMaHis
"340poB'a", YkpaiHa
40. AMIHANNTOH®-KB Kancynu Teepai no 250 AT YKpaiHa AT "KUIBCbKUN YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/1210/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Mmr; no 10 kancyn y "KNTIBCbKWI BITAMIHHUW 3MiHa y MeTofax BUNPo6yBaHHsi FOTOBOTO J1iKapCbKOro 3acoby peyenma
6nictepax; no 10 BITAMIHHWIA 3ABO" - NPVBEAEHHA METO/iB KOHTPO/IH0 FOTOBOrO NiKapCbKoro
kancyn y 6nictepi; no 3ABO4" 3acoby 3a nokasHukoMm «MBU», y 3B'3Ky 3 NpuBEAEHHSAM A0
5 6nicTepiB y nayui YMHHUX cTaTel AdY (2.6.12 Ta 2.6.13)
41. AMIHAJTIOH®-KB kancynu Teepgi no 250 AT Ykpaina AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 6e3 UA/1210/01/01
Mr; no 10 kancyny "KUIBCbKWI BITAMIHHWIA 3MiHM Y Npoueci BUPOGHNLTBA FOTOBOrO fliKapCbKoro 3acoby, peyenma
6nictepax; no 10 BITAMIHHW 3ABOA" BK/IHO4A0UM NMPOMiXHUIA NMPOAYKT, L0 3aCTOCOBYETHLCS NpU
kancyn y 6nictepi; no 3ABOA" BMPOGHULITBI FOTOBOrO /iKAPCHKOro 3acoby - 36iNblUEHHS
5 6nicTepiB y nayui TepMiHy NpuAaaTHOCTI NPOMiXHOI Npoaykuii (Maca ans
KancynoBaHHs) Ta Hepo3acoBaHa NPoAYKList; 3MiHW | Tuny -
3MiHM BUNpoGyBaHb abo AONYCTUMUX MEX, BCTAHOBEHNX Y
cneumdikauisix, nig yac BUpOOGHULTBA FOTOBOrO NiKapCbKOro
3acoby - 3mMiHM 0 cneuudikalii NpoMiXHOT Ta
Hepo3dhacoBaHoi npoaykuii
42, AMIOKOPANH® Tabnetkn no 200 Mr no KPKA, a.4., CnoseHis KPKA, a.4a., Hoso CnoseHi BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/10291/01/01
10 TabneTok y HoBo mecTo MecTo A noJaHHsA OHOBJ/IEHOro cepTuddikara BiANOBIAHOCTI peyenmom
6nicTepi; no 3 abo 6 €sponelicbkin hapmakonei Ne R1-CEP 2009-031-Rev 02 ans
6nicTepiB y KAPTOHHIl niroyoi pevoBuH Amiodarone hydrochloride Big Bxe
Kopobui 3aTBEPKEHOro BUPOBHYMKA, SIK HACNiAO0K, 3MiHM Y cnevundikawii
A®I - BUNyyeHHs TecTy «Baxki MeTanu», BignoBigHO 40 BUMOT
MoOHorpadii EP
43. AMIOKOPAUNH® PO34MH ANs iH'eKLi, KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHi BHECEHHS 3MiH 10 peeCTpaLiiiH1ux maTepianis: 3MiHW | TUNy - 3a UA/2295/02/01
150 mr/3 Mn no 3 mn B HoBo mecTo MecTo A nofaHHs OHOBJ/IEHOro cepTudiikarta BiANOBigHOCTI peyenmom
amnyni; no 5 amnyny €sponelicbkin papmakonei Ne R1-CEP 2009-031-Rev 02 ans
KapTOHHIlA KOpO6L Aitoyoi pevosnHn Amiodarone hydrochloride Big, Bxe
3aTBEPAKEHOro BUPOOGHYMKA, SIK HACNiAOoK, 3MiHM Y cneuumdikawi
AD| - BUNy4YeHHs TecTy «Baxki MeTasin», BiANOBIAHO [0 BUMOT
MoHorpadii EP
44. AMIUNTPOH® MOPOLLIOK AN1s ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3miHu | Tuny - 6e3 UA/14116/01/01
BE3 LYKPY OPa/IbHOIO PO34MHY NO [0aTKOBOK [04aTKOBOK 3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y peuyenma
13rycawe; no13ry BiANOBIAa/TbHI BiANOBIAA/LHICTIO BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTLCA
calue; no 10 cawe y CTI0 "IHTEPXIM" BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTi FOTOBOrO NiKapCbKOro
naJi 3 KapToHy "IHTEPXIM" 3acoby (3aMiHa abo fofaBaHHA AifIbHUL, Ha SAKil

3[jACHIOETbCSI KOHTPOIL/BUNPOGYBaHHS cepii) 3amiHa
AiNbHUUB , Aie NPOBOANTLCSA BUNPOBYBaHHSA KOHTPOJIO Cepii : 3
OinbHUUB 3a agpecamn YkpaiHa, 65080, Ogecbka 0611., M.
Ogpeca, locToopdickbka gopora, bya. 86 Ta YkpaiHa, 65025, m.
Opeca, 21-i km. CTapokuiBCbKOT AOPOrK, 23 Ha AifbHULIO 3a
aapecoto YkpaiHa, 65025, m. Ogeca, 21-i kM. CTapoKUiBCbKOI
aoporu, 40-A. 3miHun | Tvny - AgMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUPOGHMYOT AinbHNL (BKIHOYAKUN AiNbHULI ANS
A®I, npomiXHOro NpoaykTy abo roToBOro JlikapcbKoro 3acooy,
AiNbHULI ANA NPpoBeAEeHHSA NakyBaHHS, BUPOOHNMKa,
BiANOBIAA/ILHOIO 3a BUMNYCK CEPIi, MiCLie NPOBeAEHHS
KOHTPO/K0 cepii) abo nocTavasnibHMKa BUXIAHOTO MaTepiany,
peareHTy ab0 AONOMIKHOI PEYOBUHY (SKLLO 3a3HA4YeHO Y
00CbE) BUAYYEHHS AiNnbHULI YKpaiHa, 65080, Ogecbka 0611.,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

m.Ogfeca, MliocTaopdicebka gopora, 6ya. 86, Ae 34iliCHI0ETLCA
36epiraHHa roToBOI NPOAYKLIT Ta BUTyYeHHs iHchopmau,i woao
MiCLIE3HaXOKEHHS OpPMANYHOT 0Co6U

45,

AMILUTPOH®
nnoc

MOPOLLIOK ANs
OpasIbHOTO PO3UUHY,
no 5ry cauwe, no 10
calle y nayui 3
KapToHYy

ToBapucTso 3
[0[aTKOBOKO
BignoBigasbHi
CTIO
"IHTEPXIM"

YKpaiHa

ToBapucTBO 3
[04aTKOBOO
BigNoBiAa/IbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUNYy -
AZMIHICTPaTMBHI 3MiHU. BuyyeHHst BUPO6HNYOI AinbHNL
(Brrovatoum ginbHudi ans A®|, npoMixxHOro NpoaykTy abo
roToOBOro Nikapcbkoro 3acoby, AiNbHULi 4718 NPOBEAEHHS
nakyBaHHs, BUPOOHYKa, BiANoBiAaNbHOro 3a BUMYCK Cepiid,

MicLie NpoBeAeHHS KOHTPO/IH0 cepii) abo nocTavanbHrKa
BUXIAHOrO MaTepiany, peareHTy abo fOMNOMDKHOI pe4OBUHU
(AKLLLO 3a3HAYEHO Y AOCHE) - BUNYYEHHS AiNbHULI YKpaiHa,

65080, Opecbka 06n., M.Ogeca, /llocTaopdicbka gopora, 6ya.
86, Aie 34iiCHI0ETLCA 36epiraHHa roToBOT NPOAYKLT;

BUYYEHHN AiNbHULI 38 agpecoto YkpaiHa, 65025, m. Ogeca,

21-i kM. CTapokviBCbKOi foporu, 23, e 34iicHI0Bas1oCch

36epiraHHa CMPOBMHN Ta Matepianis; Ta BUTyYEHHS
iHpopmauii , LWoao MicLe3HaXOMKEHHS pUANYHOT 0cobm

6e3
peuyenma

UA/16181/01/01

46.

AMIUNTPOH®
DOPTE

MOPOLLIOK ANS
OpasIbHOro PO34UNHY NO
23rycawe; no23ry
calue; no 10 cawe B
naJui 3 KapToHy

ToBapucTso 3
[04aTKOBOO
BiANOBIAa/TbHI
CTIO
"IHTEPXIM"

YKpaiHa

ToBapuncTBO 3
[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3miHu | TUny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTbCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa abo gofaBaHHsA AifIbHUL, Ha SKil
34iACHIOETLCA KOHTPO/Ib/BUNPOBYBaHHS cepii) 3amiHa
AiNbHYLB, fie NPOBOANTLCA BUNPOOYBaHHSA KOHTPOSIIO Cepil: 3
OinbHUUBL 3a agpecamn YkpaiHa, 65080, Ogecbka 061., M.
Ogeca, /lioctgopdickka gopora, bya. 86 Ta YkpaiHa, 65025, m.
Opeca, 21-i km. CTapokuiBCbKOT fAoporuy, 23 Ha AifbHULO 3a
agpecoro YkpaiHa, 65025, M. Ogeca, 21-i kM. CTapoKUIBCbKOI
poporu, 40-A.
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs BUpOBHUYOI
OinbHUUI (BKIOYaOUN AinbHUL Ana AP, NpomibXHOro
npoAayKTy abo rotToBOro Nikapcbkoro 3acoby, AinbHuL Ans
NpoBefeHHs nakyBaHHS, BUPOOHWKA, BiAMNOBiAaIbHOTO 3a
BMMYCK Cepiid, MicLie NPOBELEHHSI KOHTPOJIHO cepil) abo
nocTavanbHvKa BUXIAHOTO MaTepiasny, peareHTy abo
[OMOMiXXHOT PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCbE) BUNYYEHHS
OinbHUUI YkpaiHa, 65080, Ogecbka 06n., M.Ofeca,
Noctgopdicbka gopora, 6ya. 86, Ae 34iNCHIOETLCSA 36epiraHHs
roToBOI NPOAYKLIT Ta BUNy4YeHHs iHdhopMadii Wwoa0
MiCLLe3Hax0MKEHHS KOPUANYHOT 0co6U. 3MiHY | TUNY - 3MiHK
woao 6e3nekn/ethekTnBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHN)
3amiHa rpadiyHoro opopmIEHHS NEPBUHHOI Ta BTOPUHHOT
yNaKoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BiANOBigHUMY
3miHamu o po3ginis MKA N3 (po3gin «padivHe
0(POPM/IEHHSI» 3aMiHEHO PO3/iNIoM «MapKyBaHHS»).

6e3
peuyenma

UA/13912/01/01

47.

AMOAUMNIH-KB

TabneTtku no 5 mr; no
10 TabneTok y

AT
"KNIBCBbKWI

YkpaiHa

NOBHUIA LKA
BMpo6GHUUTBa: AT

YkpaiHa

BHECEHHSA 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHW | TUNY -
3MiHN BUNPOo6yBaHb ab0 [0NyCTUMUX MEX, BCTAHOBNEHNX Y

3a
peyenmom

UA/7831/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
6nicTepi; no 3 BITAMIHHWW "KUTIBCbKWN cneuunagikalisx, nig yac BUPO6GHULTBA rOTOBOIO J1iKaPCbKOro
6nicTepn y nauui 3ABO" BITAMIHHWIA 3ac06y; 3MiHW | TUny - 3MiHK y NpoLeci BUPOGHMLTBA rOTOBOrO
3ABO/", YkpaiHa; NiKapCcbKoro 3acoby, BKIHOYAKUN NPOMDKHUIA NPOAYKT, L0
BUPOGHULTBO, 3aCTOCOBYETLCA NPV BUPOGHULITBI FOTOBOIO NiKapCbKOro
nepBUHHE i 3aco6y (He3HayHa 3MiHa y npoLeci BUPO6HULITBA) - 3MiHa
BTOpPUHHE TepMiHy NpUAaTHOCTI MPOMIXHOI Ta Hepo3dacoBaHol
nakyBaHHs, npoaykuii
KOHTPO/b Cepili:
MpAT "TexHonor",
Ykpaida
48. AMTIOAUNIH-KB Tabnetkn no 10 wmr; no AT YkpaiHa MOBHWIA LMKN YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny - 3a UA/7831/01/02
10 TabneTok y "KUIBCbKWI BMpo6HUUTBa: AT 3MiHM BUNpOGYyBaHb abo AOMYCTVMUX MeX, BCTAHOB/IEHNX Y peyenmom
6nictepi; no 3 BITAMIHHW "KUIBCbKWN cneuungikaisx, nig yac BUPOOGHULTBA FOTOBOIO J1iKaPCbKOro
6nicTepn y nauui 3ABO/" BITAMIHHUIA 3ac06y; 3MiHW | TUny - 3MiHK y NpoLeci BUPOGHMLTBA rOTOBOrO
3ABO/", YkpaiHa; niKapcbKoro 3acoby, BKIHOYAKUN NPOMDKHUIA NPOAYKT, L0
BUPOGHMLTBO, 3aCTOCOBYETHCS MNPV BUPOGHULITBI FOTOBOTO NiKapCbKOro
nepBUHHE i 3aco6y (He3HayHa 3MiHa y npoueci BUpo6bHULITBA) - 3MiHa
BTOPUHHE TepMiHy NpuAaTHOCTI MPOMIXHOI Ta Hepo3dacoBaHol
nakyBaHHs, npoaykuii
KOHTPOb Cepiii:
MpAT "TexHonor",
YKpaiHa
49, AMNOUMM 10 MI" | TabneTkn no 10 mr no AciHo ®apma LLisefiuapis BMPOGHMLTBO IHgis/ BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/14494/01/01
10 TabneTok y Al Hepo3dacoBaHoT LLseiiua BU/TyYEHHS BUPOOHWNYOT AiNbHWL| (BKIOYAOUM OiNbHULI ANs peyenmom
6nictepi; no 3 a6o 10 NpoAYyKLUii, KOHTPO/b pis AdI, npomiXHOro NpoAykTy abo roToBOro JlikapCbKoro 3acoby,
6nicTepiB y KAPTOHHIN AKocTi: KOHikem AiNbHULI NS NpoBeAeHHS NakyBaHHS, BUPOOHNMKa,
Kopobui NabopaTtopis BiANOBIAA/ILHOrO 3a BUMNYCK CEPIii, MicLie NpOBeAEeHHS
Nimites, IHAjs; KOHTPONIO cepii) abo nocTavasibHMKa BUXIGHOTO MaTepiasy,
nepBrHHa Ta peareHTy abo AOMOMDKHOI PEYOBUHM - BUYYEHHS BUPOOHUYOI
BTOPMHHA ynakoBKa: oinbHuUi A®l AMnoguniHa 6ecvnart; 3MiHu | TURYy - NogaHHs
AciHo ®apma AT, oHoBneHoro Ceptudpikata R1-CEP 2002-184-Rev 06 gns AdI
LLIseliLapis; AmMnoguniHa 6ecunaT Bif BXe 3aTBEPAKEHOr0 BUPOOHMKA
BignoBiganbHWi 3a
BUNYyCK cepii: ACiHO
®apma Arl',
LLiBeliLapis
50. AMIOLM 5 MI' Tabnetku no 5 mr no AciHo ®apma LseliLapis BMPOGHMLTBO Inpis/ BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 3a UA/14494/01/02
10 TabneTok y Al Hepo3gracoBaHol LLiBeliya BWJ/TyYEHHST BUPOOHUYOT AiNbHULI (BKIOYAKOUM AiNbHULI ANs peyenmom
6nicTepi; no 3 a6o 10 NpoAyKLUii, KOHTPO/Ib pis A®I, npomixXHOro NPoAyKTy abo roToBOro Nikapcbkoro 3acoby,

6nicTepiB y KApPTOHHIi
Kopobu,i

AKOCTI: KOHiKeM
NabopaTtopi3
Nimiten, IHAjs;
nepBuHHa Ta
BTOPUHHA YNaKoBKa:
AciHo ®apma AT,
LBeliuapis;
BignoBigasibHWi 3a

AiNbHULI ANA NpoBeAeHHS NakyBaHHSA, BUPOOHNMKa,
Bi4NOBIAa/IbHOIO 3a BUMYCK Cepiii, MicLie NPpOBeAEeHHS
KOHTpO/0 cepii) abo nocTavanbHMKa BUXIAHOTO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHM - BUTYYEHHS BUPOOHUYOI
LinbHUUi A®l AMnoguniHa 6ecunar; 3miHv | Tuny - NogaHHsA
oHoBneHoro Ceptudpikata R1-CEP 2002-184-Rev 06 gns A®I
AmnoguniHa 6ecunart Bif BXe 3aTBEPKEHOr0 BUPOOHMKA
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BUNYyCK cepii: ACiHO
®apma Al',
LLIBeliLapis
51. AMOJEPM HEO nak gns HirTie MAT YkpaiHa LWaHenb Megjkan Ipnangi BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUNYy - 6e3 UA/15567/01/01
nikysanbHuin 50 mr/mn; | "Kuismegnpen A 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenma
no 2,5 mn 'y chnakoHi; apat" KOHTelHep/3aKynoptoBasibHKi 3aci6. 3MiHa po3mipy ynakoBKu
no 1 conakoHy pasom i3 roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHW) BBEAEHHS
wnarensMmm gns [,04aTKOBOI yNakoBky No 2,5 My do1akoHi pasom i3
HaHEeCeHHs naky y nuaoYKaMun ANs HIrTis, cepeeTkammn 4719 OUNLLEHHA Ta
KapTOHHIA KOpo6Li; no LwinaTenssMu1 4151 HAaHECEHHS N1aKy Y KapTOHHIl Kopoo6Li, 6e3
2,5 Mn 'y donakoHi; no 1 3MiHM MaKyBasIbHOro mMartepiasy (3aTBepmAXeHo: no 2,5 mny
chnakoHy pa3om i3 h1akoHi pasomM i3 WnaTenssMu 415 HAHECEHHS Naky y
nuIoYKaMmn s HirTis, KapTOHHI KOpo6Li) 3 BigNOBiAHNMMN 3MiHAMU Y P. «YNaKOBKa».
cepseTkamu ans BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS.
OUVILLEHHA Ta
wnarensmm gns
HaHeCceHHs naky y
KapPTOHHI KOpOOLii
52. AMOKCUKNAB® nopoLUIoK ANns CaHpo3 CnoseHis Nek CnoseHi BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/7064/02/02
opasibHOI cycneHsil dapmacbioTiK PapmaLeBTUYHa A 3MiHu Wwoao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
(125 mr/31,25 Mr B 5 an3 4.4. KoMnaHis 4. 4., 3MiHU Y KOPOTKili XapakTepucTuLj NiKapcbKoro 3acoby, TeKCTi
mn) no 25 r (100 mn) CnoseHisn MapKyBaHHS Ta IHCTPYKLii 4719 MeANYHOr0 3aCTOCYBaHHS
MOPOLLKY Y ¢hr1akoHi; (BMpPOGHMLTBO 3a reHepuyHUX/ribpuaHMX/6ionoaibHYX NikapCcbkUX 3aco6iB nicns
no 1 chnakoHy pasom 3 NMOBHVM LK/IOM; BHECEHHS TiEl caMoi 3MiHM Ha peddepeHTHUIA Npenapar (3miHa
MOPLLUHEBOIO NINETKOK BWMYCK cepil) He noTpebye HafaHHA XOLHMNX HOBMX A0AATKOBUX JaHUX) -
B KapTOHHIi Kopo6Lyi 3MiHM BHECEHI [0 IHCTPYKUIT AN18 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainu: "®apmMmakoTepaneBTnyHa rpyna”
(YyTOUHEHHS Ha3BwW),"dapmakosoriyHi BNacTMBocCTi",
"MokasaHHs" (yTOUHeHHs iHdopmalLii),"B3aemogis 3 iHWnMmn
nikapcbknMK 3acobamu Ta iHWi BUAW B3aeMogiii",
"Oco61BOCTI 3aCTOCYBaHHA", "3acTOCyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHA rpyaar”, "MepenosysaHHsa",
"MobiyHi peakuii” BiANOBIAHO A0 iHOpMaL,i WoA0 MeANYHOTo
3acTocyBaHHs pethepeHTHOro NikapCbKoro 3acoby
(AYTMEHTWH, nopoluok ans opasbHoi cycnersii, 125/31.25
Mr B 5 M/1, He 3apeecTpoBaHuii B YKpaiHi) BBeieHHSs 3MiH
NPOTSArom 6-Tv MicAILiB Nicns 3aTBEpPAKEHHS
53. AMOKCUKNAB® MopoLOK aNns CaHpo3 CnoseHis Nek CnoseHi BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/7064/02/01
OpasbHOT cycneHsii PapmacbioTik PapmaLeBTUYHa A 3MiHu Woao0 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
(250 mr/62,5 mr B 5 ans3 a.4. KomnaHia g. 4. 3MiHM y KOPOTKili XapaKTepuCTuL NikapcbKoro 3acoby, TeKCTi

M/1); No 25 T NOPOLLKY
y chnakoHi (g8 100
M cycnensii); no 1
pNakoHy pasom 3
MOPLLUHEBOIO NINETKOK
B KAPTOHHIli KOpO6L

MapKyBaHHS Ta iHCTPYKLT 4115 MeIMYHOro 3aCTOCyBaHHSA
reHepuyHUX/ribpuaHMX/6ionoAibHKX NikapcbkUX 3acobiB nicns
BHeCeHHS Tiel caMoi 3MiHM Ha pedhepeHTHWI Npenapart (3mMiHa

He noTpebye HafaHHA XOAHWNX HOBUX AOAATKOBUX JaHWUX) -
3MiHW BHECEHI [10 iHCTPYKUiT 415 MeNYHOro 3acTocyBaHHs
nikapcbKoro 3acoby y po3ginu: "dapmakoTepanesTuyHa rpyna”
(YTOYHEHHS Ha3BW),"PapmakooriyHi B1lacTMBOCTI",
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
"MokasaHHA" (YToOUYHeHHS iHdopMmadii),"B3aemopis 3 iHWrMKn
Nikapcbk1MMU 3aco6amMu Ta iHLLi BUAW B3aeMogii",
"Oco6nMBOCTI 3acTocyBaHHS", "3acTocyBaHHs y nepios
BariTHOCTi abo rogysaHHs rpyaar”, "MepenosysaHHA",
"Mo6iyHi peakuii" BiANOBIAHO A0 iHOpMaL|i WOoA0 MeAUYHOTO
3acTocyBaHHSA pethepeHTHOro N1ikapCbKoro 3acoby
(AYTMEHTWH, nopoLuok ans opasibHOT cycnensii, 250mr/62.5
Mr B 5 M/1, He 3apeecTpoBaHuii B YKpaiHi) BBeeHHsA 3MiH
NpoTSArom 6-Tv MicsiLiB Micnsi 3aTBePAKEHHSI
54. AMOKCUKNAB® TabneTku, BKPUTI CaHpo3 CnoseHis Nek CnoseHi BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/7064/01/01
2X NAiBKOBOIO dapmacbioTik PapmaueBTUUYHA A 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peyenmom
obonoHkoto, no 500 an3 a.n. KOMMaHis 4. 4., 3MiHU Y KOPOTKili XapakTepucTuLj NiKapCbKoro 3acoby, TeKCTi
Mr/125 mr no 7 CnoBeHisn MapKyBaHHS Ta IHCTPYKLi 4719 MeANYHOro 3aCTOCYBaHHS
TabneTok y 6nictepi, (BnpobHuuTBO 32 reHepuyHuX/ribpuaHMx/6ionoaibHKX NikapCcbkux 3acobis nicns
no 2 6nictepu y NMOBHUM LMK/IOM; BHECEHHS TiEl caMoi 3MiHM Ha peddepeHTHUIA Npenapar (3miHa
KapTOHHIlA KopooLi Bunyck cepii) He noTpebye HafaHHA XOAHNX HOBUX A0AATKOBUX AaHUX) -
3MiHV BHECEHO A0 IHCTPYKLi y po3ginu:
"®apmakoTepaneBTUyHa rpyna” (yTO4YHEeHHsI Ha3BMu),
"®apmakonoriyHi BnactusocTi”, "MokasaHHA" (YTOYHEHHS
iHchopmawii), "B3aemogis 3 iHWMMK flikapCbkumn 3acobamm Ta
iHWi BUAW B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHA y nepio BariTHOCTI abo rofyBaHHs rpyaar”,
"3paTtHICTb BIMBATU Ha LIBMAKICTb PeakLii Npy KepyBaHHI
aBTOTPaAHCNOPTOM abo iHLWMMY MexaHisMamu”,
"Mepepno3yBaHHA", "MO6IYHI peakuii” 3rigHO 3 iHhopMavieto
LLIOA0 MEANYHOrO 3aCTOCYBaHHA peddepeHTHOro NikapcbKoro
3acoby (AYTMEHTWH TabneTku, BKpuTi 060/10HKOW, 500/125
Mr) BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS
55. AMOKCUKNAB® Tabnetku, Wo CaHpo3 CnoseHis [,03BiN Ha BUNYCK CnoseHi BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/3011/04/01
KBIKTAB ancnepryioTtbes, 875 dapmacbioTik cepii: ek A 3MiHW [0 IHCTPYKLUii A1 MeAMYHOro 3aCTOCYBaHHS Y PO3Ainu: peyenmom
mr/125 mr no 2 an3 a.4. thapmaveBTUyHa "3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
Tabnetku y 6nictepi; KomnaHis a.4., rpyaAaro”,"Mo6ivHi peakuii” BignoBigHoO Ao iHhopmaLii Wwoao
no 5 abo 7 6nictepiB y CnoseHis; MeAMYHOro 3acTOCyBaHHA pehepeHTHOro NikapcbKoro 3acoby
KapTOHHIli KopoobLi BMPOGHMLTBO 3a (AYTMEHTWH™ BD). BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
MOBHUM LMK/TOM: nicnsa 3aTBepiKeHHs
Nex
thapmaueBTUyHa
KomnaHis a.4.,
CnoBeHis
56. AHTAPEC PO34MH NS iH KL, MAT YkpaiHa MAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/16819/01/01
50 mr/mn, no 2 mn B "Tanuudapm” 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta chapMmakoHarnsgy - peyenmom

amnyni, no 10 amnyn y
KOHTYPHIll YapyHKOBI
ynakosLi, no 1
KOHTYPHI1 YapyHKOBIlA
ynakoBsLi B nayyi; no 4

3MiHV BHECEHI B TEKCT MapKyBaHHS yNaKkoBKM NiKapCbKoro
3aco0y LWOA0 3a3HaYeHHA MiXKHAPO4HMX NO3HAaYeHb OANHULb
BMMIipIOBaHHA. BBeeHHsA 3MiH NPOTArom 6-Tn MicsLiB nicns
3aTBEPAKEHHS
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
M B amnyni, no 5
amnys y KOHTYPHIiiA
YapyHKOBIli ynakoBLj,
MO 2 KOHTYPHUX
YapyHKOBUX YMakoBKM
B nauuj
57. ANIBAPTPOH® Mas3b o 20 r abo no Maccayep HimeuunHa | JlixteHxenbaT TM6X Himeuy BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/8595/01/01
30r,abo no50r, abo dapma M'm6X dapmaueBTUYHA nHa 3MiHu Wwoao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsgy. peyenma
no 100 ry Ty6i; no 1 thabpuka BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO cMcTeMy
TyGi B KAPTOHHiIlA thapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHux npo
KOpOoO6Li cuctemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
BiANOBIAANLHOI 32 34iiCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 hapMakoHarnsay 3asaBHuUKa ansi 34iicCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6u, BigNOBiAaIbHOT 3a 34iiCHEHHS
hapmMakoHarnagy (BKiovatoumn KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MmilLeHHI MacTep-ghaiina cuctemu hapmakoHarnsagy) - Jawi
00 cucTeMmn thapMakoHarnsgy, Wo HagaHi 3as9BHUKOM Y
3B 53Ky 3i 3MiHOI 3asiBHMKA BiANOBIAaTb BUMOram Aito4oro
3aKOHOAABCTBA - 3MiHA 3asiBHUKA (BacHUKa peecTpauiiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
58. APFETT CNPEN cnpeii HalKipHWiA, [enbta LLiBeiiuapis $ap6in BanbTpon Himeuy BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 6e3 UA/12446/01/01
po3unH 4% no 12,5 Megiken 6X nHa noAaHHA HOBOTO cepTudikaTa BifnoBigHOCTI €EBponenchbkili peyenma
abo 25 r y dhiiakoHi 3 MpomoyLUH3 thapmakonei Ne R1-CEP 1997-041-Rev 05 ans gito4oi
[03YH0UUM NPUCTPOEM Al peuoBuHu Diclofenac sodium Big HOBOro BUpo6HMKa B
Ta 3aXUCHUM [OMOBHEHHSA A0 BXE 3aTBEPI)KEHNX BUPOGHMKIB
KOBMaykom; no 1
(h1aKkoHY Y KapTOHHil
KopoobUi
59. APUMIAEKC TabneTku, BKpUTI AcTpa3eHeka Benuvka Bupo6Huk CuA/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/2417/01/01
N1iBKOBOIO HOK Nimiten BpuTaHis nikapcbKoro 3acoby Benuka AaMiHICTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKOI0, M0 1 Mr "in bulk": BpuTaHi MicLst MPOBaKEHHS Aisi/TIbHOCTI BUPOGHMKa/imnopTepa
no 14 TabneTtok y AcTpa3eHeka A roTOBOrO /iKapCbKOro 3acoby, BKIOYaUN AiNbHULL BUMYCKY
6nictepi; no 2 PapmacbioTrKanc cepii abo MicLe NpoBeAEHHS KOHTPOSIO AKOCTI. (BiSNIbHICTb, 3a
6nicTepn y KapTOHHIN NN, CLWA; SIKY BifnoBigae BMPOOHUK/iIMNOpTEpP, BK/IOYAKOYM BUMYCK Cepiii)
KOpoo6Li Brpo6HMK, - 3MiHa agpecu BMpo6Huka Actpa3eHeka tOK JlimiTes, Benvka
BifNOBigabHWIA 3a BputaHis (BeeaeHHs 3miH NpoTArom 6 micAuis nicns
nakyBaHHs Ta 3aTBEPKEHHS)
BMNYCK cepil:
AcTtpa3eHeka tOK
NimiTen, Benuka
BputaHis
60. APTEIPIC® TabneTkn, BKpUTI TOB YkpaiHa TOB "NOM'EP YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/15588/01/01
NNiBKOBOK "NOM'EP PAPMA" AfMiHIiCTpaTuBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peyenmom
06010HKOt0, N0 400 Mr PAPMA" (BMPOGHMLTBO 3 3asBHUKA (B/1aCHMKa PEECTPALHOrO NOCBIAYEHHS) - 3MiHA

no 60 TabneTok y

npoaykuii in bulk

agpecy 3asBHUKA; 3MiHu | TMny - AAMIHICTpaTVBHI 3MiHW. 3MiHa
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
hnakoHi; no 1 BUpOo6HUKa: Mepk HalilMeHyBaHHs Ta/abo agpecu MicLA NPOBaXEHHS AisIbHOCTI
dhnakoHy y KapTOHHilA Wapn i foym B.B., BMPOGHMKa/iMnopTepa rotoBoro fikapcbKoro 3acoby,
Kopobui Higepnangn) BK/IO4A0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPO/O AKOCTI. (AisS/IbHICTb, 3a SIKy BiAnosigae
BMPOGHMK/iMMOPTEp, BKIOYAOUN BUNYCK Cepiid) - 3MiHa agpecu
BMpo6HuKa TOB "NNTOM'EP ®APMA", YkpaiHa, 6e3 3MiHu
MicLs BUPOBHULITBA
61. ACKOPYTUH Tabnetku, no 10 AT YKpaiHa AT "KMIBCbKIN YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3miHu | Tuny - 6e3 UA/4875/01/01
TabneTok y bnictepax; "KUIBCbKWI BITAMIHHWIA 3MiHM BUNpOGYyBaHb abo AOMYCTVMUX MeX, BCTAHOB/IEHNX Y peyenma
no 10 TabneTok y BITAMIHHW 3ABO4" cneuungikauisx, nig yac BUPOOGHULTBA FOTOBOTO J1iKAPCLKOro
6nicTepi; no 5 3ABOA" 3aco6y (iHLWi 3MiHK); 3MiHW | TUMY - 3MiHW y NpoLLeCi
6nicTepiB y nauui BMPOGHMLITBA FOTOBOTO /iKapCbKOro 3acoby, BK/IKUakun
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NPY BUPOBHULITBI
roTOBOrO /liKapCbkoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHULITBA) - 3MiHa TEepPMiHy NpUAATHOCTI MPOMIXKHOI Ta
Hepo3sdhacoBaHOi NpoAayKLii
62. ACTEP Tabnetkn no 500 Mr/65 "KcaHTic Kinp CaHeka Cnosau, BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 6e3 UA/16604/01/01
mr, no 10 TabneTok y dapmva dapmacbloTikans AT bka 3MiHW Y TEKCTi MapKyBaHHS YNakoBK/ NikapCbkoro 3acoby peyenma
6nictepi; no 1, abo no NimiTen" Pecny6 (BHECEHHSA OHOBMEHNX AaHNX). BBeAE€HHA 3MiH NPOTArom 6-
2, abo no 3 6nictepu B nika TV MicALiB nicna 3aTBeppKeHHs
nauui; no 12 TabneTok
y 6nictepi; no 1, a6o
no 2 6naictepu B nayui
63. ATOKOP TabneTku, BKpUTI O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/1377/01/01
nAiBKOBOIO Nab6opaTtopic Na6opaTopic /T4, 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsaay. peyenmom
060/10HKO10, M0 10 Mr ntg (Bupo6Huua BBegeHHs1 abo 3MiHM A0 y3ara/lbHEHUX JaHWX NP0 CUCTeEMY
no 10 TabneTtok y AinbHnus - VI) thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
6nicTepi; no 1 a6o 3 cuctemy dhapmakoHarnsgy, 3MiHa ynosHoBaxXeHoi ocobu,
6nictepu y Kopobui BIANOBIAA/IbHOT 32 34iICHEHHS hapmakoHarisay; KOHTakTHOT
ocobu 3 chapmakoHarnsagy 3asBHUKa A1 34iINCHEHHSA
hapmakoHarnsgy B YKpaiHi, KW BOHa BiiMiHHA Bif,
YNOBHOBaXXEHOT 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-haiina cucteMu papmakoHarnsgy) -
3MiHa yNnoBHOBaXXKeHOI 0C06M 3asiBHMKA, BiAMOBIAA/IbHOT 32
3pjiicHeHHs hapmakoHarnagy: NponoHoBaHa pegakuis — Dr.
Chetan Karoo. 3miHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI
ocobm
64. ATOKOP TabneTkn, BKpUTI O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/1377/01/02
nAiBKOBOIO Nab6opaTtopic Na6opaTopic /T4, 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsay. peyenmom
060/10HKO0, N0 20 Mr nTp, (Bupo6Hnua BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO cucTemy
no 10 TabneTok y AinbHuus - VI) thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHuX npo

6nictepi; no 1 a6o 3
6nicTepu y kopobu,i

cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHoi ocobu,
BIANOBIAA/IbHOI 32 34iiCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 hapMakoHarnsay 3asBHuKa ansi 34iicHeHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiMiHHA Bif,
YMNOBHOBaXXEHOI 0CO6MU, BigNoBigaNbHOI 3a 34iiCHEHHS
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
hapmakoHarnsgy (Bkouvakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-haiina cucteMu papmakoHarnsgy) -
3MiHa YyNOBHOBaXKEeHOT 0C06M 3aBHUKA, BiAMOBIfa/IbHOT 3a
3pjiicHeHHs hapmakoHarnagy: NponoHoBaHa pegakuis — Dr.
Chetan Karoo. 3miHa KOHTaKTHVX AaHWnX YNOBHOBAXEHOI
ocobm
65. ATPUKAH 250 Kancynm Nab6opaTtopis dpaHuin Bupo6HMK PpaHuin BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 3a UA/10131/01/01
KMLLKOBOPO3YMHHI M'SIKi IHHOTEK BignoBigasibHWi 3a / 3MiHuM 3 AKOCTi. [0TOBUIA Nikapcbkuii 3aci6. Onuc Ta ckiag, peyenmom
no 250 mr, no 8 kancyn | IHTepHacbiioH yMakoBKy, KOHTponb | LUBeiiua | 3miHa y cknagi (4ONOMiXHUX pevoBMHAX) FOTOBOTO NiKapCbKOro
y 6nictepi, no 1 anb i BUNycK cepii: pisi/ 3aco06y (iHLWi 3MiHK) - 3MiHa Y cknagi (4ONOMIXHUX peyoBMHaX)
6nicTepy y KapTOHHIl IHHOTepa LLysi, Himeuy roTOBOrO NiKapCbKOro 3acoby y 3B A3Ky 3 3aMiHOK 3a3HaYeHHS
Kopobui ®paHuis; nHa onii COEBOI TipOreHi3oBaHoi Ha 0J/1if COEBA YaCTKOBO
Bupo6HMK rigporeHizoBaHa ((6e3 3miHM hopmynn) akTyanizoBaHo
BiANOBIAaIbHNI 3a BiAMNOBIAHO 3aTBEPKEHIV [OKyMeHTaUil Ha BUPOGHMLTBO
BMPOGHMLTBO (BBepeHHs 3MiH MPOTAroM 6 MicALIB MiC/A 3aTBEPMXKEHHS);

HenoKpUTUX Kancyn:
CBICC KEMC AT,
LlBeiiuapis;
Bupo6HMK
BiANOBIAaIbHNI 3a
MOKPUTTSA Kancys:
[OpareHocapm
Anotekep Mown
'mM6X, Himeuunna

3MiHM | TUNYy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (4oNOMiXXHUX peyoBMHax) roToBOro
nikapcbKoro 3acoby (iHWi AONOMKHI peyoBuHW) (iHLLi 3MiHW) -
3MiHa y ckiagi (4oNOMKHMX peyoBUHAX) rOTOBOrO NiKapCbKoro
3acoby — YTOUHEHHs1 Ha3BwM Lubricant xxenaTMHOBOI Kancynu 3
"CepeHbOo-/TaHLoroBUX TpUraiLepuais” Ha "J1IeuuTuH B
cepefHbO-NaHLIroBKX Tpurailepugax”, akuii 3aBxam
BMKOPMCTOBYBaBCS AN cTagii iHkancynsuii (BBegeHHs 3MiH
npoTArom 6 micsAiB nicns 3aTBEpAXKEHHS); 3MiHM | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb.
3MiHa y TepMiHax NpugaTtHocTi abo ymoBax 36epiraHHs
roTOBOrO liKapcbKoro 3acoby (iHLi 3MiHM) - 3MiHa y TepMiHax
npuaaTHOCTI Y 3B A3Ky 3i 3MiHO ckiagy (BUAaNeHHs
anbyndtanary, rinpomenosun pranara),3aTBepoKeH0: TEPMiH
NpVUAATHOCTI 3 POKK, 3aNPOMNOHOBAaHO: TePMIH npuaaTHocTi : 30
MicaLis (BBefeHHs 3MiH NpoTAroM 6 Micauis nicnas
3aTBEPMXEHHS); 3MiHK || TUNY - 3MiHK 3 sKOCTi. FoTOBUI
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /iKapCbKOro 3acoby.
3miHa napameTpiB cneyudikaLini Ta/abo fonycTUMNX Mex
roTOBOrO /iKapCbKOro 3acoby (iHLi 3MiHW)
CynyTHS 3MiHa
- 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCcbKoro 3acoby. 3miHa y meTogax BunpobyBaHHs
rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW) - 3MiHW Y
crneundikavii, Metogax BunpobysaHb: p. ONUC - yTOYHEHHS,
BiANOBIAHO A0 AOKYMEHTIB BUPOGHYKa, BBegeHo T.
|aeHTudikauis. TeHoHiTpo3on. (MeTos BEPX) o Bxe
3aTBepxeHoro T. IaeHTudikauis. TeHoHITpo3on. (MeTos
TWX) 1. CepenHs maca kancynu (3anponoHosaHo: 727,1 +
7,5% (672,6 mr - 781,6 mr), T. CepefHsi Maca BMICTy kancynu
(3anponoHoBaHo: 455,0 Mr +2,5% (443,6 mr - 466,4 mr); T.
CynyTHi AOMILLKW - BHECEHHS1 YTOYHEHHS, BUYYEHHS BUMOTY
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

00 niky avéyTindtanaty (Buny4eHo 3 po3giny AOMNOMDKHI
peyoBuHu), T. Po3nagaHHs (BeegeHHs 3MiH NpoTArom 6
MiCALIB MiCNA 3aTBEPPKEHHS); 3MiHU || TUMy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHU Y BUPOOGHULTBI. 3MiHN Y
npoveci BUpo6HULTBA FOTOBOrO NiKapCbKoro 3acoby,
BK/THOHAI0UN NPOMiKHWIA NPOAYKT, L0 3aCTOCOBYETHCA NpU
BMPOGHMWLTBI FOTOBOrO NiKapCbKoro 3acoby (CyTTeBa 3MiHa y
npoLeci BUPOGHULTBA, sika MOXe MaTu iCTOTHUIA B/IUB Ha
AKiCTb, 6e3neky Ta edheKTUBHICTb Jlikapcbkoro 3acoby) - Y
3B 3Ky 3i 3MiHaMU y cknagi (4OMOMKHUX peyoBUHAX)
rOTOBOrO /1iKapCbKOro 3acoby (3MiHEHO cknaf NoKpUTTS),
36inbLUYETHCA cepeHs Maca kancynm (in process control
«Average mass») 3 > 696, 2 Mr go >727,1 mr, nepernsaHyTuii
npoLec HaHECEHHA MOKPUTTA — 3aMiHa PO3UYMHHMKA MOKPUTTA
aLeToH Ta eTaHo/ Ha BOAy 3 BiANOBIAHVMY 3MiHAMW KOHTPOJIO
B npoLeci BUpo6bHMLTBA. BBEeAEHHA 3MiH NpoTArom 6 micauis
nicns 3aTBepKeHHs; 3MiHK |l Tuny - 3MiHKn 3 AKkocTi. FoToBWUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa y ckiagi (4ONoMiIKHMX
peyoBMHaXx) roTOBOro NiKapcbKoro 3acoby (iHLwi AONOMDKHI
peyoBuHM) - AKICHI ab0 KiNbKICHI 3MiHW LLOAO OAHIET abo
[AEKiNbKOX JONOMDKHUX PEYOBUH, SIKi MOXYTb 3HAYHO BI/IMHYTU
Ha 6e3neky, AKiCTb ab0 ePeKTUBHICTb FOTOBOrO NiKapCbKoro
3acoby -
3MiHa y cknagi (A0NOMKHUX pevyoBMHAX) FOTOBOTO NiKapCbKOro
3acoby - 3MiHEHO cknag nokputTsa (BBegeHHs 3MiH NPOTAroM 6
MicsLiB NicNs 3aTBEPAYKEHHS)

66.

A®IHITOP

TabneTkv no 5 mr, no
10 TabneTok y
6nictepi; no 3
6nicTepy B KapTOHHIA
Kopoou,i

HoBaprTic
®Papma Al

LLiBefiuapis

BMPOGHMLTBO 3a
MOBHUM LK/IOM:
HosapTic ®apma
LTeliH AT,
LBeiiyapis;
KOHTPONb AKOCTI (3a
BUHATKOM TecTy
Mikpo6ionoriyHa
yncToTa):
dapmaHanituka CA,
LLiBeiiuapis

LLiBeliya
pis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu Il Tuny -
3MiHW A0 IHCTPYKLi A/ MeAMYHOro 3aCTOCYBaHHSA 40 PO34iNis
"®apmakonoriyHi BnactusocTi", "Oco6AnBOCTI 3aCTOCyBaHHA",
"Cnoci6 3actocyBaHHs Ta fo3un", "lMobiuHi peakuii" (Ha OCHOBI
OTpUMaHKX JaHux 3 gocnimkeHHss CRAD001M230); 3minHu 1l
TUMY - 3MiHW A0 IHCTPYKLiT 4518 MeANYHOro 3acTOCyBaHHS [0
po3ginis "®apmakonoriyHi BnactueocTi", "Oco6nmnBoCTi
3acTocyBaHHSA", "3acToCyBaHHS Yy nepiog, BariTHoCTi abo
rogyBaHHs rpyaar" (Ha OCHOBI OTPUMAaHUX AaHuX 3
pocnimpkeHHs CRAD001JUS226); 3miHu |l Tuny - 3miHW A0
IHCTPYKUIT AN MeQUYHOro 3aCToCyBaHHA [0 po34inis
"®apmakonoriyHi BnactmeocTi”, "B3aemogis 3 iHLWMMKN
nikapcbknMK 3acobamu Ta iHWi BUAW B3aeMogiii",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
fo3un", "Mo6iyHi peakuii”. BBeAeHHS 3MiH NpoTArom 3-x MicsLiB
nicnsa 3aTBepkKeHHs

3a
peyenmom

UA/11439/01/01

67.

ADIHITOP

Tabnetky no 10 mr, no
10 TabneTok y
6nicTepi; no 3
6nicTepy B KApPTOHHIiA
Kopobu,i

HosapTic
dapma Al

LLiBeiiuapis

BUPOBHMLTBO 3a

MOBHUM LMK/IOM:

Hosaprtic ®apma
LTeliH AT,
Lseiiuapis;

LLseiiua
pis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny -
3MiHM A0 IHCTPYKLi A/ MeAMYHOro 3aCTOCYBaHHS 40 pO34iNis
"®apmakonoriyHi BnactueocTi", "Oco6NnBOCTi 3aCTOCYBaHHSA",
"Cnoci6b 3acTocyBaHHA Ta fo3un", "Mo6iyHi peakuii" (Ha OCHOBI

OTpUMaHKX JaHux 3 gochimpkeHHss CRAD001M230); 3miHu I

3a
peyenmom

UA/11439/01/02
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
KOHTPO/b AKOCTI (3a UMY - 3MiHW A0 IHCTPYKUIT 415 MeAWYHOro 3aCTOCyBaHHSA 40
BVHATKOM TeCTy po3ginis "®apmakonoriyHi BnactmsocTi", "Ocob6nnBoCTi
MikpobionoriyHa 3acTocyBaHHs", "3acTocyBaHHA y nepiog BaritTHocTi abo
yncToTa): rogyBaHHs rpyanr” (Ha OCHOBI OTPUMAHMX AaHuX 3
dapmaHanituka CA, pocnipkeHHs CRAD001JUS226); 3miHu |l Tuny - 3miHK A0
LLiBefiuapis IHCTPYKLii 4151 MeANYHOro 3acToCyBaHHSA 40 PO34iNis
"®apmMakonoriyHi BnactmsocTi, "B3aemogis 3 iHWKUMKN
nNikapcbk1MMU 3aco6amMu Ta iHLi BUAW B3aeMogii",
"Oco6nmBOCTI 3acTocyBaHHSA", "Cnocib 3acTocyBaHHA Ta
no3n", "MobivHi peakuii". BBegeHHS 3MiH NpOTAroMm 3-x micsuis
nicns 3aTBepkKeHHs
68. A®IHITOP Tabnetkv no 2,5 mr, no HoBaprTic LLiBeiuapis BMPOGHMLTBO 3a LLiseiiua BHECEHHS 3MiH [0 peecTpauliiiHux maTepianis: 3miHu Il Tumny - 3a UA/11439/01/03
10 TabneTok y dapma Al NOBHUM LMK/IOM: pis 3MiHW A0 IHCTPYKLi 418 MeAMYHOro 3aCTOCYBaHHA [0 po34inis | peyenmom
6nictepi; no 3 HosapTic ®apma "®apmakonoriyHi BnactnsocTi”, "Oco6/IMBOCTI 3aCTOCYBaHHS",
6nicTepy B KapTOHHIA LTeiH AT, "Cnoci6 3actocyBaHHs Ta go3un", "IMobiuHi peakuii" (Ha OCHOBI
Kopoou,i LBeiiLapis; OTpUMaHuX faHux 3 gocnimkeHHss CRAD001M230); 3minHu 1l
KOHTPO/b SKOCTI (3a TMMY - 3MiHW A0 IHCTPYKUIT 415 MEeAMYHOro 3aCTOCYBaHHS 40
BVIHSITKOM TeCTy po3ginis "®apmakonoriyHi BractmeocTi", "Oco6nmnBoCTi
Mikpo6ionoriyHa 3acTocyBaHHSA", "3acToCyBaHHS Yy nepiog, BariTHoCTi abo
ynucToTa): rogyBaHHs rpyaar" (Ha OCHOBI OTPUMAaHUX AaHuX 3
dapmaHanituka CA, pocnimpkeHHs CRAD001JUS226); 3miHu |l Tuny - 3miHW Ao
LLiBeiiuapis IHCTPYKUIT AN MeAUYHOro 3aCTOCyBaHHA [0 po34inis
"®apmakonoriyHi BnactmeocTi”, "B3aemogis 3 iHLWNMKN
nikapcbknMK 3acobamu Ta iHWi BUAW B3aeMogiii",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
fo3un", "Mo6iyHi peakuii”. BBeAeHHS 3MiH NpoTArom 3-x MicsLiB
nicnsa 3aTBepkKeHHs
69. ADNYBIH® Tabnetky no 12 Pixapa ABCTpIs Pixapa BittHep Al ABCTpist BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/10018/01/01
TabneTok y 6nictepi; BitTHep Al 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMNOBIAHICTb peyenma
nol,2,3a6o4 [0 moHorpadpii ®Y abo €Bponelicbkoi hapmakonei, abo
6nicTepy y KapTOHHiIl IHLWWOT HaLioHanbHOT hapmakonei aepxasu €C - npuBeAeHHs
Kopobui cneumdikauii A®l Acidum sarcolacticum go Bumor gitouoi
MoHorpadii EP 9.0. ((S)-Lactic acid); 3MiHu | TUny - 3MiHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii JdY abo €sponelicbkoi thapmakonei, abo iHWOoi
HauioHau1bHOT hapmakonei gepxasu €C - NpuBeAEeHHs
cneundikanii A®I Gentiana lutea go Bumor moHorpadii GHP;
3MiHK | TUNy - 3MiHa y NapameTpax crneungikauiii Ta/abo
[OMyCTUMUX MEeX, BU3HaYeHUX Yy cneundikadisx Ha Adl, abo
BUXIiAHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYOTLCS
y npoueci Bupo6HuuTBa A®| (onoBHEHHS cneuudikawii
HOBUM MOKa3HUKOM SIKOCTi Ta BiANOBIAH/M METOLOM
BMNPOBYBaHHS) - 4ONOBHEHHS CheuudikaLii Ans MaTpuyHOT
HacTolkn Gentiana HOBMM MOKa3HWKamu SIKOCTi
'MikpobionoriyHa yncrota” 3 BignoBigHM METOAOM
BUNPO6YBaHHSA
70. AUNKNOBIP NMOPOLOK (CybcTaHList) CnisibHe YKpaiHa PekopgarTi IHAycTpia ITanis

BHECEHHS 3MiH 10 peecTpauiiHux maTtepiasiB: 3miHu | Tuny -

UA/12527/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
y noAagiliHmx YKpaiHCbKO- Kimika e nofaHHsA OHOBJ/IEHOro cepTudiikata BignosigHocTi CEP Ne R1-
nonieTnieHoBmx icnaHcbke dapmaueyTika CEP 2007-213-Rev 01 a41a akTUBHOT pEYOBVHW auMKIOoBIp Bif,
MilKax ans niANpPMEMCTBO C.n.A. BXE 3aTBEP)KEHOro BUPOOHMKa. 3MiHM 3acTOCoBaHi f0
hapmaLeBTUYHOrO "Cnepko po3ainiB «PO34MHHICTb», «CynyTHI AOMILLKM», «BakTepia/ibHi
3aCcToCyBaHHA YkpaiHa" €HLOTOKCUHW», «TepMiH NPUAATHOCTI». 3anponoHOBaHO -
Cpok rogHocT. CpoK MOBTOPHOIO KOHTPO/A [/15 aUyK/I0BMpa
5 ner
71. ALL® 100 TabneTky Wwunyyi no CaHpo3 CnoseHis Bunyck cepii: Himeuy BHECEHHS 3MiH [0 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - 6e3 UA/8272/01/01
100 wmr, no 20 dapmacbHoTiK Cantotac ®apma nHa/ AZMiHICTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo agpecu peyenma
Tabnetok y Ty6i, no 1 an3 a.4. 'M6X, HimeuyunHa,; ABCTpist MicLsi NPOBaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa
Ty6i B KApPTOHHIli Bupo6Huk in bulk, roTOBOrO MiKapCbKOro 3acoby, BKIYAKYMN AiNbHALL BUMYCKY
Kopobui nakyBaHHs: cepii abo micLie NpoBeAEeHHS KOHTPOJIIO SKOCTI. (AisNbHICTD, 3a
Xepmec dapma AKY BiAnoBigae BUPoOHUK/IMNOpTEpP, BK/IKOYAOUN BUMYCK
lec.m.6.X., ABCTpIs; cepiii). 3miHa Ha3BM Ta agpecu BUpobHuKa CanoTtac ®apma
AnbTepHaTNBHWIA vM6X, HimeuunHa (Bunyck cepii), 63 3miHn micus
BMpOo6HUK in bulk, BUPOGHMLTBA.
nakyBaHHs: BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS.
Xepmec
ApuHaiimiTTens
'm6X, HimeyunHa
72. ALL® 200 TabneTky wunydi no CaHpo3 CnoseHis Bunyck cepii: Himeuy BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/8272/01/02
200 wmr, no 20 dapmacbioTik Canotac ®apma nHa/ AZMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peuenma
Tabnetok y Ty6i, no 1 an3 a.4. M6X, HimeyunHa; ABcCTpist MiCLiA MPOBaKEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa
Ty6i B KAPTOHHIl Brpo6Huk in bulk, rOTOBOrO JliKapCbKOro 3acoby, BK/oUaoun LiNbHULI BUMYCKY
Kopobui nakyBaHHs: cepii abo MicLe NpoBeAEeHHS KOHTPO/IO AKOCTI. (BiSNbHICTb, 3a
Xepmec ®apma AKY BiANOBIAae BUPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK
lec.m.6.X., ABCTpis; cepiii). 3miHa Ha3BM Ta agpecu BUpo6Huka CanoTtac ®apma
AnbTepHaTVBHUIA 'm6X, HimeyunHa (Bunyck cepii), 6€3 3MiHK MicLa
BMPOGHUK in bulk, BUPOGHMLTBA.
nakyBaHHs: BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXEHHS.
Xepmec
ApuHarimitTens
'vM6X, HimeuunHa
73. BAKTPOBAH™ Ma3b 2% nol5ry nakcoCmitKn Benuka nakco OnepeiilHe Benuka BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/4019/01/01
Ty6i; no 1 Ty6i B SH ExcnopT BpuTaHis HOK Nimiteq, BpuTaHi nofaHHsa HOBOro cepTudiikarta BiANOBIAHOCTI €EBPONENChHKIN peyenmom
KapTOHHIlA KopoobLi NimiTeq A thapmakonei Ne RO-CEP 2017-011-Rev 00 ans gito4oi

PeyvyoBUHM MYMiPOLMHY Bif HOBOTO BUPOGHMKA; 3MiHM | TUMY -
3MiHa y mapameTpax cneuudikauin Ta/abo 4onycTUMUX MexX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXIAHUA/NPOMIXHUIA NPOAYKT/PeareHT, Lo BUKOPUCTOBYOTLCA
y npoueci Bupo6HuyTBa A®I - £ONOBHEHHS Y Cneumndikau,i
00 KOHTPO/I0 ADI 3a NoKasHUKOMU «3a/nLLIKOBa KiflbKiCTb
OpraHiYH1X PO34MHHUKIB» BIAMOBIAHO A0 HaJaHOro
cepTuguikaTy BiANOBIAHOCTI €Bponelichbkili hapmakonei Ne RO-
CEP 2017-011-Rev 00 ans Aito4oi pevyoBuHU MynipoLmMHyY Bif,
HOBOro BUPOGHUKA. TakoX BHECEHO pefakLiiiHi npaBku, 06
y3roamntn Cneumdikauito Ha MynipouyMH Ha BCiX pUHKax ANns
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
KpaLLoro KOHTPO/I0 Hag, NPOAYKTOM; 3MiHW | TUny - 3MiHa y
napameTpax cneuugikauii Ta/abo AoNyCTUMMX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXIiAHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYOTHCS
y npotieci Bupo6HuLUTBa Ad| - fonoBHeHHS y Cneumndikauii
o0 KoHTposo Ad| 3a nokasHUKOMU «CynpoBifHi JOMILLIKM»
BiANOBIAHO 40 HaAAHOro cepTudikaTy BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne RO-CEP 2017-011-Rev 00 ans
[it040i pevyoBMHM MyNipOLIMHY Bifi HOBOTO BUPOGHMKA
74. BENANTIH Tabnetku; no 10 My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/6226/01/01
TabneTok y 6nictepi; akuioHepHe akujioHepHe npuBefeHHs cneuudikauii Ta aHaniTMuHnX metoamk Ad| peyenma
no 1 6nictepy B naui TOBapucTBO TOBapUCTBO BenafoHu ekcTpakT ryctuii fo BumMor JdY/E® 3a nokasHUKOM
3 KapTOHY "HaykoBo- "HaykoBo- "Mikpob6ionoriyHa unctoTa"; 3miHu | TMny - 3miHa B ymoBax
BMPOGHUUNI BVPOGHNYNIA LEHTP 36epiraHHa A®| benafoHn ekCcTpakT rycTuid; 3MiHm | Tuny -
LeHTp "BopLyariBcbkuii BHECEHHS 3MiH 0 p. 3.2.S. 7 CTabinbHiCTb; 3aMiHa "TepMiHy
"BopLuariscbk XiMiKo- npuaartHocTi" Ha "Mepiog NOBTOPHOIO BUNPOBYBaHHS"; 3MiHW |
Wi XiMiKo- hapmaueBTUYHNI TUMY - BHECEHHSA 3MiH A0 Cneuudikauii APl BenagoHn
thapmaveBTUy 3aBof", YKpaiHa, €KCTpaKT rycTuii 3a nokasHvukom "BTparta B maci npu
Huii 3aBon” ToBapucTBO 3 BUCYLLYBaHI"
06MEXEHOI0
BigNoBiAa/IbHICTIO
"ArPO®APM",
YkpaiHa
75. BE/NACTE3VH Tabnetku, no 10 My6niyHe Ykpaina My6nivyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/6219/01/01
TabneTtok y 6nictepi; akuioHepHe akuioHepHe npuBeseHHs cneundikauii A®I BenafoHn ekcTpakT rycTuii 1o peuenma
no 1 6nictepy B nauui TOBapuCTBO TOBapUCTBO BuMor AdY/E®P 3a nokasHnkom “"MikpobionoriyHa uictora”;
3 KapToHY "HaykoBo- "HaykoBo- 3MiHM | TUny - 3MiHa ymoB 36epiraHHss A®| BenafoHu ekcTpakT
BMPOGHUYNIA BMPOGHNYMNIA LEHTP rYCTWI HA OCHOBI JaHUX JOCNIAKEHHS CTabiNIbHOCTI; 3MiHM |
LeHTp "BopLyariscbkuii TMRY - 3MiHa «TepMiHy NpuAaTHOCTI» Ha «[epiod Ao
"BopLuariscbk XiMiKO- NpoBefileHHS NOBTOPHKX BUNPOGYBaHb»; 3MiHU | Tvny -
WiA XiMiKo- hapmaueBTUYHNI BHECEeHHS 3MiH A0 Cneyudikauiil A®l BenagoHu ekcTpakT
thapmaveBTUy 3aBoj", YkpaiHa, rycTuii 3a nokasHukom "BTpaTa B Maci npy BUCYLLYBaHI"; 3MiHW
HWii 3aBog” ToBapucTBO 3 | TMNy - NnpuBegeHHs MeToaiB KOHTponto AP| BenagoHu
06MEeXEHO EKCTPaKT rycTuii 3a nokasHukom "MikpobionoriyHa uictoTta" oo
BiANOBIAA/IbHICTIO Bumor 1oY/EdD
"ArPO®APM",
YkpaiHa
76. BENOAEPM Kpem 4151 30BHiLLUHbOrO Benyno, nikn Xopsaris Benyno, nikn Ta Xopsari BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/9695/01/01
3acTocyBaHHsA 0,05 % Ta KocmeTumka KocmeTuka 4.4, a 3MiHN BUNPo6yBaHb ab0 J0NYCTUMUX MEX, BCTAHOBNEHNX Y peyenmom
no 15 r a6o 30 ry Ty6i; n0.o. cneuungikalisx, nig yac BUPOOGHULTBA FOTOBOTO JiKAPCbKOro

no 1 Ty6i B KApTOHHIl
KopoobLi

3acoby (BW/Ty4YEHHS1 HECYTTEBOIO BUNPOOYBaHHS B MPOLLECI
BMPOGHMLTBA) (iHLWi 3MiHM); 3MiHKM | TNy - 3MiHK Y Npoueci
BMPOOGHMLTBA FOTOBOrO NiKapCbKOro 3acoby, BKAOUaoun
NPOMiXXHWUIA NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHMLTBI
roTOBOrO J1iKapCbKOro 3acoby - He3HavHa 3MiHa y npoLieci
BVMPOGHMLTBA rOTOBOrO JiKapCbKOro 3acoby npu BBEAEHHI
HOBOI BUPOGHMYOI NiHii: BBEAEHHA A0AATKOBOrO eTany npu
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BMPOGHULTBI cepii po3mipom 1000 Kr; 3MiHuW | TUNY - 3MiHa
po3Mmipy cepii (BkIOYaoUK gianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby - BBeAEHHS AOAATKOBOro po3Mipy cepii
1000 kr (3 paHiwwe 3aTBepAKeHNM po3mipoM cepii 500 Kr)
77. BIKANTYTAMIA- TabneTku, BKpUTI Mictpan Benuvka CiHTOH Xicnanis, Icnanis BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/15136/01/02
BICTA MN/1iBKOBOIO Kenitan BpuTaHis C.N. AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW JlikapcbKoro 3acoby - peyenmom
060/10HKO10, M0 150 Mr MeHeXmeHT 3aTtBepmxeHo: VISTAMID/BICTAMI[, 3anponoHOBaHO:
no 10 TabneTok y Nimiteq BICALUTAMIDE-VISTA/BIKANYTAMIA-BICTA
6nicTepi; no 3
6nicTepy B KapPTOHHIiA
Kopobu,i
78. BIKANYTAMIA- TabneTkn, BKpUTI MicTpan Benuvka CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/15136/01/01
BICTA nAiBKOBOIO Kenitan BpuTaHis C.J. AAMIHICTpaTMBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby - peyenmom
06010HKOt0, Mo 50 Mr MeHeXMeHT 3aTtBeppxeHo: VISTAMID/BICTAMI/, 3anponoHoBaHo:
no 10 Tabnetok y Nimiteq BICALUTAMIDE-VISTA/BIKANTYTAMIA-BICTA
6nictepi; no 3
6nicTepy B KapTOHHIN
Kopo6ui
79. BIONNIEKTPA TabneTky Wwmnyyi no AnbneH LLIBeiiuapis Fepmec Himeuy BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/13955/01/01
MATHE3IYM 243 mr no 10 TabneTok dapma Al ApuHaiimiTTens nHa 3MiHa NapameTpiB cneymdikawin Ta/abo gonyCTUMUX MeX peuyenma
DOPTE y Ty6i; no 1 Ty6i B v6X rOTOBOrO /1iKapCbKOro 3acoby (BUTYYEHHS HE3HAYHOTO
KapTOHHIiA KopobLyi; no rnokasHuka (Hanpvknag, 3actapifioro nokasHuka, Takoro sik
4 TabneTkn y cTpuni; 3anax Ta cMak, abo igeHTndikauiss 6GapBHMKIB UM CMaKOBMX
no 5 ctpunis B [06aB0oK)) - BUTyYeHHs NokasHuka «BucoTtax 3i cneumdikadii
KapTOHHIlA KOpO6L Ha MOMEHT BMMYCKY NOB'A3aHO 3 TUM, LU0 AaHWUii NOKa3HWK He €
napamMeTpoM BU3HAYEHHSA SKOCTI; 3MiHW | TUMY - 3MiHK
BUNPOOYBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikadisx, nig yac BUPOOHULTBA FOTOBOrO NiKapCbKoro
3acoby (BW/Ty4YEHHS1 HECYTTEBOIO BUNPOOYBaHHS B MPOLLECI
BMPOGHMLITBA) - BUMYYEHHSI NOKa3HUKa «BucoTta» 3i
cneuudikaLii B NpoLeci KOHTPOsII0 BUPOOHMLTBA NOB'A3aHO 3
TUM, L0 AaHWii NOKa3HUK He € NapaMeTpOM BU3HAYEHHS
SAKOCTI
80. BICENTO/1 480 KOHLleHTpaT ans BapLuaBcbkuii Monbwa BapLuaBcbkuii MonbLua BHECEHHS 3MiH 10 peeCTpaLiiiHux maTepianis: 3MiHW | TUNy - 3a UA/3795/01/01
MPUroTyBaHHSA Po34nHy | dhapmauesBTuy hapmaueBTUYHNI 3MiHa napameTpiB crneumdikauiii Ta/abo fonyCTUMUX MexX peyenmom
ans iHdy3ii (80 mr+16 HWi1 3aBOf, 3aBog, Monbtha AT NepBMHHOT YNakoBKM roTOBOrO J1ikapCbKoro 3acoby - 3mMiHa
mr)/mn no 5 mn B Monbdha AT CTOCYETbCA OHOB/EHHSA cneuudikaLii NepBUHHOT yNakoBkn y
amnyni; no 5 amnyn 'y BiAgnoBigHOCTI f0 BUMOr EP. BBefieHHA 3MiH npoTsArom 6-tm
KOHTYPHIli YapyHKOBIlA MmicsauiB nicnAa 3aTBepAKeHHs
ynakosLi; no 2
KOHTYPHI YapyHKOBI
YNakoBKM1 B KApTOHHIiA
Kopobui
81. BICOMPONON- Tabnetkv no 5 Mr no AT YkpaiHa AT "KMIBCbKIMN YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/8672/01/01
KB 10 TabneTok y "KNIBCbKW BITAMIHHWA 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
6nicTepi; no 3 BITAMIHHWNIA 3ABO" 3miHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
6nictepn y nayuj 3ABO4" roTOBOrO J1iKapCbKOro 3acoby (36iNbLUeHHs TepMiHY
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
NpUAATHOCTI FOTOBOTO JIiKAPCbKOro 3acoby) - 4N Toprosoil
ynakoBku (NiATBEPLKYETbCA AAHNUMMN PEasIbHOTO
Yyacy)36inbLUeHHs TepMiHy npugatHocTi 13 3aTBepaKeHo:
TepMiH NpuaaTHoOCTi — 2 poku 3anponoHoBaHo: TepMiH
npugaTHocTi — 3 pokn BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepayKEeHHs.
82. BICOMNPONON- Tabnetku no 10 mr, no AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/8672/01/02
KB 10 TabneTok y "KNIBCbKWI BITAMIHHUIA 3MiHM 3 aKocTi. FoToBWIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
6nicTepi; no 3 BITAMIHHWIA 3ABOA" 3miHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
6nictepn y nauyui 3ABOA" rOTOBOrO NiKapCbKOro 3acoby (36iNbLUeHHS TePMiHY
nNpUAAaTHOCTI FOTOBOTO JIiKapCbKOro 3acoby) - 418 Toprosoi
ynakoBku (MiATBEPLKYETLCA AaHUMU PeaslbHOro
yacy)306ifbLlUeHHS TepMiHY NpuAaTHOCTI: 3aTBepAXeHo: TepMmiH
npuaaTHOCTI — 2 pokM 3anponoHoBaHO: TepMiH NpuAaTHOCTI —
3 poku BBeaeHHs 3MiH MPOTAroM 6-Tu MicsLiB nicns
3aTBEPKEHHS.
83. BNEOLH-C niogpinizat gna 3aiinortek Kinp TOB "/llom’ep YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/16163/01/01
PO34YMHY ANS iH'EKLi Nimiten dapmva” AfMiHiCTpaTuBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
no 15000 MO y (BUPOGHULTBO 3 3asBHMKa (BNacHyKa peecTpauiiHoro NocBigYeHHs!) - 3MiHa
chnakoHi, 1 chnakoH 3 npoaykuii in bulk agpecy 3anBHVKa (BBeAeHHS 3MiH NpoTarom 3-x micauis nicns
niocpinizaTtom y hipMUn-BUPOGHMKa 3aTBEPKEHHS); 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
KapTOHHIli KopooLi HinnoH Kasiky Ko., HalilMeHyBaHHs1 Ta/abo agpecu MicLA NPOBaMKEHHS AisNIbHOCTI
Nt4., Takacaki BUPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
MnaHT, AnoHis) BK/IO4AK0UM AiNbHULI BUMYCKy cepii abo micue npoBeaeHHs
KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiAnoBifae
BMPOGHUK/IMNOpPTEp, BKKOYAOUM BUMYCK Cepili) - 3MiHa agpecu
BMpOGHMKa 113 TOB "IIOM'EP ®APMA", YkpaiHa, 6e3 3MiHu
Micus BUpobHuLTBa (BBEAEHHS 3MiH NPOTArOM 3-X MicsiLiB
nicns 3aTBepakeHHs)
84. BNEOLUUH-C niocpinizat ans 3aiinotek Kinp HinnoH Kasiky Ko., AnoHis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - - UA/16162/01/01
PO3UMHY ANA iH'eKLili Nimiteq Ntp., Takacaki AaMiHICTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
no 15000 MO, in bulk: MnaHT 3as1BHMKa (B/1aCHMKA PEECTPALiiHOr0 NOCBIAYEHHS) - 3MiHa
no 100 dpnakoHis 3 afpecu 3asaBHuKa (BBefeHHA 3MiH NPOTArom 3-X MicALiB nicns
niogpinizatom B 3aTBEPKEHHS)
ciTyacTili ynakoBuj
85. BO3EHTAH TabneTkn, BKpUTI AnBoreH IMNKo | Jiokcembyp nepBrHHe Ta KaHnapa/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/16744/01/01
ANBOTEH nAiBKOBOIO C.ap.n r BTOPUHHE Kinp 3MiHa y MeTogax BUNpobyBaHHS rOTOBOrO NiKapCbKoro 3acoby | peyernmom

060/10HKOI0, MO 62,5
Mr 1o 14 Tabnetoky
6nictepi, no 1, 4 abo 8
6nicTepiB y KAPTOHHIN
nauui

nakyBaHHs: Bennsumk
MexkemxiHr IHK. O/A
Bennsuk MekemxiHr
ConwowwuHc, KaHaga;
BUPOGHMLTBO "in
bulk", TecTyBaHHs:
leHBioH
KopnopeiiweHc,
KaHaga; nepsuHHe
Ta BTOPUHHE

(He3HayHa 3MiHa y 3aTBEpMXEHUX MeToAax BUNpobyBaHHs)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

nakyBaHHS:
MeHpgodapma,
dinian ®apmacaiiHc
IHK., KaHapa;
BMPOGHMLTBO "in
bulk": ®apmacaiiHc
IHK., KaHapa;
TeCTyBaHHS:
dapmacariHc IHK.,
KaHapa; Bignosigae
3a BUNyCK cepii:
dapmacaiiHc
IHTepHeLleHn
Nimiteq, Kinp

86.

BO3EHTAH
ANBOTEH

TabneTkn, BKpUTI
N/1iBKOBOIO
06010HKO0, N0 125 Mr
no 14 tabnetok y
6nictepi, no 1, 4 a6o 8
6nicTepiB y KAPTOHHIN
nauui

AnsoreH IMNMKo
C.ap.n

NMokcembyp
r

nepBuHHe Ta
BTOPUHHE
nakyBaHHs: bennsuk
MekemxkiHr IHK. O/A
Bennsuk MexkemxiHr
ContowuHe, KaHaga;
BMPOGHMLTBO "in
bulk", TecTyBaHHs:
[eHBioH
KopnopeiiweHc,
Kanaga; nepsuHHe
Ta BTOPUHHE
naKyBaHHs:
MeHpodapma,
inian ®apmacariHc
IHK., KaHaga,;
BUPOBHMLTBO "in
bulk": dapmacaiiHc
IHK., KaHaga,;
TeCTyBaHHS:
dapmacaiiHc IHK.,
KaHaga; Bignosigae
3a BUNYCK cepii:
dapmacaiiHc
IHTEepHeLeHn
NimiTesn, Kinp

KaHnapa/
Kinp

BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny -
3MiHa y MeTogax BUnpobyBaHHS rOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpAXEHUX MeToAax BUNPOOyBaHHS)

3a
peyenmom

UA/16744/01/02

87.

BPAMITOB

PO34MH NS iHransuii,
300 mr/4 mn no 4 mn B
amnyni; no 4 amnynu B
repmMeTuyHO
3anasHomy CTpuni; no
16, 28 a60 56 amnyn y
KapTOHHI kopobLi

K'esi
dapmac'toTike
n3 rméex

ABCTpis

BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTi Ta
BUMYCK cepii: K'e3i
PapmaueyTumuj
C.n.A,, lTanis;
BVMPOGHMLTBO 3a

ITanis/
Himeuy
nHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny -
3MiHM Woa0 6e3nekun/etekTUBHOCTI Ta dhapMakoHarisay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHUX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHux npo
cuctemy hapmakoHarnisgy, 3miHa ynoBHOBaKeHOT ocobu,
BiANOBIAA/ILHOI 32 34iicCHEHHS (papMakoHarnsay; KOHTakTHOT
0Cco6u 3 hapmakoHarnsay 3asiBHVKa 415 34iiCHEHHS

3a
peyerimom

UA/15301/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
NOBHUM LK/IOM: hapmMakoHarnagy B YkpaiHi, AKLWO BOHa BifMiHHA Bif,
lenetik C.N.A., YNOBHOBaXKEHOI 0c06M, BiANOBIfA/ILHOT 3a 34iCHEHHS
ITanis; BUPO6HUK hapmakoHarnsgy (Bkouvalouy KOHTakKTHI gaHi) Ta/abo 3miHn y
npoaykuii in-bulk, pO3MilLeHHI MacTep-haiina cucteMu papmakoHarnsgy) -
nepBrHHe Ta 3MiHa yNOBHOBaXXEHOI 0CO6M 3asBHMKa, BiANoBifa/IbHOT 3a
BTOpPUHHE 3[jicHeHHs1 hapmakoHarisgy: MponoHoBaHa pefakuis - Ap.
nakyBaHHs Ta [xaH Hikono KacTinbiioHe. 3MiHa KOHTaKTHUX AaHUX
KOHTPO/1b AKOCTI: YyNOBHOBaXEHOT 0cobu, BignoBiganbHOT 3a thapmakoHarnsg,
Xononak 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0CO6M 3asaBHUKa A1
PepnakyHrcTexHik 3[iicCHeHHs1 hapMakoHarnsay B YkpaiHi
'm6X, HimeuunHa;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs: Xosionak
depnakyHrcTexHik
'M6X, HimeyunHa
88. BPUbAHTOBU po3unH Ans MAT Ykpaina MAT "rannuchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHux maTtepianis: 3miHu | Tuny - 6e3 UA/8011/01/01
1 3ENEHNN 30BHILUHLOIO "Tannudapm” 3MiHM WoAo 6e3nekn/edpeKTUBHOCTI Ta chapmakoHarnsgy - peyenma
3aCTOCYBaHHS, 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKV NikapcbKoro
cnupToBuii 1 % no 25 3ac00y WoA0 3a3HaYEHHA MXXHAPOAHMX NO3HAYEHb OANHULb
My do/TaKoHi- BMMIiplOBaHHS. BBeieHHA 3MiH NpoTArom 6-tm micsauis
KpanenbHuLj; no 25 mMn nicnsa 3aTBepAKeHHs
y thnakoHi-
KpanesnbHuuj; no 1
hnakoHy-kpanensHULI
B nauyuj
89. BPITOMAP Tabnetkn Peppep IcnaHis Peppep IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/10403/01/01
NPOJIOHIOBaHOT Aji No IHTepHauioHa IHTepHaujioHanb, BUJ/TyYEHHS BUPOOHUYOT AiNbHULI (BKIOYAKOUN AiNbHULI ANS peyenmom
5 Mr no 15 Tabnetok y nb, C.A. C.A. AdI, NpomibXHOTro NPOAYKTY abo roTOBOrO J1iKapCbKOro 3acoby,
6nicTepi; no 2 AiNbHULI A58 NpoBeAeHHS NakyBaHHs, BUPOOHNMKa,
6nicTepy y KapTOHHiIl BiZANOBIAA/IbLHOIO 3a BUNYCK CEPIii, MicLie NPOBeAEHHS
Kopobui KOHTPO/IO cepii) abo noctayanbHMKa BUXIAHOTO MaTepiasny,
peareHTy abo AONOMiXHOT PEYOBUHY - BUTyYEHHS BUPOOHMKA
AdI
90. BPITOMAP TabneTkn deppep Icnanis deppep Icnanis BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/10403/01/02
NPOIOHIOBaHOT Aji No IHTepHauioHa IHTepHaujoHasb, BU/TyYEHHS BUPOOHMNYOT AiNbHULI (BKIOYAOUM AiNbHULI AN peyenmom
10 mr no 15 tabneTok nb, C.A. C.A. AdI, NpomiXHOro NpoAykTy abo roToBOro JlikapCbKoro 3acoby,
y 6nicTepi; no 2 OiNbHUUI ANs NPOBeAEHHS NaKyBaHHS, BUPOOHMKA,
6nicTepy y KapTOHHil BiANOBIAA/ILHOrO 3a BUNYCK CEPIii, MicLie NPOBeAEHHS
KopooLi KOHTPO/IO cepii) abo noctavasnbHMKa BUXIAHOTO maTepiasy,
peareHTy abo A0NOMiXHOI PEUYOBWHY - BUSTyYEHHS BUPOOHMKA
Ad|
91. BPOHXOMAKC cupon, 10 mr/5 mn no ToBapucTso 3 YKpaiHa BCi cTagii YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/11271/01/01
100 mn a6o 200 mny obmexeHor BMPOOHMLITBA, 3MiHu 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
dhnakoHi; no 1 BignoBigasbHi KOHTPO/1b SIKOCTI, [OMOMDKHMX pevyoBUH. 3MiHa NapameTpiB crneumdikauiin Ta/abo
chnakoHy y kopobui 3 CTIO BUMYCK Cepii: [0NYCTUMUX MEX A5 AONOMDKHOT PEYOBUHY (BUTYYEHHS 3i
KapTOHY "bapmaueBtu ToBapucTBo 3 cneumdikauii He3Ha4YHOTO MOKa3HKKa (HanpukIag 3acTapifioro
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
YHa KOMNaHis 06MeXeHo NnoKasHuKa)) BUNy4YeHHs 3 cneuudikadii Ta MeToAis BXiAHOr0
"3p0pos'a” BiANOBIAA/LHICTIO KOHTPOIO Ha AONOMiXHI pevyoBuHU nponinnapabeH (E 216) ta
"®apmavueBTUYHa aMOHito TNiLMpMN3aT NoKasHMKa «3a/TULLKOBI KifIbKOCTI
KOMNaHis OpraHiYHnX PO34YMHHUKIB».
"3popos'a’, 3MiHn | TURYy - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/lE-
YkpaiHa; cepTudiikaT BiAMNoOBIAHOCTI EBpONenCchbkili
BCi cTagii hapmakonei/moHorpadii. 3mMiHW, NOB'A3aHi 3 HEOOXiAHICTIO
BMPOGHULITBA, NpVBEeLEHHN Y BiANOBIAHICTb A0 MoHorpadii AdY abo
KOHTPO/Ib SKOCTI: €Bponelicbkoi dhapmakonel, abo iHWOoT HauioHa/IbHOI
ToBapucTBO 3 hapmakonei gepxasu EC (3miHa y cneumdikauisx, nos'a3aHa
obmexeHoro 3i 3miHamu B 1Y, abo EBponeiicbkiii hapmakonei, abo iHLwii
BiAMOBIAA/TILHICTIO HaujoHanbHili hapmakonei gepxasu €C) CynyTHs 3MiHa -
"XapkiBCcbke 3MiHu 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb
thapmavueBTuuHe [OMNOMDKHMX PeqyoBUH. 3MiHa y MeToAax BUNpobyBaHHS
nignpMeEMCTBO [O0MOMDKHOT pEYOBUHM (HE3HAYHI 3MiHU Y 3aTBEPIKEHUX
"300poB'a Hapoay", MeToAax BUNpoGyBaHb) NPUBEAEHHS cneuudikaLili Ta MeTogiB
Ykpaina BXiZIHOrO KOHTPO/IIO SAKOCTi AOMOMDKHUX PEYOBUH Y
BignoBigHiCTb A0 BuMor EP Ta JdY, a came:
- MeTunnapabeH (E 218) (MeToAVKy 3a NOKasHUKOM
«MikpobionoriyHa unctoTa» BignosigHo Ao EP); -
nponinnapab6eH (E 216) (MeToAuKy 3a NOKa3HUKOM
«MikpobionoriyHa ynctoTa» BignoBigHo Ao EP); - kanito
cop6art (BuU1y4YeHo NokasHuK «Baxki MeTanv» BignoBigHoO Ao
EP); - rniuepviH (BUIy4YeHO NokasHuK «Baxkki meTanm»
(BignoBigHo fo EP) Ta kpuTepii NpUHATHOCTI Ta METOAMKY 3a
nokasHnkoMm «MikpobionoriyHa YmcToTa» BignosigHo Ao AdY);
- aMOHit0 rniuMppr3aT (BUy4eHO NoKa3HUK «Baxkki meTasims»
BiANoBigHO A0 EP). 3MiHu | Tuny - 3MiHK 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa y cknagi (40noMiKHUX
peyoBMHax) roTOBOrO JlikapCbkoro 3acoby (CcMakoBi f06aBkM
a6o 6apBHUKK) - [lofaBaHHs, BUIYyYeHHS a0 3amiHa - 3MiHa
[AOMNOMDKHMX PEeYOBUH apoMaTtusaTop «baHaH» (BUPOBHWMK
Esarom) Ha apomaTtunsatop «baHaH» (BUPOGHUMK Symrise,
HimeuunHa) Ta Lykop nNpecoBaHuii Ha caxaposy, 6e3 3MiHu
KiNIbKOCTi. BBEAEHHSA 3MiH NPOTArom 3-x MicAUiB nicns
3aTBEPAKEHHS.
92. BYCKOMAH® PO3YMH NS iH'EKLNA, TOB "CaHoi- YkpaiHa BepiHrep IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/6378/02/01
no 20 mr/mn, no 1 mn B ABEHTIC IHrenbxanm Ecnana, 3MiHW A0 IHCTPYKLi 418 MeAMYHOro 3aCTOCyBaHHSA 40 po34inis | peyenmom
amnyni; no 5 amnyn 'y YkpaiHa" CA "®apmakonorivHi BractusocTi”, "MpoTunokasaHHs",
KapTOHHIlA KopooLi "Oco61BOCTI 3aCTOCYBaHHA", "3acTOCyBaHHS Y nepiog,
BariTHOCTI abo rogyBaHHs rpyaat”, "Cnocib 3acTocyBaHHsA Ta
posn”, "[itn" (3anponoHoBaHo: MNpenapaT 3acTOCOBYOTh AiTAM
BiKOM Bif, 6 pokiB), "Mepeno3yBaHHs", "MoB6IYHI peakuii".
BBefieHHs1 3MiH NpOTArom 6-T MiCALIB MiC/1A 3aTBEPKEHHS
93. BANCAPTAH nopoLUokK (cybcTaHuis) | TOB "Toproea Ykpaina CekoHp, ®apma Ko., KuTai BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - - UA/14402/01/01
y noAgiliHmx KOMnaHis nra. AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
noslieTUIEeHoBUX "ABPOPA" MicLisi MPOBa/PKEHHS AifNIbHOCTI BUPOGHYMKA (BKAOYAKUW, 3a
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
MilKax ans HeobXiAHOCTI, MicLie NPOBELEHHS KOHTPOJI AKOCTI), a0
hapmaLeBTUUYHOTO B/lacHMKa macTep-haiina Ha A®l, abo noctavyasibHUKa
3acTocyBaHHs Adl/BuxigHoro matepiasy/peareHTy/NPOMIKHOTO MPOAYKTY, LLO
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y A0CbE
Ha nikapcbkuii 3acib) 3a BiACcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponelickkii hapmakonei y 3aTBepakeHoOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIKHOI pEHOBUHU (AKLLO
3a3HayveHo y fOCkE) - 3MiHa agpecu BupobHuka A®I CekoHp,
dapma Ko., I14., Kutaii, 6e3 3mMiHM MicLs BUPOGHMLITBA
94. BAP®APUH Tabnetky no 3 mr no OpioH DiHNAHAiIA OpioH KopropeliLuH, ®iHNsAH BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/5190/01/01
OPIOH 30 a6o no 100 KopnopeiiwH PiHNAHgIS; ais NoAaHHA OHOBMIEHMX cepTudikaTiB BiAMNOBIAHOCTI peyenmom
Tabs1eToK y hnakoHi; anbTepHaTUBHWIA €Bponeiicbkint hbapmakonei Ne R1-CEP 2000-186-Rev 03 Ta
no 1 chnakoHy B BUPOBHUK, LLIO R1-CEP 2000-186-Rev 04 ans gjtoyoi pevosuHy Warfarin
KapTOHHIli Kopoobui 3[iICHIOE NEPBUHHE sodium Bif, BXe 3aTBEPAKEHOro BUPOGHMKA 3i 3MIHOK Ha3BM
Ta BTOpVHHE Ta agpecwu, 3 BignoBiAHMMM 3MiHaMK B cneumndikadii Adl,
nakyBaHHs: OpioH 30KpemMa fofjaBaHHs TeCcTy A/19 NponaH-2-0/1y, OHOBEHHS
KopnopeiiwH, MeX g5 gomiwok B ta C
PiHNsAHAIA
95. BAP®APUH TabneTtky no 5 mr no OpioH PiHNAHAiA OpioH KopriopeliLuH, ®iHNsAH BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/5190/01/02
OPIOH 30 a6o no 100 KopnopeiiwH PiHNAHgIS; ais NoAaHHsA OHOBMIEHMX cepTUdiKaTiB BiAMNOBIAHOCTI peyenmom
Tabs1eToK y hnakoHi; anbTepHaTUBHWIA €Bponeiicbkit hapmakonei Ne R1-CEP 2000-186-Rev 03 Ta
no 1 chnakoHy B BUPOBHUK, LLIO R1-CEP 2000-186-Rev 04 ans gitoyoi pevosuHyu Warfarin
KapTOHHIl KopoobLi 3[iICHIOE NEPBUHHE sodium Bif, BXe 3aTBEpPAKEHOro BUPO6HMKA 3i 3MIHOI Ha3BM
Ta BTOPUHHE Ta agpecwu, 3 BignosigHMMmM 3mMiHaMu B cneumdikauii Adl,
nakyBaHHs: OpioH 30KpemMa fofjaBaHHs TeCTy A/19 NponaH-2-0/1y, OHOBEHHS
KopnopeiiwH, MeX g5 gomiwok B ta C
diHngaHais
96. BE/IKENA® niocpinizat gns TOB Pocilicbka Bupo6HMLTBO, ITania/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/4405/01/02
PO3UMHY A/15 iH EKUIN "[PKOHCOH & depepauis nepBrHHa ynakoBka | bBenbris AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peyenmom
no 1 mr, 1 cknsiHWiA LbKOHCOH" Ta KOHTPOSIb AKOCTI: MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
(h/1aKOH 3 NOPOLLKOM Y BCI roTOBOrO /iKAPCbKOro 3acoby, BKYaoUn AiNbHULI BUMYCKY
6nicTepHili ynakoBLyj; dapmacbloTnkans cepii abo MicLe NpoBeAEeHHS KOHTPOSTHO SKOCTI. (Qis/IbHICTb, 3a
no 1 6nictepHii C.n.A., ltanisa AIKy BiANOBiAae BUPOGHMK/IMNOpPTEpP, BK/OYAOUM BUMYCK Cepiid)
yNakoBL{i B KAPTOHHIi BTopuHHa ynakoBka, - 3MiHa Ha3BW Ta afpecy BUPOOGHNYOI AiNbHULi FHCCEH
Kopobu,i KOHTPO/Tb SIKOCTi Ta dapmaueBTrka HB, Benbrisa 6e3 3mMiHM MicLa BUPOGHNLTBA
BMNYCK cepil: (BBefeHHs 3MiH NPOTArom 3-X MICALIB NiC/A 3aTBePAXKEHHS)
fAHcceH
dapmavuesTuka HB,
Benebrist
97. BEHK/IKCTO TabneTku, BKpUTI E66Bi LBeliuapis E66Bi Aiipneng HN IpnaHgj BHECEHHS 3MiH [0 peecTpauiitHux matepianis: 3miHu Il Tuny - 3a UA/16667/01/01
M/1iBKOBOIO Biodhapmachto B.B., IpnaHgis |/ 3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy. peyenmom
060/10HKO10, 10 Mr Ne Tikan3 Mm6X (B1pOGHNLTBO Himeuy 3MiHM Y TepaneBTUYHUX NoKa3aHHsAX (4oAaBaHHS HOBOro
14: no 2 Tabnetkn y NiKapcbKoro 3acooy, nHa TepaneBTUYHOro NokasaHHSA abo 3MiHa y 3aTBEPAKEHOMY
6nicTepi, no 7 TecTyBaHHs); nokasaHHi) 3mMiH1 BHeCeHi o IHCTPYKUIT 4518 MeANYHOro
6nicTepiB y KAPTOHHIl E668i [oiiuneHs, 3acToCyBaHHA NikapcbKoro 3acoby A0 po3ginis:
Kopobui v6X i Ko. K, "®apmakonoriyHi BnactusocTi”, "MokasaHHs", "Oco6nBOCTI
HimeyunHa 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta Ao3n”, “MobiyHi
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
(BUpO6GHMLTBO, peakuii”. BBeeHHS 3MiH NPOTArom 6-Tu MicALiB nicas
nakyBaHHs Ta 3aTBepKeHHS. 3MiHu Il Tuny - 3MiHK Woao
TecTyBaHHS 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. IHwi 3miHu, ski
NPOMDXHOIo He BBIlLLN Yy Lieli po3ain, Ski BKIYaoTb NoAaHHSA
ekcTpygary pe3ynbTaTiB AOC/IIKEHb A0 KOMNETEHTHOrO oprany - lNogaHHA
BEHETOK/TaKCy; OCTaTOYHOTO 3BITY AOCAIMHKEHHS Murano A/19 BUKOHAHHS
nepBuHHe Ta 3060B'A3aHb, HaAaHWX NpW peecTpaui, Wo Hagano nigctasn
BTOPUHHE [N BHECEHHA iH(opMaLli Wwoao 6e3nekun fo IHCTpyKuii Ans
nakyBaHHS1, BUMYCK MeAMYHOro 3acTOCYBaHHS NiKapCbKOro 3acoby
cepii roToBoro
NiKapcbKoro 3acoby)

98. BEHK/IKCTO TabneTkn, BKpUTI E66Bi LLiBeiuapis E668i Aiipneng HN IpnaHgj BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu Il Tuny - 3a UA/16667/01/02
NAiBKOBOIO Biochapmacsto B.B., IpnaHgis a/ 3MiHuM Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peyenmom
06010HKot0, 50 Mr Tikan3 MmeX (BpO6HMLTBO Himeuy 3MiHN y TepaneBTUYHMX NOKa3aHHsX (404aBaHHsS HOBOro
Ne7: no 1 TabneTtui 'y nikapcbKkoro 3acoby, nHa TepaneBTUYHOro NokasaHHs abo 3MiHa y 3aTBepAKeHOMy
6nictepi, no 7 TEeCTyBaHHS); nokasaHHi) 3MiHW BHeCeHi A0 [HCTpyKUii Ana MeguyHoro
6nicTepiB y KAPTOHHIN E668i [oiiuneHg, 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis:

Kopobui v6X i Ko. KT, "®apmakonorivHi BractusocTi", "lMokasaHHS", "Oco6mnBoCcT
HimeuunHa 3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta fo3mn", "MobiyHi
(BpO6HMLTBO, peakuii”. BBeeHHS 3MiH NpOTArom 6-T1 MicauiB nicns
nakyBaHHs Ta 3aTBep/mKeHHs. 3miHn Il Tuny - 3milu Wwoao
TecTyBaHHS 6e3nekn/edpekTMBHOCTI Ta thapMakoHarnagy. IHWi 3amiHu, ki
NMPOMiXHOro He BBIWAN Yy Lieli po3ain, Ski BKYaTb NogaHHA
ekcTpygary pe3ynbTaTiB JOC/iMKEHb 40 KOMNETEHTHOro opraHy - MNogaHHA
BEHETOK/TaKCY; 0CTaTOYHOrO 3BIiTY AOCAiMHKEHHs Murano A58 BUKOHAHHS
nepBrHHE Ta 30060B'A3aHb, HaAAHNX NpU peecTpauii, LWo Hagano niacrtasu
BTOPUHHE [ONA BHECEHHS iHdopMaLi Wwoao 6e3nekn fo IHCTpyKuii Ans
nakyBaHHs1, BUMyCK MeAMYHOro 3acTOCyBaHHA MikapCbKoro 3acoby
cepii roToBOro
NiKapcbKoro 3acoby)

99. BEHK/IKCTO TabneTku, BKPUTI E66BI LLiBeiiuapis E668i Alipneng HN Ipnangi BHECEHHS 3MiH [10 peecTpauiitHux maTepianis: 3miHu Il Tuny - 3a UA/16667/01/03
NAiBKOBOIO Biochapmacbto B.B., Ipnangis al 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peyenmom
060n0Hkoto, 100 Mr Ne Tikan3 Mm6X (BpOGHULTBO Himeuy 3MiHM Y TepaneBTUYHUX MoKa3aHHAX (4oAaBaHHA HOBOro
7,Ne 114: no 1 a6o 2 NiKapcbKoro 3acoby, nHa TepaneBTUYHOro NokasaHHsA abo 3MiHa y 3aTBEPAKEHOMY
Tabnetkn y 6nictepi, TECTyBaHHS); nokasaHHi) 3MiHW BHeCeHi A0 IHCTpyKLii N8 MeguyHoro
no 7 6nictepiB y E668i [oiiuneHs, 3aCTOCyBaHHS NiKapcbKoro 3acoby A0 po3ainis:

KapTOHHIA KopobLi, No vm6X i Ko. K, "®apmakonoriyHi BnactusocTi”, "MokasaHHs", "Ocob6nnBocCT
112: no 4 TabneTkn y HimeuunHa 3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta Ao3n", “MobiyHi
6nicTepi, no 7 (BMpOGHMLTBO, peakuii”. BBejeHHS 3MiH NPOTArom 6-Tu MicALiB nicns
6nicTepiB y KAPTOHHIl nakyBaHHs Ta 3aTBEpPXKEHHS. 3MiHu Il TUny - 3MiHK Woao
KOpo6Li, 4 KAPTOHHI TeCcTyBaHHSA 6e3nekn/edeKTMBHOCTI Ta papmakoHarnsagy. IHwi 3miHu, ski
KOpO6KW y rpynoBiii NPOMIXHOTo He BBILLN Yy Lieli po3ain, Ski BKYaoTb NoAaHHSA
ynakoBLji ekcTpyaarty pe3ynbTaTiB 4OC/iIKEeHb A0 KOMNETEHTHOro opraHy - MNMogaHHsA
BEHETOK/TaKCy; 0CTaTOYHOro 3BiTy AOCAIMHKEHHA Murano AN BUKOHaHHS
nepBuHHe Ta 3060B'A3aHb, HaAaHVX Npu peecTpauii, Wo Hagasio nigctasn
BTOPWHHE 0151 BHECEHHSA iHhopMaLi Lwoao 6e3neku Ao IHCTpyKuii ans

nakKyBaHHs1, BUMYCK

Me[MYHOro 3aCTOCYBaHHS NiKapCbKOro 3acoby.
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
cepii roToBoro
NiKapcbKoro 3acoby)
100. BEHOIEMAHON renb no 40 r y Ty6i; no My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/7100/01/01
1 1y6i B navuj akuioHepHe akuioHepHe BHECEHHS 3MiH A0 p. 3.2.S. 7 CTabinbHicTb; 3amiHa "TepMiHy peuyenma
TOBapuCTBO TOBapuCTBO npugatHocTi" Ha "lMepiog NOBTOPHOrO BUNPOGYBaHHA"; 3MiHM |
"HaykoBo- "HaykoBo- UMy - 3MiHa y napameTpax cneuudikadii Ta/abo gonycTummx
BMPOGHUYNIA BUPOGHNYMNIA LLEHTP MeX, BU3HaYeHuX y cneumdikayisax Ha A®l, abo
LeHTp "BopLyariscbkuii BVXiAHWA/NPOMDKHUIA NPOAYKT/peareHT, WO BUKOPUCTOBYOTbCSA
"BopLuariBcbk Ximiko- y npouieci BUpo6HMUTBa AD| (BUIYYEHHS HE3HAYHOTO
WiA XiMiKo- hapmaLeBTUYHNI noKasHvika SKOCTi (Hanpukiag, BUlyYeHHs 3actapifioro
thapmaveBTuy 3aBog" nokasHuka)) - Buny4YeHHs 3i cneyudikauii A®l BeHopyTuHON
HWiA 3aBog" nokasHuka "CynbchaTtv” 3 BigNoBigHUM MeTo40M
BMNPOBYBaHHS; 3MiHM | TUNY - 3MiHa Yy napameTpax
cneuudikavin Ta/abo fonyCTUMUX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWI/MPOMIXKHWIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYITLCA Y NPOLLECI
BMPOGHMLTBA AP (iHLLI 3MiHW) - BHECEHHS 3MiH A0
cneuudikauii A®l BeHOpyTVHOS: - 3@ NMoKasHyKoM "Onuc"
BUTYYEHO XapakTePUCTUKY LLOAO FirpOCKOMIYHOCTI; - 3a
nokKasHMKoM "KOMNOHeHTHWI cknag O-(B-rigpokcneTtunn)-
pYTO3MAIB i PyTUH" YTOUYHEHHS KPUTEPITB MPUIAHATHOCTI
BiNOBIAHO O METOAVKM BUNPOBYBAHHS; - 3@ NOKa3H1Kammn
"laeHTudpikayis. dpnasoHoign”, "3annLLKoBi KilbKOCTI
OpraHi4YHNX PO3YMHHWUKIB" BBEAEHHS NEPiIOANYHOCTI KOHTPOSHO:
KOHTPO/IOKOTb MepLUy Ta HACTYMHY KOXHY MATY cepito
MOTOYHOrO POKY; 3MiHW | TUMY - 3MiHa KiNbKICHOrO cknagy
roTOBOrO NIKAPCbKOro 3acoby: 3MEHLLEHHS KifIbKOCTi
[0NOMDKHOT pevyoBrHKU HaTpito rigpokens
101. BEHOPYTUHON renb 2% no 40 r y Ty6i; My6niyHe YkpaiHa My6niuHe YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny - 6e3 UA/2354/02/01
no 1 Ty6i B navui 3 akuioHepHe akuioHepHe BWIyYeHHS 3i cneumdikauii A®| BeHOpYTMHON NoKa3HMKa peyenma
KapToHy TOBapUCTBO TOBapUCTBO "CynbtpaTtn" 3 Bi4NOBIAHNM METOAOM BUNPOGYBAHHS; 3MiHN |
"HaykoBo- "HaykoBo- UMy - 3MiHa «TepMiHy npuaaTHocTi» Ha «[Mepiog Ao
BMPOGHUYNIA BVMPOGHNYMNIA LEHTP NOBTOPHOrO BUNPOOYBaHHS»; 3MiHU | TUMY - 3MiHa Y
LEeHTp "BopLyariBcbkuii napameTpax cneuugikauii Ta/abo AoNyCTUMMX MEX,
"BopLuariBcbk Ximiko- BM3HAYeHUX y cneundikauisx Ha Adl, abo
WiA XiMiKo- hapmaueBTUYHNI BVXIiAHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wo BYKOPUCTOBYOThLCSA
thapmaueBTny 3aBog" y npoveci Bupo6HuuTBa Ad| (iHLWi 3MiHW)
HWiA 3aBog"
102. BEHOPYTUHON kancynu rno 300 mr no My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/2354/01/01
10 kancyn y 6nictepi; akuioHepHe akujioHepHe BUTYYEHHS HaliMEeHYBaHHA NOCTaYaslbHWKIB NaKyBaslbHUX peyenma
no 2 6nictepun y navui TOBapuCTBO TOBapnCTBO mMaTepianiB 3 peecTpaL,iiiHoro gocbe, a came posginy 3.2.P.7
3 KapToHY "HaykoBo- "HaykoBo- CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6; 3MiHK | Tuny -
BUPOGHNUNIA BMPOBHNYMIA LIEeHTP 3MiHa «TepMiHy npuaaTHocTi» Ha «[lepiog 40 NOBTOPHOroO
LEeHTP "BopLuariBcbknii BMNPOOYBaHHA» B cneuudikauii gns KoHTpono A®l; 3miHm |
"BopLuariscbk XiMiKO- UMY - BUNYyYeHHN 3i cneyndikauii APl BeHopyTuHon
niA ximiko- chapmaL,eBTUYHUI nokasHuka "Cynbgatu" 3 BiANOBIiAHUM METOA0M
dpapmaueBTny 3aBog" BMNPOOGYBaHHS; 3MiHM | TUNY - 3MiHA Y napameTpax
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
HWii 3aBoa” cneuudikaLin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHUA/NPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLLECI
BMpo6HUUTBA AP (iHLi 3MiHK)
103. BEHO®EP® po3unH AN Bichop LLisefiuapis | BTOpuHHa ynakoska, | LlBseliua BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/8015/01/01
BHYTPILLHbOBEHHUX (IHTepHeLuHn) [03BI/T Ha BUMYCK pisi/ AgnMiHicTpaTuBHi 3MiHU. 3MiHa kogy ATX - 3MiHM BHeCeHi o peyenmom
iH'ekuiit, 20 mr/mn no 5 IHK. cepi: ABcTpisi/ IHCTPYKUIT 418 MeAUYHOro 3aCTOCyBaHHA NiKapCbKoro 3acoby
M B amnysi; no 5 Bichop (IHTepHewHn) | Himeuu [0 posginy:"®apmakoTepanesTuyHa rpyna. Kog ATX"
amnyn y KapToHHil IHK., LWBeliyapis; nHa BiANOBIAHO A0 MiXHapoAHOI knacudikauii BOO3:
Kopoou,i BUPOBHULTBO 3aTBepXeHo - AHTMaHeMiuHi 3acobu. Mpenapatu 3anisa. Ko
Hepo3gacoBaHoi ATX BO3A C02., 3anponoHoBaHO - AHTUaHEMIYHi 3aco6u.
npoayKuii, NnepBnHHa Mpenapatn 3anisza. Kog ATX BO3A C. BBegeHHs 3MiH
Ta BTOPMHHA npoTArom 3 MicALiB Nicna 3aTBepAKeHHs; 3MiHM Il Tuny - 3MiHK
yrnaKoBKa: oo 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHm y
Takepa ABCTpIs KOPOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
'M6X, ABCTpIst; MapKyBaHHS Ta IHCTPYKLUIT A48 MeANYHOro 3aCTOCYBaHHS Y
Takepa Mm6X, 3B'A3KY i3 HOBUMU JaHUMW 3 AKOCTI, AOKNIHIYHUMW, KTIHIYHUMK
HimeuunHa; JaHVMU Ta fJaHumuy 3 chapMakoHarnsgy - 3MiHU BHECEHI A0
IAT Bionorika MM6X, IHCTPYKUIT AN8 MeAUYHOro 3aCTOCyBaHHA NiKapCbKoro 3acoby
HimeyumnHa; 00 posginis "®apmakonoriyHi BnactueocTi”,
BTOPMHHA ynakoBKa: "MpoTrnoka3aHHsa", "B3aeMogis 3 iHLIMMUK NiKapCbKUMu
BANIAA, 3aco6amMu Ta iHLWi BUAY B3aemogiit”, "OcobnmBocTi
HasuanbHo- 3acTocyBaHHs", "3acTocyBaHHA y nepiog BarirTHocTi abo
BMPOBGHMYA roflyBaHHs rpyaar”, "Cnocib 3actocyBaHHsa Ta gosum”, "ditn",
MalicTepHs ans "Mo6ivHI peakuii”. BBeieHHA 3MiH NpoTArom 3 Micslis nicns
nogen 3 3aTBEPMKEHHS; 3MiHN || Tuny - 3MiHK WoAao
obMexXeHnMmn 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy. 3MiHu y
MOX/IMBOCTSIMU, TepaneBTUYHMX NOKa3aHHAX (40AaBaHHA HOBOrO
LLisefuapis TepaneBTUYHOro NokasaHHs abo 3MiHa y 3aTBepAKeHOMY
nokasaHHi) - 3MiHV BHECEeHi [0 iHCTPYKLiT 4519 MeANYHOro
3acTOoCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy: "MokasaHHS"
(BBeAeHHS 3MiH NPOTAroM 3 MICALIB MiC/1A 3aTBEPKEHHS)
104. BEHO®EP® po34nH N Bidhop LLiBefiuapis | BTOpuHHA ynakoBka, | LLBseliua BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/8015/01/01
BHYTPILLUHbOBEHHMNX (IHTepHeLHn) [,03BiN Ha BUNYCK pisi/ 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsagy. peuyenmom
iH'ekujin, 20 mr/mn no 5 IHK. cepii: Bichop ABcTpisi/ BBegeHHs1 abo 3MiHM A0 y3ara/lbHEHUX JaHKX NP0 cUCTeMy
M/ B amnyrii; no 5 (IHTepHewHn) IHK., Himeuy thapmakoHarnagy (BBefeHHs y3arasibHeHVX JaHux npo
amnys y KapTOHHii Lseliuapis; nHa cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHo! ocobu,
Kopobui BMPOGHMLTBO BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsay; KOHTakTHOT
Hepo3dacosaHoi ocobu 3 thapmakoHarnsagy 3asBHUKa 419 34INCHEHHSA

npoAayKLii, NnepBrHHa
Ta BTOPVHHA
ynakoska: Takega
ABCTpist TM6X,
AscTpist; Takega
m6X, HimeuunHa,;
IAT Bionorika MM6X,
HimeyuunHa,;

thapmMakoHarnagy B YkpaiHi, SKLWO BOHa BigMiHHA Bif,
YMOBHOBaXeEHOT 0co6u, BigNOBiAaIbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bk/ouvaluy KOHTakKTHI AaHi) Ta/abo 3miHn y
PO3MilLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa KOHTaKTHOT 0cobu, BigNOBiAaNbHOT 3a 34jiCHEHHS
hapmakoHarnagy: MNponoHosaHa pefakLis: CaMOHEHKO
MapuHa BonogumumpisHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocob6u, BiANOBIAa/IbHOI 3a 3AiiCHEHHA hapmakoHarnsgy
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BTOPVHHA yMakoBKa:
BANIOA,
HaBuasibHO-
BMPOGHMYA
maiicTepHs ans
nogen 3
obMexeHUMN
MOX/IMBOCTSAMMU,
LLIBeliyapis
105. BEHO®EP® pO34nH ons Bidhop LLiBeiiuapisi | BTOpuHHA ynakoBka, | Llseliua BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/8015/01/01
BHYTPILLHEOBEHHMNX (IHTEepHeLWwH”) [L,03BiN Ha BMNYCK pisi/ 3MiHa y meTogax BunpobyBaHb A®|, BBEAEHO T. MONEKy/IsipHa | peyernmom
iH'ekuin, 20 mr/mn no 5 IHK. cepii: Bichop AscTpisi/ Maca 3 BUKOPVUCTaHHAM reflb-NMpoHuKat4oi xpomatorpadii
M/ B amnyni; no 5 (IHTepHewHn) IHK., Himeuy (GPC) (cTaHfapTHUWIA MeTon4), WO I'PYHTYETLCS Ha OCHOBI
amnyn y KapTOoHHIl Llseiuapis; nHa Bumor USP, EP2.2.30 [0 BXXe 3aTBepXeHOoro metoay
Kopobui BMPOGHMLTBO BunpobyBaHb (GPC); 3MiHM | TUNY - 3MiHa y MeTogax
Hepo3dacoBaHoT BUNpobyBaHb A®| BBEAeHO T. MOsiekynspHa maca 3
npoAyKuii, NnepBrHHa BMKOPUCTaHHAM resib-npoHvKaroyoi xpomarorpadii (GPC)
Ta BTOpVHHA (anbTepHaTUBHWI METOA), L0 I'PYHTYETLCA HA OCHOBI BUMOT
ynakoska: Takega USP, EP2.2.30 g0 BXe 3aTBEpKEHOro MeToAy BUNpobyBaHb
AscTpia F'M6X, (GPC); 3minm | Tvny - 3MiHa y meTogax BunpobysaHb roToBOro
ABCTpift; Takega NiKapCbKoro 3acoby BBefleHO T. MOJIeKy1ISipHa maca 3
'M6X, HimeuyunHa,; BMKOPUCTAHHAM refib-npoHuKatoyoi xpomarorpadii (GPC)
IAT Bionorika MM6X, (cTaHgapTHWI MeToR), WO I'PYHTYETLCS Ha OCHOBI BUMOr USP,
HimeuyuunHa; EP2.2.30 g0 BXe 3aTBepXeHOro MeToAy BUNpo6yBaHb
BTOPWMHHA yNakoBKa: (GPC); 3MiHu | TMNY - 3MiHM Y MeTofax BUNPO6yBaHb rOTOBOIO
BANIJA, nikapcbKoro 3acoby BBeAEHO T. MOJIEKy/1sipHa Maca 3
HaBuanbHo- BMKOPUCTaHHSM resib-npoHrKaro4oi xpomarorpadii (GPC)
BMpPOGHUYa (anbTepHaTUBHMI METOA), O I'PYHTYETLCA HA OCHOBI BUMOT
MaricTepHs ans USP, EP2.2.30 o BXe 3aTBEPAXEHOr0 MeToAy BUNpo6yBaHb
nogei 3 (GPC)
o6MeXeHnMmn
MOX/IMBOCTSAMM,
LLIBeliLapis
106. BEPAMNAMIN- TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/3582/01/01
AAPHULUA M/1iBKOBOIO "papmaueBTu "®GapmaLieBTnyHa 3MiHM 3 aKocTi. FoToBWIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
o6onoHkoto, no 80 wr, YyHa thipma chipma "OapHuus” 3miHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
no 10 TabneTtok y "NapHuus" roTOBOrO NikapCbKOro 3acoby (36iNbLUeHHS TePMiHY

KOHTYPHIll YapyHKOBI
ynakosLi; no 5
KOHTYPHUX YapyHKOBUX
ynakoBOK y nauv

nNpUAaTHOCTI FOTOBOTO JIiKAPCbKOro 3acoby) - 415 Toprosoi
ynakoBku (MiATBEPAKYETLCA AaHUMMN PeasTbHOro Yacy)
36i/bLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO NikapCbKoro
3ac006y Ha OCHOBI NO3UTUBHWX pPe3yNbTaTiB AOBrOCTPOKOBMX
JocnimpKeHb cTabiNbHOCTI y peasibHOMY Yaci:
3arBepKeHo: 2 poku 3anponoHoBaHo: 3 poku TepMmiH
BBE/€HHS 3MiH MPOTAroM 6-Tu MIcALIB NiCNSA 3aTBEPAKEHHS.
3MmiHu | TMny - 3MiHK 3 SKOCTi. FOTOBUIA NiKapcbkuii 3aci6.
CT1abifibHICTb. 3MiHa Yy TepMiHax NpuaaTtHoCTi abo ymoBax
36epiraHHs roToBOrO J1iKapCbKOro 3acoby (3MiHa y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

3aTBEpPKEHOMY NPOTOKOAI CTabiNIbHOCTI) 3MEHLLEHHSA YacTOTH
AocnigpkeHHs ctabinbHocTi 13, Ha OCHOBI aHani3y
CTATUCTUYHNX JaHUX.

107.

BEPMOKC®

Tabnetky no 100 wmr,
no 6 TabneTok y
6nicTepi; no 1
6nicTepy y KapTOHHIiA
nauuj

TOB
"[IXOHCOH i
J>KOHCOH
YkpaiHa"

YKpaiHa

NiocomeankameHTa
Cocbepane TekHika
dapmaueyTtuka, C.A.

MNopTyra
nis

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHu 3 sKocTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 4OAATKOBOI Ai/TbHNL,
BMPOGHMLTBA /15 YAaCTMHM abo BCbOro BUPOGHMYOro npoLiecy
rOTOBOTO JIiKAPCbKOro 3acoby (4ibHUUS A1 BTOPUHHOIO
nakyBaHHs!) 3aMiHa AiNbHWLi BUPOOHULTBA FOTOBOTO
niKkapcbKoro 3acoby BiANOBiAa/IbHOI 38 BTOPUHHE NakyBaHHS.
BBefeHHs 3MiH NpoTArom 3-x MicsLiB NiCNSA 3aTBEPAYKEHHS.
MiHY | TUny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHN
y BUPOGHULTBI. 3aMiHa ab0 BBeEHHS fOAATKOBOI [ifIbHUL
BMPOBGHMLTBA 4715 YACTVHU abo BCbOro BUPOGHNYOro npolecy
rOTOBOrO JliKapCbKoro 3acoby (AiNbHULSA A58 NEPBUHHOIO
nakyBaHHs1) 3amiHa [ifibHULi BUpOGHMLTBA FOTOBOro
nikapcbKoro 3acoby BiANOBiAa/IbHOT 32 MEPBUHHE MaKyBaHHS.
BBefeHHs1 3MiH NPOTArom 3-x MicsALB NiCNSA 3aTBEPAXKEHHS.
3MiHu | TURNY - 3MiHK 3 iKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMUTBI. 3amiHa abo BBeAEHHSA [0A4AaTKOBOI
OiNbHULI BUPOBHMLTBA 419 YacTVHM abo BCbOro BUPOOHUYOro
npoLiecy roToBOro NikapCcbKoro 3acoby (AiIbHNLSA, Ha SKIl
npoBoAATLCA OyAb-AKi BUPOOHWYI CTagil, 3a BUHATKOM BUMYCKY
Cepiil, KOHTPOHO AKOCTI, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTePU/IbHUX JliKapCbKMX 3ac06iB) 3aMiHa
AinbHUUI BBEAEHHS 3MiH NPOTArom 3-X MicsLiB nicas
3aTBEePKEHHSA.3MiHM | TUNy - 3MiHM 3 AKOCTI. F0TOBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOJIHO
AKOCTI rOTOBOr0 NikapcbKoro 3acoby (3amiHa abo foAaBaHHSA
BMPOGHMKA, LLLO BiANOBIAAE 3a BBE3EHHSA Ta/abo BMNyck cepir) -
Bkntoyaroumn KoHTposb/BUnNpobyBaHHsA cepii
3aMiHa [inbHUL BUPOGHMLTBA rOTOBOrO JliKapCbKoro 3acoby
BifNoBifanIbHOI 3a KOHTPO/Ib AKOCTI Ta BUMYCK cepil
BBefeHHs 3MiH NpoTArom 3-x MicsLiB NiCNSA 3aTBEPAYKEHHS.
3MmiHu | TNy - 3MiHK 3 SKOCTi. FOTOBUIA NiKapcbkuid 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHa po3Mmipy cepii (BkoYarun
[LjanasoH po3mipy cepii) roToBOro likapCbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NOPIBHSAHO i3 3aTBEPKEHUM
pPO3MipoM) 36iNbLUEHHSI PO3MipY cepii FOTOBOro NiKapcbkoro
3acoby. 3aTBepmkeHo: Po3mip cepii - 300 kr
3anponoHoBaHo: Po3mip cepii - 1080 kr. BBeeHHS 3MiH
NpoTSArom 3-X MicsLiB Nicaia 3aTBEPKEHHS.

3a
peyenmom

UA/4226/01/01

108.

BIAICIK

renb o4Huii 0,2 % no
10 ry Ty6i; no 1 Ty6i B
KapTOHHIli KopooLi

TOB
"BAJIEAHT
®APMACBLIO
TIKANZ"

Ykpaina

[Op. l'epxapg MaHH,
Xem.-chapm. ®abpurk
6X

Himeuu
nHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: BUNpaB/IeHHs
TEXHIYHOT MOMWUSIKN B OHOBNEHNX MKH, AKi 3aTBepKeHi
Hakazom MO3 Ykpainn Ne 2142 Big 20.11.2018 (npouenypa -
3MiHM |l Tuny - 3miHa fo cneumdikaLii roToBOro nikapcbkoro

6e3
peyenma

UA/8536/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
3acoby 3a NoKa3HWKOM «B’A3KiCTb», IK HACNiA0K 3MiHU A0
cneuudikavii npomikHoro npogykty (bulk material), Ha ocHoBI
NpoBefeHHA HOBMX NOCTMAPKETUHIOBUX LOC/IAKEHD).
MomunnkoBo nNpu hopmyBaHHi hipmoro oHoBNeHNX MKHA He
6yna BpaxoBaHa BuLLa3a3HayeHa 3miHa.
109. BIBOMTUK Kpanni O4Hi, po34uH, dapmaueBTny Monbuwa BapLuascbkuii Monbwa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/14935/01/01
0,5 mr/Mnno 5mny HWiA 3aBO, dapmaueBTUYHUIA 3MiHa y MeTogax BUNpobyBaHHSA roTOBOTO MikapCbKoro 3acoby peyenma
chnakoHi 3 "Monbhapma” 3asog, Monbha AT, - HE3HayHa 3MiHa B aHaNNITUYHI MeToAnLi «BusHayeHHs
KpanesbHuLelo i C.A. MonbLa; BMICTy AMHaTPIsA egeTaTy B npenaparTi», 40 hopMynn Ans
KPWLLIKOIO 3 dapmaueBTUYHUIA BM3HAYeHHs BMICTy AuHaTpIlo egeTaty gogaHo dakrop f —
rapaHTiiHAM KinbLeMm; 3aB0O[, hakTop po3unHy HuTpaty csuHuio (II). BBegeHHs 3MiH
no 2 p/1akoHun B "MONTIbOAPMA" NpoTArom 6-Tm MicALiB NicnA 3aTBepPAKEHHA
KapTOHHIA Kopoo6Lii; no C.A,, Monbuwa
0,5mny
nNacTyKoBoMy
hNakoHi
0/IHOPa30BOro
BUKOPUCTaHHS; no 12
(h/1aKoHIB B KApPTOHHiIl
Kopobu,i
110. BIPITAH renb 04HWiA 1,5 mr/r no Na6opaTtopis PpaHuin ®apwmina - 3ea ITanis BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/9379/01/01
5ryTy6i3 3ea dapmaceyTnii CKOPOYEHHS Ta Nepepo3noAil TEKCTY NEPBUHHOT Ta BTOPUHHOI | peyernmom
HaKOHEYHWKOM, Lo C.n.a. yMakoBOK Ta TakoX 3MiHa rpadpiuHOro ohopMsIEHHS YNakoBKu
3arBUHYYETLCA Ha TEKCT MapKyBaHHS ynakoBKuW; 3MiHW | Tuny - 3MiHN A0
KoBMaykom, no 1 Ty6i B IHCTPYKLUIT ANA MeAMYHOro 3aCTOCyBaHHSA 40 po3giny "MobiuvHi
KapTOHHIli KopoobLi peakLuii", TakoX OHOB/IEHA CTPYKTypa iHCTPYKLUii. BBeAeHHS
3MiH NPOTAroM 6-Tu MicALiB Nic/a 3aTBEPAKEHHS
111. BIPMAC TabneTku, BKpUTI Crpaiigc IHAain Crpaiigc ®apma IHAjisA BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 3a UA/17052/01/01
NAiBKOBOIO dapma CalieHc JliviTep, AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peyenmom
o60onoHkoto, no 90 CaiieHc 3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) - 3MiHa
mr/400 wr; no 28 Nimiteq HaliMeHyBaHHs 3asiBHVKa (BBeAeHHs 3MiH NpoTsArom 6-Tu
TabneToK y do1akoHi, MiCSILiB MicNs 3aTBEPAKEHHS); 3MiHK | Tuny - AAMIHICTpaTHBHI
no 1 conakoHy y 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu micus
KapTOHHIli KopooLi NpoBaPKEHHS AiS/IbHOCTI BUpOBHUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOHakuM AinbHULI BUNYCKy cepii abo
MicLile NPOBeEHHS KOHTPOJIHO AKOCTI. (LiSANIbHICTb, 3a AKY
BiNOBIAAE BUPOGHUK/iIMNOPTEP, BKOYAKOUY BUMYCK Cepild) -
3MiHa HallMeHyBaHHS1 BUPO6HMKa, 6€3 3MiHW Micust
BMPOGHULTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPKEHHS)
112. BIPMAC TabneTkn, BKpUTI Crpaiigc IHAaisa Crpaiigc dapma IHgjsa BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/17052/01/01
NNiBKOBOIO dapma CaiieHc flimiTeq 3MiHa BUPOGHMKA BUXiAHOr0/NPOMIXKHOTO NPOAYKTYy/peareHTy, peyenmom
060/10HKO10, M0 90 CaileHc LLIO BUKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci Adl, abo
mr/400 wr; no 28 NimiTen 3MiHa BUpPO6HMKa (BK/TKOYatoum, fe HeobxigHo, micue

Tabs1eToK y chnakoHi,
no 1 dpnakony y
KapPTOHHI KOpOOLii

NpoBELEHHSA KOHTPOJIH SIKOCT) ADI - BeleHHS 0AaTKOBOro
BMpo6HUKa A®I cochocbysipy, CTpaiigc Xemikasc Mpisat
NimiTea, IHAiSA, KM HANeXWTb A0 TiEl caMoi BUPOBGHNYOI rpynum




130

Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
niaNpUEMCTB, L0 i1 3aTBEPAXEHUIA BUPOBHUK
113. BIPCO TabneTku, BKpUTI Crpaiigc IHAain Crpaiigc Papma IHAisa BHECEHHS 3MiH 10 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/17053/01/01
MN/1iBKOBOIO dapma CaiieHc flimiteq AfMiHICTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo agpecu peyenmom
060/10HKO10, N0 400 Mr CaiieHc 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs) - 3MiHa
no 28 Tabnetok y Nimiteq HalilMeHyBaHHs 3asBHUKa (BBefeHHs 3MiH NpoTArom 6-tu
chnakoHi, no 1 MiCALIB MiCNA 3aTBEPKEHHSR); 3MiHU | TUMNY - AgMIHICTpaTUBHI
(h1aKoHY Y KapTOHHilA 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu Micus
Kopoobui NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIKOYAKUN AiNbHNL BUNYCKY cepii abo
MicLLe NPOBeAEHHS KOHTPOIHO AKOCTI. (LisANIbHICTb, 3a AKY
BiAnoBigae BMPOGHUK/iMNOPTEp, BK/IKOYAKOYM BUMYCK Cepili) -
3MiHa HalilMeHyBaHHs BUPOOHMKa, 6€3 3MiHN MicLA
BUpO6HULUTBA (BBEAEHHS 3MiH MPOTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS)
114. BIPCO TabneTku, BKpUTI Crpaiigc IHais Crpaiigc Papma IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/17053/01/01
NAiBKOBOIO dapma CaiieHc flimiTeq 3MiHa BUPOGHMKa BUXiZHOrO/MPOMKHOIO NPOAyKTy/peareHTy, peyenmom
060/10HKO10, No 400 CalieHc LLIO BUKOPUCTOBYHOTLCS Y BUPO6GHMYOMY npoueci A®l, abo
Mr; no 28 TabneTok y Nimiteq 3MiHa BUpPO6HMKa (BK/TKOYaoum, e HeobXxigHo, micue
chnakoHi, no 1 nNpoBefeHHA KOHTPOSI0 AKOCTI) APl - BeieHHSA A04ATKOBOrO
h1aKkoHy Y KapTOHHIl BMpobHuka A®I cochocbysipy, CTpaiigc Xemikanc Mpisat
Kopobui NimiTen, IHAIA, AKWIA HaNeXuTb A0 Tiel camoi BUPOBHUYOI rpynu
niANPUEMCTB, LLO i1 3aTBEPAKEHNI BUPOBHUK
115. BITAMIH C TabNeTKn XyBaslbHi 3i ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/16002/01/01
CMakoMm anesnbCuHy no [04aTKOBO [0AaTKOBOIO 3MiHK 3 siKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHn y peyenma
500 mr no 8 TabneTok BiANOBIAa/TbHI BiAANOBIAA/LHICTIO BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHTLCA
y 6nicTepi; no 3 abo 7 cTHO "IHTEPXIM" BMNYCKY Cepii Ta KOHTPOJTH0 SIKOCTi TOTOBOTO fliKapCbKoro
6nicTepiB y naui "IHTEPXIM" 3acoby (3aMiHa abo gofaBaHHsA AiflbHUL, Ha Kl
3AiAICHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepii) - 3amiHa
AiNbHWLB , Aie NPOBOAUTLCS BUNPOOYBaHHA KOHTPOSIO cepii : 3
AOinbHUUB 3a agpecamu YkpaiHa, 65080, Ogecbka 0611., M.
Ogpeca, locToopdicbka fopora, bya. 86 Ta YkpaiHa, 65025, M.
Ogpeca, 21-ii kM. CTapOKuiBCbKOI f0poru, 23 Ha AibHULO 3a
aapecoto YkpaiHa, 65025, m. Ogeca, 21-i kM. CTapoKUiBCbKOI
poporu, 40-A; 3MiHK | TUNY - AAMIHICTPATUBHI 3MiHW.
BunyyeHHs BUPOGHNYOI AinbHWLi (BKIOYAKYMN GifTbHUL AN
A®l, NPOMiIXXHOro NPOAYKTY abo roToBOro Nikapcbkoro 3acoby,
AiNbHULI ANA NpoBeAeHHS NakyBaHHSA, BUPOOHNMKa,
Bi4NOBIAa/IbHOIO 3a BUMYCK Cepiii, MicLie NPOBeAEHHS
KOHTpO/0 cepii) abo nocTavanbHMKa BUXIAHOTO MaTepiany,
peareHTy abo [OMOMDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
[O0CbE) - BUNYyYeHHs AinbHuui Ykpaida, 65080, Ogecbka 0611.,
m.Ogfeca, MliocTaopdicebka gopora, 6ya. 86, Ae 34iliCHI0ETLCA
36epiraHHA roToBOI NPOAYKLIT, Ta BUNYYEHHs iHchopmaLii Woao
MiCLIe3HaXOKEHHS OpMANYHOT 0cobu
116. BITAMIH C Tab1eTkn XyBasibHI NO ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 6e3 UA/16001/01/01
500 mr no 8 TabneTok [04aTKOBOO [04aTKOBOO 3MiHK 3 iKOCTi. TOTOBWIA Nnikapcbkuii 3aci6. 3MiHN y peyenma
y 6nicTepi; no 3 abo 7 BignoBigasbHi BigNoBiAa/IbHICTIO BMPO6GHMUTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHThCSA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

6nicTepiB y naui

CTHO
"IHTEPXIM"

"IHTEPXIM"

BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa abo AofaBaHHA AifIbHUL, Ha SKiid
3[iICHIOETLCS KOHTPO/L/BUNPOBYBaHHSA cepii) - 3aMiHa
AiNbHWLB , e NPOBOAUTLCS BUNPOOYBaHHA KOHTPOSIO cepii : 3
OinbHUUBL 3a agpecamn YkpaiHa, 65080, Ogecbka 061., M.
Opeca, locthopdicbka gopora, 6ya. 86 Ta YkpaiHa, 65025, m.
Opeca, 21-i km. CTapokuUiBCbKOT fopory, 23 Ha AifbHULO 3a
agpecoto YkpaiHa, 65025, M. Ogeca, 21-i kM. CTapoKUIBCbKOI
poporu, 40-A; 3MiHK | TURY - AQMIHICTPATVBHI 3MiHW.
BunyyeHHs1 BUPOGHMYOT AinbHUL (BKIHOHYAKUN AiNbHUL ANs
A®I, NpomiXXHOro NPoAyKTy abo roToBoro AikapcbKoro 3acooby,
[OiNbHULI 4518 NpoBeAeHHS NakyBaHHS, BUPOOHNMKa,
BiANOBIAA/ILHOrO 3a BUNYCK CEPIii, MicLie NPOBeAEHHS
KOHTPO/IO cepii) abo noctavasnbHMKa BUXIAHOTO maTepiasy,
peareHTy abo AONOMiIXKXHOI PEUOBMHY (SIKLLO 3a3HAYeHO y
[00CbE) - BUNy4YeHHs AinbHuui Ykpaida, 65080, Opecbka 0611.,
Mm.Ogfeca, MltiocTaopdceka gopora, 6ya. 86, Ae 34iiCHI0ETLCS
36epiraHHs roTOBOI NPOAYKLiT, Ta BUMYYEHHS iHhopmaL,i Lwoao
MicCLIe3HaXOMKEeHHS opnAnYHOT ocobu

117.

BITAMIH C 500

TabneTkn XyBaslbHi 3
JINMOHHVIM CMaKoM Mo
500 wmr; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B navuj;
no 30 TabneTok y
KOHTeliHepi (6aHouL,);
no 1 KoHTeliHepy
(6aHouuj) y nayui; no
10 TabneTok y
6nictepax; no 30
TabneTok y
KOHTelHepax
(6aHoukax)

AT

"KNIBCbKM

BITAMIHHN
3ABOS"

Ykpaina

AT "KUIBCbKUI

BITAMIHHUA
3ABOS"

YkpaiHa

BHECEHHSA 3MiH [0 peecTpaLiiHux maTepiasis: 3miHu | Tuny -
3MiHu 3 SKocCTi. FoToBMIA NiKapcbkuii 3aci6. KOHTposb roToBOro
nikapcbkoro 3acoby. 3MiHa y meToAax BUnpobyBaHHS roTOBOro

nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpAKEHNX

MeToAax BUMPOOYBaHHS) - 3MiHa y MeTogax BUNpobyBaHHs

'N3: - 3a noka3HMKoM «CepefiHA Maca» macy TabneTok
BMPaXKEHO Y «MiflirpaMax» 3aMiCTb «rpam», a TakoX 3MiHEHO
NoCWIaHHA BiANOBIAHO A0 YMHHOTO BUAaHHS AdY; - 3a
nokasHukom «KinbkicHe BU3Ha4YeHHs» BMICT [il040l peYOBUHMY,

y nepepaxyBaHHi Ha KUCMOTY ackopbiHOBY, B O4HI TabneTu;i

pO3paxoByOTh Y «Miflirpamax» 3amiCTb «rpam», BiAnoBigHO

BifJKOPUroBaHO po3paxyHKoBY hOpMyy; - MPUBEAEHHS
nokasHuka «MBY» y BignoBigHICTb 4O OHOBAEHMX BUMOT [dY.
3MmiHu | TNy - 3MiHK 3 SKOCTi. FOTOBUIA NiKapcbkuid 3aci6.

KOHTpO/b rOTOBOrO NiKapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo AonyCTMMUX MEX rOTOBOTO /iKapCbKOro

3ac006y (iHWi 3MiHK) - BUyYeHHs 3i cneundikauii M3
nokasHuKa «Aepocus».
3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) - Po3gin «padivHe
0hOPMNEHHS YNaKOBKM» 3aMiHEHO Ha po34in «MapKyBaHHs».

BBefeHHs 3MiH NpoTArom 3-x MicsLiB NiCNSA 3aTBEPAYKEHHS.

3miHu | TUny - 3miHu 3 aKocTi. A®l. KoHTponb A®l. 3miHa y

MeTofax BunpobysaHHA APl abo BUXIAHOIO
mMarepiany/npoMiXHOro NpoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTea Ad| (He3HauHi
3MiHU Y 3aTBEpAKEeHUX MeTofax BUNpobyBaHHs) - MeToan
KOHTpOoN0 AD| 3a nokasHukamm «ftome ontTuyHe

6e3
peyenma

UA/5624/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

obepTaHHs», «CynpoBiAHI AOMILLKN», «3a/IMLLIKOBI KiNIbKOCTI
OpraHiYHNX PO34YMHHUKIB», «KiflbKiCHE BU3HAYEHHA», a came:
aKTyas1i30BaHO BUKIaAEHHS METOAMKM HA OCHOBI BUMOT chipMu
— BUPOGHMKa, Lo BiAMNoBigae MoHorpadii EP, 6e3 3MiHu
METOAMKN Ta HOPMYBaHHSA. 3MiHM | TUMy - 3MiHK 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MeX, BU3HaYeHWX Y cneumadikauisx Ha A®l, abo
BUXIZAHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA
y npoueci BUpo6HMUTBa AD| (iHLWi 3MiHW) - 3MiHK OO
cneumdikauii A®I Hatpito ackopbarty, y 38’3ky 3
npvBeAeHHAM 0 BUMoOr EP, a came: BUNy4YeHHS NOKa3HUKa
«P0O34MHHICTb» Ta «Baxki meTanun». 3miHu | Trny - 3miHu 3
AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHN BUNpobyBaHb abo [OMYCTUMUX MEX, BCTAHOBEHNX Y
cneumdikauisix, nig yac BUPOOGHULTBA FOTOBOrO NiKapCbKOro
3aco06y (iHLWi 3MiHK) - BBEAEHHS NOKa3HWKIB «OAHOPIAHICTb
[030BaHVX OANHNLB», «KiflbKiCHE BU3HAYEHHA» Ta «Aepocus»
Ha eTani aHanisy Hepo3dhacoBaHOi NpoAyKLii Nig yac
BMPOGHMLTBA. 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi 3miHn) - Po3gin
«Cknagy» akTyasi3oBaHo: Macy TabneTku nprBefeHo Yy
Minirpamax. Takox f03yBaHHA NikapcbKoi hopmu nepeseeHo
y Minirpamn, a came 6yno 0,5 r ctasio 500 Mr. 3MiHN BHECEHO
[0 IHCTPYKLUiT 4N MeANYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby a0 posginis: "Cknag" (nepeBefeHHs Macy TabneTku 3
rpamis y minirpamu), "Cnoci6 3actocyBaHHs Ta Ao3n"
(nepeBefeHHs [O3yBaHHSA NiKapcbkoi hopMu 3 rpamis y
Minirpamu), "Mo6ivHi peakuii".

118.

BITAMIH C 500

TabneTkn XyBaslbHi 3
anenbCUHOBUM
cmakom no 500 mr; no
10 TabneTok y
6nicTepi; no 3
6nictepu B nauuj; no
30 Tabnetok y
KOHTeliHepi (6aHouL);
no 1 KoHTelHepy
(6aHouuj) y nauuj; no
10 TabneTok y
6nictepax; no 30
TabneTtok y
KOHTeliHepax
(6aHoukax)

AT

"KNIBCbKM

BITAMIHHN
3ABOS"

Ykpaina

AT "KI/I'I'BCbKI{II/I
BITAMIHHUN
3ABOL"

YkpaiHa

BHECEHHSA 3MiH [0 peecTpaLiiHux maTepiasis: 3miHu | Tuny -
3MiHu 3 SKocCTi. FoTOBMIA NiKapcbkuii 3aci6. KOHTpOsb roToBOro
nikapcbkoro 3acoby. 3MiHa y meToAax BUnpobyBaHHS roTOBOro

nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKEHNX

MeToAax BUMPOOYBaHHS) - 3MiHa y MeTogax BUNpobyBaHHs

'N3: - 3a noka3HMKoM «CepefiHA Maca» macy TabneTok
BMPaXKEHO Y «MiflirpaMax» 3aMiCTb «rpam», a TakoX 3MiHEHO
NoCWIaHHA BiANOBIAHO A0 YMHHOTO BUAaHHS AdY; - 3a
nokasHukom «KinbkicHe BU3Ha4YeHHs» BMICT [il040l peYOBUHMY,

y nepepaxyBaHHi Ha KUCMOTY ackopbiHOBY, B O4HI TabneTui

pO3paxoByOTh Y «Miflirpamax» 3amiCTb «rpam», BiAnoBigHO

BifJKOPUroBaHO po3paxyHKoBY hOpMyy; - MPUBEAEHHS
nokasHuka «MBY» y BignoBigHICTb 4O OHOBAEHMX BUMOT [dY.
3MmiHu | TNy - 3MiHK 3 SKOCTi. FOTOBUIA NiKapcbkuid 3aci6.

KOHTpO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa napameTpis

cneuudikauin Ta/abo AonyCTMMUX MEX rOTOBOTO /iKapCbKOro

3ac006y (iHWi 3MiHK) - BUyYeHHs 3i cneundikauii M3
nokasHuKa «Aepocus».
3MiHu | TMNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta

6e3
peyenma

UA/5623/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

hapmakoHarnagy (iHwi 3miHn) - Po3gin «padivHe
0hOPMIEHHA YNAKOBKM» 3aMiHEHO Ha Po3Ain «MapKyBaHHS».
BBefeHHs1 3MiH NPOTArom 3-x MICALIB MICNSA 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHKn 3 AKkocTi. A®Il. KoHTponb AdL. 3miHa y
mMeTofax BunpobysaHHsa APl abo BrXigHOro
Marepiany/npoMiXHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpo6bHuLTBa AP| (He3HauHi
3MiHW Yy 3aTBEPKEHNX MeTofax BUNPobyBaHHs) - MeToan
KoHTponto A®I 3a nokasHukamu «futome ontuyHe
ob6epTaHHs», «CynpoBiAHI AOMILLKMN», «3a/IMLLKOBI KiNlbKOCTI
OpraHiYHNX PO34YMHHUKIB», «KiflbKiCHe BU3HAUYEHHA», a came:
aKTyas1i30BaHO BUK/IaAEHHA METOAMKM HA OCHOBI BUMOT chipMu
— BUPOGHMKa, Lo BiAMNoBigae MoHorpadii EP, 6e3 3MiHu
METOAMKN Ta HOPMYBaHHSA. 3MiHM | TUMy - 3MiHK 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
O0NyCTUMUX MeX, BU3HaYeHUX Y cneumadikauisx Ha A®l, abo
BUXIZAHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA
y npoueci BUpo6HMUTBa AD| (iHLWi 3MiHW) - 3MiHK OO
cneumdikauii A®I Hatpito ackopbarty, y 38’3ky 3
npvBeAeHHAM o0 BUMoOr EP, a came: BUNy4YeHHS NOKa3HUKa
«P0O34MHHICTb» Ta «Baxki meTanun». 3miHu | Trny - 3miHu 3
AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHu BUNpobyBaHb abo [OMYCTUMUX MEX, BCTAHOBEHNX Y
cneumdikauisix, nig yac BUPOOGHULTBA FOTOBOrO NiKapCbKOro
3aco06y (iHLWi 3MiHK) - BBEAEHHS NOKa3HWKIB «OAHOPIAHICTb
[030BaHVX OANHNLB», «KiflbKiCHE BU3HAYEHHSA» Ta «Aepocus»
Ha eTani aHanisy Hepo3dhacoBaHOi NpoAyKLii Nig yac
BMPOGHMLTBA. 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi 3miHn) - Po3gin
«Cknagy» aKTyasni3oBaHo: Macy TabneTkv nprBefeHo y
Minirpamax. Takox f03yBaHHA NikapcbKoi hopmu nepeseeHo
y Minirpamn, a came 6yno 0,5 r ctasio 500 Mr. 3MiHM BHECEHO
[0 IHCTPYKLUiT 4N MeANYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby a0 posginis: "Cknag" (nepeBefeHHs Macy TabneTku 3
rpamis y minirpamu), "Cnoci6 3actocyBaHHs Ta Ao3n"
(nepeBefeHHs [O3yBaHHSA NiKapcbkoi hopMu 3 rpamis y
Minirpamu), "Mo6ivHi peakuii".

119.

BITAMIH C 500

TabneTkn XyBaslbHi 3
NepcrKoBUM CMaKOM
no 500 mr; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B navuj;
no 30 TabneTok y
KOHTeliHepi (6aHouL,);
no 1 KoHTeliHepy
(6aHouuj) y nayui; no
10 TabneToKk y

AT

"KNIBCbKM

BITAMIHHN
3ABOS"

Ykpaina

AT "KI/I'I'BCbKI{II/I
BITAMIHHUN
3ABOL"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3miHu | Tuny -
3MiHu 3 SKocCTi. FoTOBMIA NiKapcbkuii 3aci6. KOHTpOsb roToBOro
nikapcbkoro 3acoby. 3MiHa y meToAax BUnpobyBaHHS roTOBOro

nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKEHNX

MeToAax BUMPOOYBaHHS) - 3MiHa y MeTogax BUNpobyBaHHs

'N3: - 3a noka3HMKoM «CepefiHA Maca» macy TabneTok
BMPaXXEHO Y «MiflirpaMax» 3aMiCTb «rpam», a TakoX 3MiHEHO
NoCWIaHHA BiANOBIAHO A0 YMHHOTO BUAaHHS AdY; - 3a
nokasHukom «KinbkicHe BU3Ha4YeHHs» BMICT [il040l peYOBUHMY,

y nepepaxyBaHHi Ha KUCM0TY ackopbiHOBY, B O4HIN TabneTui

6e3
peyenma

UA/1861/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

120.

6nictepax; no 30
TabneTtok y
KOHTeliHepax
(baHoukKax)

pO3paxoByThb Y «Miflirpamax» 3amiCTb «rpam», BiAnoBiAHO
BiAKOPWroBaHO po3paxyHKOBY QOPMY/Y; - NPUBEAEHHS

nokasHuka «MBY» y BignoBigHICTb 4O OHOBEHMX BUMOT AdY.

3MiHn | TUnYy - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KoHTposb roToBOro fikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo AoNycTMMUX MEX rOTOBOTO J1iKapCbKOro
3aco06y (iHLWi 3MiHK) - BUYYeHHS 3i cneyudikauii M3
NnokasHuKa «Aepocus».
3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) - Po3gin «padivHe
O(POPM/IEHHS YNaKOBKM» 3aMiHEHO Ha Po34in «MapKyBaHHS».
BBefeHHs1 3MiH NPOTArom 3-x MiICALIB MICNSA 3aTBEPAXKEHHS.
3MiHY | TNy - 3MiHK 3 AKocTi. A®Il. KoHTponb AdL. 3miHa y
mMeTofax BunpobysaHHsa APl abo BrXigHOro
Marepiany/npoMiXHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MpoLieci BUpo6HULTBa AP| (He3HauHi
3MiHW Yy 3aTBEPKEHNX MeTofax BUNPobyBaHHs) - MeToan
KoHTponto A®I 3a nokasHukamu «futome ontuyHe
obepTaHHs», «CynpoBiAHI AOMILLKN», «3a/IMLLIKOBI KiNIbKOCTI
OpraHiYHNX PO34YMHHUKIB», «KiflbKiCHE BU3HAYEHHA», a came:
aKTyas1i30BaHO BUK/IaAEHHA METOAMKM HA OCHOBI BUMOT dhipMu
— BUPOGHMKa, L0 BiAMNoBigae MoHorpadii EP, 6e3 3MiHu
METOAMKN Ta HOPMYBaHHS. 3MiHM | TUMy - 3MiHK 3 aAkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MeX, BU3HaYeHWX Y cneumadikauisx Ha A®l, abo
BUXIZAHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA
y npoueci BUpo6HMUTBa AD| (iHLWi 3MiHW) - 3MiHK OO
cneumdikauii A®I Hatpito ackopbarty, y 38’3ky 3
npvBeAeHHAM o0 BUMoOr EP, a came: BUNy4YeHHS NOKa3HUKa
«P0O34MHHICTb» Ta «Baxki meTanun». 3miHu | Trny - 3miHu 3
AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHN BUNpobyBaHb abo [OMYCTUMUX MEX, BCTAHOBEHNX Y
cneumdikauisix, nig yac BUPOOGHULTBA FOTOBOrO NiKapCbKOro
3aco06y (iHLWi 3MiHK) - BBEAEHHS NOKa3HWKIB «OAHOPIAHICTb
[030BaHVX OANHNLB», «KiflbKiCHE BU3HAYEHHA» Ta «Aepocus»
Ha eTani aHanisy Hepo3dhacoBaHOi NpoAyKLii Nig yac
BMPOGHMLTBA. 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi 3miHn) - Po3gin
«Cknagy» aKTyasni3oBaHo: Macy TabneTkv nprBefeHo y
Minirpamax. Takox f03yBaHHA NikapcbKoi hopmu nepeseeHo
y Minirpamn, a came 6yno 0,5 r ctasio 500 Mr. 3MiHM BHECEHO
[0 IHCTPYKLUiT 4N MeANYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby a0 posginis: "Cknag" (nepeBefeHHs Macy TabneTku 3
rpamis y minirpamu), "Cnoci6 3actocyBaHHs Ta A03n"
(nepeBefeHHs [O3yBaHHSA NiKapcbkoi hopMu 3 rpamis y
Minirpamu), "Mo6ivHi peakuii".

BOBEH3M

TabneTkn

MYKOC

HimeyunHa

MYKOC

Himeuy

BHECEHHS 3MiH [10 peecTpavliiHiX maTtepianis: 3MiHu | Tuny -

6e3

UA/2842/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
KMLLIKOBOPO34UHHI N0 dapma 'M6X i EmynbcioHcresennb nHa 3MiHa BUPOBHMKA BUXiZHOro/MPOMIKHOIO NpoAyKTy/peareHTy, peuyenma
20 TabneTtok y Ko. KI wadt M6X L0 BUKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®l, abo
6nicTepi; no 2 a6o 10 3MiHa BUpPO6HMKa (BK/THOYatoum, e HeobxigHo, micue
6nicTepiB y KAPTOHHIl NpoBeAeHHS KOHTPOJI0 AKOCTi) A®I - BBeleHHA 404aTKOBOro
Kopob6ui; no 800 BMpO6HUKa ans APl (TpUNcuHy) A0 BXe 3aTBEPIKEHOr0
TabNeToK y 6aHKax
121. BOJ/IbTAPEH® TabneTku, BKPUTI HosapTic LLiBeiiuapis Hosaprtic ®apma ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/0310/05/01
PETAP/A 060/10HKOI0, Papma Al C.n.A. 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta chapMakoHarnsay. peyenmom
NPOJIOHIrOBaHoi Aji, No BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO cMcTeMy
75 wmr no 10 TabneTok thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHuX npo
y 6nicTepi; no 2 cuctemy thapmakoHarasgy, 3miHa ynoBHOBaXKeHOI ocobu,
6nicTepy B KOpPoo6Li 3 BiANOBIAANLHOI 32 34iiCHEHHS hapMakoHarnsay; KOHTakTHOT
KapTOHY 0cobu 3 chapmakoHarnsagy 3asBHUKa 415 34iINCHEHHSA
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6u, BigNOBiAaIbHOT 3a 34iiCHEHHS
hapmMakoHarnagy (BKiovatoumn KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MiLleHHI MacTep-halina cuctemun hapmakoHarisgy) -
3MiHa ynoBHOBaXkeHOT 0cobu 3asiBHMKa. [TponoHoBaHa
pegpakuis: Gabriele Hecker-Barth. 3miHa kOHTakTHOT 0cobu
3asBHuMKa. [MponoHoBaHa pegakuis: Opnos B'auecnas. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOi 0COOM. 3MiHa KOHTaKTHMUX
[aHNX KOHTaKTHOI 0co6u. 3MiHa MicLs 34iACHEHHS1 OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarnagy. 3miHa agpecy mactep-caiina
cucteMun papmakoHarnsgy 3asaBHUKa
122. BOPUKOHA3O/1- | TabneTku, BKpUTI MicTpan Benvka BUPOBHMK, IcnaHisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/16138/02/02
BICTA NAiBKOBOIO Kenitan BpuTaHis nepBUHHE Ta Monbwa 3MiHM 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHK Y peyenmom
060/10HKO0, 200 Mr no MeHeKMeHT BTOPWHHE / BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
10 TabneTok y NimiTen nakyBaHHs1, BUMYCK Bonrapi | BupobHMUTBa A4/15 YacTUHM abo BCbOro BUPOOHUYOTO npoLecy
6nicTepi; no 1 cepii: A roTOBOrO JlikapcbKoro 3acoby (AifbHULSA, Ha AKill TPOBOASATHLCSA
6nicTepy y KapTOHHIiA CiHTOH XicnaHis, 6yAab-AKi BAPOOHWUYI cTagii, 3a BUHATKOM BUMYCKY CEpil,
naui C.J1., IcnaHis; KOHTPOJIH0 SIKOCTi, NEPBMHHOTO Ta BTOPUHHOTO NakyBaHHS, A1
BVPOGHWK, HeCTepWUbHNX fikapcbknx 3aco6iB) CynyTHS 3MiHa - 3MiHU 3
nepBuHHE Ta AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
BTOPWHHE 3amiHa abo BBeEeHHS [0AATKOBOI AiNbHULI BUpOOHULTBA ANs
nakyBaHHs: YacCTUHM ab0 BCbOr0 BUPOBHMYOrO NPoLEecy roToBoro
dapmaueBTUYHUI nikapcbKoro 3acoby (AiNbHWLUSA 4719 BTOPUHHOTO NakyBaHHS) -
3aBop, "Monbapma” 3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
C.A,, Monblua; BVMPOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI AibHUL,
nepBuHHe Ta BMPOGHMLITBA [/19 YaCTMHM ab0 BCbOro BUPOBGHMYOro npoLiecy
BTOPWHHE roTOBOrO NikapCcbKoro 3acoby (AibHUUA A8 NePBUHHOMO
nakyBaHHs: nakyBaHHs1) BBEEHHS A04AKOBOT AiNIbHULI BUPOOHMLTBA, a
Dxn | TaKOX [iNIbHULI NEePBMHHOIO Ta BTOPUHHOIO NakyBaHHA 4715
dapmac'toTikanc BUpo6HMKa CiHTOH XicnaHis, C.J1., IcnaHis
Nta., Bonrapis
123. TABAIH Kancynm no 75 mr: TOB "CaHoi- YKpaiHa 3eHTiBa Carnuk Typeuy BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/14988/01/01
Nel4 (14x1): no 14 ABEHTIC YpyHnepi CaHai Be MHa 3MiHM 3 siKocTi. [0TOBMIA Nikapcbkuii 3acib. Cnuctema peyenmom
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Kancyn y énictepi, no YkpaiHa" TigpxapeT A.LL. KOHTeliHep/3aKynoptoBasibHKA 3aci6. 3MiHa po3mipy ynakoBKu
1 6nicTepy B roTOBOrO /IiKaPCbKOro 3acoby (3MiHa KifIbKOCTi OANHULb
KapTOHHI Kopo6Lj, (Hanpwknag TabneTok, amny TOLO) B yNakoBLi:) - 3miHa y
Nel4 (7x2): no 7 Jiana3oHi 3aTBepoKEHNX PO3MIpiB YNakoBKW - AoAaBaHHs
Kancyn y 6nictepi, no HOBMX YNakoBOK, 6e3 3MiHM NakyBa/lbHOr0 MaTepiany, 3
2 6nictepu B BiANOBIAHVUMY 3MiHaMK A0 po3Ainy «YnakoBka» (BBegeHHs
KapTOHHIli KopoobLi 3MiH NPOTArOM 6-TW MICALIB Nic/A 3aTBEPAXEHHS)
124. TABANIH kancynu no 150 wmr: TOB "CaHodi- YKpaiHa 3eHTiBa Carnmk Typeuy BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny - 3a UA/14988/01/02
Ne14 (14x1), Ne56 ABeHTIC YpyHnepi CaHai Be nHa 3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
(14x4): no 14 xancyny YkpaiHa" TipxkapeT A.LL. KOHTelHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBKu
6nicTepi, no 1 abo no roTOBOrO /IiKapCbKOro 3acoby (3MiHa KiflbKkoCTi 0ANHMLb
4 6nictepu B (Hanpwviknag TabneTok, amny TOLO) B yNakoBLi:) - 3miHa y
KapTOHHIA KopobLi, Jiana3oHi 3aTBepMpKEHNX PO3MIpiB YNakoBKW - A0AaBaHHs
Nel4 (7x2), Ne56 HOBMX YNaKoBOK, 6€3 3MiHM NakyBa/lbHOr0 Matepiany, 3
(7x8): mo 7 kancyn y BiANOBIAHVUMY 3MiHaMK A0 po3ainy «YnakoBka» (BBegeHHs
6nictepi, no 2 abo no 3MiH NPOTArOM 6-TW MICALIB NiCNA 3aTBEPAKEHHS)
8 bnicTepis B
KapPTOHHI KOpOOLii
125. FABANIH kancynu no 300 mr: TOB "CaHoi- YkpaiHa 3eHTiBa Carnuk Typeuy BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/14988/01/03
Ne56 (14x4): no 14 ABeHTIC YpyHnepi Canai Be nHa 3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
kancyn y 6nictepi, no YkpaiHa" TigpxapeT A.LL. KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa po3mipy ynakoBKu
4 6nictepu B roTOBOro NikapcbKoro 3acoby (3miHa KifibkoCTi OANHULb
KapTOHHI Kopoo6Li, (Hanpuknag TabneTok, amny TOLLO) B yNakoBLi:) - 3miHa y
Ne56 (7x8): no 7 Jiana3oHi 3aTBepKEHNX PO3MIpIB YNakoBKW - AOAaBaHHs
Kancyn y 6nictepi, no HOBMX YNakoBOK, 6e3 3MiHM NakyBa/lbHOro MaTtepiany, 3
8 bnictepiB y BIANOBIAHUMY 3MiHamMK 40 po3giny «YnakoBka» (BeBegeHHs
KapPTOHHI KOpOOLi 3MiH MPOTAroM 6-TV MicALiB MiC/1A 3aTBEPMKEHHS)
126. TAMAJIATE B6 TabneTku, BKpUTI Peppep Icnanis Peppep Icnanis BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 3a UA/11426/01/01
060/10HKO10, M0 10 IHTepHacioHan IHTepHacioHab, 3MiHM 3 iKoCTi. [OTOBMIA Nikapcbkuii 3acib. Cuctema peyenmom
TabneTok y 6nictepi; b, C.A. C.A. KOHTeliHep/3aKynoptoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBKu
no 2 a6o 6 6nictepis B roTOBOrO JIiKaPCbKOro 3acoby (3MiHa KifIbKoCTi OANHULb
yNakoBLji 3 KAPTOHY (Hanpuknag TabneTok, amnyn TOLW0) B yNakoBL:) - 3MiHa nosa
[iana3soHoM 3aTBEPKEHNX PO3MIPIB YNaKoBKMN - BBEAEHHS
[oAaTkoBOl ynakoBku no 10 TabneTok y 6nictepi, no 6
6nicTepiB B yNakoBL,i 3 KAPTOHY 3 Bi4NOBIAHUMY 3MiHAMW Y
po3aini «Ynakoska» MK$ /13; 3MiHW BHECEHI B iHCTPYKL,it0 AN1s
Me[MYHOro 3aCTOCYBaHHA y p. "Ynakoska', ik HacnigoK —
Bi4MOBiAHI 3MiHM Y TEKCT MapKyBaHHS YNakoOBKM NiKapCbKOro
3acoby
127. FEBIPAH TabneTku, BKpUTI PapmaueBTny Monbua dapmaveBTUYHUIA Monbwa BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis: TEXHIUHA 3a UA/7565/01/01
NAiBKOBOIO HWIA 3aBO4 3aB0Oj, NOMW/IKa B IHCTPYKLi 415 MeAUYHOTO 3aCTOCYBaHHSA y po3gini | peyenmom
060/10HKO10, No 200 "MONIb®APM "MONb®APMA" "Cnoci6 3acTocyBaHHs Ta f031"
Mmr, no 10 Tabnetok y A" C.A. C.A.
6nicTepi; no 3
6nicTepa y KapTOHHili
Kopobui
128. rEBIPAH TabNeTkn, BKPUTI dapmaueBTUy Monbwa dapmaueBTUYHWI MonbLua BHECEHHS 3MiH A0 peecTpaLiiHuX MmaTepiasiB: TEXHIYHa 3a UA/7565/01/02
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
nNiBKOBOIO HWiA 3aBOf, 3aBOf, nomMuska B iIHCTPYKLT 4N MeAMYHOro 3aCTOCYBaHHA y po3gini | peyenmom
060/10HKO0, No 400 "MONb®APM "MONTb®APMA" "Cnoci6b 3acTocyBaHHs Ta f031"
mr, no 10 TabneTok y A" C.A. C.A.
6nicTepi; no 3
6nicTepa y KapTOHHil
Kopobui
129. rEBIPAH TabneTku, BKPUTI dapmaneBTUy Monbwa dapmaLeBTUYHNIA MonbLa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasiB: TeXHIYHa 3a UA/7565/01/03
NAiBKOBOIO HWIi 3aBO4 3aBoj, noMuKa B IHCTPYKLUIT 415 MeAMYHOrO 3aCTOCYBaHHS Y po3gini peyenmom
o6onoHkoto, no 800 mr | "MOJIb®APM "MONTIbOAPMA" "Cnoci6 3acTocyBaHHS Ta go3un"
no 10 TabneTok y A" C.A. C.A.
6nictepi; no 3
6nicTepa y KapTOHHil
Kopobui
130. FEKCAKCUM | CycneHsis Ans iH'ekui CaHodi PpaHuin 3AT "CaHodi- YropLum BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 3MmiHu Il Tuny - 3a UA/13080/01/01
HEXAXIM no 0,5 mn (1 gosa) B Mactep C.A. ABeHTIC", YropwuHa Ha/ 3MiHa y MeTofax BUNpobyBaHHsS FOTOBOrO /liKapCbKOro 3acoby | peyernmom
BAKUVHA And nonepegHL0 (BTOpUHHE PpaHuin (cyTTeBa 3miHa y
MPO®PINAKTUKN | 3anoBHeHuX LinpuLax nakyBaHHs); CaHodi 6ion0riyHoMy/iMyHONOrYHOMY/IMYHOXIMIY4HOMY MeTOAj
OUNDTEPII, 3 1-et0 (abo 2-ma) Mactep C.A,, BMNpoGyBaHHA abo MeTofi, Y SKOMY BUKOPUCTOBYETHCS
NPABLA, oKpemumMu rofikamm Ne ®paHLia (NoBHWIA 6ionorivyHniA peareHT, abo ix 3aMiHa, abo 6iosoriyHoro
KALLUJTIOKY 1a6oNe 10 Tay LKA BUPOGHMLTBA, npenapary nopiBHAHHSA (CTaHJapTHOro nNpenapary), LWo He
(ALENONAPHN hnakoHax Ne 10 BUMYCK cepii) 3a3HavYeHnn y 3aTBep)KEHOMY NPOTOKOI)
N KOMIMOHEHT),
FENATUTY B
PEKOMBIHAHTH
A!
noniomMienitTy
IHAKTUBOBAHA
TA
3AXBOPHOBAHb,
CAPUYNHEHUX
HAEMOPHILUS
TNy B
KOH'IOFOBAHA,
AICOPBOBAHA,
PIOKA
131. FEMUUTABIH NMOPOLUOK A1 PO3YUHY Amakca Benuvka cepTugikaLia Ta Himeuy BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/15059/01/02
AMAKCA Ans iHdysii no 200 wmr, Papma 1T/, BpuTaHis BUMYCK Cepii: nHa/ 3MiHn Wwopao 6esnekn/ethekTUBHOCTI Ta thapmakoHarnsagy (iHwi | peyernmom
1 chnakoH 3 MOPOLLKOM AkBiga 'm6X, ITanis 3MiHW)
B KAPTOHHIl KOpOGL HimeuunHa; BBefeHHs1 40AATKOBOrO TEKCTY MapKyBaHHSA YKPaiHCbKOI Ta

BMPOOBHULITBO in
bulk, nepsuHHe
nakyBaHHs,
KOHTpONb cepil:
AxTasic ITanis
C.n.A., Itanis;
BTOPUHHE
nakyBaHHS:

aHrNilicbkolo MOBaMU Ha BTOPUHHIl Ta NepBUHHIN ynakoBLi
nikapcbKoro 3acoby (3aTBEpPAKEHNI TEKCT MapKyBaHHSI
NEePBUHHOI YNaKOBKM YKPATHCLKOK MOBOIO Ta BTOPUHHOT
YMaKoBKM YKPATHCLKOH i aHrnilicbkoro). BBeAeHHS 3MiH
NPOTAroM 6-TW MICALB NIiC/1A 3aTBEPAKEHHS.
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Komdpacc Mv6X,
HimeuuunHa;
BTOPVIHHE
nakyBaHHS:
BeHyc ®apma MmM6X,
HimeyunHa
132. FTEMUUTABIH NOPOLUOK A1 PO3UUHY Amakca Benvka cepTudikaLia Ta Himeuy BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TNy - 3a UA/15059/01/02
AMAKCA Ans incpysiii no 1000 Papma N1TL BpuTaHis BMNYCK cepil: nHa/ 3MiHM Woao 6e3nekun/edhekTMBHOCTI Ta dhapmakoHarnsagy (iHwi | peyernmom
mr, 1 conakoH 3 AkBiga M'm6X, ITanisa 3MiHW)
MOPOLLKOM B KapTOHHiiA HimeuunHa; BBeAeHHs 0AATKOBOrO TEKCTY MapKyBaHHA YKPaiHCbKOI Ta
KOpOoO6Li BMPOBHULITBO in aHrNINCbKOI0 MOBaMM Ha BTOPVHHIN Ta NEPBUHHIN ynakoBLyi
bulk, nepeunHHe nikapcbKoro 3acoby (3aTBepkKeHnin TEKCT MapKyBaHHS
nakyBaHHs, NEepPBUHHOI YNaKOBKW YKPATHCLKOH MOBOIO Ta BTOPUHHOT
KOHTPO/b Ccepii: YMakKoBKU YKPATHCLKOIO i aHrMiCbKO). BBEAEHHS 3MiH
AxTasic ITanis NPOTAroM 6-T MICALIB MiC/1A 3aTBEPKEHHS.
C.n.A,, ltanis;
BTOPUHHE
nakyBaHHS:
Komcpacc MvbX,
HimeyumnHa;
BTOPVHHE
nakyBaHHs:
BeHnyc ®apma Mm6X,
HimeyunHa
133. FEHTAMILVHY PO34MH ANA iH'EKL;iA, MAT YkpaiHa MAT "Tanunucpapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/7197/01/01
CYNb®AT 40 mr/mn no 2 mn B "Tannudapm” 3MiHa napameTpiB cneumdikauiii Ta/abo fonyCTUMUX MeX peyenmom
amnyni; no 10 amnyn y rOTOBOrO JliKapCbKOro 3aco0by; CynmyTHs 3MiHa: 3MiHa y MeToAax
KOHTYpHIli YapyHKOBI BMNPOGYBaHHS rOTOBOrO MiKapCbKOro 3acoby - NpuBeAeHHS
ynakosLi; no 1 crneundikauii Ta MeToAiB KOHTPO0 FOTOBOrO NiKapCbKoro
KOHTYPHIli YapyHKOBI 3aco6y A0 MoHorpadii «FeHTaMiLuHy pO34nH A5 iH'EKUi»
ynakosLi B naywi; no 2 LdY 2.0 3a nokasHukamu «laeHTudikayis», «KOMNOHEHTHWIA
mA B amnysi; no 10 ckiag reHTamiymHy cynbgaty» Ta «KinbkicHe BU3HaAYEHHS»,
amny’s y KOHTYPHii BW/TyYEHHS NMOKa3HMKa «AHOMasIbHa TOKCUYHICTb>»
YapyHKOBIli ynakoBLi,
3anasHivi nanepom
134. FEHTAMILUVHY PO3YMH ANS iH'EKLN, MAT Ykpaina MAT "Tannudpapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/7197/01/01
CYNb®AT 40 mr/mnno 2 Mn B "Tanuudapm” 3MiHU WoAo 6e3nekn/edeKkTUBHOCTI Ta thapmakoHarnagy - peyenmom
amnyni; no 10 amnyn y 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKV NiKapcbKoro
KOHTYPHIli YapyHKOBIlA 3ac00y LWOoA0 3a3Ha4YeHHA MiXXHApPOAHMX NO3HAaYeHb OANHULb
ynakosui; no 1 BMMIpIOBaHHSA. BBefeHHs 3MiH NpoTArom 6-T1 MicAUiB nicns
KOHTYPHIli YapyHKOBIl 3aTBEPAKEHHS
ynakosLi B naydi; no 2
M B amnyni; no 10
amnys y KOHTYpHIl
YapyHKOBIli ynakoBLii,
3anasHiii nanepom
135. FENAPU3NH® PO34MH ANs1 iH KLl No TOB YKpaiHa TOB "BeliygiH KeBiH Kutait BHECEHHS 3MiH A0 peecTpauiiHnX martepianis: 3MiHu | Tuny - 3a UA/15589/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
20 mn B amnyni; no 10 "BANAPTIH TexHonogxi Leiip- AfMiHiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peyenmom
amnys y KapTOHHii PAPMA" XongiHr Ko." MiCLiA NPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa
nauuj roTOBOrO JIiKAPCbKOro 3acoby, BK/OYaUM LiNlbHULi BUMYCKY
cepii abo MicLe NpoBefeHHS KOHTPOSIO AKOCTI. (HiSNbHICTb, 3a
AKy BignoBifae BUPOOHMK/IMNOPTEP, BKIKOYAOUM BUNYCK Cepiit)
3MiHa agpecyn MicLs MPOBapKEHHS AiSNbHOCTi BUPOOHMKA
roToBOro slikapcbkoro 3acoby TOB "BeiusiH KeBiH TexHonoaxi
Lep-XongiHr Ko." , Kutaii, 6e3 3MiH1 Micus BUPOGHMLTBA.
BBegeHHs1 3MiH NpoTsirom 3-x MicsiLIB Nicnsl 3aTBEPAKEHHS
136. TNEHUET TabneTku, BKPUTI neHmapk IHais neHmapk IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/13538/01/01
EOABAHC NAiBKOBOIO PapmacboThK PapmacboTrKan3 noJaHHs OHOB/IEHOro macTep-daiina Ha APl NeBOLETUPU3NHY | peyernmom
060/10HKOI0, MO 7, abo ans Jita,. nra. avrigpoxnopvay, Wwo 06yMoB/IEHO 3MIHOK KOHTPaKTHOrO
no 14, a6o no 28 a6o BMpoGHMKa AP| 6e3 3MiHM BnacHuka Mactep-gaiina Ha Adl i3
no 50 TabneTok y 3a3Ha4YeHHsM K BNacHvuka mactep-hainna Ha A®| Tak i
KOHTeliHepi, no 1 BMpo6Huka APl B MKA N3
KOHTEliHepy B
KapTOHHIV Kopobui
137. FNIBEHKNAMIA, MOPOLLIOK (Cy6CTaHLis) BE3 Xopsaris LWpi KpiwHa IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - - UA/6524/01/01
y noAgiliHmx dapmaxem dapmaceyTikana 3miHu 3 aKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
nonieTueHoBmx 4.0.0. Nimiteq BiAMNOBIAHOCTI €Bponeiickkili hapmakonei/MmoHorpadii.
MilLKax gns MoaaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa BifNoOBIAHOCTI
hapmaLeBTUUYHOTO ab0o BUNyYEHHs cepTudikaTa BignoBigHOCTI EBponeichkiii
3aCToCyBaHHA thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BWKOPUCTOBYHOTLCS Y BUPOOHMLTBI API; ANs 4ONOMIDKHOI
pevoBuHM (cepTudikaT BiAMNOBIAHOCTI €BpONenchKil
thapmakonei) - HoBuii cepTudikat Bif BXe 3aTBEpXEHOro
BMpO6HUKa - nogaHHA HoBoro CepTudikaty R1-CEP 2000-
289-Rev 06 Bif BXxe 3aTrBepmxeHoro BupobHunka SRI KRISHNA
PHARMACEUTICAL LIMITED, India 3 BignosigHMmMu 3miHaMu:
- 3MiHa "TepMiHy npuaaTHocTi" Ha "pe-TecT";
- YTOUHEHHS IOPUANYHOI afpecn BUPOOHUKA Ta 3a3HauYeHHs
hakTU4YHOT agpecu BUPOGHMLTBA;
- 3MiHa Cneuudikayii/MeTogiB BUNpobyBaHHA BiAMNOBIAHO
MoHorpadii EP;
YTOUHEHHA po3Ainy «MpusHadveHHa» AdI, BignosigHo o €@
(3aTBEpMXEHO: NS BUPOGHULITBA HECTEPUIBbHUX NiIKAPChKNX
dhopwm; 3anponoHoBaHo: [N dhapmaLeBTUYHOro
3acTOCyBaHHS)
138. rnignH KpucTaniuHuii ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHSA 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHW | TUNY - - UA/15292/01/01

MOPOLLOK (CybCcTaHList)
y MiLLiKax
nonieTuaeHoBuUx Ans
thapmavneBTUYHOro
3acTocyBaHHS

obmexeHor
BignoBigasIbHi
CTtO
"GAPMXIM"

06MEeXeHO

BiNoBiga/IbHICTIO

"OAPMXIM"

3MiHK B nNpoueci BUpo6HUUTBa A®I; cynyTHS 3MiHa: 3MiHa Y
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3HAYeHUX Y cneuudikauisx Ha AdPl, abo
BVXIAHWIA/MPOMDKHMI NpOAYKT/peareHT, Wo BUKOPUCTOBYHOTLCS
y npoueci BupobHuyTBa A®| - onTrMI3aLlisi TEXHOMOTIYHOro
npotiecy: BUNyyYeHHs gpyroi ctagii nepekpuctanisadji i3 Bogu,
B 3B’SA3KY 3 MM BW/TyYEHO NonepeaHto yroBky Ta CyLUKy;
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
[OMNOBHEHO cneumdikalierd Ha Hepo3acoBaHWii NPoaYKT
139. rPUNOLUNTPOH- | cupon, 1,5 mr/mn, no ToBapucTso 3 Ykpaina TosapucTso 3 YkpaiHa BHECEHHSA 3MiH [0 peecTpaLiiHux maTepiasis: 3miHu | Tuny - 6e3 UA/13794/01/01
BPOHXO 100 mn a6o no 200 mn obmexeHor o6MexeHo AfMiHICTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo agpecu peyenma
y dhnakoHi; no 1 BignoBigasbHi BiANoBiAa/IbHICTIO 3asBHMKa (BNacHMKa peecTpauiiHoro noceigveHHs1) 3miHa
dhnakoHy pa3om 3 cTHO “XapkiBCcbke HallMeHyBaHHS Ta agpecu 3asBHUKa. 3MiHu | Tuny -
[03y04MM NPUCTPOEM "XapkiBcbke thapmaueBTUYHe AZMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
y KOpOO6LUj 3 KApTOHY hapmaueBTny nigNpPUEMCTBO MicLsi NPOBaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa
He “3p0poB’sa Hapoay” roTOBOrO /iKaPCbKOro 3acoby, BKIOYaUM AiNbHUL BUMTYCKY
niANpMEMCTBO (dpacyBaHH# i3 cepii abo micLie NpoBeAEeHHS KOHTPOJIIO SKOCTI. (AisNbHICTD, 3a
"340poB's chopmu “in bulk" SIKy BiANOBIAAE BUPOGHMK/IMNOPTEpP, BK/OUAOUM BUMYCK Cepild)
Hapogay" BMpO6HMLUTBa TOB 3MiHa HaliMeHyBaHHS Ta agpecy BUPOOHUKa, 6e3 3MiHu MicuA
"GapmaueBTuyHa BMPOGHMLTBA.
KOMNaHis BBefeHHs 3MiH NPOTAroM 3-x MicsALIB NiCNsA 3aTBEPKEHHS.
"3po0pos'a"’,
YKpaiHa)
140. OANEPOH® C rpaHynu ans KPKA, a.4., CnoseHis BignoBiganbHuii 3a | CnoseHi BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu Il Tuny - 6e3 UA/4754/01/01
OHIOP OpasIbHOro PO34nHY Mo HoBso mecTo BUPOGHMLTBO "in ] 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peyenma
51y naketuky, no 10 bulk”, nepBuHHY BHeceHHs abo 3miHa(1) 4o 3060B's13aHb Ta YMOB BuAAdi
NakeTVKIB y KapTOHHIlA yNaKkoBKy, BTOPUHHY peecTpauiiHoro NocBigYeHHs, BKIoYaoum MNnaH ynpasniHHA
Kopoobui yMNaKoBKy, KOHTPO/b pv3nkamm (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€)
cepii, BUNyCK cepii: noAasibLIoro 06I'pyHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK,
KPKA, a.4., Hoso LLIO MatOTb HaAABATUCA KOMMETEHTHUM OpraHoM, OCKiflbKn
mMecTo, CrnoBeHis; BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoM)
BignoBiganbHWi 3a BriKoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
KOHTPO/b cepii: 1 poaatky 15 fo MNMopagky NpoBeAeHHSA ekcrnepTusun
KPKA, a.4., Hoso peecTpauiiHnx Matepianis Ha nikapcbki 3acobu, Lo
mecTo, C/ioBeHis noJalTbCA Ha AepXaBHy peecTpalito (nepepeecTpadiio), a
TaKOX eKCnepTM3n MaTepiasiiB Npo BHECEHHS 3MiH [0
peecTpauiiHnx matepianis NPOTArom fAji peecTpawjiiniHoro
NnocBiJYeHHs, 3aTBEpAKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
141. AEHOBE/b 30 TabneTkn, BKPUTI Mi6e Mm6X HimeuyunHa mi6e M6X Himeuy BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/15836/01/01
NNiBKOBOIO ApuHaiimitren ApuHaiimiTTens nHa nogaHHa Hosoro Ceptucpikara RO-CEP 2016-155-Rev 00 Big, peyenmom
o6onoHkoto, no 0,03 b HOBOro BMpo6HuKa ana A®l flieHorect; 3miHu | TUNY - 3MiHa
Mmr/2 mr; no 21 nepiogy NoBTOPHMX BUNPOGYBaHb/nepiogy 36epiraHHsa abo
Tabnetyi y 6nictepi; yMOB 36epiraHHs A®| - BBeZileHHSI Nepiofy NOBTOPHOTO
no 1 a6o no 3, a6o no BUNpoByBaHHA Ha TepMiH 5 pokis aAna A®| fieHorecT
6 6nicTepiB y
KapPTOHHI KOpPOOLj
142. AENPECAH TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa Bunyck cepii: YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3MiHu | Tuny - 3a UA/13811/01/01
M/1iBKOBOIO obmexeHor ToBapucTBo 3 AfMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKOI0, M0 5 Mr BignoBigasIbHi 06MeXeHo 3asBHUKa (BNacHyKa peecTpaLiiHoro nNocBig4YeHHs) 3miHa
no 10 Tabnetok y CTIO BiANOBIAA/LHICTIO agpecy 3aaBHVKa. 3MiHW | TUNy - AOMIHICTPaTUBHI 3MiHN.
6nicTepi; no 3 abo 6 "XapkiBcbke "XapkiBCbke 3MiHa HalimeHyBaHHS Ta/abo agpecu Micusa NpoBafKeHHS
6nicTepiB y kopobui 3 hapmaueBTny hapmaueBTUyHe LiSNIbHOCTI BUpOOHUKa/iMnopTepa roToBoro ikapcbkoro
KapToHy He nigNpPUEMCTBO 3acoby, BKIYaum AinbHULI BUNYyCKy cepii abo micue

nignpueMcTBo

"300p0B'A Hapoay",

npoBeAeHHs KOHTPOJIK SKOCTI. (AisANbHICTL, 3a Ky Bignosigae
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
"300poB's YkpaiHa,; BMPOGHMK/iIMNOpTEp, BK/IOYaUM BUMYCK Cepiid)
Hapoay" Yci cTagii 3MiHa agpecy BUpo6HuKa: ToBapuUCTBO 3 0OMEXEHOID
BMPOOHMLITBA, BiANOBIAA/IbHICTIO " XapkiBCbke hapMaueBTnyHe
KOHTPO/1b SAKOCTI: nignpuemMcTBo "340p0B’'A Hapody” (Bunyck cepii), 6e3 3mMiHu
ToBapucTso 3 MicLs BUPOGHMLTBA. BBEAEHHS 3MiH NpOTAroM 3-X Micsiuis
o6MexeHo nicnsa 3aTBepMKeHHs. 3MiHu | Tuny - AAMiHICTPaTWUBHI 3MiHU.
Bi4NoBiAa/IbHICTIO 3MiHa HalimeHyBaHHs Ta/abo agpecu MicLsa NPoBafXeHHS
"®APMEKC IPYI1", AiSNbHOCTI BUPOOHMKa/iMnopTepa roToBOro Nikapcbkoro
YkpaiHa 3aco0y, BKIOYAKUN AiNTbHUL BUNYCKY cepil abo micue
NpoBeAeHHSA KOHTPOII0 AKOCTI. (AisNbHICTb, 3a AKy Bignosigae
BMPOGHWK/IMNOPTEpP, He BK/OYAKUM BUNYCK cepiil) 3MiHa
agpecy Bupo6Huka TOB "®APMEKC MPYN", (yci cTagii
BUPOBHULTBA, KOHTPO/Ib AKOCTI), 6€3 3MiHM MicLA
BMPOGHMLITBA.
143. DEMPECAH TabneTkn, BKpUTI ToBapucTBO 3 YkpaiHa Bunyck cepii: YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | TUny - 3a UA/13811/01/02
NAiBKOBOIO 06MeXeHO ToBapucTBO 3 AfMiHIiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
06010HKOt0, MO 10 Mr BiANOBIAA/TbHI obmexeHo 3asBHMKa (BNacHvKa peecTpaLiiHoro NocBig4yeHHs) 3miHa
no 10 Tabnetok y CTiO BiAMOBIAA/ILHICTIO agpecy 3asBHMKa. 3MiHW | TUny - AOMIHICTPaTUBHI 3MiHU.
6nictepi; no 3 a6o 6 "XapkiBcbke "XapkiBcbke 3MiHa HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPoBafXeHHS
6nicTepis y kopobu,i 3 thapmauesTuy hapmavueBTuyHe [AiSNbHOCTI BUPOOHMKa/iMnopTepa rotToBOro NikapCcbkoro
KapToHY He niagnpMeEMCTBO 3aco0y, BKOYAKUN AibHUL BUNYCKY cepil abo micue
nignpueMcTBo "340poB'a Hapoay", NpPoBeAEeHHS KOHTPOJIIO AKOCTI. (4isNbHICTb, 3a AKy Bignosigae
"3p0poB's YKkpaiHa,; BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpiif)
Hapoay" Yci cTagii 3miHa agpecu BUpo6HKKa: TOBapnCTBO 3 0OMEXEHOI0
BMPOOHULITBA, BigNoBiga/IbHICTIO "XapkiBCbke hapmaLleBTUYHe
KOHTPO/1b SKOCTI: nignprvemcTBo "340poB’s Hapogy” (Bunyck cepii), 6e3 3MiHn
ToBapucTBo 3 MicLs BUpO6HMLUTBA. BBEAEHHS 3MiH MpOTAroM 3-X MicsuiB
06MEeXeEHO nicns 3aTBepKeHHNA. 3MiHV | TUNYy - AAMIHICTPATUBHI 3MiHN.
BiANOBIAA/bHICTIO 3MiHa HalimeHyBaHHs Ta/abo agpecu Micus NPoBafKEeHHS
"®APMEKC IPynm", [iSNbHOCTI BUpOOHMKa/iMnopTepa roToBOro ikapcbkoro
Ykpaina 3acoby, BKIYauu AinbHuULI BUNycKy cepii abo micue
NPOBeAEHHS KOHTPOJIIO AKOCTI. (fisNbHICTb, 3a AKy BifnoBifae
BMPOGHMK/IMNOpTEp, He BK/OYalouM BUMYCK cepiii) 3miHa
aapecu BupobHuka TOB "®APMEKC M'PYM", (yci cTagii
BMPOGHMLITBA, KOHTPO/Ib SKOCTI), 6€3 3MiHW Micus
BMpPO6GHMLTBA.
144. OENPECAH TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa Bunyck cepii: YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/13811/01/03
NAiBKOBOIO 06MEXEHOI0 ToBapucTBO 3 AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHA Ta/abo agpecu peyenmom
060n0Hkot0, No 20 Mr BifNoBigasIbHi 06MexeHo 3asBHUKa (BNacHvKa peecTpauiiHoro NocBig4YeHHs) 3mMiHa
no 10 TabneTtok y CTHO Bi4NoBiAa/IbHICTIO afpecy 3asBHMKa. 3MiHK | TUNY - AAMIHICTPaTMBHI 3MiHW.
6nicTepi; no 3 abo 6 "XapkiBcbke "XapkiBCbke 3MiHa HalimeHyBaHHs Ta/abo agpecu Micusa NPoBafKeHHS
6nicTepiB y kopobu,i 3 hapmaueBTny hapmaueBTUyHe [iSNbHOCTI BUpO6OHMKa/iMnopTepa roToBOro Nikapcbkoro
KapToHy He nigNpPUEMCTBO 3acoby, BKIOYaum AinbHuUL BUNycky cepii abo micue
niANPMEMCTBO "3p0poB'a Hapoay", NpPOBefEeHHS KOHTPOJIIO SKOCTI. (fisNbHICTb, 3a AKy BiAgnoBifae
"3p0poB'a YkpaiHa,; BMPOGHMK/IMNOpTep, BK/OYaUM BUMYCK Cepiid)
Hapoay" Yci cTagii 3MiHa agpecu BMpPOOHUKa: TOBapMCTBO 3 0OMEXEHOIO

BMPOBHMLITBA,

BiANOBIAa/IbHICTIO ""XapkKiBCbKe hapmaueBTnyHe
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
KOHTPO/1b SAKOCTI: nignpuemMcTBo "340poB’'A Hapody” (Bunyck cepii), 6e3 3MiHu
ToBapucTso 3 MicLs BUPOGHMLTBA. BBEAEHHS 3MiH NpOTAroM 3-X Micsiuis
o6MexeHo nicnsa 3aTBepMKeHHs. 3MiHu | Tuny - AAMIHICTPaTWBHI 3MiHU.
Bi4NoBiAa/IbHICTIO 3MiHa HalimeHyBaHHs Ta/abo agpecu MicLs NPoBafXeHHS
"®APMEKC IPYI1", AiSNbHOCTI BUPOOHMKa/iMnopTepa rotToBoro NikapcbKoro
YkpaiHa 3aco0y, BKIOYAKUN AiNTbHUL BUNYCKY cepil abo micue
NpoBeAEeHHSA KOHTPOJII0 AKOCTI. (AisNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEpP, He BK/IOYAUM BUNYCK cepiil) 3MiHa
agpecy Bupo6Huka TOB "®APMEKC MPYN", (yci cTagii
BUPOBHULTBA, KOHTPO/Ib AKOCTI), 6€3 3MiHM MicLA
BMPOGHMLITBA.
145. DETPANEKC® TabneTkn, BKpUTI Ne ®paHLis Na6opaTtopii Ceps'e | ®paHuisa BHECEHHS 3MiH [10 peeCTpaLiiiHOro NocBigyYeHHs: * 3MiHu | 6e3 UA/4329/01/02
1000 MI NAiBKOBOIO Na6opatyap IHoacTpi TMny - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. Cuctema peuyenma
06010HKOt0, Mo 1000 Ceps'e KOHTeliHep/3aKkynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBku
mr no 10 Tabnetok y roTOBOrO JIiKapCcbKoro 3acoby (3MiHa KiflbkoCTi 0ANHMLb
6nictepi; no 3 (Hanpuknag TabneTok, amnyn TOLL0) B yNakosL;i:) - 3mMiHa nosa
6nicTepy B KOpPO6Lii 3 Jiana3oHoM 3aTBepAKeHVX PO3MipiB yNakoBKM - AOAABaHHS
KapToHy; Mo 9 ynakoBku /13 no 9 TabneTok y 6nicTepi; no 2 6rictepu B
Tabnetok y 6nictepi; KOpo6Li 3 KApTOHY, 6€3 3MiHN NEPBUHHOIO NakyBaslbHOro
no 2 6nictepi B marepiany, 3 BignoBigHMMN 3MiHAMK Y PO34ini “Ynakoska”:
KOpo6L,i 3 KAPTOHY BBefeHHs1 3MiH NpoTAroM 9-Tu MicsALiB Nic/ia 3aTBEPAKEHHS
146. AVNKNOBEPN® PO3YMH NS iH'EKLNA, BEPNIH-XEMI | HimeyunHa Bupo6HULTBO ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/9701/01/01
N75 75 mr/3 mn no 3 mn B Al npenapary «in 3MmiHu 3 sikocTi. CepTudikat BignosigHocTI/l E-cepTudikat peyenmom

amnyni; no 5 amnyn y
KapTOHHIli KopooLi

bulk», nepsrHHe
naxkyBaHHs Ta
KOHTPOb cepii:
Anbcpacirma C.n.A.,
ITanis;
Bupo6HMLTBO
npenapary «in
bulk», neperHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:

A. MeHapiHi
MaHyhakTypiHr
NoricTikc eHg
Cepsicec C.p.J1,,
ITanisa

BiAMOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa BignoBigHOCTI
abo BMNy4YeHHs cepTudikara BifgnoBigHOCTI €EBponeicbkii
thapmakonei: gna A®l; ans BUxigHoro
MaTepiany/peareHTy/NpoOMiKHOro NPoAyKTy, L0
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (CepTudpikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOB/eHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOJAaHHS OHOBEHWI cepTudikar
BiZ y)Xe 3aTBeppKeHoro Bupo6Huka Olon SpA, ltaly
(Laboratoria Chimico Internazionale S.p.A., Italy) BBefgeHHs
3MiH NPOTArom 6-Tu MIiCALB NiCAA 3aTBEPAXEHHS; 3MiHN | TUNY
- 3MiHK 3 SKoCTi. FoTOBUIA Nikapcbkuid 3aci6. Onnc Ta cknag,
(iHWi 3miHW)- 3miHK Y cneumdikauii o po3giny Onuc Ta cknag
3MiHa MeX A/15 AONOMDKHOT peqoBuHM 1N po3uuH rigpokeuay
HaTpito, L0 BUKOPUCTOBYETLCA A5 perynoBaHHsA pH, ockinbku
PO34MH riApoKCMAY HaTPilo OTPUMAIOTb LLUMSXOM PO3YUHEHHS
rigpoKcnAay HaTpito y BOAi A5 iH EKLiiA; 3MiHW | Tuny - 3MiHK 3
AKocTi. [0ToBWiA Nikapcbkuii 3aci6. Onuc Ta cknag (iHLWi 3MiHW)
- AofaBaHHsA iHhopmaLii CTOCOBHO TOrO, LLLO NPOMiNEHTMIKONb
He MOXHa po3rnsaaTu B SKOCTi "KOHCepBaHTy" BignoBigHO 40
EMA guideline. OHoBneHHs po3giny 3.2.P.2 thapmaueBTuyHa
po3po6Ka; 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NliKapCbKMiA
3aci6. 3MiHM y BUpo6HMLTBI. 3aMiHa abo BBeAEHHS
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
[04aTKOBOT AiNIbHULI BUPOBHULTBA A/19 YaCTUHN abo BCbOro
BMPOBHUYOrO NpoLEecy roTOBOrO NiKapCbKoro 3acoby
(@inbHUUSA, Ha AKiM NpoBOAATLCSA ByAb-AKi BUPO6HUUI CTagjl, 3a
BUHSATKOM BUNYCKY Cepii, KOHTPOIIO AKOCTi Ta BTOPUHHOIO

nakyBaHHs 4717 CTEPUNIbHUX NIKApPCbKMX 3acC06iB (BKIOYaoun
BMPOG/IEHi acenTMYHUM MeTOA0M), KpiM NikapCbKux 3acobis

6i0N0rivYHOro/iMyHO/I0rN4YHOr0 NOXOKEHHS) BBEAEHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHU | TUny -
3MiHu 3 sKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHTbCA
BMNYCKY Cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro
3aco6y (3aMiHa abo fofaBaHHA AifIbHULI, Ha Kl
3[iICHIOETLCS KOHTPO/IL/BUNPOGYBaHHS cepii) - foAaBaHHSA
OiNbHUL, Ha SiKilA 34JCHIOETLCA KOHTPO/b/BUNPOGYBaHHS
Alfasigma S.p.A., ltaly go Bxe 3aTBepmxeHoro A. Menarini
Manufactiring Logistics and Services S.r.l. , Italy (BBegeHHs
3MiH NPOTAroM 6-TW MiCALB NiCNs 3aTBEPMKEHHS); 3MiHW |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWii 3aci6. 3MiHN Y
BMPOBOHULTBI. 3MiHa po3Mmipy cepii (BkIYarumn gianasoH
pO3Mipy cepii) roTOBOro NikapcbKoro 3acoby (36ibLUeHHs 0
10 pasiB NOPIBHSHO i3 3aTBEPKEHNM PO3MIPOM) - 36i/1bLUEHHS
po3mipy cepii, 3aTBepaxeHo: 370 n, 3anponoHoBaHo: 3701 —
115,620 amn., 750 n — 234,375 amn., 921,6 n -288,000 amn
(BBeaeHHs 3MiH MPOTAroM 6-TW MicALiB NICNs 3aTBEPAXKEHHS);
3MiHM | TUnYy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHK Y NpoLeci BUPOOHULITBA FOTOBOTO
NiKapCcbKoro 3acoby, BKIHOYAKUN NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOGHULITBI FOTOBOrO NiKapCbKOro
3ac06y (He3HayHa 3MiHa y npoLieci BUPO6HULITBA) - HE3HAYHa
3MiHa y npoueci BUpobHMLTBa Y 3B A3KYy 3 3a3HAYEHHAM YMOBU
cTepunisauii o6nagHaHHA Ta amnyn; 3MiHK | Tuny - 3miHn 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3MiHV BUNpo6yBaHb abo AOMYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuuagikauisx, nig yac BUPO6HULTBA rOTOBOTO J1iKAPCbKOro
3aco6y (iHWi 3MiHK) - 3MiHU JONYCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisix, Mg yac BUPOOHNLTBA: PO3LUMPEHHS MeX 3a M.
pH 38,5 -9,0 no 8,0 - 9,0 BigNOBIAHO 3aTBEPAXEHIl
cneuyudikauii F13; 3miHn | TNy - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbknii 3aci6. 3MiHN Y BUPO6HMLTBI. 3MiHU BUNpoOyBaHb
ab0o [onyCTVMUX MeX, BCTAHOB/IEHMX Y cneumdikalisx, nig
yac BMPOOHULITBA FOTOBOrO NiKAPCbKOro 3acoby (iHLWi 3MiHN) -
3MiHW AOMYCTMMUX MEX, BCTAHOB/IEHNX Y cneumdikauisx, nig,
Yyac BUPOGHULTBA; 36i/1bLLEHHS 06'€MY HanoBHEHHS Ha 0,05Mn1
i3 3a6e3neyYeHHAM rapaHTii BUly4eHHs 06'eMy SK MiHIMyM 3 M/

BignoBigHO Ao Bumor Ph. Eur.2.9.17; 3miHu | Tvny - 3miHun 3
AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.

3MiHu BUNpobyBaHb abo [OMYCTUMUX MEX, BCTAHOBNEHNX Y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

cneuunagikalisx, nig yac BUPO6GHULTBA rOTOBOIO J1iKaPCbKOro
3ac006y (3BYXXEHHS JOMYCTUMUX MEX) - 3BY)XXEHHS A0NYyCTUMUX
MeX; 3MiHM | Tuny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKWii 3acib.
3MiHV Yy BUPOOHMLTBI. 3MiHM BUNPo6yBaHb abo A0NyCTUMUX
MeX, BCTAHOB/IEHMX Y creumdikayisx, nig yac BMpobHuLTBa
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) - 3MiHK
BMNPO6YBaHb NepeBipKy Nig, Yac BUPOOHULITBA FOTOBOrO
NikapcbKoro 3acoby: BBeAEHHSI KOHTPOJIO CTepUi3aLinHnx
iNbTPIB Ha winicHICTb; 3MiHW | TNy - 3MiHKM 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /iKapCbKoro 3acoby.
3MiHa napameTpiB cneumdikauiii Ta/abo 4ONYCTUMUX MEX
roTOBOIO /iKapCbKOro 3acoby (BUlyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3acTapifioro NokasHWKa, Takoro sk
3anax Ta cMak, abo igeHTudikawis 6apBHUKIB UM CMaKOBUX
[06aB0OK)) - BUTyYEHHS1 BUNPOGYBaHHSA Ha ifeHTudikauilo Ta
KiNIbKiCHUIA BMICT NponineHrnikonto 3i cneumdikadii, BignosigHo
pekomeHgauisam ICH Q6A, ockinbkv NponineHrnikons €
contobinizatopom (BBegeHHs 3MiH NPOTArOM 6-TW MicsLiB
nicns 3aTBepmXeHHS); 3MiHM | Tuny - 3MiHK 3 SKOCTi. [0TOoBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NikapcbKoro 3acoby.
3miHa napameTpiB cneuudikaLin Ta/abo fonycTMMNX Mex
roTOBOrO JIiKapCbKOro 3acoby (iHLi 3MiHW) - foAaBaHHSA
napameTpy "bakTepiasibHi eHAOTOKCUHKU" 3 BIAMOBIAHUM
MeTOOM BUNPO6YBaHHA A0 cneuudikauii Ha TepMiH
npuaaTHoCTi,pefakuii npasku Ao po3ainy 3.2.P.5.2 aHanituyHa
MeToAunka (BBefeHHs 3MiH NpOTSArom 6-Tv MicsLiB nicns
3aTBEPMXEHHS); 3MiHU | TMNy - 3MiHK 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /iKapCbKoro 3acoby.
3mMiHa y MeTofax BUNpobyBaHHs roTOBOTO JliKapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEpMXEHUX MeToAax BUNpoOyBaHHS) -
He3HayHa 3MiHa 3a T. KinbkicHuii aHani3. BeHannoBuii cnvpr -
3MiHV NPO6ONIArOTOBKM, Y 3B A3KY 3 OHOB/IEHHAM Banifaulii
aHaniTM4HOI Npoueaypu Ta NepeHeceHHaAM iHdopmadii 3 3.2.R
0o po3sginy 3.2.P.5.3. BBefieHHs 3MiH NpOTArom 6-Tv MicsiLis
nicnsa 3aTBepKEHHSt; 3MiHW | TUMy - 3MiHK 3 AKocCTi. FoTOBWMiA
nikapcbknii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro 3acoty
(iHWi 3miHW) - poaaBaHHsA iHdopMmauii ao po3ainy 3.2.P.5.6.
"O6rpyHTyBaHHs crneuudikaliin’, BBEAEHS eKCnepTHOro 3BiTy 3
6e3neku A/19 BCTAHOB/IEHHS MPONOHOBAHOTO po3nagy
NpoaykTy AoMiWKn A He 6inblie 0,5%; pefakiliiHi npaBku T.
BunpobyBaHHA Ha YACTOTY 3aMiCTb XiMIYHOT Ha3BY BBEAEHO
Has3By «JOMilLka A» 6e3 3MiHV MeXi NPUAHATHOCTI. BBeAeHHS
3MiH NPOTArom 6-Tu MiCALIB Mic/A 3aTBePAKEHHS

147.

LN PUNID

renb no 15 r a6o no 50
r, abo no 100 r y Ty6i;
no 1 Ty6i B KAPTOHHiii

Kopobu,i

MeHTOnaTym
KomnaHi
NimiTen

AHrnis

MeHTONaTym
Komnani Mlimiteq

Benuvka
BputaHi
A

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny -
nogaHHsa oHoBneHoro CepTtudiikaty BiAMoOBIAHOCTI
€Bponeiicbkili hapmakonei RO-CEP 2012-390-Rev 03 Big Bxe
3aTBEPAKEHOI0 BUPOGHMKA

6e3
peyenma

UA/0377/01/01
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145

n/n

148.

JliKapcbKo20
3acoby

ANCNOPT®

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

MOPOLLIOK /151 PO3UMHY

3assHuUK

INCEH

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo
20

nocsioYeHHs1

149.

JOVNCMOPT®

ANs iH ekuili no 500
O/f; 1 conakoH 3

MOPOLLKOM Y KapTOHHilA
Kopobui

MOPOLLIOK /151 PO3UMHY

DPAPMA

INCEH

PpaHuin

dpaHLis

INCEH BIO®APM
NIMITEL,

INCEH BIO®APM

Benvka
BputaHi
]

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu Il Tuny -
3MiHu Wwoao 6esnekn/ethekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y TepaneBTUYHUX NOKa3aHHAX (f0faBaHHS HOBOIO
TepaneBTUYHOTO Noka3aHHs abo 3MiHa y 3aTBepKEHOMY
nokasaHHi) - 3MiH/ BHECEHO A0 IHCTPYKLIT 418 MeAnyHOro

3acToCyBaHHSA NikapcbKoro 3acoby Ao po3giny "lMNokasaHHsa"
(mopaHo HoBe nokasaHHsA: "[AMcnopT® nNpusHadeHwin ans
CMMMTOMATWYHOTO JliKyBaHHSA Yy AOPOCAUX: - NEPBUHHOIO

rineprifgpo3y naxsoBuWX 3anauH TSHKKOTO CTYNeHs, KN He
BiAMNOBiAae Ha 3acTOCyBaHHA TOMNIYHUX aHTUNEepPCnipaHTHUX Ta
AHTUTIAPOTMYHUX 3aCc06iB."), Ta , K HACNiAOK, A0 PO3AiniB
"®apmakonoriyHi BactusocTi", "Cnocib 3acTocyBaHHA Ta
no3un" (BBegeHHs 3MiH NpoTAromM 3-x MicsiuiB nicns
3aTBEPMKEHHS); 3MiHU || TUNY - 3MiHK WoAo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHM y KOpoTKil

XapaKTepucTuLi Nnikapcbkoro 3acoby, TEKCTI MapkyBaHHA Ta

IHCTPYKLT 419 MeANYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
OaHUMM 3 SIKOCTi, AOKANIHIYHUMU, KNIHIYHAMW gaHUMK Ta
AaHumu 3 chapMakoHarnaay - 3MiHM BHeCeHo A0 [HCTpyKuii Ans

MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao po3ainy
"Mo6iuHi peakyji" (415 NokasaHHs "rineprigpo3 NaxBoBUX
3anagunH") BeegeHHsa 3MiH NpoTArom 3-X Micauis nicas

3aTBEPKEHHS

3a
peyenmom

UA/13719/01/01

150.

ANDNASOH®

Ans iH ekuid no 300
OJ; 1 donakoH 3
MOPOLLKOM Y KapTOHHIl
Kopoou,i

PO34MH ANs iHAy3in, 2

DPAPMA

KPKA, a.4a.,

CnoBeHis

NIMITEL

KPKA, a.4., Hoso

Benvka
BpuTaHi
a

CnoBseHi

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu Il Tuny -
3MiHu Wwopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsamy.
3MiHM y TepaneBTUYHUX NOKa3aHHSX (f0faBaHHS HOBOTO
TepaneBTUYHOTO NoKa3aHHS abo 3MiHa y 3aTBepiKeHOMY
noKasaHHi) - 3MiH1 BHECeHO [0 IHCTPYKLii Ana Mefu4HOoro

3aCTOCYBaHHS NMikapCcbKoro 3acoby Ao po3ainy "MokasaHHs"
(AopaHo HoBe nokasaHHSA: "AucnopT® npusHaveHni Ans
CUMNTOMATUYHOTO MiKyBaHHA y AOPOCAVX: - NEPBUHHOIO

rineprigpo3y naxBoBMX 3anafuH TSHKKOro CTYMNeHs, SKUi He
BiNOBIAA€E Ha 3aCTOCYBaHHA TOMIYHNX @aHTUNEPCNiPaHTHUX Ta
aHTUTAPOTMYHUX 3aCc06iB."), Ta , AK HACNIAOK, A0 po3ainiB
"®apmakonoriyHi BractusocTi", "Cnocib 3acTocyBaHHA Ta
[o3n" (BBegeHHs 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPKEHHS); 3MiHM Il TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3MiHM y KOpoTKil

XapakTepucTumLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta

IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMMU
AaHVIMU 3 SKOCTi, AOK/IHIYHAMU, KNIHIYHUMW AaHMKn Ta
AaHumu 3 chapMakoHarnaay - 3MiHA BHECeHO A0 [HCTpyKUi Ans
MEAUYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby f0 po3finy

"Mo6iuHi peakyji" (415 NokasaHHsa "rineprigpos NaxBoBUX

3anagvH") BBeAeHHs 3MiH NpoTarom 3-x MicauiB nicns
3aTBEPMAKEHHS

3a
peyenmom

UA/13719/01/02

3a

BHECEHHS 3MiH 10 peecTpaliiHmx maTepianis: 3miHu Il Tuny -

UA/2527/02/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
mr/mn no 100 mny HoBo mecTo MecTo A 3MiHV Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsagy. peyenmom
chnakoHi; no 1 BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BUAA
dh/1aKoHy Y KapTOHHIl peecTpauiiHoro NocBigYeHHs, BKIoYakum MnaH ynpaeniHHA
Kopobu,i pu3nKamm (3acTocyBaHHS 3MiH(1), Aiki(a) BUMararoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBMMU [0AATKOBUM JaHUMK,
L0 MalTb HaJaBaTNCA KOMNETEHTHUM OpPraHoOM, OCKI/TbK/
BUMAraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHomMm).
BriKoHaHHA 3060B'A3aHb BiANOBIAHO A0 MigNyHKTY 1.13 nyHKTY
1 poaatky 15 go MNMopAagky NnpoBeAeHHA ekcnepTusn
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
noJalTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadii), a
TaKOX eKCnepTn3n MaTepiasliB NPO BHECEHHA 3MiH [0
peecTpauiiHux MaTepiasniB NPOTArom Aii peecTpawiiiHoro
noceifgYeHHs, 3aTBepkeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
151. ANDNHO30N® PO34unH ANs iHdysiid, 2 MAT YkpaiHa MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/11674/01/01
mr/mn no 100 mny "Tannucgpapm" 3MiHK Wo[0 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy - peyenmom
NAAWL CKASHIA; no 1 3MiHV BHECEHI B TEKCT MapKyBaHHS YNaKoBKM NiKapCbKoro
NASALWLI B navLi 3aco0y LWoA0 3a3Ha4YeHHA MiXXHAPOAHMX NO3HAaYeHb OANHULb
BMMIpIOBaHHS. BBeeHHs 3MiH NpoTArom 6-T1 MicaLiB nicas
3aTBEPAKEHHSA
152. ANDPNHOKAH® PO34mnH aNs iHdy3iid, 2 Mdpaiizep IHK. CWA dapeBa AMbya3 PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/5970/01/01
mr/mn, no 50 mn abo 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peyenmom

100 mn y cpnakoHi; no
1 chnakoHy B
KapTOHHI ynakosL,i

3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTaBi perynspHo OHOB/HOBAHOrO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifpkeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pe3ynbTaT OUiHK/ 3BITy 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaxy negiatpuyHux gocnimkerb (PIP) (iHwWi 3MiHK) 3MiHn
BHECEHO [0 IHCTPYKLii AN MeANYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby Ao po3ainy "3actocyBaHHA y nepios
BariTHOCTi abo rogyBaHHs rpyaato. BariTHicTb" Wwopao
iCHYBaHHS NiABYLLEHOr0 PU3UKY COHTAHHOTO abopTy Yy XIHOK,
AKi OTpUMyBasIn dlyKOHA30/1 NPOTArOM MEPLLOro TPUMECTPY
BariTHOCTI, BignoBigHO f0 pekoMeHaauii PRAC. BBegeHHs
3MiH NPOTAroMm 3-X MicsUiB NicNs 3aTBepAXeHHSA. 3MiHu Il Tuny
- 3miHu Wwoao 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTaBi perynspHo OHOB/HOBAHOIO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnifpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pe3ynbTaT OUiHK/ 3BITy 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigpkeHs (PIP) (3miHa noTpebye
nofasibLLIoro 06rpyHTyBaHHS HOBUMU A0AATKOBYMU AaHUMU)
3MiHV BHECEHO A0 IHCTPYKLUIT 415 MEeAWYHOIO 3aCTOCYBaHHSA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

nNiKapcbkoro 3acoby A0 po3ainis "®apMakonorivHi
BNacTUBOCTI" (pefaryBaHHs TekcTy), "MokasaHHA"
(peparyBaHHs TekcTy), "lMpoTunokasaHHs", "B3aemogis 3
HLIMMKM NiKapcbKMK 3acobamMu Ta iHLWi BUAn B3aeMogiid",
"Oco6n1BOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHs rpyaal. epTunbHicTb", "3aaTHicTb
BM/IMBATU Ha LWBMAKICTb peakLjii Npu KepyBaHHI
aBTOTPaHCNOPTOM abo poboTi 3 iHWKMMK MexaHisMamn®”,
"Cnoci6 3acTocyBaHHs Ta f031n" (pefaryBaHHs TEKCTY),
"Mo6iyHi peakuyji" BigNoBigAHO A0 MaTepianiB peecTpavliiiHoro
[0Cbe. BBeEeHHS 3MiH NpoTArom 3-x MicAuiB nicns
3aTBep/mxeHHs. 3miln Il Tuny - 3miln Wwoao
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsagy. 3mMiHu y KopoTkili
XapaxkTepucTuLi NikapCbkoro 3acoby, TEKCTI MapkyBaHHS Ta
IHCTPYKLT AN MEANYHOTO 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMM
LaHUMM 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW faHuMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiH1 BHECEHO A0 IHCTPYKL,i
A5 MeMYHOTo 3aCTOCyBaHHS /liKapCbKoro 3acoby Ao po3ginis
"apmMakonoriyHi BnactmsocTi’, "B3aemogisa 3 iHWKMMKN
Nikapcbk1MMU 3aco6amMu Ta iHLLi BUAW B3aeMogii",
"Oco6nMBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y nepios
BariTHOCTi abo roAyBaHHs rpyaato. FogysaHHa rpyaat”,
"Cnoci6 3acTocyBaHHs Ta go3n", "MobivHi peakuii" BignosigHO
[0 MaTepianiB peecTpauiiHoro gocke. BBeeHHs 3MiH
npoTArom 3-x MicsiliB nicns 3aTBepXeHHs

153.

DIAHIN N4 3
BMICTOM
r/IFOKO3M 1,36%
MIOB/13,6 MM/

po3uunH ans
NnepuToOHeasIbHOro
nianizy; no 2000 mn
PO34KHY Y
NNacTVKOBOMY MiLLIKY
“Biacpnekc” PL 146-3,
OofViHapHOMY,
obnagHaHomy
iH'eKUiiHMM NopTOM Ta
3'eHyBayeM, abo y
MiLLKy “TBiH Ber”,
obnagHaHoOMy
iH'EKUiiHMM nopToM, 3
iHTerpoBaHunm 3a
[0NOMOro0 ABOX
marictpaneii Ta Y-
3’eHyBaya NOPOXHIM
NNacTVKOBMM MiLLKOM
ANs ApeHaxy,
BK/1afEeHNX Y Npo30opuii
NNacTVKOBWI NakeT;
no 5 KoMNAekTiB y

Bakctep
Xenckea C.A.

Ipnangis

Bbakctep Xenckea
C.A.

IpnaHgj
A

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu | Tuny -
AIMiHICTPaTMBHI 3MiHN. ByuyeHHsI BUPOGHMYOI AibHNL
(BKNtovatoum ginbHULi ons APl NPOMXHOIO NPoAyKTy abo
roTOBOrO /liKapCbkoro 3acoby, AiNbHWL 415 NPOBEeAEHHS
nakyBaHHs, BUpO6HYKa, BiANoBiAanbHOro 3a BUMYCK Cepiid,

MicLLe NpoBeAEeHHS KOHTPO/Io cepil) abo noctavasibHuKa
BMXiQHOro martepiany, peareHTy abo A0NOMiIKHOI pEYOBUHN
(AKLLLO 3a3HAYEHO Y AOCLE) BUyYEHHS BUPOOHMKa N3
Bakctep MeHblodhekyepiHr Cn. 3 0.0., MonbLua.
BBefeHHHS 3MiH MPOTAroM 3-X MicsliB nicns 3aTBepiKeHHS.

3a
peyermom

UA/12425/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

KapTOHHiI kopobuj; no
2500 M1 po3yunHy y
NNacTVKOBOMY MiLLIKY
“Biacpnekc” PL 146-3,
OfIMHaPHOMY,
obnagHaHomy
iH'eKUiiHMM NopTOM Ta
3'efjHyBayeM, abo y
MiLky “TBiH Ber”,
obnagHaHoOMy
iH'EKLiHM nopToM, 3
iHTerpoBaHunm 3a
[10MOMOro0 ABOX
marictpanei Ta Y-
3'eHyBaya NOPOXHIM
NNacTVKOBMM MiLLKOM
ANs ApEHaxy,
BK/1aZEHNX Y NpO30puii
NNacTVKOBWI NakKeT;
no 4 KOMMNEKTN y
KapTOHHiI kopobuj; no
3000 mn po3yunHy y
NAacTMKOBOMY MiLLIKY
“Biacdhnekc” PL 146-3,
OfIMHapPHOMY,
obnagHaHomy
iH'EKUiiHM NopTOM Ta
3'egHyBayem, abo y
MiLLKy “TBiH Ber”,
obnagHaHomy
iH'eKUiiHMM nopToM, 3
iHTerpoBaHum 3a
Z0MOMOro0 BOX
marictpanei Ta Y-
3'eHyBaya NOPOXHIM
NNacTVKOBMM MILLKOM
ANA APEHaxy,
BK/1aZ€HNX Y Npo30opuii
NNacTVKOBWI NakeT;
no 3 KOMNNEKTN y
KapTOHHi Kopobuj; no
5000 M1 pO3UnHY y
NNacTVKOBOMY MiLLIKY
“Biachnekc” PL 146-3,
OfIMHaPHOMY,
obnagHaHoOMy
iH'EKLiiHMM NopTOM Ta
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
3'eHyBayem,
BKNafieHoMmy y
npo3opuii
NNacTVKOBWI NakKeT;
no 2 KOMMN/IEKTN y
KapPTOHHIn Kopobui
154. AOIAHIN NA4 3 pO34nH ons BakcTep IpnaHgis BakcTtep Xenckea Ipnangi BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/12425/01/02
BMICTOM nepuToOHeasIbHOro Xernckea C.A. C.A. A AAMIHICTPaTVBHI 3MiHW. BunyyeHHs1 BUPOOHMYOT GinNbHUL peyenmom
FNHOKO3U 2,27% | gianisy; no 2000 mn (Brovatoun ginbHuui Ans A®|, npoMixXHOro NpoaykTy abo
M/OBI22,7 MFIM/T | po3unHy y roTOBOro Nikapcbkoro 3acoby, AiNbHULi 4715 NPOBEAEHHS

N1acTMKOBOMY MiLLKy
“Biachnekc” PL 146-3,
0fIMHapHOMY,
obnagHaHomy
iH'EKUiiHMM NopTOM Ta
3'egHyBayem, abo y
MiLLKy “TBiH Ber”,
obnagHaHomy
iH'eKUiliHMM nopToM, 3
iHTerpoBaHum 3a
Z0MOMOro0 4BOX
marictpanei Ta Y-
3'egHyBaya NOPOXHIM
NNacTVKOBMM MILLKOM
AN ApEHaxy,
BKMaAEHNX Y NPO30pUiA
NNacTVKOBUI NakeT;
no 5 KOMMNEeKTIB y
KapTOHHiI kopobuj; no
2500 M1 po3ynHYy y
NNacTVKOBOMY MiLLIKY
“Biachnekc” PL 146-3,
OfIMHaPHOMY,
obnagHaHoOMy
iH'EKUiiHMM nopTOM Ta
3’egHyBayem, abo y
Miwky “TBiH Ber”,
obnagHaHomy
iH'eKUiiHMM nopToM, 3
iHTerpoBaHnM 3a
[ONOMOroK ABOX
marictpanei Ta Y-
3'eHyBaya NOPOXHIM
NAaCTMKOBUM MiLLKOM
AN ApeHaxy,
BK/1afeHNX Y Npo30opuii
NNacTUKOBUIA NaKeT;

nakyBaHHs, BUPOOHYKa, BiANoBiAanbHOro 3a BUMYCK Cepiid,
MicLie NpoBeAeHHS KOHTPO/I0 cepii) abo nocTavanbHrKa
BUXIAHOrO MaTepiany, peareHTy abo fOMNOMDKHOI pe4OBUHU
(AKLLLO 3a3HAYEHO Y AOCHE) BUyYEHHS BUpPobHuKa N3
Bakctep MeHbtodhekyepiHr Cn. 3 0.0., MNonblua.
BBefileHHHS 3MiH MPOTAroM 3-X MicSILiB MiCNs 3aTBEPIKEHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

no 4 KOMNNEKTN y
KapTOHHi Kopobuj; no
3000 M1 po3ynHY Y
NNacTVKOBOMY MiLLIKY
“Biachnekc” PL 146-3,
OfIMHaPHOMY,
obnagHaHoOMy
iH'EKLiiHM nopToM Ta
3'egHyBayem, abo y
MKy “TBiH Ber”,
obnagHaHomy
iH'EKUiiHMM nopToM, 3
iHTerpoBaHnM 3a
[0NOMOroK ABOX
marictpanein Ta Y-
3'eHyBaya NOPOXHIM
NAacTMKOBUM MiLLKOM
AN ApeHaxy,
BK/1afeHNX Y Npo30puii
NNacTUKOBWIA NaKeT;
no 3 KOMMNIEKTN y
KapTOHHiI kopobuj; no
5000 M1 po3UmnHYy y
NNacTVKOBOMY MiLLIKY
“Biacpnekc” PL 146-3,
OZIMHapPHOMY,
obnagHaHomy
iH'eKUiiHMM NopTOM Ta
3'eHyBayem,
BK/1afileHoMy Y
npo3opuii
NNacTUKOBWIA NaKeT;
no 2 KOMMNIEKTN Y
KapTOHHI KopobLi

155.

DIAHIN N4 3
BMICTOM
r/IFOKO3M 3,86%
MIOB/38,6 MM/

po3uunH ans
NnepuToOHeasIbHOro
nianizy; no 2000 mn
PO34KHY Y
NNacTVKOBOMY MiLLIKY
“Biacpnekc” PL 146-3,
OofViHapHOMY,
obnagHaHomy
iH'eKUiliHMM NopTOM Ta
3'eHyBayeM, abo y
MiLLKy “TBiH Ber”,
obnagHaHoOMy
iH'EKUiiHMM NopTOM, 3

Bakctep
Xenckea C.A.

Ipnangis

Bbakctep Xenckea
C.A.

IpnaHgj
A

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny -
AIMiHICTPaTMBHI 3MiHN. ByuyeHHsI BUPOGHMYOI AibHNL
(BKNtovatoum ginbHULi ons APl NPOMXHOIO NPoAyKTy abo
roTOBOrO /iKapCbKoro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs, BUpO6HYKa, BiANoBiAanbHOro 3a BUMYCK Cepiid,

MicLLe NpoBeAEeHHS KOHTPO/Io cepil) abo noctavasibHuKa
BMXiQHOro martepiany, peareHTy abo A0NOMiIKHOI pEYOBUHN
(AKLLLO 3a3HAYEHO Y AOCLE) BUyYEHHS BUPOOHMKa N3
Bakctep MeHblodhekyepiHr Cn. 3 0.0., MonbLua.
BBefeHHHS 3MiH MPOTAroM 3-X MicsliB Nicns 3aTBeppKeHHS.

3a
peyermom

UA/12425/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

iHTerpoBaHnM 3a
[l0NOMOro0 BOX
marictpanei Ta Y-
3'eHyBaya NOPOXHIM
NAacTMKOBUM MiLLKOM
ANs APEHaXy,
BK/1afeHNX Y Npo30opuii
NNacTUKOBWIA NaKeT;
no 5 KOMM/IEeKTIB y
KapTOHHiI kopobuj; no
2500 M1 po3yunHy y
NNacTVKOBOMY MiLLIKY
“Biacpnekc” PL 146-3,
OfIMHapPHOMY,
obnagHaHomy
iH'eKUiiHMM NopTOM Ta
3'efjHyBayeM, abo y
MiLky “TBiH Ber”,
obnagHaHoOMy
iH'EKLjiHMM nopToM, 3
iHTerpoBaHunm 3a
[10MOMOro0 ABOX
marictpasnei Ta Y-
3'eHyBaya NOPOXHIM
NNacTVKOBMM MiLLKOM
ANs ApEHaxy,
BK/1aZ€HNX Y Npo30puii
NNacTVKOBWI NakKeT;
no 4 KOMMNEKTN y
KapTOHHiI kopobuj; no
3000 mn po3yunHy y
NAacTMKOBOMY MiLLIKY
“Biacdhnekc” PL 146-3,
OfIMHapPHOMY,
obnagHaHomy
iH'EKUiiHM NopTOM Ta
3'egHyBayem, abo y
MiLLKy “TBiH Ber”,
obnagHaHomy
iH'eKUiiHMM nopToM, 3
iHTerpoBaHum 3a
Z0MOMOro0 BOX
marictpanei Ta Y-
3'eHyBaya NOPOXHIM
NNacTVKOBMM MILLKOM
ANA APEHaxy,
BK/1aflEHNX Y Npo3opwuii
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
NNacTVKOBWI NakKeT;
no 3 KOMMNIEeKTN y
KapTOHHiI kopobuj; no
5000 M1 po3yUnHy y
NAacTMKOBOMY MiLLIKY
“Biacdhnekc” PL 146-3,
OfIMHapPHOMY,
obnagHaHomy
iH'EKUiiHM NopTOM Ta
3'eHyBayem,
BKNafeHomy y
npo3opuii
NNacTVKOBWI NakKeT;
no 2 KOMMN/IEKTU y
KapPTOHHIn Kopobui
156. AOlIA®NY kancynv no 50 Mr no M. BioTek it Benvka Crpaiiac WacyH IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/12182/01/01
10 kancyn y 6nictepi; BpuTanis Nimiten 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
no 1 6nictepy B naui BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BuAAdi
peecTpauiiHoro NocBigYeHHs, BKIOYaoumn MNnaH ynpasniHHA
pv3nkamm (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€)
noAasibLIOro 06I'PYHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK,
LU0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKINTbK/
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
BriKoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1 pogatky 15 fo MNMopAagky NpoBefeHHSA ekcrnepTusu
peecTpauiiiHMx MaTepianis Ha nikapcbki 3acobu, Lo
noAalTbCs Ha AepXaBHy peecTpauiio (nepepeecTpadiio), a
TaKOX eKCnepTM3n MaTepiasliB Npo BHECEHHA 3MiH [0
peecTpauiiHnx matepianis NPOTArom fji peecTpavjiiniHoro
NocBiAYEHHS, 3aTBepxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
157. AlIA®NY kancysv no 100 mr, no M. BioTtek T4 Benuvka Crpaiigc WacyH IHAjisa BHECEHHS 3MiH 0 peecTpaLiitHux maTepianis: 3miHu Il Tuny - 3a UA/12183/01/01
10 kancyn y 6nicTepi; BpuTaHis Nimitep 3MiHu Woao 6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy. peyenmom

no 1 6nictepy B nauui

BHeceHHs abo 3miHa(v) Ao 3060B'A3aHb Ta YMOB Buaadi
peecTpauinHOro NocBiAYEHHS, BKAOYatoum MNnaH ynpasiHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), Aki(a) BUMararoTb(€)
noAasibLIOro 06rpyHTYBaHHSA HOBMMU [OAATKOBUM JaHUMK,
LLIO MaloTb Ha4aBaTUCA KOMMNETEHTHUM OPraHoM, OCKiSTbKM
BMMAaraeTbCs CyTTEBA OLjiHKa KOMMETEHTHUM OpraHom) -
BukoHaHHs 3060B'A3aHb BIANOBIAHO A0 NigNYHKTY 1.13 NyHKTY
1 popatky 15 fo MNopagky NpoBefeHHA ekcnepTnsmn
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
noJaloTbCs Ha AepXaBHy peecTpalitio (nepepeecTpadiio), a
TaKOX eKCnepTusn mMmaTepiasiiB MPO BHECEHHS 3MiH A0
peecTpauiiHnx MaTepianiB NPOTArom Aii peecTpawiiiHoro
NocBiJYEHHS, 3aTBEpAKeHOro Hakazom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
158. AOlIA®NY kancynu no 150 mr, no M. BioTek it Benvka Crpaiiac WacyH IHais BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 6e3 UA/12183/01/02
1 kancyni y énicrepi; BpuTaHis Nimiteq 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsay. peyenma
no 1 6nictepy B naui BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB BMAAd
peecTpauiiHoro NocBigYeHHs, BKIYaoum MNnaH ynpasniHHA
pv3vnkamm (3acTocyBaHHs 3MiH(M), Aki(a) BUMaratoTb(€)
noAasibLIOro 06I'PYHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK,
LU0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/TbK/
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
BrikoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1 pogatky 15 fo MNMopAagky NnpoBefeHHA ekcrnepTusu
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
noAalTbCs Ha AepXaBHy peecTpauiio (nepepeecTpadio), a
TaKOX eKCnepTM3n MaTepiasliB Npo BHECEHHA 3MiH [0
peecTpauiiiHix mMaTepiasiiB NpoTsArom Aii peectpauiiioro
NnocBiAYEHHS, 3aTBepAxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
159. AIALE® 1T MOPOLUOK A1 PO3UUHY CeHc IHAain CeHc Jlabopatopic IHAisa BHECEHHS 3MiH [0 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/17129/01/01
Ans i1 ekujin, no 1000 NabopaTtopic Met. N14. AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW JlikapcbKoro 3acoby - peyenmom
Mmr, 1 donakoH 3 rer. /114, 3MiHU BHeceHi Wwopao Ha3su /13 3artseppkeHo: CAHAKCOH —
MOPOLLKOM Y KapTOHHIi 1000 (SANAXONE — 1000) CAHAKCOH — 2000 (SANAXONE
ynakoBLi — 2000); 3anpnoHoBaHo: AIALUE® 1 r (DIACEF 1 g) AIALE® 2
r (DIACEF 2 g)
160. AIALE® 2T MOPOLUOK A1 PO3UUHY CeHc IHAaia CeHc Jlabopatopic IHAjisa BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/17129/01/02
Ans iH ekujin, no 2000 NabopaTtopic Met. N14. AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW JlikapcbKoro 3acoby - peyenmom
Mmr, 1 dpnakoH 3 rert. /114, 3MiHWN BHeceHi wopao Ha3su /13 3atseppxkeHo: CAHAKCOH —
MOPOLLKOM Y KapTOHHIi 1000 (SANAXONE — 1000) CAHAKCOH — 2000 (SANAXONE
ynaxoBLi — 2000); 3anpnoHoBaHo: AIALIE® 11 (DIACEF 1 g) AIALIEE® 2
r (DIACEF 2 g)
161. AIOKCNAVH MOPOLUOK (CybcTaHList) ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux matepiasnis: 3miHu | Tuny - - UA/11443/01/01
y nonieTuIeHoBNX obMexeHo 06MexeHo 3MiHM B npoveci BUpobHuuTea APl (He3HayHa 3MiHa Y NpoLeci
MiLLKax Ans BiANOBIAa/IbHI BiAANOBIAA/LHICTIO BMpOGHULTBa ADI)
BMPOGHULTBA CTiO "PAPMXIM"
CTEPUNBLHUX Ta "GAPMXIM"
HecTepUIbHNX
nNiKapcbknx chopm
162. AOKCULUUMKNIHY Kancynu rno 100 mr no ToBapucTBO 3 Ykpaina BMNYCK cepil: YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/1307/01/01
rigPoxnoprump 10 kancyn y 6nictepi, 06MEXEHO ToBapucTBO 3 AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peyenmom
no 1 6nictepy y BiAMNOBIAA/TbHI o6MexeHo 3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) 3miHa
KOpOGLLi 3 KAPTOHY cTio BiANOBIAabHICTIO HaliMeHyBaHHS Ta agpecu 3asaBHUKa TOBap1CTBO 3
"XapkiBcbke "XapkiBCbke 06MEXEHOH0 BifnoBigaIbHICTIO "XapkKiBCcbke hapmaueBTUYHe
thapmaueBTuy thapmaueBTUyHe nignpveMcTBo "340poB's Hapoay”, YkpaiHa; 3miHu | Tuny -
He nigNpPUEMCTBO AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
niANPMEMCTBO "3p0poB'a Hapoay", MiCLiA NPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa
"3p0poB'a YKpaiHa,; roTOBOrO JIiKAPCbKOro 3acoby, BK/OYaoUM AiNlbHULi BUMYCKY
Hapogay" BCi cTagii cepii abo MicLe NpoBefeHHS KOHTPOSIIO AKOCTI. (HiSNbHICTb, 3a
BMPOOHULITBA, AKy BignoBifae BUPOOHMK/IMNOPTEP, BKIKOYAOUM BUNYCK Cepiit)

KOHTPOJ1b AKOCTI:

3MiHa HaliMeHyBaHHS Ta afpecu BUpo6Huka /13 ToBapucTBO
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
ToBapucTBO 3 3 0OMEXEHOI0 BiAMOBIAALHICTIO "XapKiBCbke (hapMaleBTUYHe
obmexeHoro nignprveMcTBo "340poB'a Hapoay", YkpaiHa (Bunyck cepii), 6e3
BigNOBiAa/IbHICTIO 3MiHW MicLs BUPO6HMLTBA. BBEAEHHS 3MiH MpoTsArom 3-x
"®APMEKC IPYI", MicsAILiB nicns 3aTBepKeHHs. 3MiHU | Tuny - AAMIHICTpaTUBHI
YKpaiHa, 3MiHU. 3MiHa HallMeHyBaHHA Ta/abo agpecy micus
BCi cTagii NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
BMPOGHULITBA, nNiKapcbKoro 3acoby, BKIOHakuu AibHULi BUNYCKY cepii abo
KOHTPO/1b AKOCTI: MicLie NpoBEeAEHHS KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKY
ToBapucTBo 3 BiANOBiAaE BMPOGHMK/IMNOPTEP, HE BK/IKOYAKYM BUMYCK Cepiid)
obmexeHolo -
BiA4MNOBIAA/IbHICTIO 3MiHa HallMeHyBaHHs Ta agpecu BUpo6HMKa ToBapuUCTBO 3
"®apmaueBTUYHa obmexeHoto BignosigansHicTio "@APMEKC IMPYI", YkpaiHa,
KOMnaHis (BCi cTagii BUpOGHMLTBA, KOHTPO/Ib AKOCTI), 6€3 3MiHN MicLA
"3popos'a’, BMPOGHMLITBA
YkpaiHa
163. OOKCTOPEQ, KOHLeHTpaT ans O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/16701/01/01
PO34MHY A5 IHQY3IN, Nab6opaTtopic Na6opaTopic /T4, 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peyenmom
20 mr/mn, mo 1 mn (20 nTp, (BupobHuunii Bigain BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NMPO cucTemy
Mmr) abo 4 mn (80 mr) y -7) thapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHux npo
chnakoHi, no 1 cuctemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
h/1aKoHy Y KapTOHHIl BiANOBIAA/LHOI 32 34iiCHEHHS hapMakoHarnsay; KOHTakTHOT
Kopoou,i ocobu 3 hapMakoHarnsay 3asBHuUKa aisi 34iicHeHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6u, BigNOBIAaNLHOT 3a 34iiCHEHHS
hapmMakoHarnagy (BKiovaoUun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MiLeHHI MacTep-halina cuctemun hapmakoHarisgy) -
3MiHa YyNOBHOBaXKEHOT 0C06M 3aBHUKA, BiAMOBIfa/IbHOT 3a
3pjiicHeHHs hapmakoHarnagy: NponoHoBaHa pegakuis — Dr.
Chetan Karoo. 3miHa KOHTakTHVX AaHNX YNOBHOBAXEHOI
ocobm
164. AONOKC TabneTku, BKPUTI "HOHiK IHais HOHIK IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/3939/02/01
PETAP/L NAiBKOBOIO PapmacboThK PapmacboTKan AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU NiKapCbKoro 3acoby peyenmom
060/10HKOI0, an NabopaTtopis 3arsepoxeHo: ANKNTOPEHAK CP/DICLOFENAC SR
NPOJIOHrOBaHHOI Aii No Na6opatopisz" (BipfineHHs dipmun 3anponoHosaHo: JOJIOKC PETAP/DOLOX RETARD 3MmiHu |
100 mr no 10 TabneTok (BipAaineHHs "[x. B. Kemikan3 TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
y 6nicTepi; no 1, no 2, ipmn "Ox. B. eHf hapmakoHarnagy (iHwi 3MiHn) 3MiHU BHECEHI B TEKCT
a6o no 10 6nicTepi y Kemikans eHp, PapmacboTuKan3 MapKyBaHHS MepBUHHOT Ta BTOPUHHOT ynakosok /13
Kopo6u,i dapmMacblTHK Nt
ans ita.")
165. AONOKCEH TabneTku, BKpUTI €Bpo Benuvka IHpoko Pemegic IHAjisA BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 3a UA/8051/01/01
NAiBKOBOIO Naiidpkep 174 BpuTaHis Nimiteq 3MiHa y MeToax BUNpobyBaHHS rOTOBOrO MiKapCbKoro 3acoby; | peyenmom

o6onoHkoto, no 10
Tabnetok y 6nictepi;
no 2 a6o 10 6nictepiB
Y KapTOHHIi kopobui

CynyTHs 3MiHa: 3MiHa napameTpiB crneumndikauilii Ta/abo
[0NyCTUMMUX MEX FOTOBOrO /iKapCbKOro 3acoby - 3MiHa
METOAMKN BUNPOBYBaHHSA 3a MOKa3HUKOM «CynpoBigHi
[OMILLKM»; 3MiHA B METOAULL 3a NOKa3HUKOM «KinbkicHe
BM3HAYEHHS»; 3MiHa NPO6ONIArOTOBKY CTAHAAPTHOIrO PO3YMHY |
[OBXWHW XBWNI AeTEKTYBaHHA B MeTOAMLI BUNPOOyBaHHSA 3a
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
NokKasHNKOM «KifnlbkicHe BU3HauYeHHs. JuknodeHak HaTpito,
MapaueTtamon», BignoBigHE KOPUTyBaHHS B METOAWL
«lgeHTudikalis» gilounx pevyoBuH B cneundikauii i MeTogax
KOHTPOI0; 3MiHa NPo6OoNiAroTOBKMA CTaHAapPTHOIO PO3UUHY i
[OOBXUHW XBUAI feTeKTyBaHHA B METOAML| BUNPO6YBaHHSA 3a
NOKa3HNKOM «PO3UYMHEHHS»; 3MiHM | TUMY - 3MiHa y MeTofax
BMMPOOYBaHHA rOTOBOTrO NiKapCbKOro 3acoby - 3MiHa
npo6onifgroToBKM B MeToAUL igeHTudiKaLlii TuTaHy giokcuay;
3MiHM | TNy - 3MiHa napameTpiB cneyudikauiin Ta/abo
[0MyCTUMUX MEX rOTOBOrO NiKapCcbKoro 3acoby - 3miHa
BMNPO6YBaHHA «OAHOPIAHICTL BMICTY» Ha «OAHOPIAHICTb
[,030BaHNX OAVHWLb>» B cneuudikauii i MeTogax KOHTPosIo
roTOBOrO JIiKapCbKOro 3acoby
166. AONYTErPABIP TabneTku, BKpUTI AypobiHgo IHAain Aypobingo ®apma IHAisa BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/16556/01/01
MN/1iBKOBOIO dapma Nimitea, tOHIT-VII 3MiHM 3 sKocTi. [oToBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. peyenmom
060/10HKO10, M0 50 Mmr, NimiTen 3MiHa y TepMiHax npuaaTHoOCTI abo ymoBax 36epiraHHs
no 30 TabneTok y rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
nNacTyKoBoMy NpUAATHOCTI FOTOBOTO Nikapcbkoro 3acoby) - s Toprosoi
dhnakoHi, no 1 ynakoBku (NigTBEPAXKYETLCA AaHUMU peasibHOro vacy) -
h1aKkoHy Y KapTOHHIl 36ibLUEHHA TEPMiIHY NPUAATHOCTI NiKapCbKOro 3acoby
KOpoo6Li (3aTBEPKEHO: 2 POKM; 3aNpOnNoHOBaHO: 3 POKM)
167. AOLUETAKCEN KOHLEeHTpaT ans Amakca Benvka KOHTPO/Ib cepil, Himeuy BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/14900/01/01
AMAKCA PO3UmnHY ANs iHAY3il, Papma 1T/, BpuTaHis cepTudikauis Ta nHa/ 3MmiHn Wwopao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi | peyernmom
20 mr/mnno 1 mn, 4 BUNYCK Cepil: Pecny6 3MiHW)
MmN, 7 M1 abo 8 Mny AkBiga 'm6X, nika BBE/leHHS aUIbTEPHATUBHOIO TEKCTY MapKyBaHHA YKPaiHCLKO
chnakoHi; no 1 HimeuunHa Kopes Ta aHrMiNcbKo MoBaMu1 A1 BTOPUHHOT Ta NEPBUHHOI
ch1akoHy B KapTOHHIlA yNakoBOK NikapCbKoro 3acoby. BBeAeHHs 3MiH NpOTArom 6-Tu
KopooLi BTOPWHHE MiCALIB NiCNA 3aTBEPAKEHHS.
nakyBaHHs:
Komdpacc Mv6X,
HimeuunHa
BTOPVHHE
nakyBaHHs:
BeHyc ®apma M'M6X,
HimeuunHa

BMPOBHULITBO in
bulk, nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/1b Cepil:
CamsHr
Biochapmac'toTikens
KopnopefiwH,
Pecny6nika Kopes
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
168. OOLUETAKCEN- KOHLeHTpaT ans MicTpan AHrnis AxTasBic ITanis ITanis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | TNy - 3a UA/13982/01/01
BICTA pO34KHy ans iHdysiid, Kenitan C.n.A. AAMiHICTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
20 mr/mm; mo 1 mn (20 MeHepKMeHT 3asBHMKa (BNacHvKa peecTpauiiHoro NoCBifYEHHs) - 3MiHa
Mr), abo no 4 mn (80 Nimiten azpecu 3asiBHUKa
Mr), abo 7 mn (140 wr)
y thnakoHi; no 1
h/1aKkoHy B KapTOHHIlA
Kopobui
169. AYOTPAB® Kpanni o4Hi, o 2,5 mn HoBaprTic LLiBefiuapis AnkoH-KyBpbop Benebris BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/6292/01/01
y hnakoHi- dapma Al 3MiHu Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peyenmom
KpanensHuui; no 1 BBegeHHs1 abo 3MiHM A0 y3ara/lbHEHUX AaHWX NP0 CUCTeMy
chnakoHi-kpanenbHuLj hapmakoHarnsgy (BBeLEeHHs y3ara/lbHeHUX JaHux npo
B NMPOMIiXHil1 ynakoBLi, cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
LLIO BKNaJaETLCA B BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsgy; KOHTakTHOT
KOPOOKY 3 KapTOHY ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iiCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 3a 34iNCHEHHSA
hapmakoHarnsgy (Bk/ovalouy KOHTakKTHI gaHi) Ta/abo 3miHn y
PO3MilLEeHHI MacTep-haiina cucteMu papmakoHarnsgy) -
3MiHa KOHTaKTHUX [aHnX YNOBHOBAaXEHOI 0Co6M,
BiANOBIAa/IbHOI 32 hapMakoHar/isa. 3MiHa Micus 34iCHEHHS
OCHOBHOI AifsNbHOCTI 3 hapmakoHarnsgy. 3miHa agpecu
MacTep-caina
170. EAQOPAHT® TabneTku, BKpUTI TOB Ykpaina AHccen-Cinar C.n.A. ITanis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/14060/01/01
nAiBKOBOIO "[XOHCOH | 3MiHW A0 IHCTPYKLi 418 MeAMYHOro 3aCTOCYBaHHSA 40 po34inis | peyenmom
060/10HKO0, N0 25 Mr JXoHCcoH "Oco6nmBocTi 3acTocyBaHHA", "Mo6iuHi peakuii”; 3miHu Il TNy
no 30 Tabnetok y YkpaiHa" - 3MiHW [0 IHCTPYKLUiT 4719 MeAMYHOro 3aCTOCYBaHHA A0
thnakoHi; no 1 po3ziny "B3aemogis 3 iHWMMK NiKapCbKUMKU 3aco6amMm Ta iHLi
h1aKkoHy B KapTOHHIi BMAW B3AEMOZIN"; 3MiHN || TUMY - 3MiHW A0 IHCTPYKLiT Ans
nauui MeAMYHOro 3aCTOCyBaHHA A0 PO3A4iiB "®apMakonoriyHi
BnacTmBocTi", "OcobMBOCTI 3aCTOCyBaHHA","3acTOCyBaHHA y
nepiog, BariTHoOCTi abo rogyBaHHs rpyaar”, "3aaTHicTb
BM/IMBATU Ha WWBWAKICTb peakLjii Npu KepyBaHHI
aBTOTpaHCNoOpTOM abo poboTi 3 iHWKMMK MexaHi3Mamn®”,
"Cnoci6 3actocyBaHHs Ta fo3n", "NepefosyBaHHs"
171. EK3EMEBICTA TabneTkn, BKpUTI MicTpan AHrnisA (BignoBiganbHuii 3a BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/16623/01/01
N1iBKOBOIO Kenitan BUNYCK cepir) AaMiHICTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKOI0, M0 25 Mr MeHegKMeHT CiHTOH BB, 3asBHMKa (BN1acHMKa peecTpauiiiHoro noceigvyeHHs) 3MiHa
no 10 Tabnetok y NimiTeq HigepnaHgu; aZpecu 3asiBHUKa
6nicTepi; no 3 (NOBHWIA LyKN
6nicTepy B KAPTOHHIN BMPOGHMLTBA)
KopoobLi CiHTOH XicnaHis,
C.J1., IcnaHis;
(BTOpUHHE
nakyBaHHs)

PotTeHgopd Papma
'M6X, HimeyunHa
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
172. EK3EMECTAH - TabneTkn, BKpUTI MicTpan AHrnis CiHgaH ®apma PymyHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | TNy - 3a UA/14554/01/01
BICTA nAiBKOBOIO Kenitan C.P.N AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peyenmom
06010HKO0, MO 25 wr; MeHepKMeHT 3asBHMKa (BNacHMKa peecTpauiiiHoro noceigveHHs) 3miHa
no 10 Tabnetok y Nimiten aZpecu 3asBHUKa:
6nictepi; no 3 abo no
10 6nicTepiB y nauui 3
KapTOHY
173. EKSEMECTAH- TabneTku, BKpUTI TeBa I3painb BVMPOGHMLTBO 3a IpnaHgj BHECEHHS 3MiH [0 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/12637/01/01
TEBA NNiBKOBOIO dapmaueBTika NOBHVM LMK/TOM: al noAaHHs HOBOTO cepTudikaTa BignoBigHOCTI EBponenchkili peyenmom
060/10HKO10, N0 25 Mr n lHpacTpi3 EiipxeH ®apma Xopsari thapmakonei Ne RO-CEP 2016-156-Rev 00 ans gito4oi
no 10 TabneTok y nrp. Nra., lpnangis; A peyoBuHM Exemestane Bif Bxe 3aTBEPAXEHOr0 BUPOOHUKA, SK
6nicTepi; no 3 BTOPUHHA YNaKoBKa: HacnifoK, 3MEHLLEHHS NepioAy NOBTOPHOrO BUNPOGOBYBaHHS
6nictepy B KOPOO6LL MinmayHT Xenckeap 0151 HEMIKPOHi30BaHoI cepil
Nra., lpnangis;
[03BiN Ha BUNYCK
cepii: MNIBA
XpBartcka 4.0.0.,
Xopsaris
174. EKCUMNEHEM NOPOLUOK A1 PO3UUHY Ekcip IpaH Ekcip IpaH BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/13506/01/01
Ans iv'exuii no 1000 PapmacboThK PapmacboTuKan 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peyenmom
mr; 1 donakoH 3 an Komnari Komnari BBegeHHs1 ab0 3MiHM [0 y3arasibHeHNX AaHuX Npo cuctemy
MOPOLLKOM Y KapTOHHIl thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHuX npo
Kopobui cuctemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
BiANOBIAANLHOI 32 34iiCHEHHS hapMakoHarnsgy; KOHTakTHOT
ocobu 3 hapMakoHarnsay 3asBHuUKa gisi 34iicHeHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
yMOBHOBaXeHOT 0co6u, BigNOBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnagy (BKiovaoun KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLeHHI MacTep-halina cuctemun hapmakoHarisgy) -
MponoHoBaHa pegakuis: YnosBHoBaxeHa ocoba,
BiANoOBiga/bHa 3a 34jiicCHEHHS hapmakoHarnsgy - Mapiam
Xabibi. KoHTakTHa ocoba 3 thapmakoHarnsgy B YkpaiHi —
Hadiesa CycaHa EkpemiBHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0Co6U. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0co6u. 3miHa Micus 34iliCHeHHS
OCHOBHOI AifsNbHOCTI 3 hapmakoHarnsagy. 3miHa agpecu
MacTtep-cpaiina. 3miHa Homepa MacTep-gaiina
175. ENANPA3A KOHLleHTpaT ans Laiep Ipnangis BignoBigasbHWi 3a Ipnangi BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/13360/01/01
PO34unHyY ANs iHQy3ilA, PapmMacbloTHK BMNYCK cepil: A 3MiHu 3 siKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
2 mr/Mano 3mny an3 Aiineng Laliep BUPOOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLO CTOCYHThCA
donakoHi; no 1 nTa dapmacbloTUKan3 BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
h1aKkoHy B KapTOHHIlA Alineng N4 3acoby (3aMiHa abo fofaBaHHA BUPOOHMKA, LLO BignoBigae 3a

KopooLi

BBE3€eHHA Ta/abo Bunyck cepii) - He Bkovaroumn
KOHTPObL/BUNPOGYBaHHS Cepii 3MiHa MiCList 3HAXOAKEHHS
ninbHUUi Waliep ®apmacbkiotukans AineHg, /ita, IpnaHgis,
BiAANOBIAA/ILHOI 3a BUMYCK cepii; 3mMiHu | Tuny -
AOMIHICTPaTVBHI 3MiHW. BUly4eHHs1 BUPOOHMYOT AiNlbHUL
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
(BKNtovatoum ginbHULi gnsa APl NPOMiXKHOIO NPOAyKTY abo
roTOBOrO /iKapCbKOro 3acoby, AiNbHUL 415 NPOBEeAEHHSA
nakyBaHHs, BUpO6HYKa, BiNoBiAaNbHOrO 3a BUMYCK Cepiid,
MicLie NPOBeAEHHS KOHTPO/IIO cepil) abo nocTavasibHKa
BMXiQHOro marepiany, peareHTy abo A0NOMiIKHOI peYOBUHN
(AKLLL0 3a3HaYeHO Y A0ChE) BUyYeHHs AinbHuui Waiep
XbloMeH [xeHeTik Tepanic IHk.,CLUA, BignosigasibHOI 3a
BMNYCK Ccepii 3 BUpO6HMYOro naxutora /13 gns Ykpainu; 3minm |
TMny - AAMIHICTpPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy 3asBHKKa (BnacHMKa peecTpauiiHoro nocBigYeHHs) -
3MiHa afpecy 3asiBHUKA
176. ENIKBIC TabneTkn, BKpUTI Mdpaiizep IHk. CLIA Bupo6HMLTBO, CLUA/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: BunpaBrieHHs 3a UA/13699/01/01
NAiBKOBOIO KOHTPO/Ib SIKOCTI Ta ITanis TEeXHIYHUX MOMUNOK, 3rifHO NNn.4 n.2.4. po3ainy VI Hakasy MO3 | peuyernmom
060/10HKO0, N0 2,5 ™r, KOHTPONb AKOCTi Npn Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii Hakasy MO3
no 10 Tabnetok y BWMYCKY Cepil: Ykpainu Big 23.07.2015 p Ne 460) — BUNpaBieHHS TEXHIYHOI
6nictepi; no 2 BpicTon-Maiiepc nomunkn y MKA, sika 6yna gonyuieHa npy peectpauii Adl
6nicTepu y nauui 3 CkBi66 (Haka3 Ne 437 Big 27.06.2014 p.), npy nepeHeceHHi
KapToHY MeHohek ypuHr iHchopMmaLii 3 peecTpauiiiHOro AOCbE Y Ha3Bi 3asiBHMKA
Komnasi, CLUA, NpoNyLLEHO Kpanouky nicns «IHK.»: 3azHayeHe BUNpaB/ieHHs
MakyBaHHs, BiAMnoBigae marepiasiaM peecTpauiiniHOro A0Che.
KOHTPO/Tb AKOCTi Ta
BMNYCK cepil:
Bpicton Maiiepc
CkBi66 C.p.n., ITanis
177. ENIKBIC TabneTku, BKPUTI Mdpaiizep IHK. CWA Bupo6HMLTBO, cuwA/ BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: BunpasnieHHs 3a UA/13699/01/02
M/1iBKOBOIO KOHTPO/Ib SIKOCTi Ta ITanis TEXHIYHUX NOMMUAOK, 3rigHo nNn.4 n.2.4. po3giny VI Hakasy MO3 | peyenmom
060n0HKo0, N0 5 Mr, KOHTPO/b AKOCTI Npu YkpaiHu Big 26.08.2005p. Ne 426 (y pegaxkuii Hakazy MO3
no 10 TabneTtok y BUNYCKY cepii: Ykpaiuu Big 23.07.2015 p Ne 460) — BUNpaBAEeHHS TEXHIYHOT
6nicTepi; no 3 abo no BpicTon-Maiiepc nomunkv y MK#A, sika 6yna gonyuieHa npu peectpauii Ad|
6, abo no 10 6nicTepis CkBi66 (Haka3 Ne 437 Big 27.06.2014 p.), Nnpy NepeHeceHHi
y nauuji 3 KapToHY; No MeHodekuypuHr iHchopMmalii 3 peecTpauiiiHOro AoCbe y Ha3Bi 3asiBHMKA
14 TabneTok y KomnaHi, CLUA; NPONyLLEHO Kpanouky nicns «IHK.»: 3asHaueHe BUNpaB/IeHHS
6nicTepi; no 2 MakyBaHHSA, BiAMOBIfa€e MaTepiasiam peecTpauiiiHoro AOChE.
6nictepy y nauui 3 KOHTPO/Ib SIKOCTi Ta
KapToHYy BMMYCK Cepii:
Bpicton Maiiepc
Ckgi66 C.p.n., ITanis
178. ENIKBIC TabneTkn, BKPUTI Mdpaiizep IHkK. CWA BMPOGHULITBO, CLlA/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/13699/01/01
NNiBKOBOIO KOHTPO/Ib AKOCTi Ta ITanis 3MiHa HalilMeHyBaHHs Ta/abo aapecy MiCLs NPOBaKEHHS peyenmom

060/10HKO0, N0 2,5 ™r,
no 10 TabneTtok y
6nicTepi; no 2
6nictepy y nauui 3
KapTOHY

KOHTPO/b SKOCTi Npu
BUMNYCKY Cepii:
BpicTon-Maiiepc
CkBi66
MeHodeKUYPUHT
Komnai, CLUA,
nakyBaHHs1,
KOHTPO/Ib SIKOCTi Ta

AiSNbHOCTI BUPOOHUKA (BK/THOYAtOUM, 3a HEOOXIAHOCTI, MicLe
NpoBeAEeHHS KOHTPO/IO SKOCTi), abo BNacHMka mactep-aiina
Ha A®l, abo noctavansHuka A®I/BuxigHoro
matepiany/peareHTy/npoMiKHOTO NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y 0CbE
Ha nikapcbkuid 3acib) 3a BiACyTHOCTI cepTudikaTa
BiNOBIAHOCTI €BPONENCHKI thapmakonei y 3aTBepaKeHoMy
[0cbe, ab60 BUPO6GHMKA HOBOI IOMOMIXXHOI PEYOBMHY - 3MiHA
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BMNYCK cepil: HalilMeHyBaHHs BUpo6HUKa A®I (anikcabaHy) Ta NPOMIXHOTO
BpicTon Maiiepc npoaykty A®I (anikcabaHy), 6e3 3mMiHM Micus BUpOOHMLTBA
CkBi66 C.p.n., ITanis
179. ENIKBIC TabneTku, BKPUTI Mdpaiizep IHK. CWA BMPOOHULITBO, cuwA/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/13699/01/02
NAiBKOBOIO KOHTPO/Ib SIKOCTi Ta ITanis 3MiHa HalilMeHyBaHHS1 Ta/abo agpecy Micusi NPOBaKEHHS peyenmom
060n10HKo0, N0 5 Mr, KOHTPO/b SKOCTi Npn [iSNbHOCTI BUpPObHUKa (BK/TKOYatoum, 3a HeobXiAHOCTI, MicLe
no 10 TabneTtok y BUNYCKY cepii: NPOBELEHHSI KOHTPOJTHO SIKOCTI), a60 B/lacHMKa MacTep-thaiina
6nicTepi; no 3 abo no Bpicton-Maiiepc Ha A®l, abo noctavanbHuka API/BUxXigHOro
6, abo no 10 6nicTepis CkBi66 Marepiany/peareHTy/npoOMiXHOTO MPOAYKTY, L0
y nauui 3 KapToHy; No MeHtodhekuypuHr 3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y A0ChbE
14 TabneToKk y Komnasi, CLUA,; Ha nikapcbkumii 3acib) 3a BiACYTHOCTI cepTudikata
6nicTepi; no 2 nakyBaHHs, BiANOBiAHOCTI EBponelickkiin hapmakonei y 3aTBepakKeHoMy
6nictepy y nauui 3 KOHTPO/Ib SIKOCTI Ta [ocbke, abo BUpoBHMKA HOBOI JONOMIXHOI PEYOBUHY - 3MiHa
KapToHYy BUMYCK Cepii: HalilmeHyBaHHsA BUpOo6HUka A®| (anikcabaHy) Ta NPOMIKHOTO
Bpicton Maiiepc npoaykty A®I (anikcabaHy), 6€3 3mMiHM Micus BUPOOHNLTBA
Ckgi66 C.p.n., ITanis
180. EMCE®® 1000 MOPOLUOK A1 PO3UUHY Abpun IHAain Hekrap IHAjisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/9914/01/01
Ans iH'exuii no 1000 dopmynenH Naiidpcaiicis AfMiHiCTpaTuBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
Mr 1 doiakoH 3 3 MBT. /174. Nimitea-tOHIT-VI MicLsi NPOBaMKEHHS AiSNIbHOCTI BUPOGHMKa/imnopTepa
MOPOLUKOM Y KapTOHHIlA roTOBOrO MiKapCbKOro 3acoby, BK/IYAKUMN AiNbHALL BUMYCKY
ynaxoBLi cepii abo micLie NpoBeAEeHHSI KOHTPOJIIO AKOCTI. (AisNbHICTb, 3a
SIKy BiANOBigae BUPOGHMK/iMNOPTEpP, BK/OYAOUM BUMYCK Cepild)
3MiHa Ha3Bu Ta agpecy BupobHuka MN13 Hektap NlalidpcaiiHcis
NimiTea-tOHIT-VI, IHAis, 6€3 3MiHWM Micus BUPOGHULITBA
181. EMTPILUNTABIH TabneTku, BKpUTI FETEPO IHAain FETEPO /1AB3 IHAjisA BHECEHHS 3MiH 10 peeCTpaLiiiHux maTepianis: 3MiHW | TUNy - - UA/13858/01/01
TEHO®OBIP 060/10HKOI0, in bulk: no NAB3 NIMITE[, 3aMiHa rpadiyHoro 0hOpMIEHHS NEPBUMHHOI YNAKOBKM Ha
1000 Tabnetok y NIMITEL TEKCT MapKyBaHHs NEePBUHHOT YNakoBKM 3 BignoOBigHMU
KOHTeliHepi 3miHamu o po3ginis MKA N3 (po3gin «padivHe
0hOpPM/IEHHS» 3aMiHEHO PO34iN0oM «MapKyBaHHS»);
OHOBJ/IEHHS BX€E 3aTBEPMAXXEHOr0 TEKCTY MapKyBaHHS
BTOPVHHOI YNakKoBKM
182. EMTPIUUTABIH TabneTkn, BKpUTI FETEPO IHAaisa FETEPO J1IAB3 IHgjsa BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/13859/01/01
TEHO®OBIP 060/10HKO10, Mo 30 NAB3 NIMITEL, 3aMiHa rpadiyHoro ohopMAIEHHS NEPBUHHOI YNAKOBKM Ha peyenmom
TabneTok y NIMITEL TEKCT MapKyBaHHS NEePBMHHOI YNaKoBKW 3 Bi4NOBIAHNMM
KOHTeliHepi; no 1 3miHamu go po3ginis MKA N3 (po3gin «padiivHe
KOHTEliHepy B 0POPMIEHHS» 3aMiHEHO PO3AiNoM «MapKyBaHHs»);
KapTOHHI KOpo6Li OHOBJIEHHS BXe 3aTBEP)KEHOrO TEKCTY MapKyBaHHSA
BTOPWHHOIT YNaKoBKN
183. EHE/NIBIH® 100 TabneTku, BKPUTI TOB "CaHoi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/2771/01/01
PETAP/A 060/10HKOI0, ABEHTIC Pecny6 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiANOBIAHICTbL peyenmom
NPOJIOHIrOBaHoi Aji, No YkpaiHa" nika [0 moHorpadii ®Y abo €Bponelicbkoi hapmakonei, abo

100 mr; Ne 50 (10x5):
no 10 TabneTtok y
6nicTepi; no 5
6nicTepiB y KAPTOHHIl
Kopobu,i

iHLWOT HauioHanbHOT thapmakonei aepxasn €C (3MiHa y
cneumdikauisx, nos'asaHa 3i 3miHamv B 4dY, abo
€Bponeiicbkili hapmakonei, abo iHLWIiA HaLioHa/bHIl
hapmakonei gepxasu €C) - npuBeeHHA maTtepianis
peecTpauinHOro AOCbe WoA0 KOHTpoo Ad| y BIANOBIAHICTL
00 MoHorpadii 1594 Ha Naftidrofuryl hydrogen oxalate
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
€BponeiicbKoi hapMakonei filn4oro BUAaHHSA
184. EMIBIP™ PO34mnH opasibHuiA, 10 BiiB Xenckep Benuvka "nakcoCmiTKnsiiH KaHapa BHECEHHS 3MiH [0 peecTpavLjiiiHnX maTepianis: BUNpaB/IeHHS 3a UA/7473/02/01
mr/Mn; no 240 mny HOK NimiTen BpuTaHis IHK. TexHiyHoi nomunkn y Cneuudikauii Ha TEpMIH NpUAATHOCTI Y peyenmom
hNakoHi 3 BMMOrax Ao Tecty «MikpobionoriyHa ymctota»
nonietTunexy; no 1
ch1akoHy B KOMM/IEKTI
3 NoMiNponisieHOBUM
wnpuuem Ta
nonieTnIeHoBNM
afanTepom y
KapTOHHIV Kopobui
185. ENIPYBILUUH - PO34unH NS iH KL, 2 MicTpan AHrNIA AxTasic ITanis ITania/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3miHu | TUny - 3a UA/14658/01/01
BICTA mr/mn, no 5, aéo 10, Kenitan C.n.A., ITanisi; PymyHis AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
abo 25, abo 50, abo MeHepKMeHT CiHpgaH ®apma 3asBHVKa (BNacHWKa peecTpauiiHoro noceigveHHs) 3miHa
100 mn y cpnakoHi; no Nimiten C.P.J1., PymyHis aZpecu 3asBHUKa
1 chnakoHy B
KapTOHHIV Kopobui
186. ENNEPEHOH TabneTku, BKpUTI MAT Ykpaina MabaHnLbKNiA MonbLia BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - - UA/14298/01/01
N1iBKOBOIO "Kuismegnpen chapmaL,eBTUYHUI nojaHHA HOBOro cepTudiikara BifnoBigHOCTI €Bponelicbkili
060/10HKOI0, M0 25 Mr apat" 3aBog, Monbha AT thapmakonei Ne RO-CEP 2015-268-Rev 00 ans gitouoi
in bulk no 20 000, 42 pevoBuHM EnnepeHoHy Bif 3aTBEPAKEHOrO BUPOGHMKA 3
000 a6o 45 000 BiANOBIAHUMM 3MiHaMK B cneuudikaLlii Ta MeToAax KOHTPO
TabNeToK y NoABINHMX sAKocTi A®| 3a nokasHukamu: - «Onne», «PO3YMHHICTb,
nosnieTnIeHoBUX «lpeHTudikayis», «BigHoCcHe onTUYHE 06epTaHHs»,
nakeTax «CynpoBigHi AOMiLLKn», «BTpaTa B Maci Npu BUCYLLYBaHHI»,
«CynbaTHa 30/1a», «KislbKicHe BU3HAUYEHHs» - MPUBEAEHO Y
BignoBigHICTb A0 MoHorpadii Eplerenone EP; -f,0MNOBHEHHSA
nokasHuka «3asIMLLKOBI KifIbKOCTi OpraHiyHUX PO3UMHHUKIB
npviBefieHo Y BiANOBIAHICTb [0 CEP; - BUIyYeHO NoKasHuUK
«Baxkki MeTasin» - NpuBefEeHO Y BIAMNOBIAHICTb A0 MOHOrpadil
Eplerenone EP; 3miHu | TUNYy - nogaHHss OHOBNEHOrO
cepTugikaTa BignoBigHOCTI €Bponeiickkiin hapmakonei Ne RO-
CEP 2015-268-Rev 01 ansa gito4oi peqoBuHU EnnepeHoHy Bif
3aTBEPKEHOro BUPOGHYMKA 3i 3MIHOK Ha3BY BUPOBHMYOT
AiNSHKM Ta 3MIHOK Ha3BuW Ta afpecy BnacHvka CEP
187. ENNEPEHOH TabneTkn, BKpUTI MAT Ykpaina MabaHnLbKNiA MonbLia BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - - UA/14298/01/02
N1iBKOBOIO "KviBmegnpen chapmaLeBTUYHUI nofaHHA HOBOro cepTudiikara BiZnoBigHOCTI €Bponelickkili
060n10HKot0, No 50 Mr apat" 3aBog Monbdha AT hapmakonei Ne RO-CEP 2015-268-Rev 00 ans gitouoi

in bulk no 20 000, 42
000 a6o 45 000
Tabs1eToK Y NOABINHNX
nonieTnaeHoBuUx
nakeTax

peyoBvHM EnnepeHoHy Bif 3aTBep)KeHOro BUPO6HMKa 3
BIANOBIAHUMM 3MiHaMK B cneuudikaLlii Ta MeToAax KOHTPO
akocTi APl 3a nokasHnkamu: - «<Onnc», «PO3UMHHICTb,
«lpeHTudpikauis», «BigHOCHe ONTUYHE 06epTaHHA»,
«CynpoBigHi AOMiLLKW», «BTpaTa B Maci Npu BUCYLLYBaHHI»,
«CynbgaTHa 301a», «KiflbKicHe BU3HAYEHHS» - NPUBEAEHO Y
BignoBigHICTb A0 MoHorpadii Eplerenone EP; -f,0NOBHEHHS
nokasHuka «3asIMLLKOBI KiflbKOCTi OpraHiYHUX PO3UYNHHUKIB
npvBeAeHO Y BiANOBIAHICTb [0 CEP; - BUIy4eHO NOKa3HUK
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
«Baxkki MeTasin» - NpuBeAeHO Y BIAMNOBIAHICTb A0 MOHOrpadil
Eplerenone EP; 3miHu | TUny - nogaHHss OHOBMEHOrO
cepTudpikaTa BignoBigHOCTI E€Bponeiickkili hapmakonei Ne RO-
CEP 2015-268-Rev 01 ans gito4oi pevoBuHU EnnepeHoHy Bif
3aTBEPAKEHOro BUPOGHYMKA 3i 3MIHOK Ha3BY BUPOGHMYOT
AiNAHKN Ta 3MiHOK Ha3Bu Ta agpecy BnacHvka CEP
188. EPMITA/Ib 10 Kancynm Hopamapk HimeuyunHa Hopamapk Himeuy BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/7948/01/01
000 racTpope3nCTEeHTHI ApuHrarimitren ApuHarimitTTens nHa AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
TBepai; no 20, abo no b 'M6X Ta Ko. 'm6X Ta Ko. KI MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
50, a6o no 100 kancyn KIr roTOBOrO NiKapCbKOro 3acoby, BKIYAKUMN AiNbHULL BUMYCKY
y nnawi; no 1 naswui cepii abo MicLe NpoBeAEHHS KOHTPOSTHO AKOCTI. (Qis/IbHICTb, 3a
Y KapTOHHI1 kopobuj AKy BiANOBIAAE BMPOGHMK/IMNOpPTEpP, BK/OYAOUM BUMYCK Cepiid)
3MiHa agpecu Micus NPOBaKEHHSA Ais/IbHOCTI BUPOOHUKA
Hopamapk ApuHaimittens Mm6X Ta Ko. KM, HimeuunHa, 6e3
3MiHM MicUsl BUPOGHMUTBA:
189. EPMITA/Ib 25 Kancynm Hopamapk HimeuunHa Hopamapk Himeuy BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 6e3 UA/7948/01/02
000 racTpope3nCTEeHTHI ApuHaiimitren ApuHarimitTens nHa AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenma
TBepai; no 20, abo no b 'M6X Ta Ko. 'v6X Ta Ko. KI MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
50, a6o no 100 kancyn Kr roTOBOrO NiKapCbKOro 3acoby, BKIYAKUMN AiNbHULL BUNYCKY
y nnawui; no 1 naswui cepii abo MicLe NpoBeAEHHS KOHTPOSTHO AKOCTI. (Qis/IbHICTb, 3a
Y KapTOHHIi kopobui AKy BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepiid)
3MiHa agpecu Micusi NPOBaKEHHS Ais/IbHOCTI BUPOOHUKA
Hopamapk ApuHaiimittens Mm6X Ta Ko. K, HimeuunHa, 6e3
3MiHM Micusl BUPOGHMUTBA:
190. EPMITA/b 36 Kancynu Hopamapk HimeuunHa Hopamapk Himeuy BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 6e3 UA/7948/01/03
000 racTpope3nCTeHTHi ApuHaiimitTen ApuHaiimiTTens nHa AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuyenma
TBepai; no 20, abo no b 'M6X Ta Ko. 'm6X Ta Ko. KI MiCLiAl NMPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
50, a6o no 100 kancyn KI roTOBOrO /iKAPCbKOro 3acoby, BKOYaoUn AiNbHULI BUMYCKY
y naawi; no 1 naswui cepii abo MicLe NpoBeAEeHHS KOHTPOSTHO SKOCTI. (Qis/IbHICT, 3a
Y KapTOHHIi kopobui AIKy BiANOBiAAe BUPOGHMK/iMNOpPTEpP, BK/OUAOUM BUMYCK Cepiid)
3MiHa agpecu Micus NPoBapKEHHS AiANbHOCTI BUPOOHMKA
Hopamapk ApuHaiimittens TM6X Ta Ko. KI, HimeuunHa, 6e3
3MiHM MicUsl BUPOGHMUTBA:
191. EPMYUWNH® TBEpai kancynu no 300 YAB "MPA" JinToBcbKa BMPOGHMLTBO ITanisa BHECEHHS 3MiH 10 peecTpaLiiiHuX maTepianis: TEXHIYHA 3a UA/14088/01/01
mr no 10 kancyny Pecnyb6nika Hepo3dacosaHoi nomusIKa B IHCTPYKLT A1 MeAVYHOro 3acTOCyBaHHS peyenmom
6nicTepi; no 2 abo no nNpoAyKLUii, KOHTPO/Ib nikapcbKoro 3acoby y p. "Cnoci6 3acTocyBaHHs Ta fo3un"
6 6nicTepiB y kOpOOL Ta BUNYCK cepiii:
3 KapToHYy EAMOHA ®APMA
C.P.N,, Itanis;
nepBrHHE Ta
BTOPVHHE
nakyBaHHS:
NAMIM CAH
MPOCHMEPO CIA,
ITanis
192. ECKYNHOC Kpansi opanbHi no 30 Bionoriwe HimeuyunHa Bionoriwe Himeuy BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3miHu Il Tuny - 6e3 UA/5632/01/01
KOMMNO3UTYM My chriakoHi- XahnbmiTTesnb Xannbmitresb MHa 3MiHa y napameTpax cneuudikauiii Ta/abo 4onyCTUMUX MEX, peyenma
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
KpanesibHuuj, no 1 Xeenb M'm6X Xeenb M'M6X BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
hnakoHy-kpanenbHuLi BUXIZAHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA
y KOpOO6Lj 3 KapTOHY y npoueci BupobHuytBa A®| (3miHa nosa mexamu
3aTBEpKEHOro dianasoHy y cneuudikauii Ha Adl) - 3miHa y
cneumdikauii 4na cuposuHu Natrium pyruvicum 3a
napameTpamu «BTpaTa macy npy BUCYLLYBaHHI» Ta «pH», a
TaKoX BUMNPaB/IEHHSA NOMUKK B napameTpi «KinbkicHe
BM3HAYEHHS», @ came KiflbKiCTb, L0 BUKOPMUCTOBYBa/IaCh A1
KifIbKiICHOro BM3Ha4YeHHsA ckopuroaHo Ha 0,080 r
193. ETOMNO31A KOHUEeHTpaT ans Amakca Benvka KOHTPO/1b SIKOCTI, Himeuy BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TNy - 3a UA/16825/01/01
AMAKCA PO34unHY ANs iHdY3iN, Papma 1T/, BpuTanis BTOPWHHE nHa AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3Bu AD| abo JONOMKHOT peyenmom
20 mr/mnno 5 mny nakyBaHHs, peyoBUHU
dhnakoHi; no 10 MapKyBaHHS1, BUNYCK 3MiHa Ha3BM JONOMIKHOT PEYOBUHU 3 «KUCOTA IMMOHHA
(h/1aKOHIB B KAPTOHHIl cepiii: 6e3B04Ha» Ha «KMCnoTa NMMMOHHa». [lonomikHa peyoBmHa
Kopob6ui; no 25 mny Crapadapm 'v6X, 3anMwmnacs Tiel camol. BBegeHHs 3MiH NpoTarom 6-Tu
dhnakoHi; no 1 HimeuuunHa; MicAILiB Micns 3aTBepIKEHHS
h1aKkoHy B KapTOHHIi BMPOGHMLTBO
KOpoo6Li po3uuHy bulk,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI:
TumoopraH
dapmaujie Mv6X,
HimeuunHa
194. SAHIAIN® TabneTku, BKpUTI Pekopgaari Ipnangis Pekopgarti IngacTpia ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |l Tuny - 3a UA/11126/01/02
nAiBKOBOKO Ainenpg NTp4, Ximika e OHOB/EHHA MaTepianiiB 3.2.S A1 Ajlo40l peyoBUHU peyenmom
060/10HKO10, N0 20 Mr dapmaceBTika nepkaHigunivy rigpoxnopuay
no 14 TabneTtok y C.n.A.
6nicTepi; no 1, abo 2,
a6o 4, abo 7 6nicTepis
Y KapTOHHIi kopobui
195. 3AHIAIN® TabneTku, BKpUTI Pekoppari IpnaHgis Pekoppaarti IHgacTpia ITanis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu |l Tuny - 3a UA/11126/01/01
nAiBKOBOIO AineHp Nta Ximika e OHOB/IEHHS MaTepianiiB 3.2.S A1 Ajo40l peyoBrHU peyenmom
060/10HKO10, M0 10 Mr dapmaceBTika NepKaHiguniHy rigpoxnopuay
no 14 tabnetok y C.n.A.
6nictepi; no 1, abo 2,
ab6o 4, abo 7 6nicTepis
Y KApTOHHIli Kopobui
196. 3ACMOKINANBW | 36ip no 50 r a6o no 75 MpAT YKpaiHa MpAT YKpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/2195/01/01
1 3BIP Ne2 Iy nayyi 3 BHyTpiwHiM | ®apmaueBTny dapmaueBTUYHA AfMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenma
naketom; no 1,5ry Ha habpuka thabpuka "Biona" 3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) - 3MiHa
hinbTp-nakeTi; no 20 "Biona" agpecy; 3MiHu | Tuny - 3MiHn Woao 6e3nekn/edekTMBHOCTI Ta

hiNbTp-NakeTiB y nauui

thapmakoHarnagy (iHwi 3MiHn). OHOBMIEHHS BXe
3aTBEPKEHOTO TEKCTY MapKyBaHHA BTOPUHHOI YNaKoBKM
niKkapcbKoro 3acoby. BeBeAeHHst 3MiH NPOTAroM 3-X MicAuiB
Micna 3aTBEPAKEHHS.
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
197. 31NBOKC PO34unH ANs iHdy3iid, 2 Mdpaiizep IHkK. CWA ®peseHiyc Kabi Hopseri BHECEHHS 3MiH [10 peecTpauiitHux maTepianis: 3miHu Il Tuny - 3a UA/1969/02/01
mr/mn; no 300 mn B Hopre AC ] 3MiHK 3 siKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
cuctemi ons KOHTelHep/3aKynoptoBasibHKI 3aci6. 3MiHa po3mipy ynakoBku
BHYTPILLUHEOBEHHOTO roTOBOrO JlikapCbKOro 3acoby (3miHa macu/o6'emy BMICTY
BBEeAEHHSs; no 1 KOHTeliHepa 6araTtoj030BOr0 CTEPU/ILHOIO fliKAPCLKOro 3acoby
CUCTEMi B yNakoBLj 3 (abo 04HOA030BOr0, HACTKOBOrO BUKOPUCTaHHS) Ta
namiHoBaHoi hosbru; 6araTo/1030B0Oro /ikapCbKoro 3acoby
no 100 mn B cucTemi 6i010r4YHOro/iMyHOONYHOTO NOXOMKEHHA AN1A
N5 BHYTPILUHBOTO napeHTepasibHOro 3acTocyBaHHs) [logasaHHA HOBOTO PO3Mipy
BBefleHHs; no 1 ynakoBku 113 (06'emom 100 M) [0 BXe 3aTBEPAKEHOTO
cMCTeMi B ynakoBLj 3 po3mipy 06'emom 300 M. 3MiHN BHECEHI B iIHCTPYKLiO 415
naMiHoBaHOI hosbrun MeJMYHOro 3aCTOCYBaHHA y p. "YnakoBka" (BBeAEHHS
[04aTKOBOr0 po3Mipy ynakoBku 06'emom 100 mn), sik Hacnigok
— BIANOBIAHI 3MiHW Yy TEKCT MapKyBaHHA YNakoBKW NiKapCbKoro
3acoby. BBegeHHs 3MiH MpoTsArom 6-Tv micsLiB nicns
3aTBEPAKEHHS.
198. 3IATEH™ PO34mnH opasibHUiA, 20 BiiB Xenckep Benuvka "nakcoCmiTKnsiiH KaHnapa BHECEHHS 3MiH [0 peecTpavuiiiHux maTtepianis: 3miHu | Tuny - 3a UA/4163/01/01
mr/Mn no 240 mn 'y HOK NimiTen BpuTaHis IHK. 3MiHa napameTpiB cneuudikauiii Ta/abo JONYyCTUMMX MEX peyenmom
dhnakoHi; no 1 roTOBOrO JliKapCbKOro 3acoby (4OMNOBHEHHS abo 3amiHa
hakoHy 3 [403YHUUM nokasHuka cneumdikauii 3a pesynbtataMmu AOC/iIKEHb 3
LWINpULOM Ta 6e3nekn abo AKOCTI (3a BUHATKOM fliKapCbKux 3acobiB
ajanTepom Ans 6i0n10r4YHOro/iMyHONOrYHOTO NOXOKEHHS)) - LOMNOBHEHHS
LnNpuLa y KapToHHii Cneuyudpikauii Ha BUNYCK Ta Ha TEPMiH NPUAATHOCTI FOTOBOrO
Kopobui nNikapcbKoro 3aco6y HOBUM Noka3HUKOM "Konip po3unHy” 3
BiANOBIAHUM METOAOM BUNPOOYBaHHS; 3MiHu | Tuny - 3MiHa
napameTpiB cneuyudikauii Ta/abo AoNyCTUMMX MEX roTOBOr0
nikapcbKoro 3acoby (3MiHa 3HaxoAMTbCA No3a 3aTBepPAKEHMU
[0NYCTUMUMU MexaMu cneuudikaLiil) - BHECEHHSI 3MiH A0
Cneupmcpikauii Ha TepMiH NPUAATHOCTI TOTOBOrO NiKAPCHKOro
3aco0y 3a MoKa3HWKOM “30BHILLHI/ BUTrNa4", 30KpemMa:
OHOBJIEHHS KPUTEPIiB NPUAHATHOCTI
199. 3IHHAT™ TabneTkn, BKPUTI FnakcoCmitKn | CnonyuyeHe | [nakco OnepeiiHc Benvka BHECEHHS 3MiH 40 peecTpauiiHux martepiani: TexHiuHa 3a UA/5509/02/03
o060noHkoto, no 500 AinH EkcnopT KoponiscTB IOK Nimitep, BpuTaHi nomuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460), peyenmom
Mmr; no 10 Tabnetok y NimiTen 0 A BunpaBneHo TexHiYHY NOMWJ/IKY B IHCTPYKLIi AN MeguyHoro
6nicTepi; no 1 3aCTOCyBaHHS NiKapcbKoro 3acoby y p. «TepMiH NpUAATHOCTI».
6nicTepy B kopobu, 3
KapToHy 3ATBEP)KEHO: TepMiH NpuaaTHOCTI. 2 POKW.
3AMPOMNOHOBAHO: TepmiH npuaaTHOCTI. 3 poku. 3a3HayeHe
BMNPaB/IEHHS BiANOBIAAE MaTepiasiam peecTpauiiHoro AoChE.
200. 3IHHAT™ TabneTku, BKPUTI FnakcoCmiTKn | CnonyuyeHe | [nakco OnepeiiluHc Benuvka BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianiB: TexHiuHa 3a UA/5509/02/01
060/10HKO0, N0 125 SH ExcnopT KoponiscTB HOK Nimiteq, BpuTaHi nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460), peyenmom
mr; no 10 TabneTok y NimiTeq 0 A BunpaeneHo TeXHIYHY NOMWJIKY B IHCTPYKLT 418 MeguyHoro

6nictepi; no 1
6nicTepy B Kopobu,i 3
KapTOHY

3aCTOCYBaHHA NiKapcbKoro 3acoby y p. «TepMiH NpUAATHOCTI».

3ATBEP)KEHO: TepMiH NpuaaTHOCTI. 2 POKW.
3AMPOMNOHOBAHO: TepMmiH npuaaTHOCTI. 3 poku. 3a3HayeHe
BMNPaB/IEHHSs BiANOBIAAE MaTepiasiam peecTpauiiHoro 4OChLE.
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
201. 3IHHAT™ TabneTkn, BKpUTI FnakcoCmiTKn | CnonyueHe | [nakco OnepeiiluHc Benuvka BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: TexHiuHa 3a UA/5509/02/02
06010HKOt0, No 250 AlH EkcnopT KoponiscTB HOK Nimiten BputaHi nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460), peyenmom
mr; no 10 TabneTok y Nimiteq o] A BrinpaBneHo TexHi4YHy NOMWKY B iHCTPYKLi 415 MeAUYHOro
6nicTepi; no 1 3acTocyBaHHA NiKapcbKoro 3acoby y p. «TepMiH NpuaaTHOCTI».
6nicTtepy B KopobL,i 3
KapToHYy 3ATBEPIXKEHO: TepmiH npuaaTHOCTI. 2 POKW.
3AMNPOMNOHOBAHO: TepMmiH npnaaTHOCTI. 3 pokW. 3a3HaveHe
BUMpaB/IEHHS BiANOBIAAE MaTepiasiamM peecTpaLiiHoro A0CkeE.
202. 30/1IEQPOHOBA KOHLeHTpaT ans Mictpan AHrnis AxTasic ITanisa ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/14456/01/01
KACNOTA-BICTA | po3uvHy Ans iHdys3ii, Kenitan C.n.A. AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peyenmom
4 mr/5 mn; 1 conakoH 3 MeHeKMeHT 3as1BHMKa (BNacHMKa peecTpayiiniHoro nocsigvyeHHs) 3miHa
KOHLIeHTpaToM y Nimiteq afpecu 3asBHUKa
KapTOHHIli Kopoobui
203. 3O0/IEHAPOBICT | koHueHTpar ans Mictpan AHrnis BMPOBHULITBO, Mapokk BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/16475/01/01
A PO34unHy ANs iHdY3ilA, Kenitan nakyBaHHs: o/ AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo agpecu peyenmom
4 mr/5mn,no5mny MeHeXMeHT CoTtema, Mapokko; Higepn 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs!) - 3MiHa
dhnakoHi; no 1 Nimiteq BiANOBIAaIbHNI 3a aHgun/ afpecu 3asBHMKa
h/1akoHy B KapTOHHIlA BUNYCK Cepil: IcnaHis
Kopobui CiHTOH BB,
Higepnangm
abo
CiHTOH XicnaHis,
C.J1., IcnaHis
204. 30/I0MNEHT® TabneTku, BKpUTI TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepianiB: BUNPaB/IeHHS 3a UA/9814/01/01
060/10HKOIO, PAPM" PAPM" TexHiyHoT noMunkn B MKA /13 y posgini "MapkysaHHs" ans peyenmom
KMLLKOBOPO34MHHI NO ynakoBku no 10 TabneTok y 6aicTepi; no 3 6aictepn y
40 mr, no 14 TabneTok KapTOHHI ynakoBLi
y 6nictepi; no 1
6nicTepy y KapTOHHIl
ynakosui; no 10
Tabnetok y 6nictepi;
no 3 6nictepny
KapPTOHHI ynakoBsLi
205. 30META® KOHLeHTpaT ans Hosapric LBeliuapis HosapTic ®apma LBeliua BHECEHHS 3MiH 10 peeCTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/8368/01/01
PO3UunHyY N8 iHAY3il, dapwma Al LWTeiin Al pist 3MiHM B npoueci BupobHuutea APl — 3mMiHn [0 po3giny peyenmom

4wmr/5mMnno5mny
dpnakoHi; no 1
dh/1aKkoHy B KapTOHHIi
Kopobu,i

3.2.5.2.2. Onuc BUpoGHMYOro NpoLiecy Ta iAoro KOHTPOsI0
peecTpauiiHoro Aocke; 3MiHM | TNy — 3MiHa y napameTpax
cneuudikalii BUXigHoOro matepiasy TeTparngpodypaHy, a
came BWU/IyYeHHs nokasHuka performance test (Use test) 3i
cneuudikawii; 3MiHW | TUNY — 3MiHa y MeToax BUNpobyBaHHS
BUXiAHOro matepiasty etaHosny 94% - yAOCKOHaIEHHS
MEeTOAMKM METOAOM X 3a NOKa3HUKOM «HYucToTax; 3MmiHu |
TUMy — 3MiHa y MeTogax BUnNpobyBaHHA AN BUXILHOIO
matepiasly MeTacy/ibtpOHOBOI KNCOTYU 3a NMOKa3HNKOM
«lpeHTudpikauis C»; 3miHW | TNy — NPOBEAEHHS KOHTPOIO
AKOCTI AN BUXiAHOTO MaTepiany TeTparngpodyypaHy 3a
nokasHukamy Jomiwku Ta KisibkicHe BU3HAYEHHS1 HA OCHOBI
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
OaHnx 3 cepTuddikaTy SKOCTi BUPOOHMKA; 3MiHU | TUNY — 3MiHa Y
mMeTofax BUNPOOyBaHHA 415 BUXIAHOTO matepiany
TeTparigpodypaHy 3a NokasHNKOM «laeHTudikauis».
BBefeHHA 3MiH NpoTArom 3-x MicsiUiB Nicns 3aTBepP)KEHHS
206. IBAHAPOHOBA TabneTku, BKpUTI Mictpan AHrnis CiHTOH Xicnanis, Icnanis BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu | Tuny - 3a UA/16004/01/01
KNCNOTA-BICTA | nniBkoBolO Kenitan C./1., IcnaHis AZMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKO10, M0 50 Mr; MeHeXMeHT 3asBHMKa (BNacHMKa peecTpauiiHoro noceigYeHHs) 3miHa
no 10 TabneTok y Nimiteq afipecy 3asBHVKa
6nicTepi; no 3
6nictepy B KOpoO6LL
207. IBAHAPOHOBA KOHLieHTpaT ans Mictpan AHrnis Cotema, Mapokko Mapokk BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/16132/01/01
KACNOTA-BICTA | po3uvHy Ans iHdys3ii, Kenitan (BpOGHMLTBO, o/ AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo agpecu peyenmom
1 mr/mn; no 6 MmNy MeHeXMeHT nakyBaHHs); IcnaHis 3asiBHMKa (BN1acHMKa peecTpauiiHoro noceigveHHs) 3miHa
dhnakoHi; no 1 Nimiteq CiHTOH Xicnanis, agpecu 3asBHUKa
h/1aKkoHy Y KapTOHHil C.J1.,, IcnaHis
Kopobui (KOHTpPO/Ib AKOCTI,
BMNYCK cepii)
208. 130-MIK® cnpeii cy6niHrBanbHWi TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/2621/01/01
[l030BaHuii 1,25 "MIKPOXIM" "MIKPOXIM" 3MiHa y MmeTofax BUNpobyBaHHs roTOBOrO /iKapCbkoro 3acoby | peyernmom
mr/go3y no 15 mn (300 (iHWi 3mMiHM y MeTogax BMNpobyBaHb (BK/IOUAKYM 3aMiHy abo
[03) y chnakoHi 3 [OOMOBHEHHS)); 3MiHM | TMNy - 3MiHa NapamMeTpiB cneuudikawi
posnuntosayem; no 1 Ta/abo fonyCTUMUX MEX roTOBOrO JliKapCbKoro 3acoby (iHLwui
oNakoHy y nauuj 3 3MiHK) - BUTyYEHHS HE3HAYHOro NokKasHuka (Hanpvknag
KapTOHY 3acTapifnioro nokasHuka, Takoro sik 3anax Ta cMak, abo
ifeHTudikaLlis 6apBHUKIB Y CMaKoBUX 106aBOK))
209. IMET® ANnA CyCneHsis opasibHa, BEP/IIH-XEMI | HimeuyunHa Brpo6HMUTBO "in Icnanis/ BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/14969/01/01
DITEN 2% 100 mr/5 mn no 100 mn Al bulk", nakyBaHHs, Himeuy 3MmiHu 3 aKocTi. CepTudikat BignosigHocTi/l E-cepTudikat peuyenma
ab6o no 150 mn, a6o no KOHTPO/b Ta BUMYCK nHa BiANoBigHOCTI €Bponelickkili hapmakonei/MoHorpadii.

200 mn y cpnakoHi; no
1 chnakoHy B
KOMMNEKTi 3 A03y0UnUM
NPUCTPOEM

cepiii:
dapmacbepa
MeHblodekyepiHr
C.J1., IcnaHis;
Bunyck cepiii:
BEP/IIH-XEMI AT,
HimeuyuunHa;
Brvpo6HMuTBO "in
bulk", nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii:
Nab6opaTtopioc
Ankana ®apwma,
C.J1.,, IcnaHis

MopaHHA HoBOro abo OHOBMIEHOrO cepTudiikaTa BigNOBIAHOCTI
abo BUNyYEHHs cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/NpOMIKHOTO MPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI API; ANs AONOMDKHOI
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHoBMeHUIA cepTudikaT Bif yxe
3aTBEpAXEHOro BUpobHuKa - MogaHHs oHoBneHoro CEP(CEP
Ne R1-CEP 1996-058-Rev 05) Bif yxe 3aTBepAKeHoro
BMPOGHMKa A®I, 3i 3MiHOK Ha3BM BNPOGHMKA.(CTapa Bepcis
CEP Ne R1-CEP 1996-058-Rev 04); 3MiHuK | TUNY - 3MiHK 3
akocTi. A®L. KoHTponb A®I (iHLWi 3miHW) - BBEAEHHSA
NepBUHHVX CTaHAapTiB bpuTaHcbkoi Ta AMEpPUKaHCBHKOT
dapmakonei abo HechapmakoneiHuxX cTaHAapTiB 3 HAIEXHUMU
BNACTUBOCTAMU; 3MiHM | TUNY - 3MiHKM 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[0[4aTKOBOT Ai/IbHULI BUPOBHULTBA A/19 YACTUHN abo BCbOro
BMPOBHUYOrO NpoLEecy roTOBOrO NiKapCbKoro 3acoby
(AiNbHMUSA, Ha SKi NpoBOASATLCS OyAb-siKi BAPOGHUYI cTagjl, 3a




166

Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1

BUHATKOM BUMYCKY Cepiii, KOHTPO/IIO AKOCTi, NEPBMHHOTO Ta
BTOPVHHOTIO NaKyBaHHS, /151 HECTEPUbHUX NiKapCbKUX
3aco6iB) - JlabopaTopioc Ankana ®apma, C.J1., IcnaHis; 3miHu |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [O0AATKOBOI AiNTbHUL,
BMPOGHMLTBA A/15 YAaCTMHM ab0 BCbOro BUPOBGHMYOrO npoLiecy
roTOBOrO /iKapCbKOro 3acoby (AinbHULA A5 NEPBUHHOIO
nakyBaHHs) - JlTabopatopioc Ankana ®apma, C.J1., IcnaHis;
3MiHM | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbKuii 3acio.
3MiHV Yy BUpOOHMUTBI. 3amiHa abo BBeAeHHSA 404aTKOBOT
AiNbHULI BUPOBHULTBA 419 YacTHM abo BCbOro BUPOOHNYOro
npoLecy roToBOro NikapcbKoro 3acoby (ainbHuusa ans
BTOPVHHOrO nakyBaHHs) - Jlabopatopioc Ankana ®apma, C.J1.,
IcnaHis; 3miHu | Tuny - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapCbKUiA
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYOTbCSA BUMYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo AoAasaHHsA BUPOGHYKA, L0
BiANOBIAAE 3a BBE3EHHA Ta/abo BMMNYCK cepii) - Bkoyaroun
KOHTpONb/BUNPOBYBaHHA cepii - JlabopaTopioc Ankana
dapma, C.J1., Icnanis; - BHECEHO [0 IHCTPYKUIT AN MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3aim "Bupo6HuK'Ta
"Micue3HaxompkeHHA BUPO6HYKa Ta afgpeca Micus
NpoBaXEHHS MOro AiANbHOCTI" Y 3B’A3KY 3 fofaBaHHAM
BMPOGHMKA, LLIO BiANOBIAAE 3a BMMYCK Cepii, Ak HacnigoK
BiANOBIAHI 3MiHW B TEKCTi MapKyBaHHSA yNakoBOK; 3MiHW | Tuny -
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsagy.
3miHa(u) y KOpOTKili XapakTepucTuL, NliKapCbKoro 3acooy,
TeKCTi MapKyBaHHS abo iHCTPYKLUiT 415 MeaUYHOro
3acTOCyBaHHSA 4115 NiKapcbKoro 3acoby, niueH3oBaHoro y €C
3a NpoLLeAypOI0 B3aEMHOTO BU3HAHHS (/liKapCbkuii 3acio
BXOAUTb A0 cdepu Aii npoLeaypy B3aEMHOMO BU3HAHHS) -
BHECEHO [0 IHCTPYKL,i 415 MeANUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3aiu: "®apMakonorivyHi BnacTuBocTi"
(iHdbopMmauisa 3 6e3nekn), "MpoTunokasaHHs", "B3aemogis 3
iHWMMK NikapcbkMKU 3aco6amMu Ta iHLWi BUAW B3aemogiii",
"Oco6nmBOCTi 3acTocyBaHHs", "Cnoci6 3acTocyBaHHSA Ta fo3un"
(peparyBaHHs TekcTy), "Mo6ivHi peakuii” BignosiaHo fo
OHOBJIEHOT iH(hopMaLii 3 6e3neku Aitoyoi pe4OBUHW; 3MiHK |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWii 3aci6. 3MiHN Y
BUPOGHMUTBI (iHWi 3MiHW) - 3MiHW 80 po3ainy 3.2.P.3.5:
HafiaHHA AaHux 3 Bastigauii Ha 3 npomucnosi cepii no 4500 n
Bifj HOBOro BMPOGHMKa - JTabopaTopioc Ankana ®apma, C.J1.,
IcnaHis; 3MiHu | TNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHa y KOpoTkili xapakTepucTui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT A4S
MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi perynspHo
OHOBJ10BAHOIO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapcbKoro 3acoby B
nicnapeecTpaviiiHnii nepiog, abo ik pesynbTar OLiHK/ 3BITY 3
[ocnigpKeHb, NPoBeAEHVX BIANOBIAHO A0 MiaHy negiaTpuyHnx
pocnigpkeHs (PIP) (iHWi 3MiHK) - BHECEHO [0 IHCTPYKUIT Ans
MEeAMYHOro 3aCTOCYBaHHS NikapCbKOro 3acoby y po3gain
"Oco6nMBOCTI 3aCTOCyBaHHS" BigNOBIAHO [0 OHOB/IEHOT
iHpopmadii 3 6e3nekun AitoyHoi pevHoBUHU
210. IMOBAKC MOJIIO | cycneHsia gns iH'exuin CaHodi PpaHuin NOBHWIA LKA ®paHuisa BHECEHHS 3MiH 0 peecTpavliiHux maTepiasis: 3MiHu |l Tuny - 3a UA/14266/01/01
BAKUVHA AnA no 0,5 mn (1 gosa) y Mactep C.A. BMPOBHULITBA, / 3MiHM B npoueci BupobHuutea AP (3MiHa cToCyeTbCA peyenmom
MPO®INTAKTUKU nonepegHL0 BMNYCK cepil: Yropwy | akTMBHOI pe4OBUHMW 6i0N0rYHOIO/iMYyHOTOMNYHOr0 NOXOMKEHHS
noniomMmienity 3arnoBHEHOMY LUNPULi CaHodi MNacTtep, Ha abo BMKkopucTaHHA XiMivyHUX AP|y BUPOBGHULTBI NikapCbKoro
IHAKTUBOBAHA | 3 npukpinneHoto ®paHLis; BTOPUHHE 3ac06y 6i0/10riYHOro/iMyHO/IOTIYHOIO NOXOMXKEHHS, Ka MOXe
PIOKA roskoto (abo 2-ma nakysaHHs: 3AT MaTu 3Ha4yHWiA BNIMB Ha SKICTb, 6e3MneKy Ta e(DeKTUBHICTb
OKpEMUMY rofIkamu) B "CaHodpi-ABeHTIC", NiKapcbKoro 3acoby, i He CTOCYETLCA MPOTOKO/TY) - OHOBJIEHHS
KapTOHHIA Kopo6Li; no YropLumHa; onvcy BUPOBHUYOro NpoL,ecy MOHOBa/IEHTHOTO
5 mn (10 go3s) y 3anoBHEHHS Hepo3ghacoBaHOro NPOAyKTY BiAnNoBiAHO Ao BuMor ICH Q8-
h1aKoHi 3 3aXNCHUM LUNPULLB, KOHTPO/Tb Q11, Br/IKOYaOUM NepeBN3HaYEHHs i/abo AogaBaHHA
koBnaykom; rno 1 abo AKOCTI KpUTMYHMX napameTpis npouecy (CPP); noaaBaHHS Kpoky
10 chnakoHis B (cTepwnbHICTB): PO3/iNEeHHS KOHLLEHTPOBaHOI OYULLLEHOT BipyCHOI CycneHsii
KapTOHHIli Kopoobui CAHO®I BIHTPOI (CPVS) po etany iHakTuBauii gns po3mipy cepiin 1500 nitpis y
IHOACTPIA, 6yaisni V9; 3miHu |l Tuny - 3mMiHa y MeToaax BUNpobyBaHHS
dpaHuin A®| abo BUXigHOTO MaTepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECI
BMpo6HMLTBa ADI (CyTTEBA 3MiHA Y
6ionoriyHoMy/iMmyHONMOr4YHOMY/iIMYHOXIMIYHOMY MeTOAI
BMNpoGyBaHHA abo MeTofi, Y SKOMY BUKOPUCTOBYETHCS
6ionoriyHnii peareHT Ans GionoriyHoro A®l, abo iioro 3amiHa) -
OHOBJIEHHA MeToAy AN BunpobysaHHA Effective inactivation
Test Ha kniTuHax L20B
211. IMOBAKC MOJIIO | cycneHsis Ans iH'exuin CaHodpi PpaHuin NOBHUIA LKA PpaHuis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/14266/01/01
BAKUVHA And no 0,5 mn (1 gosa) y Mactep C.A. BMPOOHULITBA, / 3MiHa y napameTpax crneumdikayiii Ta/abo onycTUMUX Mex, peuyenmom
NMPODITAKTUKN nonepeaHb0 BMNYCK cepil: YropLum BM3HA4YeHUX y cneyucpikauisx Ha Adl, abo
noniomMmienity 3arnoBHeHOMY LnpuLi CaHodpi MNactep, Ha BVXIiAHWIA/NPOMDKHUIA NPOAYKT/peareHT, WO BYKOPUCTOBYOThCS
IHAKTUBOBAHA | 3 npukpinseHoto ®paHuisa; BTOPUHHE y npoveci BupobHuuTtBa A®| - BURyyYeHHs KNiTuH Primary
PIOKA rosikoto (abo 2-ma nakyBaHHs: 3AT Monkey Kidney Cells (PMKC) 3i cneuucpikauii gns
OKpemnmu rosikamu) B "CaHodpi-ABeHTIC", BMNpo6yBaHHsA Test for Extraneous Agents 3 BUKOPUCTaHHAM
KapTOHHIiA kopobLyi; no YropLyHa; KNITUHHUX KYNbTYp 3 METO BpaxyBaHHS BUMOT €BPONENChKOI
5wmn (10 go3s) y 3anoBHEHHS dapmakonel, YiHHUX pekoMmeHgauiin BOO3 ta npuHumny 3R.
(01aKOHI 3 3aXMCHUM LLNPWLiB, KOHTPOJ/b BHeceHHs pefakuiliHix npaBok Ao po3ginis 3.2.5.2.3.,
KoBnaykom; no 1 aéo AKOCTI 3.2.S.2.4. TepmiH BBeeHHA 3MiH - KBiTeHb 2021 p.
10 chnakoHis B (cTepunbHICTD):
KapTOHHIli KopoobLi CAHO®I BIHTPOI
IHOACTPIA,
PpaHuis
212. IMOBAKC MOJIO | cycneHsis Ans iH'exuii CaHodpi PpaHuin NOBHUIA LWKN PpaHuis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/14266/01/01
BAKUUHA ANnA no 0,5 mn (1 gosa) y Mactep C.A. BMPOGHULITBA, / 3MiHa BUPOGHMKA BUXiZHOrO/MPOMKHOIO NPoAyKTy/peareHTy, peyenmom
MNPOPITAKTUKHA nonepegHbLo BMNYCK cepil: Yropwm LLIO BUKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®I, abo
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
noniomMieniTy 3arnoBHeHOMY LINpuLi CaHodpi MNactep, Ha 3MiHa BMPOGHWMKa (BKNOYatouu, ge HeobxigHo, micue
IHAKTUBOBAHA | 3 npuKpinsaeHot ®paHuisa; BTOPUHHE npoBeAeHHS KOHTPOA0 AkocTi) APl - foaaBaHHs AinbHUU Val
PIAKA ronkoto (abo 2-ma nakyBaHHs: 3AT de Reuil, ne npoBoauTLCA KOHTPOSIb AKOCTI Poliomyelitis
OKpemnmu rosikamu) B "CaHodpi-ABeHTIC", Concentrated Trivalent (anbTepHaTMBHA AiNbHULSA); 3MiHK ||
KapTOHHiiA kKopobLyi; no YropLumHa; UMY - 3MiHa BUPOBHYMKa BUXiAHOTO/MPOMIXHOIO
5 mn (10 go3) y 3arnoBHEHHS NPoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCSA Y BUPOGHNYOMY
(hN1aKoHI 3 3aXUCHUM LUINPWLiB, KOHTPO/b npoueci A®l, abo 3miHa BUpobHUKa (BKIKOYaKoun, e
KoBnaykom; rno 1 abo AKOCTI HeobXxigHO, MicLe NPoBeAEeHHS KOHTPO/IO SKoCTi) AdI -
10 chnakoHis B (cTepusnbHICTb): nepeHeceHHsi OCTaHHLOrO eTany NpoLecy BUPO6HMLTBA Aoyl
KapTOHHIlA KopoobLi CAHO®I BIHTPOIN peuoBuHu (Poliomyelitis Concentrated Trivalent) 3 Marcy
IHOACTPIA, I’Etoile y HoBy 6yaisnio 44 (Val de Reulil, France)
PpaHuis (asibTepHaTVBHA BMPOGHUYA AiNbHULS)
213. IHAOBEHON renb no 40 r y Ty6i; no My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/2152/01/01
1 1y6i B mavy,i 3 akuioHepHe akuioHepHe 3MiHa y napameTpax cneumdikauin Ta/abo 4onyCTUMUX MEeX, peyenma
KapTOHY TOBapUCTBO TOBapUCTBO BU3HauYeHuX y cneuyndikadisx Ha Adl, abo
"HaykoBo- "HaykoBo- BUXiAHWIA/NPOMIDXHUIA NPOAYKT/peareHT, WO BUKOPUCTOBYOTLCS
BMPOGHUYNI BVPOGHNYNIA LEHTP y npouieci Bupo6HuuTBa A®| (iHWi 3miHK) - B cneyudikauii s
LEeHTp "BopLyariBcbkuii KOHTposito A®| BEHOPYTVMHO BHECEHO YTOYHEHHS [0 PO34iNiB
"BopLuariscbk XiMiKo- «Onunc»; BBEAEHO NEPIOANYHICTL KOHTPOSIIO 3a NOKa3HUKaMu
Wi XiMiKo- hapmaueBTUYHNI «lgeHTucpikauis. dnasaHoign» (A. fAkicHa peakuis) Ta
thapmaveBTUy 3aBog" «3a/TMLLKOBI KifIbKOCTi OpraHiYHNX PO3YMHHUKIBY»; 3MiHW | TUMy -
Huii 3aBon” 3i cneumdikauii A®| BEHOPYTUHOMY BUTYYa€ETbCA PO3Lin
«Cynbgatn»; 3miHun | Trny - 3MiHa «TepmiHy NPUAATHOCTI» Ha
«[Mepiog [0 NpoBeAeHHS NOBTOPHMX BUNPOGYBaHb» B
crneundikaLii 4519 KOHTPO/IK0 aKTUBHOTO iHrpesieHTa
214. IHAOKONNIP® Kpanni oy4Hi, 1 mr/mn TOB Ykpaina Na6opaTtopis ®paHuisa BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/3260/01/01
0,1% no 5 mn y dnakoHi- "BANIEAHT LLloBeH, ®paHLis; / nojaHHA OHOBJ/IEHOro cepTuddikara BiANOBILHOCTI peyenmom
KpanensHuui, no 1 PAPMACBLIO [Op. F'epxapg MaHH, Himeuy €sponelicbkiin hapmakonei Ne R1-CEP 2009-256-Rev 01 ans
dhnakoHy-kpanenbHuLi TIKAN3" Xewm.- papm. nHa Aitoyoi pevoBuHN Indometacin Big, BXe 3aTBEpPAXKEHOro
Y KapTOHHii kopobui ®abpuk Mv6X, BMPOGHMKA, SIK HACMNIAOK, 3MiHA aApecy OfHIET 3 BUPOOHNUNX
HimeuunHa LiNbHULL; 3MiHW | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeaeHHs Yy BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponelicbkoi hapmakonel, abo iHWOoi HauioHa/IbHOI
thapmakonei gepxasu €C - npuBefeHHA crneyndikauii gitoyoi
pPeyoBUHM Y BiAMNOBIAHICTb A0 BUMOr MoHorpadii Indometacin
EP 3a nokasHvkamu «KinbkicHe BU3Ha4YeHHS» 3MiHa KpuTepiiB
NPUAHSATHOCTI, BUNYYEHO NOKa3HWK «Baxki MeTanun»
215. IHCMNPA® TabneTkn, BKPUTI Mdpaiizep IHkK. CWA Bupo6HMLTBO CLlA/ BHECEHHS 3MiH 4,0 peecTpaviiHnx matepianis: 3MiHu | Tuny - 3a UA/3752/01/02
NNiBKOBOIO npenapary "in bulk", | ®paHuis ALMiHICTpaTMBHI 3MiHU. BUy4yeHHsI BUPOGHUYOI AinbHNL peyenmom

060/10HKO0, MO 50 Mr;
no 10 TabneTtok y
6nicTepi; no 3
6nicTepy B KAPTOHHIl
Kopobu,i

Ta KOHTPO/Ib AKOCTI:
Mdcparizep
$apmactoTikana
NNC, CWA;
Bunyck cepii,
nakyBaHHs1,
MapKyBaHHS,
KOHTPO/b SKOCTi Npn

(BKmtovatoun ginbHuui 4na A®l, npoMixxHOro NpoaykTy abo
roToBOro Nikapcbkoro 3acoby, AifbHWLi 415 MTPOBEAEHHS
nakyBaHHs1, BUPOBGHWKa, BifNOBIAa/IbHOTO 3a BUMYCK Cepild,
MicLie NpoBefEHHS KOHTPO/IIO cepii) abo nocTavanbHUKa
BMXIAHOIO MaTepiany, peareHTy abo fOMOMIKHOI peHOBUHM
(AKW0 3a3HaYeHOo Y A0CbE) BrUnyyeHHs1 KOHTpakKTHOI
BMPOBHUYOI AinbHULi ans M3 IHenpa® Heondapma IHK.,
CLIA
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BUMYCKY:
dapesa Ambyas,
PpaHuis
216. IHCNPA® TabneTku, BKPUTI Mdpaiizep IHK. CWA Bupo6HULTBO cuwA/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUNYy - 3a UA/3752/01/01
N/1iBKOBOIO npenaparty "in bulk", | ®paHuisa AZMIHICTPaTMBHI 3MiHU. BuyyeHHst BUPO6HNYOI AinbHNL peyenmom
060n0Hkot0, No 25 wr; Ta KOHTPO/Ib AKOCTI: (Brrovatoum ginbHudi ans A®|, npoMixxHOro NpoaykTy abo
no 10 TabneTtok y Mcpaiizep roToOBOro Nikapcbkoro 3acoby, AiNbHULi 4718 NPOBEAEHHS
6nicTepi; no 3 dapmactoTikan3 nakyBaHHs, BUPOOHYKa, BiANoBiAaNbHOro 3a BUMYCK Cepiid,
6nicTepy B KapTOHHIA NNC, CWA; MicLie NpoBeAeHHS KOHTPO/IH0 cepii) abo nocTavanbHrKa
Kopoou,i Bunyck cepii, BUXIAHOrO MaTepiany, peareHTy abo fOMNOMDKHOI pe4OBUHU
nakyBaHHs, (AKLLLO 3a3HAYeEHO Y A0CbE) BunyyeHHs KOHTpaKTHOT
MapKyBaHHs, BMPOBHUYOI AinbHULi ans MN3 IHcnpa® Heondapma IHK.,
KOHTPO/b SKOCTI Npu CLWA
BUMYCKY:
dapeBa Ambyas,
PpaHuis
217. IHPE3O/® 40 po3uunH ans iHdysivi no | BEP/IIH-XEMI | HimeuyunHa BEPNIH-XEMI Al Himeuy BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 3a UA/0192/01/02
250 mn a6o no 500 mn Al nHa 3MiHu Wwoao 6e3nekn/echeKTUBHOCTI Ta hapMmakoHarnsgy. peyenmom
y thnakoHi; no 10 BBeneHHss abo 3MiHM A0 y3ara/lbHEHUX AaHWX NPO cucTemy
(hN1aKOHIB y KapTOHHii hapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHux npo
KOpoO6Li cuctemy hapmakoHarniagy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAANILHOI 3a 34iicCHEHHS (dapMakoHarnsay; KOHTakTHOT
0Cco6u 3 hapmakoHarnsay 3asBHVKa 415 34iICHEHHS
hapmakoHarnagy B YkpaiHi, AKLLO BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6U, BifNOBIAAILHOI 32 34iACHEHHS
hapmakoHarnsgy (Bkvaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa yNnoBHOBaXXeHOT 0cobM BiAMNOBIAa/IbHOI 3a
hapmakoHarnag: MponoHoBaHa pegakuis: Amutpo Cepos.
3MiHa KOHTaKTHMX AaH1X YNOBHOBAXXEHOT 0Co6y,
BiANOBIAa/IbHOI 32 hapMakoHar/isa. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3miHa agpecu
MacTep-caiina
218. INAMIA TabneTku, BKpUTI AT YkpaiHa AT "KUIBCbKWW YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 3a UA/4527/01/01
NAiBKOBOIO "KNIBCbK BITAMIHHWA 3MiHa y MeTogax BUNpobyBaHHS rOTOBOIO MNiKapCbKoro 3acoby | peyernmom
060n0HkKot0, No 2,5 Mr BITAMIHHW 3ABO4" (iHwWi 3miHM y MeToaax BUNpobyBaHb (BKOYaUM 3aMiHy abo
no 10 TabneTok y 3ABOA" [OMNOBHEHHS))
6nictepi; no 3
6nictepu B nauLj
2109. IPUHOTEKAH KOHLeHTpaT ansa Amakca Benuka KOHTPO/b cepii Ta Himeuy BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/14902/01/01
AMAKCA PO3UunHyY N8 iHAY3il, dapma NT[, BpuTaHis BMMYCK Cepii: nHa 3MmiHu Wwopo 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
no 20 mr/mn no 2 mn, 5 AkBiga 'm6X, 3MiHW)
mn abo 15 mny HimeuuunHa; BHeceHHA asibTEPHATUBHOIO TEKCTY MapKyBaHHA YKPAiHCbKOO

chnakoHi; no 1
h/1aKkoHy B KapTOHHIlA
Kopobui

BMPOBHULITBO in
bulk, nepsuHHe Ta
BTOPVHHE
nakyBaHHs,

Ta aHr/ifncbKo MOBOK AJ15 MEPBMHHOI Ta BTOPUHHOI YNakoBKM
N3 no 2 mn, 5 mn abo 15 mn y donakoHi (3aTBEpAXEHWIA TEKCT
MapKyBaHHA: NepBUHHA ynakKoBka yKpaiHCbKOH MOBOIO,
BTOPVHHA YKPATHCHbKOK Ta aHr/iicbkot). OHOBNEHHS BXe
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
KOHTPOb Cepil: 3aTBEPAKEHOr0 TEKCTY MapkyBaHHs. BBeieHHs1 3MiH NpoTArom
Xaynt ®apma 6-TV MicALiB NiCNA 3aTBEPLYKEHHS.
BonbpparcxayseH
'M6X, HimeyuunHa;
BTOPUHHE
nakyBaHHS:
Komcpacc MvbX,
HimeuuunHa;
BTOPVHHE
nakyBaHHS:
BeHyc ®apma M'm6X,
HimeyunHa
220. IPUOPUH Kpanni o4Hi 2,5% no 5 CEHTICC IHais CEHTICC ®APMA IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/7687/01/01
My dO1aKoHi- ®APMA MBT. MBT. NTA. 3MiHa y MeTogax BunpobyBaHHsA rOTOBOrO NikapcbKoro 3acoby | peyenmom
KpanesnbHuui, no 1 nTa. - 3miHM B Cneuudpikauii/MeTogax BUNnpobyBaHHs roToBOro
(hN1aKoHY Y KapTOHHilA nikapcbKoro 3acoby BiANOBIAHO AOKYMEHTALT BUPOGHYMKA: - 3a
nauuj nokasH1koM "Onnc" - yTOYHEHHS KPUTEPITB NPUAHATHOCTI Ta
BBE/IeHHS MOBHOrO ONKNCY METOAVKM BUNPOOYBaHHS; - 3a
nokasHukom "Mpo3sopictb”, "Konip", "pH", "O6'eM, WO
BUTAryeTbea", "OCMONANHHICTL" - BBEAEHHSA NOBHOIO OMNUCY
MEeTOAVKM BUMPOGYBaHHS; - 3a NokasHUKOM "laeHTudikauis”,
"MexaHiuHi BktoveHHs", "KinbkicHe BU3HaYeHHs.HaTpito
MeTabicynbdiT" - BHECEHHS HE3HAYHWX 3MiH 40 METOAVKM
BMMNPOBYBaHHS; BHECEHHS pefaKLiiHuX NpaBokK. - 3a
NOKa3HWKOM "BMICT 6EH3asIKOHIt0 x10pna”- 3MiHa
npo6oniAroToBKM PO3UMHIB; 3MiHN B PO3PaxyHKOBIin dopmyi;
He3HauHi 3MiH1 NepeBipky NpUAaTHOCTI XpoMaTtorpadidHoi
CUCTEMU; BHECEHHS pefaKLiiHiX NpaBok. - 3@ MOKa3HNKOM
"KinbkicHe BM3HaveHHs. deHinedpuHy rigpoxnopug” - B
yMOBax XpomaTorpadyBaHHs 3MiHEHWIA PO3MIP KOMIOHKW; 3MiHW
B PO3paxyHKOBIi hopMy/i; HE3HAYHI 3MiHV NepeBipkM
npuaaTHOCTI XxpoMaTorpadiyHoi CUCTEMU; BHECEHHS
pefakuifiHux npaBok; 3MiHu | TUNy - 3MiHa po3mipy cepii
(BKKOYalOUM giana3oH po3Mipy cepii) roToBOro Nikapcbkoro
3acoby - BBeJEHHA [4OAATKOBOr0 po3Mipy cepii roToBOro
nikapcbkoro 3acoby 1000 n. 3anponoHoBaHo: 250 1
(TeopeTnyHa KinbkicTb hrakoHis: 47170) a6o 1000 n
(TeopeTuyHa KinbKicTb dhakoHis: 188679)
221. KA/NbLIEOC TabneTkn XxyBasbHi, no | JlabopaTtopis PpaHuin IHHOTepa LLys3i PpaHuis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/13337/01/01
15 TabneTok y Ty6i, no IHHOTEK 3MiHM 3 sikocTi. FOTOBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag peuenma
2 Ty6u B KApPTOHHIM IHTepHacbioH (iHwWi 3miHK) - MprBeaeHHa Ha3By Ta cknagy Adly
naui anb

BiAMOBIAHICTb A0 OpUriHANIbHMX peecTpauiiHnx martepianis;
3MiHM | TUNy - 3MiHK 3 sAKoCTi. FOTOBWMIA Nikapcbkunii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (4oNoMiXXHUX peyoBMHax) roToBOro
nikapcbKoro 3acoby (cmakoBi o6aBkn abo 6apBHUKK) -
[opaBaHHs, BUNy4YeHHs abo 3amiHa - 3MiHa cnocoby
HanucaHHs cknagy apomaTtnsaTopa IMMOHHOro (6e3 3mMiHu
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JliKapcbKo20
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Popma sUMYCKY
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Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

cknagy); 3miHu | Tuny - 3MiHK 3 aKocTi. CepTudikat
BifnoBigHOCTI/IE-cepTudikar BignoBigHOCTI EBponechkii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI E€Bponelickkilt thapmakonei: ana Adl; ons
BVXifHOrO Matepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI API; ANs AONOMIDKHOI
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuii cepTudikat Bif BXe 3aTBEpKEHOro
BMPOGHMKa - MogaHHsA HoBoro CepTudpikaTy BifnoBigHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2009-050-Rev 01
(3aTtBepaxeHuii R1-CEP 2009-050-Rev 00 ) Big BXe
3aTBepxeHoro BupobHvka “DSM Nutritional Products Ltd,
LBeliuapia” ana konekanbuedepony (BuxigHoro matepiasny)
AKWIA BUKOPVCTOBYIOTb Y BUPOBHWLTBI Ajt040T pevOBUHU
KOHLLeHTpaTy KonekanbLedeposny (y NOPOLUKOBIi hopmi);
3MiHM | Tuny - 3MiHK 3 akocTi. CepTudikart BignoBigHOCTI/ME-
cepTudiikaT BiANoOBIAHOCTI EBpONENnChKili
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTtuddikaTa BiAnNoOBIAHOCTI ab0 BUYyYEHHA cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gna A®l; ons
BUXiAHOro MaTepiany/peareHTy/NpoMiKHOro NPoAayKTy, Lo
BVIKOPVCTOBYIOTbCH Y BUPOOHULTBI ADI; ANs AONOMDKHOT
peyvoBuHu (FE-cepTudpikat BignosigHOCTI EBponeiichkii
thapmakonei gna A®l/BuxigHoro
marepiany/peareHTy/npoMiXHOro NpPoayKTy abo [OMOMKHOI
peyoBuHK) - HoBuiA cepTudikat Ans BUXIAHOTO
martepiany/peareHTy/npoMiKHOIo NPOAYKTY abo AOMNOMDKHOT
peyoBUHY Bif, HOBOTO abo BXe 3aTBEPAKEHOIO BUPOGHMKA -
MopaHHA HoBoro E-cepTudikaTy BignoBigHOCTI EBponeiichkii
hapmakonei (R1-CEP 2000-119-Rev 02) ans fonomMikHOI
PEYOBUHM — XenaTuHy (BUKOPUCTOBYBaHUI y BUPOBHUYOMY
npoueci A5 Airo4oi PeUOBVHN KOHLIEHTpaTy
KonekasbLedeposy y NOpoLLKOBIli hopMi) Big HOBOro
BMpobHuka Gelita Group, Germany; 3miHu | Tuny - 3miHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI €Bponeiickkili hapmakonei/MoHorpadii.
MopaaHHA HoBOro abo OHOBMIEHOro cepTudiikaTa BifNOBIAHOCTI
abo BMNy4YeHHs cepTudikaTta BignoBigHOCTI €EBponenchkii
hapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npOMKHOTO NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMIKHOT
peuvoBuHu (FCE-cepTudpikat BignosigHocTi €EBponelickkiii
hapmakonei ana Ad®l/suxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy abo [OMOMIKHOI
pevoBUHU) - BunyyeHHs cepTudikatis (y BUNagKy HassBHOCTI
MyNbTUNIETHOIO cepTudpikata Ha martepian) - BuganeHHs
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popatkoBoro Bupo6bHuka PB Gelatins GmbH, Germany
(CepTudbikart BignosigHocTi €Bponeiicbkiii hapmakonei RO-
CEP 2009-050-Rev 00) AONOMiXHOT pEHOBVHU XeENaTuHy;
3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUpOOHUYOT
AiNbHULI (BKAOYaoun AinbHUL Ana APl npomikHoro
npoaykTy abo roToBOro Nikapcbkoro 3acoby, AinbHULI An1S
npoBefAeHHs NakyBaHHS, BUPOOHUKA, BiAMOBiAaIbHOTO 3a
BUMYCK Cepili, MicLie NPOBefeHHSA KOHTPOIO cepii) abo
nocTavasnbHviKa BUXIGHOTO MaTepiasny, peareHTy abo
[O0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OOChE) -
BunyyeHHsi 3 maTepianis peecTpauiiiHoro ocbe BUPOGHMKA
BiANOBIAAILHOIO 3a rpaHy/IsLilo KabLito kapboHaTty HoBeasb
dapma, PpaHLis; BUpOGHMKA BiANOBIAA/IbHOTO 38 NepBUHHE Ta
BTOPUHHE nakyBaHHA CTpagic ®paHuis; 3miHW | Tuny -
AAMiHICTpaTMBHI 3MiHW. (IHLWi 3MiHK) - BHECEHHSA 3MiH J0
po3ainy “Ynakoska® MKA J13: foaasaHHs onvcy cuctemm
3aKpUTTA NEepPBUHHOI YNakoBKW npenapary, a came
nonieTuIeHoBOI NPOGKM, ika MICTUTb FpaHynv cunikaresnto B
AKOCTi OcyLUyBaya, 3rilHo MaTepiaiB peecTpaLliiiHoro Aocbe
(BBEAeHHA 3MiH NPOTAroM 6-Tu MicALiB NiCNs 3aTBEPAYKEHHS);
3MiHM | Tuny - 3miHK Woao 6e3neku/ehekTNBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHK) - BHECEHHS nonepemkyBasbHOI
iHchopmawuii go po3giny “Ymosu 36epiraHHs”, MKA woao
nonieTMIeHOBOT MPOGKM , ika MICTUTb rpaHy/in CUnikareso B
SAKOCTi ocylwyBaya (BeBefeHHS 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepkKeHHs)

222,

KANbLUWIN
KBEPKYC

rnobByni BENATI

rpaHy/in roMeonaTuyHi
no 20 r y dpnakoHi, no
1 chnakoHy B KOpoO6Lii 3
KapTOHY

BANA
XainbMitTenb
mM6X

HimeuunHa

BANA
Xannbmitrenb M6X

Himeuy
nHa

BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny -
3MiHa NnapameTpiB cneyudikauiii Ta/abo AONYCTUMMX MEX
rOTOBOrO JliKapCbKoro 3acoby (f0NOBHEHHS cnevudikawii

HOBMM MOKa3HVKOM 3 BiAMOBIAHWM METOA0M BUNPOOYBaHHS) -

BUAANEHHsI TecTy «Maca» Ta 3amiHa ioro TecTom
«OfHOpPIgHICTL MacK» B cneuudikalii KiHLeBoro NpoaykTy.
TecT «OAHOPIAHICTE MaCK» He NPOBOANTLCS MPU BUBYEHHI

CTabiIbHOCTi Ha KIHLEBWIA MPOAYKT

6e3
peyenma

UA/16276/01/01

223.

KANbUUKEP

CyCneHsis opasibHa no
120 mn y cpnakoHi; no
1 chnakoHy pasom 3
MipHOIO JTOXKOIO Y
KapTOHHIA ynakoBL,i

€Bpo
Navidokep Mg,

Benuvka
BpuTaHis

IHpoko Pemegic
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny -
3MiHu Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHUX Npo cucTemy

hapmakoHarnsgy (BBefeHHs y3arasilbHeHUX faHux npo
cuctemy hapmakoHarniagy, 3miHa ynoBHOBaxKeHOT ocobu,

BiANOBIAANILHOI 3a 34iicCHEHHS (dapMakoHarnsay; KOHTakTHOT

0Cco6u 3 hapmakoHarnsay 3asBHVKa 415 34iIACHEHHS
hapmakoHarnagy B YkpaiHi, AKLLO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BifNOBIAAILHOT 32 34iACHEHHS
hapmakoHarnsgy (Bkuvatouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa ynoBHOBaeHOi ocobwu, BiANoBiAasbHOI 3a
dhapmakoHarnsag: NponoHoBaHa pefakuis — benikoBa

6e3
peyenma

UA/2515/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
CiTnaHa MuxaiiniBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXKEHOI 0c06M, BiANOBIfA/ILHOT 3a 34iCHEHHS
dhapmakoHarnsgy
224. KANbLJIO PO3YMH NS iH'EKLNA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/6822/01/01
XnorPuna- 100 mr/mn, no 5 mn "PapmaueBTn "GapmaueBTuyHa 3MiHuM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. Onnc Ta cknag, peyenmom
OAPHUUA abono 10 vn B YyHa chipma ipma "OapHmus" (iHWWIi 3MiHW) - BHECEHHS 3MiH 0 p. «Cknajg» rotoBoro
amnyni; no 5 amnyny "fapHuus” niKapcbKoro 3acoby, 3o0Kkpema: 3a3HavyeHHs1 KOPEKTHOro
KOHTYPHIll YapyHKOBIi nepepaxyHky giro4oi peyoBuHn KanbLiito xnopug rekcarigpar
ynakosui, no 2 Ha KasbLito xnopug, (BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
KOHTYPHI YapyHKOBI nicns 3aTBepKeHHS)
yNakoBKM B nayi
225. KAMIPEH TabneTtky no 1 mr no KPKA, a.4., CnoseHis BignoBiganbHWi 3a CnoseHi BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu Il Tumny - 3a UA/4530/02/01
10 TabneTok y HoBo mecTo BMPOBHULITBO, A 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsaay. peyenmom
6nicTepi; no 2, abo no nakyBaHHs, BUMYCK BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BuAAv
3 6nictepu B cepii Ta KOHTPOJ1b peecTpauiiHoro NocBigYeHHs, BKIoYakum MnaH ynpaeniHHA
KapTOHHIli KopooLi SAKOCTi rOTOBOro pu3nKamm (3acTocyBaHHS 3MiH(1), Siki(a) BUMararoTb(€)
nikapcbkoro 3acoby: NoAasIbLIOro 06rpyHTYBaHHSA HOBMMU [0AATKOBUM AaHUMU,
KPKA, a.4., HoBo LLIO MatOTb HaAAaBaTUCA KOMMETEHTHUM OpraHoM, OCKifIbKn
mecTo, CnoBeHisi; BUMAraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHomMm).
BiANOBigaIbHNI 3a BriKkoHaHHA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
NnepBuHHE Ta 1 poaatky 15 fo MNMopAagky NpoBeAeHHA ekcrnepTusu
BTOPWHHE peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
nakyBaHHS: noJalTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a
Mapucbapm 4.0.0., TakoX ekcnepTn3n marepiasiB NPo BHECEHHS 3MiH [0
CnoseHisn peecTpauiiHux MaTepianis NPOTArom fji peecTpawiiiHoro
noceigYeHHs, 3aTBepaxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
226. KAMIPEH TabneTky No 2 Mr no KPKA, a.4., CnoseHis BignoBiganbHWiA 32 | CnoseHi BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - 3a UA/4530/02/02
10 TabneTok y HoBo mecTo BMPOGHULITBO, A 3MiHM Woo 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peyenmom
6nicTepi; no 2, abo no nakyBaHHs1, BUMYCK BHeceHHs abo 3miHa(1) 4o 3060B'si3aHb Ta YMOB BMAAvi
3 6nictepu B cepii Ta KOHTPO/1b peecTpauiiHoro NOCBigYEHHS, BKHOYakum MnaH ynpaeniHHSA
KapTOHHI KOpOOLii SIKOCTi rOTOBOro pu3nKamMm (3acTocyBaHHS 3MiH(1), siki(a) BUMararoTb(€)
nikapcbKkoro 3acoby: noAasibLIOro 06I'pYHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK,
KPKA, a.4., Hoso L0 Mal0Tb HaAaBaTUCA KOMMNETEHTHUM OPraHoM, OCKiSTbKM
mecTo, CroBeHis; BUMAraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHoMm).
BiANoBigabHMIA 3a BurikoHaHHS 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
nepBuHHE Ta 1 popatky 15 fo MNopagky npoBefeHHs ekcnepTnsmn
BTOPWHHE peecTpauiiiHMx MaTepianiB Ha fNikapcbki 3acobu, Wwo
nakyBaHHS: noJatTbCa Ha AepxaBHy peecTpauiio (NepepeecTpawiio), a
Mapwudpapm g.0.0., TaKOX eKcnepTusn maTepiasiis NPO BHECEHHS 3MiH [0
CnoBeHis peecTpauiiiHux MaTepianis NPOTAroM Aji peecTpauinHoro
NnocBiJYeHHs, 3aTBepaKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
227. KAMIPEH TabneTtky no 4 mr no KPKA, a.4a., CnoBeHis BignoBigasnbHWii 3a | CnoBeHi BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu Il Tuny - 3a UA/4530/02/03
10 TabneTok y HoBo mecTo BMPOGHULITBO, A 3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta chapMakoHarnsagy. peyenmom

6nicTepi; no 2, abo no
3 6nictepu B

nakyBaHHs, BUMYCK
cepii Ta KOHTPOJ1b

BHeceHHs abo 3miHa(u) 4o 3060B'A3aHb Ta YMOB Buaadi
peecTpauiiiHOro NocBiAYEHHs, BKAKYakum naH ynpas/iHHSA
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JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

KapTOHHIli KopoobLi

AKOCTi FOTOBOr0O
nikapcbKoro 3acoby:
KPKA, a.4., HoBo
mMecTo, CroBeHis;
BiNOBIgabHWIA 3a
nepBuHHe Ta
BTOPVHHE
naxyBaHHs:
Mapwdpapm 4.0.0.,
CnoseHisa

pu3nKamm (3acTocyBaHHS 3MiH(1), Aiki(a) BUMararoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBMMU [0AATKOBUM faHUMK,
L0 MalTb HaJaBaTNCA KOMNETEHTHUM OpPraHOM, OCKI/TbK/
BUMAraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHomMm).
BriKoHaHHA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1 poaatky 15 go MNMopAagky NnpoBeAeHHA ekcnepTusn
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
NnoJalTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadii), a
TaKOX eKCnepTn3n MaTepiasliB NPO BHECEHHA 3MiH [0
peecTpauiiHux MaTepianiB NPOTArom Aji peecTpawiiiHoro
noceifgYeHHs, 3aTBepkeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

228.

KAM®OPA
PALIEMIHHA

NOpPOLUOK (Cy6CcTaHLis)
y Milkax 3
nonieTuneHy ans
BMPOGHULTBA
HeCTepU/IbHNX
nikapcbkux hopm

AT "Crtoma"

YKpaiHa

OpieHTan Apomarikc
nra.

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny -
AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
MiCLii NPOBaPKEHHS AiSNIbHOCTI BUPOOHUKa (BKIHOYatoun, 3a
HeOo6XiAHOCTI, MicLe NPOBEAEHHSI KOHTPOSIO SIKOCTI), abo
BNacHMKa mactep-gpaiina Ha A®l, abo noctavyanibHUKa
Adl/BuxigHoro matepiasy/peareHTy/NpOMIXXHOTO NPOAYKTY, LLO
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y A0ChbE
Ha nikapcbkumii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBiAHOCTI EBponelickkiin hapmakonei y 3aTBepakeHoOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIKHOI peHOBUHU (SKLLO
3a3HaYeHo Y A0CbE) 3MiHa Ha3BM BUPOOHUKa ADI, 3a3HaYEHHS
agpecy MicLs NpoBaKeHHS AisNIbHOCTI BUPOGHMKa
(3aTBEpMKEHA OpUAMYHA afpeca).

UA/12343/01/01

229.

KAHAEKOP®

Tabnetkv no 4 mr no 7
TabneTok y 6nictepi;
no 2, abo no 4, abo no
8, abo no 12, a6o no
14 6nicTepiB y
KapTOHHIA Kopoo6Lii; no
14 TabneToK y
6nicTepi; no 1, abo no
2, abo no 4, abo no 6,
abo no 7 6nictepiB y
KapTOHHIA Kopo6Li; no
15 TabneTok 6nicTepi;
no 2, abo no 4, a6o no
6 6nicTepiB y
KapTOHHIli KopooLi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

KPKA, a.4., Hoso
MecTo

CnoBeHi
A

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny -
3MiHu Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(u) Ao 3060B'A3aHb Ta yMOB Buaadi
peecTpauinHOro NocBiAYEHHS, BKAOYatoun MNnaH ynpasiHHA
pu3nKamm (3acTocyBaHHs 3MiH(1), Aki(a) BUMararoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBMMU [OAATKOBUM JaHMK,
LLIO MaloTb Ha4aBaTUCA KOMMNETEHTHUM OPraHoM, OCKi/TbKM
BMMAaraeTbCs CyTTEBA OLjiHKA KOMMETEHTHUM OpraHoM).
BukoHaHHs 3060B'A3aHb BIANOBIAHO A0 NigNYHKTY 1.13 NyHKTY
1 popatky 15 fo MNopagky NpoBefeHHA ekcnepTnsmn
peecTpauiiHnx MaTepianis Ha nikapcbki 3acobu, Lo
noJaloTbCs Ha AepXaBHy peecTpaliio (nepepeecTpadii), a
TaKOX eKCnepTusn mMmaTepiasiiB MPO BHECEHHS 3MiH A0
peecTpauiiHnx mMaTepiasniB NPOTArom Aii peecTpawiiiHoro
NocBiJYEHHS, 3aTBEpAKeHOro Hakazom MO3 Big 26.08.2005
Ne 426 (y peaakuii Hakazy MO3 Big 23.07.2015 Ne 460).

3a
peyerimom

UA/11678/01/01

230.

KAHOAEKOP®

TabneTtkn no 8 mr no 7
Tabnetok y 6nictepi;
no 2, abo no 4, abo no
8, abo no 12, a6o no
14 6nictepiB y
KapPTOHHI/ KopobLi; no

KPKA, a.4.,
HoBso mecTo

CnoBeHis

KPKA, a.4., Hoso
MecTo

CnoseHi
A

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny -
3MiHu Woao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(u1) 4o 3060B'si3aHb Ta YMOB Bugadi
peecTpauiiHoro Noceig4YeHHs, BKIYaoym MNnaH ynpasniHHA
pu3nkamm (3acTocyBaHHs 3MiH(M), Aki(a) BUMaratoTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM [OAATKOBUM [aHUMK,

3a
peyenmom

UA/11678/01/02
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
14 TabneTok y LU0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/TbK/
6nicTepi; no 1, abo no BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHVM OpraHoM).
2, abo no 4, a6o no 6, BrikoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
abo no 7 6nictepis y 1 popatky 15 no Mopagky NpoBefeHHs ekcnepTnsn
KapTOHHiiA kKopobLyi; no peecTpauiiHnx MaTepiasiB Ha nikapcbki 3acobu, Lo
15 Tabnetok 6nictepi; noAalTbCs Ha AepXaBHy peecTpauiio (nepepeecTpaldio), a
no 2, abo no 4, a6o no TakoX ekcnepTn3n martepianiB Npo BHECEHHS 3MiH [0
6 6nictepis y peecTpauiiiHix mMaTepiasiB NpoTsArom Aii peectpauiiioro
KapTOHHIli KopoobLi NnocBiAYEHHS, 3aTBepAxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
231. KAHOEKOP® Tabnetkv no 16 mr no KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHi BHECEHHS 3MiH 0 peecTpaLliiHux maTepianis: 3miHu Il Tuny - 3a UA/11678/01/03
7 TabneTok y 6nictepi; HoBo mecTo MecTo A 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
no 2, abo no 4, a6o no BHeceHHs abo 3miHa(u) 4o 3060B'A3aHb Ta YMOB Buaadi
8, abo no 12, a6o no peecTpauiiHoro NoceigYeHHs, BKIoYaun MnaH ynpasniHHA
14 6nicTepiB y pvi3nkamm (3acTocyBaHHS 3MiH(M), Ski(a) BUMaratoTb(€)
KapTOHHIA Kopoo6Lii; no noJanbLIoro 06r'pyHTyBaHHA HOBUMU A0AaTKOBUM AaHUMU,
14 TabneTok y LLIO Mal0Tb HaA4aBaTUCA KOMMNETEHTHUM OPraHoOM, OCKiSTbKM
6nicTepi; no 1, abo no BMMAaraeTbCs CyTTEBA OLjiHKA KOMMETEHTHVM OpraHoM).
2, abo no 4, a6o no 6, BukoHaHHs 3060B'A3aHb BIAMNOBIAHO A0 NigNYHKTY 1.13 NyHKTY
abo no 7 6nictepis y 1 popatky 15 go MNopsgky NpoBeAeHHs ekcnepTuan
KapTOHHIA Kopo6Li; no peecTpauiiHnx MaTepianis Ha nikapcbki 3acobu, Lo
15 TabneTok 6nicTepi; noJaloTbCs Ha AepXaBHy peecTpalitio (nepepeecTpadii), a
no 2, abo no 4, a6o no TaKOX eKCnepTusn mMaTepiasiiB MPO BHECEHHS 3MiH A0
6 6nicTepiB y peecTpauiiHnux mMaTepiasniB NPOTArom fii peecTpawiiiHoro
KapTOHHIlA KopooLi NnocBiJYEeHHSs, 3aTBepAKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y peaakuii Hakazy MO3 Big 23.07.2015 Ne 460).
232. KAHOEKOP® TabneTky no 32 Mr no KPKA, a.4., CnoseHis KPKA, a.4a., Hoso CnoseHi BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/11678/01/04
7 TabneTtok y 6nictepi; HoBo mecTo MecTo A 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsaay. peyenmom
no 2, abo no 4, abo no BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BMAAv
8, abo no 12, a6o no peecTpauiiHoro NocBigYeHHs, BKIoYakum MnaH ynpaeniHHA
14 6nicTepiB y pu3nKamm (3acTocyBaHHs 3MiH(1), Siki(a) BUMararoTb(€)
KapTOHHI Kopoo6Li; no NoAasTbLIOro 06rpyHTYBaHHSA HOBMMU [OAATKOBUM AaHUMU,
14 TabneTok y L0 MalTb HaJaBaTNCA KOMNETEHTHUM OpraHOM, OCKI/TbK/
6nictepi; no 1, abo no BMMAaraeTbCsl CyTTEBA OLLiHKA KOMMETEHTHUM OpraHoMm).
2, abo no 4, a6o no 6, BriKkoHaHHA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
abo no 7 6nictepiB y 1 poaatky 15 fo MNMopAagky NpoBeAeHHA ekcrnepTusu
KapTOHHIA Kopoo6Lii; no peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
15 TabneTok 6nicTepi; NnoJalTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a
no 2, abo no 4, abo no TakoX ekcnepTn3n marepiasiB NPo BHECEHHS 3MiH [0
6 6nicTepiB y peecTpauiiHux MaTepiani NPOTArom Aji peecTpawiiiHoro
KapTOHHI KOpOOLii NoCBiJYEHHS, 3aTBEpPAKEHOro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
233. KAPBOIA KOHLleHTpaT ans Akkopa Benuvka BTOPUHHE Benuka BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - 3a UA/13716/01/01
PO34MHY A5 IHQY3IN, Xenckea BpuTaHis nakyBaHHs: AKKOpZ, BpuTaHi 3MiHa po3mipy cepil (BKtoyatoum gianasoH po3Mipy cepii) peyenmom
10 mr/mn, no 5 mn, abo NimiTeq Xenckea Jlimites, Al lHais rOTOBOrO JliKapCbKOro 3acoby (3MiHa CTOCYETHLCS BCiX iHLIMX

no 15 mn, a6o no 45
M, abo no 60 may

Benuka bputaHis;
BignoBigasibHWi 3a

NikapcbKnx hopmM CYKynHOro (KOMneKCHoro) BUPO6HNYOro
npouecy) - BBeAEHHS A0AATKOBOro po3Mipy cepii 1200 n
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
hnakoHi; no 1 BMNYyCK cepii: AkKopg, (26,143 chnakoHu) ons fo3yBaHHA 45 M1 rOTOBOrO NiKapCbKoro
dhnakoHy B KapPTOHHIl Xenckea Jliviteq, 3aco6y, Ta sk Hacnigok oHoBneHHs p. 3.2.P.3.3. Onuc
Kopobui Benuka BputaHis; BVMPOGHMYOTO MPOLECY Ta KOHTPOJIK0 Mpouecy. BBeAeHHS 3MiH
BUPOBHULTBO NPOTArom 6-Tv MiCALiB MiCNs 3aTBEPKEHHS; 3MiHM | Tvny -
roToBOro 3MiHa napameTpiB cneyudikaLiii Ta/abo AonyCTUMNX MEX
nikapcbkoro 3acoby, NepBUHHOT YNakoBKM rOTOBOTO liKapCbKOro 3acoby
nepBuHHE (DoNoBHEHHS cneumaikaLii HOBUM NOKa3HWUKOM 3 BiZNOBIAHUM
nakyBaHHs, METOAO0M BMMNPOBYBaHHS); CynyTHSA 3MiHa: 3MiHa Yy MeTofax
KOHTPO/b SKOCTI BUMNPOOYBaHHA NEPBUHHOI YNaKOBKV rOTOBOIO NiKapCbKOro
cepii: IHTac 3acoby (iHLWi 3MiHK y MeToAax BUNPoByBaHb (BKNOYatoun
dapmacbloTikans 3aMiHy abo fofiaBaHHs)) - BHECEHHS 3MiH 40 MaTepianis
NimiTea, IHAjs; peecTpauiiHoro AoCkE: - OHOB/IEHHSA NapameTpa Crneumndikawi
BUPOBHULTBO «TecT Ha rigponiTUUYHy CTilKiCTb» 718 BUNPOOYBaHHSA CKNSHUX
roToBOro dhnakoHiB BigNoBigHO A0 EP; - fofaBaHHs albTepPHATUBHOTO
nikapcbkoro 3acoby, BHYTpiLWHLOro meToAy ICP ana napameTpy «EkcTparyBaHHs
nepBuHHe Ta LMHKY» AN TYMOBWX NMPO6OK; 3MiHW | TURY - 3MiHa
BTOPWHHE nocTavyanbHviKa nakyBasbHUX Martepianis abo KOMMNAEKTYUNX
nakyBaHHS, - f0fjaBaHHs HOBOIO NocTavYaslbHUKa 415 CKIAHMX (hakoHiB
KOHTPO/b AKOCTI [N roTOBOrO NiKapcbkoro 3acoby
cepii
(anbTepHaTUBHWIA
BVPOGHUK):
IHTac
dapmacbloTikans
NimiTes, IHAisA
234. KAPAYPA® Tabnetkv no 1 mr no Mdpainzep IHk. CWA BMPOGHMLTBO Himeuy BHECEHHS 3MiH 0 peecTpavliiHux maTepianis: 3MiHu |l Tuny - 3a UA/5972/01/01
10 TabneTok y npenapary in bulk, nHa 3MiHW A0 IHCTPYKLi 4115 MeAUYHOT0o 3aCTOCYBaHHS [0 po34iny | peuyernmom
6nictepi; no 3 KOHTPO/b SKOCTI Npu "3acTocyBaHHA y nepio BariTHOCTI abo roflyBaHHs rpyant”.
6nicTepy B KapTOHHIN BUMNYCKY, NaKyBaHHs, BBegeHHA 3MiH npoTArom 3-x micsAuiB nicnsa
ynakoBLi KOHTPO/b AKOCTI 3aTBePAKEHHSA
(cTabinbHICTL),
BWMYCK cepii: P-
dapm JxepmaHi
M6X, HimeyunHa;
BMPOGHMLTBO
npenapary in bulk,
KOHTPONb SIKOCTi Npun
Bunycky: Mdarizep
MeHohek ypuHr
[oiunena MvéX,
Himeuunna
235. KAPAYPA® TabseTkv No 2 Mr no Mdpaiizep IHkK. CWA BMPOGHMLTBO Himeuy BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu |l Tuny - 3a UA/5972/01/02
10 TabneTok y npenaparty in bulk, nHa 3MiHW [0 IHCTPYKLii 419 MeAMYHOro 3aCTOCYBaHHSA A0 po3ainy | peyenmom
6nictepi; no 3

6nicTepy B KapTOHHIA
ynakoBLi

KOHTPOMb AKOCTi Npn
BUMYCKY, NaKyBaHHS,
KOHTPO/b SKOCTI

(cTabinbHicTb),

"3acTocyBaHHA y nepiof BariTHOCTI abo roAyBaHHs rpyaato”.
BBepeHHs 3miH npoTsrom 3-x micsiyis nicns
3aTBEepPMKEHHSA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

BUNycK cepii: P-
dapm [xepmaHi
m6X, HimeuunHa,;
BUPOBHULTBO
npenapary in bulk,
KOHTPO/b SIKOCTI Npu
Bunycky: Mdalizep
MeHtohekuypuHr
[oiiuneng M'v6X,
Himeuunna

236.

KAPAYPA®

Tabnetkv no 4 mr no
10 TabneTok y
6nictepi; no 3
6nicTepy B KapTOHHI
ynakoBLi

Mdpainzep IHk.

CLUA

BMPOGHMLTBO
npenapary in bulk,
KOHTPONb SIKOCTi Npn
BUWMYCKY, NaKyBaHHS,
KOHTPO/b AKOCTI
(cTabinbHICTL),
BWMYCK cepii: P-
dapm JxepmaHi
M6X, HimeyunHa;
BMPOGHMLTBO
npenapary in bulk,
KOHTPONb SIKOCTI Npn
Bunycky: Mdarizep
MeHohek ypuHr
[oiunena MméX,
Himeuunna

Himeuy
MHa

BHECEHHS 3MiH 0 peecTpaviitHux maTepiauis: 3MiHu |l Tuny -
3MiHW A0 IHCTPYKLi 415 MeAUYHOr0o 3aCTOCYBaHHS [0 po34iny
"3acTocyBaHHA y nepio BariTHOCTI abo rofyBaHHs rpyant”.
BBegeHHA 3MiH npoTArom 3-x micsAuiB nicnsa
3aTBePAKEHHSA

3a
peyermom

UA/5972/01/03

237.

KAPI3OH

kpeM, 0,5 mr/1 r no 15
r, a6o no 30 r, a6o no
50 ry Ty6i; no 1 Ty6i B
KapTOHHI Kopo6Lyi

Jepmadchapm
Al

HimeyunHa

mibe Mm6X
ApuHaiimitTTens

Himeuy
nHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu | TUny -
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsaay.
3MiHa y KOpOTKilli XapaKTepucTUL,i Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLT AN MeAnYHOro 3acToCcyBaHHA Ha
nigcTasi perysisipHO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
NikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B micsipeecTpaviiiHii nepiod, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHnx gochigxkersb (PIP) (3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVIM OPraHoM) BHECEHi [0
IHCTPYKUIT y po3ainu: "Ocob6nunBocCTi 3acTocyBaHHS", "TO6GIYHI
peakuii” 3rigHO 3 AaHUMM LWoA0 6e3nekn AitoHoi PEHOBUHM.
3MmiHu |l TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili xapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHUMW 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHUMW JaHUMK Ta AaH MU 3
thapmakoHarnsgy
BHeCeHi [0 IHCTPYKLi y po3ain "Moka3aHHA"; Ta po3ainu:
"®apmakonoriyHi BnactusocTi’, "lMpoTmunokasaHHA",
"B3aemogis 3 iHWVMK NTikapCbkMMK 3acobamu Ta iHLWi BUAN

3a
peyenmom

UA/10950/02/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
B3aemogiit”, "OcobmMBoCTi 3acTocyBaHHA" (Y T. 4.
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs rpyaar",
"3paTtHICTb BN/IMBATU Ha LIBMAKICTb PeakLii Mpy KepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMK MexaHismamun™), "Cnoci6
3acTocyBaHHsa Ta gosu" (y T. 4. "Aitn"), "MepeposyBaHHs",
"Mo6iuHi peakuyii”; po3gin "AiTn"; 3MiHW 3rigHO 3 MaTepiaiaMm
peecTpauiiHoro Aocbe.
238. KACAPK® Tabnetky no 32 mr no NAT YKpaiHa MAT YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/12457/01/01
10 TabneTok y "Kuismeanpen "Kuismeanpenapat” 3MiHa agpecy BUpobHuka APl kaHgecapTaHy UMnekceTuny, peyenmom
6nictepi; no 3 apart" 6e3 3MiHN MicuA BUPO6HMLTBA
6nicTepy B nayy
239. KACAPK® Tabnetkv no 16 mr no MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/12457/01/02
10 TabneTok y "Kuismegnpen "Kuismegnpenapar” 3MiHa agpecu BUpo6HVKa APl kaHaecapTaHy LunekceTuny, peyenmom
6nicTepi; no 3 apat" 6e3 3MiHn Micusa BUpoOHMLTBA
6nicTepu B nayLj
240. KACAPK® TabneTtky no 8 mr no MNAT YKpaiHa MAT YKpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/12457/01/03
10 TabneTok y "KvisBmegnpen "KvisBmegnpenapart” 3MiHa agpecu BUpo6HMKa AP| KaHAecapTaHy LuiekceTuny, peyenmom
6nicTepi; no 3 abo 9 apat" 6e3 3MiHN MicLsa BUpOOHMLTBA
6nicTepiB y nayui
241. KETONOHTI - PO3YMH ANS iH'EKUi, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/2190/01/01
OAPHNLUA® 30 mr/mn, no 1 mn B "papmaueBTu "PapmMaueBThYHA 3MiHM 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
amnyni; no 5 amnyny YyHa chipma dipma "JapHuus" 3miHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
KOHTYPHIll YapyHKOBIl "NapHuus" rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHSI TEPMiHY
ynakosLi; no 2 NpUAATHOCTI FOTOBOTO JIiKapCbKOro 3acoby) - AN Toprosoi
KOHTYPHI YapyHKOBI ynakoBku (NiATBEPLKYETbCA AAHUMMN PEasIbHOro Yacy) -
ynakoBKu B mavui; no 1 36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO JTiKaPCbKOro
M B amnyni; no 10 3aco0y Ha OCHOBI NO3WUTUBHWX pe3ybTarTiB 4OBrOCTPOKOBUX
amnysn y KOHTYPHiiA [OCnifpKeHb cTabiNbHOCTI y peasibHOMY yaci: 3aTBepakeHo:
YapyHKOBIli ynakoBL; TEPMIH 3BEPIFTAHHSA - 2 poku; 3anponoHosaHo: TEPMIH
no 1 KOHTYpHil 3BEPIFAHHSA - 3 poku (BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB
YapyHKOBIli ynakoBLii B nicns 3aTBepKeHHs); 3MiHW | TUNy - 3MiHK 3 AKocTi. FoToBMIA
nauuj nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npuaaTHoCTi abo ymoBax 36epiraHHs roTOBOrO J1iKapcbKoro
3acoby (3miHa y 3aTBEp)KEHOMY NPOTOKO/I CTaBINbHOCTI) -
3MEHLLUEHHS1 4YacTOTW AOCNIMKEHHS cTabinbHocCTI MNN13
KeTonoHr-AapHuua®, Ha OCHOBI @Hanizy CTaTUCTUYHKX AaHUX
242, KETOHAN® cynosuTopii no 100 wr, CaHpo3 CnoseHis KOHTpONb/ CnoseHi BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny - 3a UA/8325/06/01
no 6 cynosnTopiiB y dapmacbHoTiK BMNpobyBaHHSA cepii, a/ 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
CTpwni; No 2 CTpMnu B ans a.n. BUMYyCK cepii: Jlek Typeuy BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cucTemy
KapTOHHIli Kopoobui PapmaLeBTUIHa nHa/ hapmakoHarnsgy (BBefeHHs y3ara/lbHeHUX faHux npo
KomnaHia g.4., PymyHis cuctemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
CnoseHis; BiANOBIAANLHOI 3a 34iicCHEHHS (hapMakoHarnsay; KOHTakTHOT

BMPOOBHULITBO in
bulk, nakyBaHHs:
CaHpo3 lnak CaHali
Be TikapeT A.C.,
TypeyyuHa;

0cobu 3 hapmakoHarnsgy 3asBHVKa 415 34iIACHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOT 0cO6U, BiANOBIAALHOT 3a 34iACHEHHS
hapmakoHarnsagy (Bkvaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
po3MiLEeHHI MacTep-daiina cucteMu papmakoHarnsgy) -
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
KOHTpO/b/BUNPOGYB 3MiHa KOHTaKTHMX AaH1X YNOBHOBAXEHOT 0co6y,
aHHs cepii: C.K. BiZiNOBIANbHOI 3a 34jiiCHEHHS hapmakoHarnsgy. 3miHa Micus
CaHpgos C.P./., 3[iICHEHHSI OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy. 3miHa
PymyHis agpecu macTtep-chaiina cuctemn dhapmakoHarnsgy
243. KETOHA/I® Kpem 5% no30ry CaHpo3 CnoseHis Cantotac dapma Himeuy BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny - 3a UA/8325/07/01
Ty6i, Mo 1 Ty6i y dapmacbHoTiK 6X nHa noAaHHsA OHOBJIEHOTr0 cepTudikaTty BiANOBIAHOCTI peyenmom
KapTOHHIlA KopooLi an3 a.4. €sponelicbkoi hapmakonei Ne R1-CEP 2003-136-Rev 05 gns
aitoyoi peyosrHu Ketoprofen Big, 3aTBepakeHOro BMpo6Huka 3i
3MiHOK Ha3BW OJHIET 3 BAPOOHNYMX AiNMbHULL Ta BiAMOBIAHUMMN
3MiHamu B cneuudikauii APl 3a nokasHUKOM «laeHTudikauisy»
- NpMBEAEHO Y BIANOBIAHICTb A0 BMMOr MOHorpadii Ketoprofen
EP
244. KNCNOTA PO34unH AaNs iHQys3ili 5 MpuBaTHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/4531/01/01
AMIHOKAMPOHO | % no 100 mny akuioHepHe akuioHepHe 3MiHa po3mipy cepil (BKoUatum gianasoH po3Mipy cepii) peyenmom
BA nAsLWKax TOBapWCTBO TOBapUCTBO roTOBOroO fikapcbkoro 3acoby (3mMeHwweHHs o 10 pasis) -
"IHdpy3isn” "IHdpy3ia" BHECEHHS 10A4AaTKOBOro TeopeTUYHoOro posmipy cepii 500,0 n
(4930 naswok) Ao BXe 3aTBepAKeHoro po3mipy 2000,00 n
245. KITPYAA® KOHLeHTpaT ans LWepiHr-MNMnay LLiBefiuapis BMPOGHMK Ipnangi BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/16209/01/01
pO34KHy ans iHdysiid, CeHtpan Ict Hepo3schacoBaHol al 3MiHu Woao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy. peyenmom
25 mr/mn, no 4 mn Al npoaykuii, koHTponb | Higepn 3MiHM Y KOPOTKIll XapaKTepuCcTULi NikapcbKoro 3acoby, TEKCTI
KOHLleHTpaty y AKOCTI Ta aHgw/ MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro 3aCTOCYBaHHA Y
chnakoHi; no 1 TecTyBaHHA Benuka | 3B'A3KY i3 HOBUMMW AaHVMU 3 IKOCTI, AOKMIHIYHUMM, KAIHIYHUMUA
onakoHy 3 cTabinbHOCTI, BpuTaHi LaHUMK Ta AaHUMK 3 hapMakoHarnsgy - 3MiHM BHECEHO [0
npenaparomM B nepBuHHe al IHCTPYKUIi ANA MEAUYHOTO 3aCTOCYBaHHS NikapCbKoro 3acoby
KapTOHHIlA KOpO6L naxyBaHHs: Himeuy [0 po3ginis "OcobnnsocTi 3acTocyBaHHs", "Crocio
MC/, IpnaHgis MHa 3acTocyBaHHA Ta go3un" (BBegeHHS 3MiH MPOTAroM 6-Tn
(Kapnoy), IpnaHgisi; Benbris MicALiB Micna 3aTBepMKEHHS); 3MiHu || Tuny - 3MiHW Woao

KOHTPO/1b AKOCTi Ta
TeCcTyBaHHs
cTabinbHOCTI:
MC[ IHTepHeLwHN
M6X/MCJ, IpnaHgis
(BpiHHi), Ipnangis;

H.B. OpraHoH,
Higepnangu;

KoBaHc JlabopaTopi3
Nimiten (KosaHc),
Benvika bpuTaHis;

TECTYBaHHS
CTabiNbHOCTI:
HysicaH Mm6X,
HimeuunHa;

6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy. 3MiHu y
TepaneBTUYHNX NOKa3aHHAX (40AaBaHHA HOBOrO
TepaneBTUYHOTO NokKa3aHHS abo 3MiHa y 3aTBepiKeHOMY
rokasaHHi) - 3MiH/ BHECEHO A0 IHCTPYKLIT 418 MeAnYHOro
3acTOCyBaHHS NMikapcbkoro 3acoby Ao po3giny "MokasaHHs"
[04aHO HoBe TepaneBTWUYHe NoKasaHHs), Ta, AK Hacnifok, 40
posginis "Cnoci6 3actocyBaHHsa Ta go3u", "fitn", "MobiuHi
peakuii” (BBeAeHHS1 3MiH MPOTAroM 6-Tu MicAUiB nics
3aTBepKeHHS); 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnsagy. 3MiHu y
TepaneBTUYHMX NOKa3aHHAX (40AaBaHHA HOBOTO
TepaneBTUYHOTO NokKa3aHHS abo 3MiHa y 3aTBepiKeHOMY
rokasaHHi) - 3MiH/ BHECEHO A0 IHCTPYKLIT 418 MeAnYHOro
3acToCyBaHHS NikapCcbKoro 3acoby A0 po3ginis “"MNokasaHHs"
(YTOuHeHO 3aTBepMXeHe Nokas3aHHs, Ta, K HacnifoK, Ao
po3sginy "Mo6iuHi peakuii" (BBefeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micns 3aTBEPAKEHHST); 3MiHK || Tuny - 3MiHM Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3MiHu y
TepaneBTUYHUX NOKa3aHHAX (fofaBaHHS HOBOTO
TepaneBTUYHOTO MoKa3aHHs abo 3MiHa y 3aTBepKEHOMY
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BTOPWHHE nokKasaHHi) - 3MiH/ BHeCeHO A0 IHCTPYKLii Ana MeauyHoro
nakyBaHHs, [,03Bif 3acToCyBaHHA NikapcbKoro 3acoby Ao po3gainy "MNokasaHHa"
Ha BUWMYCK Cepii: (mnomaHo HoBe TepaneBTUYHE Noka3aHHsA) "MNo6iyHI peakuii”.
LWepinr-Mnay /a6o BBefeHHs 3MiH NPOTAroM 6-TW MiIcALIB Nic/A 3aTBEPAKEHHS
H.B., Benbris
246. KITPYAA® KOHUEeHTpaT ans LWepiHr-Mnay LLiBeiiuapis BUPOBHUK Ipnangi BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/16209/01/01
PO3UunHY ANs iHAY3iN, CeHTtpan Ict Hepo3acoBaHoi al 3MiHM B npoueci BupobHuutea APl (HesHayHa 3MiHa y npoueci | peyernmom
25 mr/mn, no 4 mn Al npoaykuii, KoHTponb | Higepn BMpOGHMLTBA ADI)
KOHLeHTparty y AKOCTI Ta aHawn/
chnakoHi; no 1 TeCTyBaHHA Benuvka
chnakoHy 3 cTabinbHOCTI, BputaHi
npenaparomM B nepBuHHe al
KapPTOHHI KOpooL, nakysaHHs: MC/, Benbris
IpnaHgis (Kapnoy),
IpnaHgis; KOHTPOsb
AKOCTI Ta
TecTyBaHHs
cTabinbHocTi: MC/,
IHTepHeLHN
M6X/MCL, IpnaHgais
(BpiHHi), IpnaHgis;
H.B. OpraHoH,
HinepnaHgy;
KosaHc Jlabopatopi3
Nimiten (KosaHc),
Benuka BpuTaHis;
TeCTyBaHHs
CTabifIbHOCTI:
HysicaH Mm6X,
HimeuyuunHa,;
BTOPUHHE
nakyBaHHS, A03Bif
Ha BUMYCK cepii:
LWepinr-Mnay /1a6o
H.B., Benebris
247. KNAPUTUH® Tabnetky no 10 mr no Baiiep LLiBeiiuapis LWepinr-Mnay /a6o Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/10060/01/01
7 abo 10 TabneTtok y KoHcbtomep H.B. AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenma
6nicTepi; no 1 Kep Al MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
6nicTepy B KAPTOHHIl roTOBOrO NiKapCbKOro 3acoby, BKIYAKUMN AiNbHALL BUNYCKY
KopoobUi cepii abo MicLe NpoBeAEHHS KOHTPOSTHO AKOCTI. (Qis/IbHICTb, 3a
AKy BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepiid)
3MiHa Ha3Bu Ta agpecu BUMpPobHUka, 6e3 3MiHM Micusa
BMPO6HMLTBA. BBEAEHHSA 3MiH MpoTAroM 6 micauis nicns
3aTBEPKEHHS.
248. KNIMAKTOIM/IAH Tabnetku, no 20 [Loitue HimeuunHa BignoBiganbHuii 3a Himeuy BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 6e3 UA/13672/01/01
TabneTok y 6nictepi; Xomeonari- BMPOGHULITBO, MHa 3MiHM 3 IKOCTi. [0TOBMIA Nikapcbkuii 3aci6. 3MiHK y peyenma
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
no 5 6nictepis y YHioH OXY- nepBrHHe Ta BMPOGHMLTBI. 3amiHa ab0 BBeAEHHS [A0AATKOBOI Ai/TbHUL
KapTOHHIli KopoobLi ApuHalimitren BTOPUHHE BMPOBGHULTBA 4715 YACTMHU abo BCbOro BUPOGHNYOro npoLiecy
b 'M6X & Ko. naKyBaHHs: roTOBOrO JliKapcbKoro 3acoby (AiNbHULSA, Ha SKill TPOBOASATHLCSA
KIr [p. Binbmap LBa6e 6yAb-AKi BAPOGHMUYI CcTagii, 3a BUHATKOM BUMYCKY Cepil,
Mv6X & Ko. KT, KOHTPO/IO AIKOCTi, NEPBUHHOTO Ta BTOPUHHOTO NakyBaHHSA, 415
HimeuunHa HEeCTEPW/IbHUX JTIKapCbKMX 3ac00biB) - BBEAEHHS
anbTepHaTUBHOT BUPOOHUYOT AinbHULi MN13 doitue XomeonarTi-
BignosiganbHuii 3a YHioH AXY-ApuHaimittens TM6X & Ko. K, HimeuunHa; 3minu |
BMPOGHMLTBO Ta TMny - 3MiHK 3 aKocTi. A®l. Bupo6HMLTBO. 3MiHa BUPO6HUKaA
BUMNYCK Cepiii: BVXiZAHOro/NPOMIXHOro NPoAyKTy/peareHTy, Lo
[oitue Xomeonari- BMKOPUCTOBYHOTLCS Y BUPO6GHMYOMY npoueci Adl, abo 3miHa
YHioH AXY- BMPOGHMKa (BK/TKOYaouu, Ae HeobXigHO, MicLe NpoBeAeHHS
ApuHaiimiTTens KOHTPON0 sKOCTi) AP (3a BiACYTHOCTI cepTudikara
v6X & Ko. KT, BiANoBiAHOCTI EBponelichbkiit hapmakonei y 3aTBepaKeHOMY
HimeuunHa [0cbe)(3anponoHoBaHNii BAPOOGHUK HANEeXuUTb 40 Tiei camol
BMPOBHMYOI rpyny NiANPUEMCTB, LU0 i1 3aTBEPAXKEHWNA) -
BBE/IEHHA a/IbTEPHATVBHOI fibHUL AN BUPO6HULTBA AD| Ha
eTani "Ko-noTeHujtoBaHHa" [loiiue XomeonaTi-YHioH AXY-
ApuHaiimitrens TM6X & Ko. KI, HimeuynHa
249. KNIMEH® TabneTku, BKpUTI AnsoreH IMKo | fokcembyp [Jenbdapm Ninnb ®paHuisa BHECEHHS 3MiH 10 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/4856/01/01
060n10HKot0, 6inoro C.ap.n r CAC - NYC-NE3- noAaHHA OHOB/IEHOTo cepTudikarta BifnoBigHOCTI peyenmom
KOMbopy No 2 Mr + JNIAHHOW €sponelicbkiit hapmakonei Ne R1-CEP 2006-166-Rev 02 Big
TabneTku, BKpUTI BXE 3aTBEP)KEHOro BUPOOHMKA, AKWUI 3MIHMB Ha3BY 6€3 3MiHK
060/10HKOI0, POXEBOTO MiCLLe3HaXOMKEHHS; 3MiHU | TUNY - NpuBeAeHHS cneuudikawii
Konbopy, 2 mr/1 wr; A®| Estradiol valerate y BignosigHICTb 40 BUMOI MOHoOrpadii
KOMOGi-ynakoBka Ne 21: EP 3a nokasHvkamu «laeHTndikayisn», «KinbkicHe
11 TabneTok 6inoro BM3HAYEHHs», «BTparta B Maci Npu BUCYLLUYBaHHI»,
Konbopy + 10 «CynpoBifHi AOMILLKM», «3a/IMLLKOBI KiIbKOCTI OpraHiyHnx
Tab1eToK POXEBOro PO3YMHHVKIB» Ta BUYYEHHS NMOKasHuKiB «Temnepartypa
Konbopy y 6rictepi 3 nnaBfeHHs», «KNCAOTHICTb»; 3MiHU | TUMY - NogaHHSA
KauieHJapHo OHOBJIEHOTO cepTudikaTa BignoBigHOCTI EBponeichkiii
LUKas10t0; Nno 1 thapmaxonei Ne R1-CEP 2005-168-Rev 01 gns gitouoi
6nicTepy y KapTOHHIi PEUYOBMHY Bif BXE 3aTBEPXEHOr0 BUPOOHUKA SKUIA 3MIHMB
nayui Ha3By
250. KNIMOHOPM TabneTkn, BKPUTI AnBoreH IMNKo | Jllokcembyp Bignosigae 3a ManbTa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/3008/01/01
060/10HKOI0, N0 2 Mr + C.ap.n r BUNYCK Cepil: / nojaHHA OHOBJ/IEHOro cepTuddikara BiANOBILHOCTI peyenmom
TabneTku, BKPUTI AnBoreH ManbTa Himeuy €sponelicbkiin hapmakonei Ne R1-CEP 2000-101-Rev 03 ans
060/10HKOI0, MO 2 OnepeiiweHc (POY) nHa A®| neBoHOprecTpen, Bif, BXe 3aTBepA)KEHOro BUPOGHYKa,

Mmr/0,15 mr, Ne 21: 9
Tab11eToK XOBTOro
Konbopy (ectpagiony
BasiepaTy 2 Mr) Ta 12
Tab1eToK KOPUYHEBOTO
Konbopy (ectpagiony
BasiepaTy 2 Mr,
nesoHoprectpeny 0,15
Mr) y 6nicTepi, no 1

n1a., ManbTa;
BUPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/1b SKOCTI:
Baiiep Baiimap
vm6X i Ko. K,
HimeuunHa

SAKWIA 3MIHMB Ha3BY 6€3 3MiHV MiCLLe3HaXOMKEHHS; 3MiHU | TUnYy
- npuBeAeHHs cneumdikayii A®I Estradiol valerate y
BIANOBIAHICTb A0 BUMOr MOHorpadii EP 3a nokasHukamu
«lgeHTndikauis», «KinbkicHe BU3HaYeHHA», «BTpaTa B maci
npw BUCYLLYBaHHI», «CynpoBigHi AOMILLKMN», «3a/INLLKOBI
KiNNbKOCTi OpraHiyHnX pO34YMHHMKIB» Ta BUTyUYEHHST MOKa3HYKIB
«Temnepatypa nnaBfeHHs», «KUCNOTHICTb»; 3MiHW | TUny -
noJaHHsA OHOBJ/IEHOro cepTuddikarta BiANOBIAHOCTI
€ponelicbkili hapmakonei Ne R1-CEP 2006-166-Rev 02 ans
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
6nicTepy B KApTOHHiIl A®I| Estradiol valerate, Bif BXe 3aTBEp)KEHOIr0 BUPOOHMKA,
navui AKUIA 3MIHWB Ha3BY 6€3 3MiHW MiCcLLe3HaX04KEHHS
251. KnonigorrePeEn- TabneTku, BKpUTI TeBa I3painb TeBa I3painb BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/14007/01/01
TEBA NAiBKOBOIO dapmaueBTika dapmaueBTikan 3MiHu Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peyenmom
060/10HKO0, N0 75 Mr n lHgacTpi3 IHpacTpi3 /T4, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPOo cucTemy
no 10 TabneTtoK y nTg. thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
6nictepi; no 3 a6o 9 cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
6nicTepis y kopobLi BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iiCHEHHS
thapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0Co6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
hapmakoHarnsgy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
PO3MilLEeHHI MacTep-haiina cucteMu papmakoHarnsgy) -
3MiHa yNnoBHOBaXXEHOI 0Cc06M 3asiBHMKA, BiAMOBIAA/ILHOT 32
3pificHeHHs hapmakoHarnsgy: MNMponoHoBaHa pepakuis — Orit
Stern-Maman. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
ocobu. 3miHa Micus 34iCHEHHST OCHOBHOT AiSNIbHOCTI 3
dhapmMakoHarnisgy. 3miHa agpecy MacTtep-caiina
252. KNonigorrPenb TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/3924/01/01
060/10HKO0, N0 75 Mr obmexeHor BMPOBHULITBA, 3MiHM B npoueci BupobHuutea APl (HesHayHa 3MiHa y npoueci | peuyernmom
no 10 Tabnetok y BifNoBigasIbHi KOHTPO/1b SKOCTI, BMPOGHMLUTBA ADI); CynyTHA 3MiHa: 3MiHa y napameTpax
6nictepi; no 1 a6o 2, CTHO BMNYCK cepil: cneuudikayin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
abo 3 6nictepu B "flocnigHwin ToBapucTBo 3 cneuudikauisx Ha A®l, abo BUXigHWI/MPOMIKHWIA
KOpOO6LLi 3 KAPTOHY 3aBof, 06MeXeHoH0 NPOAYKT/peareHT, Lo BUKOPUCTOBYITLCA Y NPOLLECI
"rHunc" Bi4NoBiAa/IbHICTIO BUPOGHMLUTBA AD| (3BY)XXEHHSA [OMYCTUMUX MEX, BUSHAUEHUX Y
"[locnigHwii 3aBog, cneundikauii) - BHECEHHSI He3HaYHMX 3MiH B MpoLec
"r'HUNC", YkpaiHa; BMPOGHMLTBA i SIK Hacnigok 3miHW Ao Cneuundikauii / MeTtogis
BCi cTagii BMNPOBYBaHHA Ail040i peqyoBMHN Knonigorpesto bicynbgary 3a
BMPOBHULITBA, NOKa3HUKOM «3a/TMLLKOBI KiSIbKOCTi OpraHiyHUX PO3UYMHHUKIB»;
KOHTPO/1b SIKOCTI, 3MiHM | TUMy - 3MiHa BUPOOHWMKA BUXigHOTrO/MPOMiXXHOro
BUNYCK cepii: NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCSA Y BUPOGHUHOMY
ToBapucTBo 3 npoueci A®l, abo 3miHa BUpobHuKa (BKoYatoun, ae
06MexeHo HeobxiAHO, MicLe NpoBefeHHs KOHTPOsIo skocTi) A®I (3a
BiANOBIAA/ILHICTIO"® BiIcyTHOCTI cepTucpikaTa BignoBigHOCTI EBponeichbkili
APMEKC rpyn", thapmakonei y 3aTBepXeHOMY [,0ChE)(3anponoHOBaHwii
Ykpaina; BCi cTagii BMPOGHUK HANEXUTb [0 TiEi camoi BUPOBHMYOT Frpynu
BMPOOHULITBA, niaNPUEMCTB, L0 i1 3aTBEPXKEHWNIA); CYNYTHS 3MiHa: 3MiHa Y
KOHTPO/Ib SKOCTI, napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BUNYCK Cepil: BM3HAYEHUX Y cneundikauisix Ha Adl, abo
ToBapucTBO 3 BUXIZAHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA
obmexeHo y npouieci BUpo6HuLUTBa AdI - 3MiHa y MeTodax BUNpo6yBaHHS
BiANOBiAa/IbHICTIO A®I| abo BMxigHOro Matepiany/npoMixXHOro
"dapmaLeBTNYHa NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
KOMMaHis BMpO6HMLUTBa ADI (iHLWi 3MiHM Y MeToAax BUNPOGYyBaHHSA
"3p0poB'a”, YkpaiHa (Bkntovatoum 3amiHy abo fonoBHeHHs) Ad| abo
BWXiAHOTO/NPOMIXXHOr0 NPOAYKTY)
253. KNOTPUMA3O0N Kpem 1% no20ry nakcoCwmitKn Benvka "nakcoCwmiTKnsiiiH MonbLia BHECEHHS 3MiH 10 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/2564/02/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Ty6i; no 1 1y6i B AiH EkcnopT BpuTtaHis PapmacbloThkans noJaHHsA OHOB/IEHUX cepTudikaTiB BignoBigHOCTI peuyenma
KapTOHHI KOpO6Li Nimiteq C.A. €sponeiicbkoi dhapmakonei Ne R1-CEP 2004-102-Rev 01, R1-
CEP 2004-102-Rev 02, R1-CEP 2004-102-Rev 03 Big,
3aTBEpMAXEHUX BUPOGHUMKIB AD| KnoTpumasos; 3miHu | Tuny -
3MiHa HaliMeHyBaHHA Ta/abo afpecy MicLsi NPOBAKEHHS
[iSNbHOCTI BUPOOHUKa (BK/TKOYatouM, 3a HEOOXIAHOCTI, MicLe
NpPOBELEHHSI KOHTPO/IIO SIKOCTi), a60 B/lacHMKa MacTep-caiina
Ha A®I, abo noctavyasibHuka A®l/BuxigHoro
Marepiany/peareHTy/npoOMiKHOTO MPOAYKTY, L0
3aCcTOCOBYIOTbCS Y BUPOOHUUTBI A®I - 3MiHa Ha3BM BUPOOHUKA
A®| KnoTpumason 1a yTOuHEHHS afpecy faHoro BUPOOHUKa;
3MiHM | TURY - 3MiHa y MeTogax BunpobyBaHHA APl abo
BUXiAHOro MaTepiany/npoMixXHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea API - 3MiHN Yy
mMeToAax BUNPOGyBaHHA 3a MOKa3HNKOM «Bu3HaueHHs
3a/IMLLIKOBMX PO3YMHHUKIB METOAOM ra3oBol xpomMartorpadii», a
came BHECEHHS foAaTkoBux Metoavk ans Adl Big 060x
BMPOOHUKIB; 3MiHM | TUNY - KOHTPOb AP - BUTyUYEeHHS
iHbopMmauii o0 NpoBeAeHHA TECTY Ha 3a/IMLLKOBI
PO3UYMHHVKM BUPOBHMKOM rOTOBOTrO NiKapCbKOro 3acoby, a
came BMAasIeHHst TeKCTy nig Tabamueto Cneundpikadii API
254. KOAENCWH Tabnetku no 10 TOB "®apma YkpaiHa TOB "®apma Ctapt" | YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/11812/01/01
TabneTok y 6nictepi; Crapt” 3MiHa BUPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTYy/peareHTy, peyenmom
no 1 6nictepy B naui LLI0 BUKOPUCTOBYHOTbCSA Yy BUpOGHMUYOMY npoueci A®l, abo
3 KapTOHY 3MiHa BMPOGHWMKa (BKNOYatouu, ae HeobxigHo, mMicue
NpPOBefEeHHS KOHTPOIO AKoCTi) AP| - BBEAEHHS [04aTKOBOro
BMpo6HMKa A®I TepniHrigpaTty Northern Synthesis, /laTtBis
255. KOKAPBOKCWNA | tabnetku no 50 mr no TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/11886/01/02
3A - POPTE 10 TabneTok y "papmaueBTu "ACTPA®APM" 3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta ddapmakoHarnsagy (iHLwi peyenma
6nicTepi; no 3 YHa KOMMaHis YkpaiHa,; 3MiHK) - BUyyeHo 3 TEKCTY MapKyBaHHS NMepBUHHOI Ta
6nictepu y Kopobui 3 "®apKoC" TOB BTOPUWHHOI YNakoBKM iHPOpMaLito, L0 BKa3aHa pPocilicbKor
KapToHYy "®GapmaLieBTnyHa MOBOO
KoMmnaHis "®apKoC",
YkpaiHa
256. KOKAPBOKCW/A | TabneTku no 25 mr no TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/11886/01/01
3A - POPTE 10 TabneTok y "papmaueBTu "ACTPA®APM" 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHLi peyenma
6nicTepi; no 3 YHa KoMnNaHis YKpaiHa, 3MiHW) - BulyyeHo 3 TeKCTy MapKyBaHHS NePBUHHOI Ta
6nictepu y kopobui 3 "®apKoC" TOB BTOPVHHOI yYNakoBKM iHdhopMallito, L0 BKa3aHa POCiliCbKO
KapToHy "GapmaueBTuyHa MOBOHO
KomMmnaHis "®apKoC",
YkpaiHa
257. KONAPEKC® Tabnetku no 12 nakcoCmitKn Benvka BUPOGHULTBO 3a Ipnangi BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 6e3 UA/2675/01/01
TabneTok y 6nictep; AlH BpuTaHis NMOBHUM LMK/IOM: al ALMIHICTPaTUBHI 3MiHU. BuyyeHHs1 BUPOGHNYOI AinbHUL peyenma
no 1 6nictepy B KoHcblomep nakcoCmiTKnaiH Icnanis (Brirovatoum ginbHuui ans A®l, npoMixxHOro NpoaykTy abo
KapTOHHIli KopooLi Xenckep (HOK) [JaHrapsaH fimites, roToOBOro Nikapcbkoro 3acoby, AiNbHULi 4715 NPOBEAEHHS
Tpenginr Ipnangis; nakyBaHHs1, BAPOOHWKa, BifNOBIAa/IbHOTO 3a BUMYCK Cepild,

JimiTeq

Bignosigae 3a

MicLle NpoBeAeHHs1 KOHTPO/IK cepil) abo nocTavyasibHMKa
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
NepBUHHY, BTOPUHHY BUXIZHOTO MaTepiany, peareHTy abo AOMOMIKXHOI PeHOBWHM
yNaKoBKy, KOHTPO/b (AKLLLO 3a3HAYEHO Y A0CHE) - BUNYyYeHHS BUpoOHMKa 13 C.K.
AKOCTI (TiNbKN €spochapm C.A., PymyHist BignoBigabHOro 3a NEPBUHHY,
Mikpo6ionoriyHa BTOPWHHY yNakoBKy; BUNYCK cepii (Be4eHHs 3MiH NpoTAroM 6-
yncroTa), BUMYCK TV MicsiLiB nicns 3aTBepAKEHHS)
cepii:
CwmiTKnsitH Bivem
C.A., IcnaHis
258. KONIKIA® cycneHsis opanbHa, 40 | TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TNy - 6e3 UA/10461/02/01
mr/mn; no 30 mny PAPM" PAPM" 3MiHM 3 siKoCTi. [O0TOBMIA Nikapcbkuii 3acib. Cuctema peyenma
6aHuj; no 1 6aHL; KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3MiHa Yy NepBUHHIl
pasom 3 MipHO yMakoBLi FOTOBOro NikapCbKoro 3acoby (Tvn KoHTeliHepa abo
JIOXKOHO B KQPTOHHI [0faBaHHsA HOBOrO KOHTelHepa) - BuiyyeHHs nepBuHHOT
ynakoBLi YNakoBKMK, L0 He NMPU3BOANTL 0 NOBHOTO BUTYYEHHS
nikapcbKoro 3aco6y 3 NeBHOK CUJIO0K Aii abo y NeBHil
NikapcbKiin hopMmi - BUTYYEHHS NEPBUHHOT YNakoBKW (h1akoH:
BBefeHHs 3MiH NpoTArom 6-T1 MiCcALIB MiCNs 3aTBEPMAKEHHS.
3MiHu | TURNY - 3MiHK 3 iKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHoCcTi abo ymoBax
36epiraHHs roTOBOTO NiKapCbKOro 3acoby (36ibLIeHHs
TepMiHy NpUAaTHOCTI TOTOBOrO MikapcbKoro 3acoby) - Micns
nepLloro poskpuTTa (NiATBEPAXYETLCA JAaHUMU PeasTbHOro
yacy) BBeAieHHsI TepMiHy NpUAaTHOCTI Nicas NepLIoro
PO3KPUTTA Ha NiACTaBi NO3UTUBHUX Pe3y/bTaTiB AOC/iKEHHS
CTabiNbHOCTI B peasibHOMY yaci: 3MiHN BHECEHI B iHCTPYKLIitO
ON151 MeAUYHOro 3acToCyBaHHS y p. "YMoBM 36epiraHHs", sk
HacnigoK — Bi4NOBIAHI 3MiHM Y TEKCT MapKyBaHHS ynakoBKU
nikapcbKoro 3acoby.
BBefeHHs1 3MiH NPOTAroM 6-TW MicALIB Nic/ia 3aTBEpAKEHHS
259. KONMNOTPO®IH KpeM BariHasibHWin 1 % TOB "TeBa YkpaiHa BUPOBHMLTBO 3a PpaHuin BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/3481/02/01
no 15ry 1y6i; no 1 Ykpaina" NMOBHUM LMK/TOM: / 3MiHM A0 IHCTPYKLi 419 MeAUUYHOro 3acToCyBaHHSA 40 PO3Ainis | peyenmom
Ty6i B KOPOO6L NabopaTopis Higepn "MpoTunokasaHHA", "B3aeMogis 3 iHLIMMWU NiKapCbKMU
LWUEMIHO, ®paHLuis; aHam 3aco6amu Ta iHLWi BUAY B3aemogiii”, "OcobnmBocTi
KOHTPOb cepii 3acTocyBaHHs", "34aTHICTb BNAMBATY Ha LUBUAKICTb peakLii
(TiNbkn npu KepyBaHHi aBTOTPaAHCNOPTOM abo po6OoTi 3 iHLWMMHK
MiKpo6ionoriyHe MexaHismamn", "MepenosyBaHHsA", "Mo6iYHI peakuii”
TecTyBaHHs): BiANOBIAHO A0 iHGhopMaLi Woao 6e3nekn Ailo4ol peyoBUHN.
KoHthapma ®paHc, BBefeHHA 3MiH NpoTAroM 3-x MicsAUiB NicnsA 3aTBepKeHHS
®paHuisa; £o3BiN Ha
BMNycCK cepii: Tesa
dPapmacboTuKan3
HOepon B.B.,
HigepnaHngm
260. KONMNOTPO®IH Kancynu sariHa/bHi TOB "TeBa Ykpaina BMPOGHMLTBO PpaHuis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/3481/03/01
M'ski no 10 mr no 10 YkpaiHa" Hepo3gracoBaHol / 3MiHW A0 IHCTPYKLi A8 MeAMYHOro 3aCTOCyBaHHA A0 po34inis | peyenmom
Kancyn y 6nictepi; no npoaykuii, koHTponb | Higepn "MpoTnnokasaHHsa", "B3aeMogis 3 iHLWIMMKU NiKapCbKnMu




185

Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
1 6nicTepy B cepii: Kancyxenb aHan 3aco6amu Ta iHLWi BUAY B3aemogiit”, "OcobnmBocCTi
KapTOHHI KOpO6Li Mnoepmens, 3acTocyBaHHs", "34aTHICTb BNAMBATY Ha LUBUAKICTb peakLii
®paHLis; nepBMHHA npu KepyBaHHi aBTOTPAHCNOPTOM ab0 po6OoTi 3 iHLWMMHK
Ta BTOPMHHA MexaHismamu", "MepepnosyBaHHA", "Mo6iYHI peakuii”
ynakoBka, [,0N13BiN BiANOBIAHO A0 iHhopMaLii WoAo 6e3nekn Ailo4ol peyoBUHN.
Ha BUMYCK Cepii: BBefeHHS 3MiH NpoTArom 3-x MIiCALIB MiC/1A 3aTBePKEHHS
Nadransb EHgtocTpi,
®paHLisa; KOHTPO/b
cepii (Tinibkn
MiKpo6ionoriyHe
TecTyBaHHs):
KoHdpapma dpaHc,
®paHuisa; 1o3BiN Ha
BUNyCK cepii: Tesa
dapmacbloThKan3
tOepon B.B.,
HigepnaHngm
261. KOMMNEBIT® kancynv TBepgi, no 10 AT YkpaiHa AT "KMIBCbKIN YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 6e3 UA/2090/01/01
Kancyn y 6nictepi; no "KNIBCbKWI BITAMIHHWA 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peuyenma
2 6nictepu B navui BITAMIHHWNIA 3ABO" 3miHa y TepmiHax npugaTtHocTi abo ymosax 36epiraHHs
3ABOA" rOTOBOrO J1ikapCbKOro 3acoby (36iNbLUEHHS TePMiHY
NpUAATHOCTI FOTOBOTO JIiKAPCbKOro 3acoby) - s Toprosoi
yNakoBku (NiATBEPMAXYETbCA AAHUMMN PEASIbHOTO Yacy) -
36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
3ac00y Ha OCHOBI NO3WUTUBHWX Pe3y/bTarTiB 4OBrOCTPOKOBUX
[ocnigpkeHb CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepaKeHo:
TepmiH NpugaTHOCTI. 2 pokn; 3anpornoHoBaHo: TepMiH
npuaatHocTi. 3 poku. BBeieHHsA 3MiH NPOTArom 6-Tv Micsuis
nicns 3aTBepAKEHHS.
262. KOHTPAKTYBEK renb no 10, 20 a6o 50 Mepuy, HimeuunHa | Mepy ®apma 'mM6Xi | Himeuu BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/6090/01/01
(o3 ryTy6i, no 1 1y6iy dapmacbioTik Ko. KraA nHa 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsagy. peuenma
KapTOHHI KOpOOLii an3 M6X

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnagy, 3miHa ynoBHoBaxeHo! ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsay; KOHTakTHOT
ocobu 3 thapmakoHarnsagy 3asaBHUKa A19 34INCHEHHSA
thapMakoHarnagy B YkpaiHi, SKLWO BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0co6u, BigNOBiAaIbHOT 3a 34iiCHEHHSA
hapmakoHarnsgy (Bk/ovakouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0cobu, BiAMNOBiAa/IbHOI 3a
dhapmakoHarnsg;
nponoHoBaHa pefakuis - Julia Bernschein / Oxynis
BepHLueiH. 3MiHa KOHTaKTHMX AaHunX YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 32 hapMakoHarisa. 3MiHa KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHUKa AN 34iliCHeHHs hapmakoHarnagy
B YKpaiHi: nponoHoBaHa pefakuis - BoiTeHko AHTOH
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
[eopriioBnY. 3MiHa KOHTAKTHUX JAaHUX KOHTaKTHOT 0cobu 3
thapMakoHarnsay 3asBHUKa AN 34iiCHeHHs hapMakoHarnagy
B YKpaiHi
263. KOHTPOJ/IOK® NOPOLUOK A1 PO3UUHY Takena Mm6X HimeuyunHa BUPOBHMLTBO 3a Himeuy BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/0106/02/01
Ans iH'ekuii no 40 wr; NMOBHUM LMK/TOM: nHa/ BUIyYEHHS BUPOOHMYOT AiNbHWL| (BKIOYAOUM AiNbHUL 415 peyenmom
1 dhnakoH 3 NOPOLLKOM Takepa Mm6X, ITanis/ A®I, npomiXHOro NPoAyKTy abo roToBOro NMikapcbKoro 3acoby,
Y KapTOHHIi kopobui HimeuuunHa; MopTyra OiNbHULI ANS NPpoBefeHHS NakyBaHHS, BUPOOHUKA,
BMPOGHMLTBO nis BiANOBIAA/ILHOrO 3a BUMNYCK CEPIi, MiCLe NPOBEAEHHS
Hepo3dacoBaHoi KOHTpO/I0 cepii) abo nocTavanbHMKa BUXIAHOTO MaTepiasny,
NPOAYKLii, NepBUHHE peareHTy abo A0NOMiXHOT PEYOBUHY - BUTyYEHHS BUPOOHMKA
nakysaHHA: MNarteoH A®| (naHTOnpasony Hatpito) Isochem-Gennevilliers, France
Itania C.MN.A.,
ITanis;
Baccepbyprep
ApuHalimiTTensBepk
M6X, HimeyunHa;
Xikma
dapmacbloTika
(Noptyranisi), C.A.,
MopTyranis;
BMPOGHMLTBO
Hepo3dacoBaHol
NpPoAyKUii, KOHTPO/Ib
akocTi: MaTeoH
ITania C.M.A., ITanis
264. KOH®YHAYC® TabneTku, BKpUTI OpioH PiHNAHAIA OpioH KopropeliLuH, PiHNAH BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - - UA/17290/01/01
TPIO o6onoHkoto, no 200 KopnopeiiwH DiHNAHgIs; ais 3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
Mmr/50 mr/200 mr; in AnbTepHaTVBHUIA KOHTelHep/3aKkynoptoBasibHW 3aci6. 3MiHa po3mipy ynakoBKu
bulk: no 100 Ta6neTtok BMPOGHUK, LLIO rOTOBOrO /liKapcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHSA
y chnakoHi, no 60 3[jiiCHIOE NEPBUHHE popatkoBoi ynakosky in bulk: mo 100 TabneTok y dhnakoHi, no
(h/1aKoHIB B KApPTOHHiIl Ta BTOPUHHE 60 h1aKkoHIB B KAPTOHHIl TPaHCNOPTHIN ynakoBLi 3
TPaHCMOPTHIl ynakoBLii nakyBaHHs: BiAMNOBIgHMMM 3MiHAMK Y p. «YNakoBka» (BBeAeHHs 3MiH
OpioH KopropeliLuH, NPOTAroM 6-TW MICALB NIiC/1A 3aTBePAXEHHS)
PiHnsAHAIA
265. KOH®YHAYC® TabneTkn, BKPUTI OpioH DiHNAHLIA OpioH KopnopeliluH, ®iHNSAH BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/1919/01/04
TPIO o60noHkoto, no 200 KopnopeiiH PiHNAHAIA; aisi/ 3MiHu 3 siKoCTi. [OoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
mr/50 mr/200 mr; no 30 AnbTepHaTUBHWIA YkpaiHa BMPOGHMLTBI. 3amiHa abo BBeAEHHSA [0AATKOBOI AiNTbHUL
a6o no 100 TabneTok y BMPOGHUK, LLIO BMPOGHMLTBA 47151 YacTMHU abo BCbOro BUPOGHNYOro npolecy
hnakoHi; no 1 3[jiiCHIOE NEPBUHHE rOTOBOrO J1ikapCbKOro 3acoby (ZiNbHULSA 4719 BTOPUHHOTO
dhnakoHy B KapTOHHIl Ta BTOPUHHE nakyBaHHs) - BBE,EHHSA a/lbTepHaTUBHOrO BUpo6HNKa TOB
Kopobu,i nakyBaHHs: "KYCYM ®APM", YKpaiHa, W0 BignoBigae 3a BTOPNHHE
OpioH KopropeliLuH, nakyBaHHs N3 (ana nakysaHHA Ne 100) (BBefeHHS 3MiH
PiHNAHZIS, NPOTArom 6-T1 MICALIIB MiCNA 3aTBEPLKEHHS); 3MiHU | TNy -
AnbTepHaTUBHWIA 3MiHM 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHUK, LLLO BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHTbCA
3[jiCHIOE BTOPUHHE BUMYCKY Cepii Ta KOHTPO/II0 AKOCTI FOTOBOrO NiKapCbKOro
nakyBaHHs, 3aco6y (3amiHa abo foAaBaHHS BUPOOHMKA, LU0 BiAnoBigae 3a
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
KOHTPO/b AKOCTI i BBEe3eHHs Ta/abo Bunyck cepii) - Bknovatoun

BUMYyCK cepili (ans KOHTPONb/BMNPOGYBaHHSA cepii - BBEEHHS a/lbTEPHATUBHOTO
nakyBaHHs Ne 100): BMpo6HMKa TOB "KYCYM ®APM", YkpaiHa, Lo BignoBsigae 3a
ToBapucTBO 3 BMNYCK Cepii, BKOYaUM KOHTPOb/BUNPOBYBaHHS cepil (415

obmexeHoro nakysaHHsa Ne 100) (BBeAeHHS 3MiH NpOTArom 6-Tu Micauis
BiAMOBIAA/ILHICTIO nicns 3aTBepMKeHHS); 3MiHM | Tuny - 3MiHK 3 AKocTi. [oToBWiA

"KYCYM ®APM", nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUI
Ykpaina 3aci6. 3MiHa po3mipy ynakoBKM rOTOBOrO /ikapCbKOro 3acoby
(3MiHa KiNbKOCTi 0AMHMLE (Hanpukiag TabneTok, aMmnysi TOLLO)
B ynakoBLi:) - 3MiHa no3a fianazoHoM 3aTBepKeHnX po3Mipis
yMNakoBKM - BBEEHHA [OAATKOBOI ynakoBku: no 100 TabneTok
y chnakoHi; no 1 donakoHy B KapTOHHI kopobL,i 3 BigNOBiAHNMM

3MiHamu y p. "YnakoBska" (BBefeHHS 3MiH NPOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPLKEHHSR); 3MiHU | TUNY - AAMIHICTPATUBHI
3MiHW. 3MiHa Ha3BW JlikapcbKoro 3acoby - 3mMiHa Ha3Bu
nikapcbKoro 3acoby fitova pepakuis: CTAJIEBO;
MponoHoBaHa pegakuyis: KOHOYHAYC® TPIO (BBeaeHHs
3MiH NPOTAroM 6-TW MiCALIB Nic/1A 3aTBEPAKEHHS)
266. KOH®YHAYC® TabneTku, BKPUTI OpioH DiHNAHAiIA OpioH KopropeliLuH, ®iHNsAH BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/1919/01/02
TPIO o060n0Hkoto, no 100 KopnopeiiwH PiHNAHgIS; ais/ 3MiHu 3 sKoCTi. FOoTOBMIA NiKapCbKuii 3aci6. 3MiHN Y peyenmom
mr/25 mr/200 mr; no 30 AnbTepHaTNBHWIA YkpaiHa BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHNL,

a60 no 100 TabneTok y
dhnakoHi; no 1
h/1aKoHy B KapTOHHIiA
Kopooui

BUPOGHUK, LLIO
3[iICHIOE NEPBUHHE
Ta BTOPUHHE
nakyBaHHs:
OpioH KopnopeliluH,
DiHNAHAIA;
AnbTepHaTUBHUIA
BMPOGHUK, LLLO
3[jICHIOE BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI i
BUMYCK cepiii (ans
nakyBaHHsa Ne 100):
ToBapucTBO 3
06MeXeHOH
BiANoBiAa/IbHICTIO
"KYCYM ®APM",
YkpaiHa

BMPOGHMLTBA /15 YAaCTMHM abo BCbOro BUPOGHMYOro npoLiecy
rOTOBOrO JIiKAPCbKOro 3acoby (4ibHUUS A1 BTOPUHHOIO
nakyBaHHS) - BBEAEHHA a/lbTepHATNBHOIO BUPobHMKa TOB
"KYCYM ®APM", YkpaiHa, L0 BiANoBiga€ 3a BTOPUHHE
nakyeaHHs 13 (ana nakysaHHa Ne 100) (BBegeHHS 3MiH
NPOTAroM 6-T! MICALIB MiC/A 3aTBEPKEHHS); 3MiHU | TNy -
3MiHu 3 siKocCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTbCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LU0 Bignosigae 3a
BBE3€eHHA Ta/abo BMnyck cepii) - Bknrovatoum
KOHTPO/b/BUNPOBYBaHHSA Cepii - BBEEHHSA a/lbTEPHATUBHOIO
BMpobHUKa TOB "KYCYM ®APM", YKpaiHa, Lo Bignosigae 3a
BWMYCK Cepii, BKNOYaoun KOHTPOb/BUNpo6yBaHHA cepii (an1s
nakyBaHHs Ne 100) (BBeAeHHS 3MiH NpoTArom 6-Tu MicauiB
nicns 3aTBepmXeHHs); 3MiHM | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema KoHTelHep/3aKynopoBasibHU
3aci6. 3miHa po3mipy ynakoBKv roTOBOrO JlikapCbKoro 3acoby
(3MiHa KiNbKOCTI 0AMHULBL (Hanpuknas TabneTok, amnysn TOLLO)
B ynakosL,:) - 3mMiHa no3a fianasoHoM 3aTBEPAXEHNX PO3MIpIB
YyNakoBKM - BBeieHHS A0AAaTKOBOI ynakoBku: no 100 Tabnetok
y hnakoHi; no 1 conakoHy B KapTOHHII KOpo6Li 3 BiANOBIAHMMM
3MiHamn y p. "Ynakoska" (BBeAeHHS 3MiH NpOTArom 6-Tu
MiCALIB MiCNsA 3aTBEPKEHHSR); 3MiHU | TUNY - AgMIHICTpaTUBHI
3MiHW. 3MiHa Ha3BW NikapCcbKoro 3acoby - 3MiHa Ha3Bu
nikapcbkoro 3acoby flitova pegakuis: CTAJIEBO;
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
MponoHoBaHa pepgakuis: KOHOYHAYC® TPIO (BBefeHHs
3MiH NPOTArom 6-TW MicALiB NicNs 3aTBEPAKEHHS)
267. KOH®YHAYC® TabneTku, BKpUTI OpioH DiHNAHAA OpioH KopropeliwH, | ®iHnsH BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - - UA/17291/01/01
TPIO 060/10HKO10, No 100 KopnopeiiH PiHNAHAIA; nis 3MiHK 3 siKoCTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
mr/25 mr/200 mr in AnbTepHaTVBHWIA KOHTelWHep/3aKkynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBku
bulk: no 100 TabneTok BMPOGHUK, LLO roTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) - BBEAEHHS
y hnakoHi, no 60 3[iiCHI0E NEPBUHHE nofaTkoBol ynakoBku in bulk: no 100 TabneTok y dpnakoHi, no
(h/1aKOHIB B KAPTOHHIl Ta BTOPUHHE 60 h1akoHIB B KAPTOHHIl TPAHCNOPTHIN ynakosLi 3
TPaHCMOPTHIl ynakoBLi nakyBaHHs: BiAMOBIAHMMM 3MiHaMK Y p. «YnakoBka» (BBefeHHs 3MiH
OpioH KopropeliLuH, NPOTAroM 6-TW MICALB NiC/A 3aTBEPAKEHHS)
PiHnaHAIA
268. KOH®YHAYC® TabneTkn, BKpUTI OpioH PiHNAHAIA OpioH KopropeliLuH, PiHNAH BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/1919/01/01
TPIO 060/10HKO10, M0 50 KopnopeiiwH DiHNAHAIA; aisi/ 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
mr/12,5 mr/200 mr; no AnbTepHaTVBHWIA YkpaiHa BVMPOGHMLTBI. 3amiHa abo BBeAEHHS AO0AATKOBOI AibHUL,
30 a6o no 100 BMPOGHUK, LLO BMPOGHMLITBA A4/15 YACTUHU abo BCbOrO BMPOGHMYOTO npouecy
TabneTok y h1akoHi; 3[iiCHIOE NEPBUHHE roTOBOrO JIiKapCbKOro 3acoby (4iNbHULSA AN BTOPUHHOTO
no 1 pnakoHy B Ta BTOPUHHE nakyBaHHs) - BBEAEHHS a/lbTepHaTUBHOroO BUpobHnka TOB
KapTOHHI KopooLi. nakyBaHHs: "KYCYM ®APM", YkpaiHa, W0 BiAnoBigac 3a BTOPUHHE
OpioH KopriopeliLuH, nakyBaHHA N3 (ana nakyBaHHA Ne 100) (BBeAeHHS 3MiH
PiHNAHgIS; MPOTAroM 6-T MICALIB MiCNSA 3aTBEPAKEHHS); 3MiHK | TNy -
AnbTepHaTNBHWIA 3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BUPOBHUK, LLIO BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHTbCA
3[iliCHIOE BTOPUHHE BMNYCKY Cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro
nakyBaHHs, 3acoby (3aMiHa abo fofaBaHHA BUPOOHMKa, LLO BignoBigae 3a
KOHTPO/b SKOCTI i BBE3€eHHs Ta/abo Bunyck cepii) - Bknovatoun
BUMYCK cepii (ans KOHTPONb/BMNPOGYBaHHSA cepii - BBEAEHHS a/lbTEPHATUBHOTO
nakyBaHHs Ne 100): BMpo6HMKa TOB "KYCYM ®APM", YkpaiHa, Lo BignoBigae 3a
ToBapucTBO 3 BMNYCK Cepii, BKNOYAUM KOHTPOb/BUNPOGYBaHHSA cepil (415
obmexeHo nakyBaHHs Ne 100) (BBeaeHHS 3MiH NpoTArom 6-Tu Micauis
BiANOBiAA/IbHICTIO nicns 3aTBepmKeHHs); 3MiHM | Tuny - 3MiHK 3 AKocTi. [oToBWiA
"KYCYM ©APM", nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynoptoBasibHU
Ykpaina 3aci6. 3miHa po3mipy ynakoBKM rOTOBOIO /likapCbKOro 3acoby
(3MiHa KiNbKOCTi 0AMHMLE (Hanpuknag TabneTok, amnys TOLLO)
B ynakoBLii:) - 3MiHa no3a fiana3oHoM 3aTBep)KeHNX PO3MipiB
yMakoBKM - BBEAEHHS [0AATKOBOI ynakoBku: no 100 TabneTok
y chnakoHi; no 1 donakoHy B KapTOHHIi kopobL,i 3 BigNOBiAHNMM
3MiHamu y p. "YnakoBka" (BBeAeHHS 3MiH NPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSR); 3MiHU | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa Ha3BW JlikapcbKoro 3acoby - 3MiHa Ha3Bu
nikapcbKoro 3acoby fitova pepakuis: CTA/IEBO;
MponoHoBaHa pegakuyis: KOHOYHAYC® TPIO (BBeaeHHs
3MiH MPOTAroM 6-TV MicALiB MiC/1A 3aTBEPMAKEHHS)
269. KOH®OYHAYC® TabneTku, BKpUTI OpioH PiHNAHAIA OpioH KopnopeiiLuH, PiHNAH BHECEHHS 3MiH 10 peecTpaLiiiH1x maTepianis: 3miHu | TRy - - UA/17292/01/01
TPIO 060/10HKO10, M0 50 KopnopeiwH DiHNAHAIA; njs 3MiHM 3 siKoCTi. [OTOBMIA Nikapcbkuii 3acib. Cuctema
Mr/12,5 mr/200 mr in AnbTepHaTNBHWIA KOHTeliHep/3aKynoptoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBKu

bulk: no 100 TabneTok
y dhnakoHi, no 60

BUPOGHUK, LLLO
3[iiCHIOE NEPBUHHE

rOTOBOrO /liKapcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHSA
[oAaTkoBOoi ynakoBku in bulk: no 100 Ta6neToK y dp/iakoHi, no
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
(h/1aKOHIB B KapPTOHHiIl Ta BTOPUHHE 60 h1akoHIB B KApPTOHHIli TPaHCNOPTHIN ynakosLi 3
TPaHCMNOPTHIN ynakoBLi nakyBaHHs: Bi4NOBIAHVMMN 3MiHAMK Y p. «YNakoBka» (BBeAeHHs 3MiH
OpioH KopropeliLuH, MPOTAroM 6-TW MICALIB MiCNA 3aTBEPAKEHHS)
PiHNAHAIA
270. KOH®YHAYC® TabneTku, BKpUTI OpioH PiHNAHAIA OpioH KopriopeliLuH, PiHNAH BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/1919/01/03
TPIO o6onoHkoto, no 150 KopnopeiiwH PiHNAHgIs; ais/ 3MiHu 3 sKoCTi. [OoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
mr/37,5 mr/200 mr; no AnbTepHaTUBHUIA YkpaiHa BUPOGHMUTBI. 3amiHa abo BBeAEeHHA A0A4ATKOBOI AiNbHULL
30 a6o no 100 BMPOGHUK, LLIO BMPOBGHMLTBA 415 YACTVHU abo BCbOro BUPOGHNYOro npolecy
Tabs1eToK y hnakoHi; 3[iiCHIOE NEPBUHHE rOTOBOrO J1iKapCbKOro 3acoby (ZiIbHULSA 4719 BTOPUHHOTO
no 1 conakoHy B Ta BTOPUHHE nakyBaHHS) - BBEAEHHSA albTePHATNBHOIO BUPo6HMKa TOB
KapTOHHI KOpOobLii nakyBaHHs: "KYCYM ®APM", YkpaiHa, W0 BignoBiga€ 3a BTOPNHHE
OpioH KopropeliLuH, nakyBaHHs 13 (ana nakyBaHHs Ne 100) (BBegeHHs 3MiH
PiHNAHAIA; NPOTAroM 6-TW MICALIB NICNA 3aTBEPLAXKEHHS); 3MiHW | TNy -
AnbTepHaTVBHWIA 3MiHu 3 sKoCTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHN Y
BMPOGHUK, LLO BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHTbCA
3[jiCHIOE BTOPUHHE BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
nakyBaHHs1, 3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LU0 BignoBigae 3a
KOHTPO/b AKOCTI i BBE3EHHA Ta/abo BMMNyCK cepii) - Bkoyaroun
BUMNYCK cepiii (ans KOHTPONb/BUNPOGYBAHHSA Cepil - BBEAEHHS aflbTepPHATUBHOIO
nakyBaHHs Ne 100): BMpo6HUKa TOB "KYCYM ®APM", YkpaiHa, L0 BignoBigae 3a
ToBapucTBo 3 BWMYCK Cepii, BKOUauy KOHTPO/b/BUNpoGyBaHHSA cepii (a5
06MEeXeEHO nakyBaHHs Ne 100) (BBefeHHs 3MiH NPOTArom 6-Tu MicsiLiB
BiANOBIAA/bHICTIO nicns 3aTBepmXeHHs); 3MiHW | Tuny - 3MiHK 3 AKoCTi. FoToBWIA
"KYCYM ®APM", nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUI
Ykpaina 3aci6. 3MiHa po3mipy ynakoBKM rOTOBOrO /iKapCbKOro 3acoby
(3MiHa KiNbKOCTi 0AMHMLE (Hanpuknag TabneTok, amnys TOLLO)
B ynakoBL,i:) - 3mMiHa no3a fiana3oHoM 3aTBEpAKEHNX PO3MipiB
yNakoBKW - BBEEHHSA [0AATKOBOI ynakoBku: no 100 TabneTok
y dhnakoHi; no 1 donakoHy B KapTOHHI KOpo6Li 3 BiANOBIAHMMM
3MiHamu y p. "YnakoBka" (BBeAeHHS 3MiH NPOTArom 6-Tu
MiCAILiB Micnsa 3aTBEPMKEHHS); 3MiHU | Tuny - AAMIHICTPaTUBHI
3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby - 3MiHa Ha3BM
nikapcbkoro 3acoby fitova pegakuis: CTANIEBO;
MponoHoBaHa pegakuis: KOHOYHAYC® TPIO (BBeaeHHs
3MiH NPOTArom 6-TW MicALiB NicNs 3aTBEPAKEHHS)
271. KOH®YHAYC® TabneTku, BKpUTI OpioH PiHNAHAIA OpioH KopropeliLuH, PiHNAH BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - - UA/17293/01/01
TPIO 060/10HKO10, No 150 KopnopeiiwH DiHNAHAIA; nis 3MiHK 3 siKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
mr/37,5 mr/200 mr in AnbTepHaTVBHWIA KOHTeliHep/3aKkynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBku
bulk: no 100 Ta6neTok BMPOGHUK, LLO rOTOBOrO JlikapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHS
y dhnakoHi, no 60 3[iiCHIOE NEPBUHHE nofaTkoBol ynakoBku in bulk: no 100 TabneTok y cpnakoHi, no
(h/1aKoHIB B KAPTOHHIl Ta BTOPUHHE 60 h/1akoHIB B KAPTOHHIl TPAHCNOPTHIN ynakosLi 3
TPaHCMOPTHIli ynakoBLi nakyBaHHs: BiANOBIAHVMMN 3MiHAMU Y p. «YNakoBka» (BBeAeHHsS 3MiH
OpioH KopriopeliLuH, NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS)
PiHnaHAIA
272. KONALUUN® Tabnetkv no 6 a6o 10 MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/2930/01/01
Tabnetok y 6nictepi; "Tanuudapm” "Kuismegnpenapat” 3miHa napameTpiB cneyudikaiii Ta/abo AonyCTUMNX MeX peyenma

no 10 TabneTok y

rOTOBOIO JIiKAPCbKOro 3acoby; CyMyTHs 3MiHa: 3MiHa y MeTofax
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
6nictepi, no 1 a6o 2 BUNPOOYBaHHSA rOTOBOTO NiKaPCbKOro 3acoby - BUMYyYEHHS
6nicTepu B nayw, nokasHuka cneuudikauii "Tanbk" Ta BignoBsigHOro Metoay
KOHTPOJI0, Y 3B'A3KY i3 HEOOOB'A3KOBICTIO JaHOro TecTy AN
KOHTPOJ1t0 rOTOBOrO NiKapcbKoro 3acoby 3rifHO 3 Ailo4ol0
MoHorpadieto AdY "Tabnetkn"; 3amiHu | Tuny - 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX rOTOBOrO
NiKapcbKoro 3acoby - BBeAEHHS NepiogNUYHOCTI KOHTPOSIIO
"koxHa 10-Ta cepis" Ha BUNYCK 3a NOKa3HNKOM
"MikpobionoriyHa unctorta”, "OAHOPIAHICTb [O30BAHNX
oAVHULR"
273. KOPBATON® K Kancynu m'saki no 10 NAT YkpaiHa MAT "®apmak” YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3miHu | Tuny - 6e3 UA/14667/01/01
kancyn y 6nictepi; no "®apmak” 3MiHM y MeTogax BunpobyBaHHa ans A®l ETnnosuii edip peyenma

1 a6o 3 6nictepu B
nauuj

anba 6pomizoBasiepiaHOBOI KMC/IOTH 3a NMOKA3HUKOM
«MiKpOGioNoriyHa YMcToTa» - BBEAEHO NEPIOANYHICTb
KOHTPOJO - "KOHTPO/Ib NPOBOANTY BMOIPKOBO: NEPLLY Ta KOXHY
[ecaTy HacTynHi cepii™; 3MiHu | Tuny - 3MiHK Y MeToAax
BMNpobyBaHHA A8 APl po3unHy MEHTONY B MEHTUIOBOMY
edpipi kucnoTu isoBaniepiaHoBoi (Banigon) T. "CynposigHi
nomiwkmn”, "KinibkicHe BU3HaYeHHS" 419 3aTBepKeHNX QipM-
BMPOGHUKIB (AN «3aBoa xiMmiuHnX peaktusiB» HTK «IHCTUTYT
MoHokpucTanie» HAH YkpaiHu Ta Bupo6Huka MNAT «dapmak»),
y 3B 513Ky 3 ONTMMI3aLi€l0 METOAUKN; 3MiHM | TUNY - 3MiHU [0
METOZAiB KOHTpost0 A®I Onist XMenio 3a NOKa3HMKOM
«Mikpob6ionoriyHa ynctota», a came BUy4YEHO ONUC
npoBeAeHHsI METOAMKM, OCKINIbKM METOAVKa KOHTPOSIIO 3a
[aHM MOKa3HWKOM MPOBOAUTBLCA BiANOBIAHO A0 BUMOT
[®Y/EP 3 BignoBigH/M NOCUNAHHSAM Ha 3arasibHy CTaTTio;
3MiHM | TUNY - 3MiHW A0 MEeToZIB KOHTpoo ADI ETunosuii
edip anbha-6pomMizoBasiepiaHOBOI KNCMOTK 3@ NOKA3HUKOM
«Mikpob6ionoriyHa unctota», a came BUy4YEHO ONUC
npoBeAeHHsI METOAMKM, OCKINIbKM METOAVKa KOHTPOSIIO 3a
[aHM MOKa3HWKOM NMPOBOAUTBLCA BiANOBIAHO A0 BUMOT
[®Y/EP 3 BignoBigH/M NOCUMAHHSAM Ha 3arasibHy CTaTTio;
3MiHU | TUNYy - 3MiHW 40 MeToAiB KOHTpoto APl Po3uunH
MEHTO/Y Y MEHTUI0BOMY eddipi i30BasiepiaHOBOT KUCIO0TH
(Banigon) 3a nokasHrkom «MikpobionoriyHa YMcToTa», a came
BW/TYYEHO ONWC NPOBELEHHA METOAMUKN, OCKI/TbKA MeTOoANKa
KOHTPO/IO 3a flaHUM NOKa3HMKOM MPOBOAMTLCSA BifMoBigHO A0
Bumor AdY/EP 3 BignoBigHNM NOCUNAHHAM Ha 3arasibHy
CTaTTIo; 3MiHM | TMNY - 3MiHW B Npoueci BUpo6HuuTBa Ad|
PO34MHY MEHTOJTY B MEHTUI0BOMY edpipi Kucnotu
i30BasiepiaHoBOT (Banifosn) - BBEAEHO MOBTOPHY NepPeroHKy
NPOMDXHOI NPOAYKUIT (PENPOLLECHHT); 3MiHW | TUMY - HE3HAYHI
3MiHM 40 NOKA3HUKIB KOHTPOJ10 BOAM OUMLLEHOI, L0
BMKOPWCTOBYETbLCA 4718 BUroToBneHHs A®| ETnnosoro edipy
anbga 6pomizoBasiepiaHOBOI KMCNOTU Ha AiNsHLi Y M. LLocTka
- 11 HAJIEXXHOTO KOHTPOJIK0 SIKOCTi BOAM OYMLLEHOT Y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

274.

KOPNH®AP®

BiANOBIAHOCTI 4,0 BUMOr MoHorpadii EP Ta USP 6yna
rapmoHizoBaHa creumdikalis 419 KOHTPO/II0 AKOCTI BOAM
OUMLLEHOI; 3MiHU | TUNY - 3MiHM B Npovueci BUpobHuuTea AdI
PO34MHY MEHTO/Y B MEHTUI0BOMY edDipi KNCNOTH
i3oBanepiaHoBOI (Bas1ifos) - BBEAEHO NOBTOPHY 06PO6KY
cy6CTaHLii METOAOM BakyyMHOI NEPEroHKM; 3MiHu | Tuny -
3MiHM 40 MeToZIB KOHTposto AP| Onis M’ATU 38 NOKa3HUKOM
«MikpobionoriyHa YncToTa», a came BUIyHEHO ONNC
NpoBeAeHHs METOANKN, OCKIIbKM METOAVIKA KOHTPOSIIO 3a
JaHUM NOKa3HUKOM NPOBOAUTLCS BiAMOBIAHO 40 BUMOT
OPY/EP 3 BignoBigH/M NOCUNAHHAM Ha 3arasibHy CTaTTio;
3MiHU | TUNY - NS5 HAJTEXXHOTO KOHTPOSIIO SIKOCTi BOAM
OYMLLIEHOI Y BigNoBigHOCTI A0 BUMOr MoHorpadii EP ta USP
6yna rapmoHizoBaHa crneumdikauis 4ns KOHTPO SKOCTi BOAW
OYULLLEHOT; 3MiHM | TUMY - 3MiHM y NapameTpax creuudikawii
A®I 3a n. laeHTUdIKaLia - BHECEHHS NOCWU/IaHHA Ha po3ain
KifIbKiCHE BU3HAYEHHS [0 BXe 3aTBEPAKEHOr0 po3ainy
CYMPOBIAHI AOMILLKN

Tabnetku,
MPOIOHIOBaHOI Aji, No
10 mr no 10 Tabnetok
y 6nictepi; no 3
6nicTepu y kopobui; no
50 a6o 100 TabneTtok y
dhnakoHi; no 1
hnakoHy y Kopobui

TeBa
PapmaueBTika
n lHaacTpi3
nra.

I3painL

MNIBA XpBartcka
4.0.0.

Xopsari
o

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay.
BeegeHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHUX Npo cuctemy

thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHnX npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOI ocobu,

BiANOBIAA/LHOI 32 34iiCHEHHS hapmakoHarnsay; KOHTakTHOT

ocobu 3 hapMakoHarnsay 3asaBHuUKa ansi 34ilicHeHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6u, BigNOBiAaNLHOT 3a 34iiCHEHHS
hapmakoHarnagy (BKiovatoun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MiLleHHI MacTep-halina cuctemun hapmakoHarisgy) -
3MiHa YNOBHOBaXKEHOT 0C06M 3aBHUKA, BiAMOBIfa/IbHOT 3a
3pificHeHHst hapmakoHarnsgy: NMponoHoBaHa peaakLisi — Orit
Stern-Maman. 3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOT
ocobu. 3miHa Micus 34iliCHEeHHS1 OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu Mactep-cpaiina

3a
peyenmom

UA/9756/01/01

275.

KOPUH®AP®
PETAP[,

Tabnetkn
NPOIOHIOBaHOT Aji No
20 mr no 10 TabneTtok
y 6nicTepi; no 3
6nicTepy B KOpPOO6Li; Mo
50 a6o no 100
TabneToK y h1akoHi;
no 1 chnakoHy B
Kopobui

TeBa
dapmaueBTika
n lHpacTpi3
nra.

I3painb

MNIBA XpBaTcka
4.0.0.

Xopsari
A

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny -
3MiHu Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHUX Npo cucTemy

hapmakoHarnsgy (BBefeHHs y3arasilbHeHUX faHux npo
cuctemy hapmakoHarniagy, 3miHa ynoBHOBaxKeHOT ocobu,

BiANOBIAANILHOI 3a 34iicCHEHHS (dapMakoHarnsay; KOHTakTHOT

0Cco6u 3 hapmakoHarnsay 3asBHVKa 415 34iIACHEHHS
hapmakoHarnagy B YkpaiHi, AKLLO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BifNOBIAAILHOT 32 34iACHEHHS
hapmakoHarnsgy (Bkuvatouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa yNnoBHOBaXXeHOI 0CcOobM 3asiBHUKA, BIANOBIAa/ILHOT 3a
3giicHeHHs hapmakoHarnsagy: MNMponoHosaHa peaakuis — Orit

3a
peyerimom

UA/9815/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Stern-Maman. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
ocobwm.
3MiHa Micus 34iICHEHHS OCHOBHOI Ais/TbHOCTI 3
dhapmakoHarnsgy. 3miHa agpecu Mactep-caiina
276. KOPIMPEH 10 TabneTku, BKpUTI Pekopgaari Ipnangis Pekopgarti IngacTpia BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/11927/01/01
Mr/10 mMr NNiBKOBOIO AineHp Nta, Ximika e nogaHHsa oHoBneHoro CepTtudiikaty BiAMoOBIAHOCTI peyenmom
060/10HKOt0, 10 Mr/10 Ipnangis dapmaceBTika €Bponeiicbkili hapmakonei R1-CEP 2002-076-Rev 04 Big Bxe
Mr Mo 14 Tabnetok y C.n.A., ltanis 3aTBEPAKEHOro BUPOGHMKa Ana Ad®I| eHananpuny masneat
6nicTepi; no 1, 2 a6bo 4
6nicTepy y KapTOHHiIl
KopoobUi
2717. KOPIMPEH 20 TabneTkn, BKpUTI Pekoppari IpnaHgis Pekopgarti IHoacTpia ITanis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/11927/01/02
Mr/10 MIr N/1iBKOBOIO Aineng Ntp, Ximika e nofaHHsa oHoBsieHoro CepTudikaty BifgnoBigHOCTI peyenmom
o060n0oHkoto, 20 mr/10 dapmaceBTika €poneiicbkilt hapmakonei R1-CEP 2002-076-Rev 04 Big Bxe
Mr no 14 Tabnetok y C.n.A. 3aTBEpAXEHOro BUpobHuka ans A®| eHananpwuiy manear
6nictepi, no 1, 2 abo 4
6nicTepu y KapTOHHIN
KOpOoo6Li
278. KOPIMPEH 20 TabneTku, BKpUTI Pekopgaari Ipnangis PekoppaaTi Ingactpia ITanisa BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 3a UA/11927/01/03
Mri20 Mr NAiBKOBOIO Ainenp Ntg Ximika e nogaHHsa oHoBsieHoro CepTudikarty BignoBigHOCTI peyenmom
o6onoHkoto, 20 mr/20 dapmaceBTika €Bponeiicbkili hapmakonei R1-CEP 2002-076-Rev 04 Big Bxe
Mr 1o 14 Tabnetok y C.n.A. 3aTBEPXEHOro BUPOGHUKa Ana Ad®| eHananpuny masneat
6nicTepi; no 2 abo 4
6nicTepy y KapTOHHil
KOpoo6Li
279. KO®PAH Tabnetkn no 10 BocHanek a.4. BocHist i BocHanek g.4. BocHist i BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/3998/01/01
BOCHAJ/EK® TabneTok y 6nictepi; [epueroBuH I'epuero 3MiHa napameTpiB cneyudikauii Ta/abo LONYCTUMMX MEX peuyenma
no 1 6nictepy B a BUHA rOTOBOrO /1iKapCbKOro 3acoby - 3mMiHa nepioAnYHOCTI
KapTOHHI Kopo6Lyi TeCTYBaHHS! FOTOBOIO /likapCbKOro 3aco6y Ha Mikpob6io/IoriyHi
MoKasHWKK, a came: MPOMNOHYETLCA CKOPOYEHHS 4acToTh
npoBeAeHHA gocnimkeHb Ha MBY o 1 cepii Ha pik 3amicTb
OOCiKEHHS KOXXHOT MPOMUCIOBOT Cepil 3rigHO 3
3aTBEPKEHOI0 PEECTPALLiHOI [OKyMeHTaLlie
280. KO®EIH- Tabnetkn no 200 wmr, My6niyHe YKpaiHa My6niuHe YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny - 3a UA/6199/01/01
BEH30AT no 10 Tabnetok y akujioHepHe akKujioHepHe 3MiHa napameTpiB cneyudikauiii Ta/abo JONYyCTUMMX MEX peyenmom
HATPIO 6nictepi; no 1 TOBapuCTBO TOBapuCTBO roToBOro NikapcbKoro 3acoby; 3MiHu Il Tuny - BBeAEHHSA
6nicTepy B nauui 3 "HaykoBo- "HaykoBo- [04aTKOBOro BUPo6Huka Ad|
KapToHy; no 10 BMPOGHUYNIA BVMPOGHMYMNIA LEHTP
TabneTtok y 6nicrepax LEeHTp "BopLyariBcbkuii
"BopLuariscbk XimiKO-
WA XiMiKo- hapmaueBTUYHNI
hapmaueBTny 3aBof", YKpaiHa,;
Huii 3aBog” TosapucTso 3

o6MexeHo
BiANoBiAa/IbHICTIO
"ArPO®APM",
YkpaiHa
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
281. KPOMny nnogm no 50 ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 6e3 UA/2257/01/01
NAXy4yoro naykax 3 BHYTPiLLHIM PapmaueBTny PapmaueBTUYHA 3MiHK LWoao 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsgy - peyenma
nnoan naketom; no 3ry Ha thabpuka thabpvka "Biona" OHOBJIEHO TEKCT MapKyBaHHS BTOPVMHHOI YNakKOBKU JTiKapCbKoro
inbTp-nakeTi; no 20 "Biona" 3aco6y. BBBefeHHS 3MiH NpoTaroM 3-x micauis nicns
iNbTp-NakeTiB y nayui 3aTBepKeHHS
282. KPYLLUVHW KOPA | kopa ro 50 r a6o no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/2128/01/01
100 r y navui 3 dapmaneBTUy dapmaLeBTUYHA 3MiHK LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy - peuyenma
BHYTPILLHIM NakeTomM; Ha thabpuka habpvka "Biona" OHOBJIEHHS 3aTBEP)KEHOIO TEKCTY MapKyBaHHA BTOPUHHOI
no 1,5 ry ginbTp- "Biona" yMakoBKM MikapcbKoro 3acoby. BBeAeHHA 3MiH NpoTarom 3-x
naketi; no 20 qinbTp- MicAILiB Micns 3aTBepIKEHHS
nakeTiB y nauui
283. KCAPENTO® TabneTkn, BKpUTI Baiiep Al HimeuyunHa 015 BCbOTO Himeuy BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/9201/01/04
nAiBKOBOIO BMPOBHMYOrO nHa/ 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsaay. peyenmom
06010HKOt0, N0 2,5 ™r, npotiecy: ITanis 3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
no 14 tabnetok y Baiiep AT, MapKyBaHHS Ta IHCTPYKLUIT 419 MeANYHOro 3aCTOCYBaHHA Ha
6nictepi; no 1 a6o 4 HimeuuunHa; nigcTasi perysisipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
6nicTepy B KAPTOHHIN Baviep Xenckep NiKkapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nauui MaHyakTypiHr nikapcbKoro 3acoby B micsipeecTpaviiiHii nepiod, abo sk
C.P.N., Itanis; pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX BiANOBIAHO
0N BTOPUHHOTO 00 nnaHy negiatpuyHux gocnigxkerb (PIP) (3MiHy y3rogkeHo 3
nakyBaHHS: KOMMNETEHTHUM YNOBHOBEXKEHNM OPraHoM) - 3MiH/ BHECEHO [0
LLTteremaHH IHCTPYKLT AN MeAUYHOro 3acTOCYBaHHS NikapcbKoro 3acoby
JNloHdepnakyHr & [0 po3gainis "B3aemogis 3 iHLWMMK NikapcbknMmn 3acobamu Ta
NoricTiwep Cepsic iHWI BMAaW B3aemogiit”, "Ocob6mBocCTi 3acTocyBaHHS", “"[M06iYHi
e.K., HimeyunHa peakuii” BignoBigHo Ao pekomeHaauii PRAC; 3miHu Il Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay.
3MiHM y TepaneBTUYHUX NOKa3aHHAX (fofaBaHHS HOBOrO
TepaneBTUYHOTO NokKa3aHHS abo 3MiHa y 3aTBepKEeHOMY
nokasaHHi) - 3MiHVM BHECEeHi [0 iHCTPYKLiT 4719 MeANYHOro
3acTocyBaHHA A0 po3giny "lMokasaHHA";
SIK HACNiLOK OHOBMIEeHa iHhopMaLia B IHCTPYKLT ons
MeJMNYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby B po3giniax :
"®apmMakonoriyHi BnactmsocTi”, "lMpoTmunokasaHHA",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
po3un”, "Mo6iyHi peakui™ BiANOBIAHO A0 MaTepianis
peecTpaLiiHoro Aockbe
284. KYKYPYA3U CTOBMYMKM i3 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 6e3 UA/2477/01/01
CTOBMYUKN 3 npuimoykamm no 30 r dapmaneBTUY dapmaneBTUYHA 3MiHM Wo[0 6e3nekn/edheKTUBHOCTI Ta hapmakoHarisgy - peuyenma
MNPUAMOYKAMMN y naykax 3 BHYTPILLHIM Ha chabpuka habpvka "Biona" OHOBJ/IEHHSA 3aTBEPAXEHOIO TEKCTY MapKyBaHHA BTOPUHHOT
naketom; no 1,5ry "Biona" ynakoBKM fikapcbKoro 3acoby. BBeAeHHSA 3MiH NpoOTArom 3-x
inbTp-nakeTi; no 20 MiCSILiB MicNnsi 3aTBEPAKEHHS
iNbTP-NakeTiB y nayui
285. KYPOCYP®® cycneHsia ans K'esi ABCTpis BMPOOBHULITBO in ITanis/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHW | TUNY - 3a UA/10170/01/01
eHJoTpaxeasibHoro dapmac'toTike bulk, nakyBaHHs, ABcTpist 3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy. peyenmom
BBefeHHs, 80 mr/mn, n3 rméex KOHTPONb Ta BUMYCK BBegeHHs1 abo 3MiHV A0 y3arasibHeHNX AaHUX Npo cucTemy

no 1,5 mn 'y dpakoHi;
no 1 chnakoHy B

cepii: K'esi
dapmaueyTumui

hapmakoHarnsay (BBeAeHHs y3arasibHeHUX JaHuX npo
CUCTeMy dpapMaKoHarsi4y, 3MiHa YNnoBHOBaXeHO! 0cobu,
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
KapTOHHI Kopo6Lyi C.n.A., ITanis; BiANOBIAA/ILHOI 3a 34iiCHEHHSA (papMakoHarnsay; KOHTakTHOT
BMNYycK cepii: K'e3i 0cobu 3 thapmakoHarnsgy 3asBHUKa 15 34iCHEHHSA
dapmac'toTikens thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
'M6X, ABCTpIst; YNOBHOBaXeEHOT 0c0o6U, BiANOBIAANLHOI 3a 34iACHEHHS
nepsuHHe hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
nakyBaHHs: digia pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
PapmaueyTumui 3MiHa YNOBHOBaXKEHOT 0CO6M 3asiBHUKA, BiAMNoOBIfaIbHOT 3a
C.n.A,, ITanis; 3pjiicHeHHs hapmakoHarnagy: NponoHoBaHa pegakuis - 4p.
BTOpPUHHE [bkaH Hikono KacTinblioHe. 3MiHa KOHTAKTHUX AaHNX
nakyBaHHs: I".J1. YNOBHOB&XEHOT 0co6MU, BiANOBILaNbHOI 3a thapmakoHarnag,
dapma M'méX, 3MiHa KOHTaKTHUX [AaHNX KOHTaKTHOI 0CO6U 3asBHVIKa A1
ABCTpIS; 3[iiCHeHHs1 hapMakoHarnsay B YkpaiHi
BMPOBHULITBO in
bulk, nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: K'esi
dapmaueyTuui
C.n.A., Itanis
286. NA3O0/IBAH® nactuiku no 15 mr no TOB "CaHoi- YkpaiHa BMPOOHULITBO, Himeuy BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 6e3 UA/3430/05/01
10 nacTuiok y ABEHTIC nakyBaHHs, nHa 3MiHM A0 IHCTPYKLi A/19 MeAMYHOro 3aCTOCYBaHHS 40 PO34iNis peyenma
6nicTepi; no 2 abo no YkpaiHa" MapKyBaHHS Ta "®apmakonorivHi BractusocTi”, "MpoTunokasaHHs",
4 6nictepun y KOHTPO/b SIKOCTI (3a "B3aemogisa 3 iHWKMMKM NiKapcbkumu 3acobamu Ta iHLWi BUan
KapTOHHI Kopo6Lyi BUHATKOM TecTy B3aemogiin" (pegaryBaHHs TekcTy), "OcobnmnsocTi
"MikpobionoriyHa 3acTocyBaHHs", "3acTocyBaHHA y nepiog BaritTHocTi abo
yuctoTta"): bongep rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHA Ta fo3un"
ApuHarimitTens (peparyBaHHs TekcTy), "AiTn" (YTOUYHEHHS iHdhopmaLyii),
v6X eHg Ko. KT, "Mepepo3yBaHHa"(pegaryBaHHs TeKCTy), "Mob6iuHi peakyii”.
HimeuuunHa; BBefeHHA 3MiH NPOTAroM 6 MicALiB Nicna 3aTBepAKeHHs
KOHTPO/Ib SKOCTI
(nvwe 3a TecTom
"Mikpob6ionoriyHa
yuctoTa"): bioXem
Na6op crop
Bionoriwe yHA,
Xewmiwe AHaniTik
m6X, HimeuunHa,;
BMNYCK cepil:
BepiHrep
IHrenbxanm ®apma
v6X i Ko.KT,
Himeuunna
287. NA3O0/IBAH® PO34MH ANS iHranauin TOB "CaHoi- Ykpaina IcTiTyTO e AHXeni ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 6e3 UA/3430/06/01
Ta nepopasnibHoro ABeHTIC C.p.n. 3MiHW A0 IHCTPYKLi AN18 MeAMYHOro 3aCTOCYBaHHS A0 PO34iNis peuenma
3acTocyBaHHs, 15 mr/2 Ykpaina"

M1 no 100 mn y
hnakoHi 3

KpanesibH1ueto; no 1

"®apmakonoriyHi BiactusocTi”, "MpoTunokasaHHa"
(peparyBaHHsA TekCTy), "B3aeMogis 3 iHWMMU NiKapCbKUMn
3aco6amu Ta iHLWi BUAY B3aemogiit”, "OcobnmBocTi

3acTocyBaHHs", "3acTocyBaHHs y nepiog BaritTHocTi abo
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
hN1aKoHy Yy KOMNNEKTI rofyBaHHs rpyaat”, "Cnocié 3actocyBaHHA Ta fo3un”,
3 MiPHMM KOBNA4ykoM B "MepepnosyBaHHA" (pefaryBaHHs TekcTy), "MobiuHi peakuii”.
KapPTOHHI KOpOOLii BBefeHHs1 3MiH NpoTArom 6 MicsiliB nicas 3aTBepAKEHHs!
288. NA30/IBAH® 3 cupon, 30 Mr/5 M, no TOB "CaHoi- YkpaiHa Lenschapm Peiimc, PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu Il Tuny - 6e3 UA/13771/01/01
NONYHUYHO- 100 mn a6o no 200 mn ABEHTIC dpaHuis; bepiHrep / IcnaHisi | 3MiHW [0 IHCTPYKLiT 4719 MeAMYHOro 3aCTOCYBaHHS 40 PO34iNis peyenma
BEPLUKOBUM y thnakoHi; no 1 YkpaiHa" IHrenbxaiim EcnaHa, "®apmakonoriyHi BnactusocTi", "Ocobnusi 3axoam 6esnekn”,
CMAKOM (h1aKkoHy B KOMMJ/IEKTI CA, Icnanis "3acTocyBaHHA y nepio BariTHOCTI abo rofyBaHHs rpyaar”,
3 N/1ACTUKOBUM MipHUM "Cnoci6 3acTocyBaHHs Ta fo3un", "MNobiyHi peakuii". BBegeHHA
KOBMa4koMm y 3MiH NMPOTArom 6-TM MicALiB nicns 3aTBepKeHHs
KapTOHHIli KopoobLi
289. NAMIBNN® Tabnetky no 250 Mr no HosapTic LLIseliyapis BMPOGHULITBO, Himeuy BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3miHu Il Tuny - 3a UA/1005/02/01
14 TabneTok y dPapma Al KOHTPO/1b SIKOCTI, nHa 3MiHW A0 IHCTPYKLii 4719 MeANYHOro 3aCTOCYBaHHA Y po3Ain peyenmom
6nictepi; no 1 nakyBaHHs1, BUMYCK "®apmakonoriyHi BnactusocTi’, "lMpoTunokasaHHA",
6nicTtepy B Kopobu,i cepii: HoBapTic "B3aemMogisa 3 iHWMMM NiKapCbKUMM 3acobamm Ta iHLWi BUan
$apma lMpogakLuH B3aemogiit", "OcobmBocCTi 3acTocyBaHHs", "Cnoci6
X 3acTocyBaHHSA Ta o3un", "MobivHi peaxuii”. BBegeHHS 3MiH
npoTArom 3-x MicsLiB Nicns 3aTBEPAKEHHS
290. NAMIXON-ET TabneTku, BKpUTI MAKNEOAC IHais MAKNEOAC IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/15652/01/01
nAiBKOBOIO PAPMACBIO PAPMACBIOTUKAN 3MiHa y TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs peyenmom
060/10HKO10, Mo 30 TUKANC C NIMITEL roTOBOrO /liKapCbKOro 3acoby - 3MiHa B yMoBax 36epiraHHs
Tabs1eToK y hnakoHi; NIMITEL roTOBOrO JlikapCbKoro 3acoby. MNponoHoBaHa peaakuis:
no 1 dpnakony y 36epiratv npy TemnepaTtypi He BuLe 30°C B opuriHanbHil
KapPTOHHI ynakoBLi ynakoBLj
291. NAMOTPUAXXNH | nopoluok (cybcTaHLis) MAT Ykpaina PA Xem ®apma IHais BHECEHHS 3MiH [10 peecTpaviliHix martepianis: 3miHu | Tuny - - UA/5770/01/01
y NakeTax noApiHux "dapmak” Nimiten noAaHHA OHOBMIEHOTO cepTudikarta BifnoBigHOCTI
nonieTueHoBMx AN €sponelicbkinn hapmakonei Ne R1-CEP 2008-261-Rev 01 ans
BUPOGHMLITBA [il040T PeYOBUHN NaMOTPUIXWH Bif, 3aTBEPAKEHOT0
HecTepu/IbHUX BMPOGHMKA 3 BIANOBIAHUMY 3MiHaMK y crieumdikavii Ta
nNikapcbkunx gopm MeToAax KOHTPOJI0 IKOCTi ADI, a came BUyUYEHHS MOKa3HMKa
«3a/IMLLKOBI KiNIbKOCTi OpraHiyH1X pO34MHHUKIB» - BIAMNOBIAHO
o sumor CEP; 3MiHM | TURY - npuBeAEeHHSA METOZIB KOHTPOO
A®| 3a nokasHukom «CynpoBifHi AOMILLIKM» Y BiAMOBIAHICTb A0
BMMOr MoHorpadii Lamotrigine EP
292, NEBEMIP® PO3YMH ANS iH'EKLN, A/T Hoso [aHis BMPOGHMK [Janis/ BHECEHHS 3MiH 10 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/4858/01/01
®EKCMNEH® 100 Of/mn; no 3 mny Hopgaick Hepo3acoBaHoro ®paHuia | 3MiHn Wopo 6e3nekn/edreKTUBHOCTI Ta papmakoHarnagy (iHwi | peyenmom
KapTpuaxi; no 1 NPOAYKTY, / 3MiHM) - BHECEHO [0 IHCTPYKLUIT ANS MeAMYHOro 3aCTOCYBaHHS
KapTpuaxy B HanoOBHEHHS B Bpasuni nikapcbKoro 3acoby fo po3ainy "Cnocibé 3acTocyBaHHs Ta
6araTto030Biii MeHdin®, nepBuHHA A [o3n" ([ofaHi 3acTepexxeHHs Ta YTOUYHEHHS, SiKi CTOCYOTbCS

0[1HOPa30Bili LWNpuL-
pyuui; no 1 a6o 5
LUNPUL-PYYOK Y
KapTOHHIlA KopooLi

ynakoBka, KOHTPO/b
AKOCTI Ta
BignoBiganbHWi1 3a
BUMYCK Cepiii
KIHLLEBOrO NPOAYKTY:
AJ/T Hoso Hopagick,
[aHis;
BMPOGHUK NpoayKLil
3a NOBHUM LMK/IOM:

NpaBW/IbHOrO0 BUKOPUCTAHHS LUNPUL-PYYKM NPU [O3YBaHHI Ta
BBE/EHHI Nikapcbkoro 3acoby). BeegeHHs 3miH npoTsirom 6-Tu
MiCALIB NicNsA 3aTBEPAKEHHS; 3MiHWM || Tuny - 3MiHW Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. 3mMiHn y
TepaneBTUYHMX NOKa3aHHAX (404aBaHHA HOBOrO
TepaneBTUYHOro NokasaHHs abo 3MiHa y 3aTBepaKeHOMy
nokKasaHHi) - BHECEHO A0 [HCTPyKUii ans MegnyHoro
3aCTOCYBaHHS NMikapCcbKoro 3acoby Ao po3ainy "MokasaHHsa"
(po3LIMPEHO BIKOBWIA Ajiana3oH 3aCTOCYBaHHS /iKapCbKOro
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Hoso Hopgick 3acoby AiTam, Ta, K HacnifoK, A0 po3ainiB "dapMakosoriyHi
MpopatokcboH CAC, BnacTmsocTi", "OcobmMBOCTi 3acTocyBaHHs", "Crnocio
dpaHuis; 3acTocyBaHHs Ta go3u", "[itv". BBeAeHHS 3MiH NpoTArom 6-1n
BUPOGHUK Ans MicALiB Nicna 3aTBepKeHHs ; 3MiHW 1l Tuny - 3MiHK Woao
36MpaHHs, 6e3nekn/ehekTMBHOCTI Ta thapMakoHarnisgy. 3MiHW y KOpoTkili
MapKyBaHHs Ta XapakTepucTuL,i NikapcbKkoro 3acoby, TEKCTi MapKyBaHHA Ta
yNakoBKn IHCTPYKLT AN MeAUYHOro 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMMU
dnekclrleH®, AaHVIMU 3 SIKOCTI, JOKMIHIYHAMU, KNIHIYHUMW AaHMKn Ta
BTOPWHHOTO AaHuMu 3 hapMakoHarnagy - BHeCeHo A0 IHCTpykuii Ans
nakyBaHHS: MeAUYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby [0 po3giny
A/T Hoso Hopgick, "Cnoci6 3acTocyBaHHA Ta 031" (BHECEHO iH(hopMaL,ilo Npo
[Janis; YHVKHEHHS BUMaKOBOI MyTaHWHM Ta NOMWUIKOBOrO
BUPOBHNK 3aCTOCYyBaHHSA NikapcbKoro 3acoby). BBeeHHs 3MiH NpoTsArom
Hepo3chacoBaHol 6-Tv1 MiCALIB MiCNA 3aTBEPKEHHS; 3MiHM || TUNy - 3MiHK 3
NpoAyKuUii, AKOCTi. [0TOBWIA Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa Y
HanoBHEHHS B TepMiHax npuaaTHoOCTi abo ymoBax 36epiraHHA roToBoro
MeHin®, nepBuHHa nNiKapcbKoro 3acoby (3MiHa B yMOBax 36epiraHHs /likapCbKoro
yrnakoBka Ta 3ac06y 6i0/10rYHOr0 MOXOAKEHHS, SKLLO AOCIAKEHHS
36MpaHHs, CTabiNbHOCTI 6yIM NPOBEAEHI He Y BiANOBIAHOCTI A0
MapKyBaHHA Ta 3aTBEPLKEHOr0 NPOTOKONY) - 3MiHW B yMOBax 36epiraHHs
ynakoBka (BBegeHHs 3MiH MPOTAroM 6-TW MicALiB Nicns 3aTBEPAKEHHS)
dnekclreH®,
BTOPVHHE
nakyBaHHS:
A/T Hoso Hopgick,
[NaHis;
BMPOGHMK
Hepo3ghacoBaHol
NPOAYKUii,
HanoBHEHHS B
MeHin®, nepBuHHa
ynakoBka Ta
36MpaHHs,
MapKyBaHHs Ta
ynakoBka
dnexclleH®,
BTOPVHHE
nakyBaHHs:
Hoso Hopgaick
MNpoaykao
dapmaceyTika g0
Bpasinb NlITga.,
Bpasunis
293. NEBOKING TabneTkn, BKpUTI AypobiHao IHAaia AypobiHgo ®apma IHAjsA BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/13743/01/01
NAiBKOBOIO dapma /114 NimiTen — FOHIT VII AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peyenmom

060/10HKOH, No 250 mMr

3asBHMKa (BNacHVKa peecTpauiiHoro NocBig4yeHHs) - 3miHa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

no 5 tabnetok y
6nictepi; no 1
6nicTepy B KapTOHHIl
Kopobu,i

afpecy 3asBHKKa (BNacHyKa peecTpauiiHoro nocBigYeHHs)
(BBEAeHHA 3MiH NPOTAroM 6-Tu MicALiB NiCNs 3aTBEPAYKEHHS);
3MiHY | TNy - AAMiHICTPaTWBHI 3MiHU. 3MiHA HaliMEeHyBaHHS
Ta/abo agpecu micusa NPOBaXeHHs OisNIbHOCTI
BMPOBHMKa/iMnopTepa roToBOro sikapcbkoro 3acoby,
BK/IO4A0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPO/O AKOCTI. (AisS/IbHICTb, 3a SKy Bignosigae
BMPOGHMK/iMMOPTEp, BK/IOYAKOUMN BUMYCK Cepil) - 3MiHa Ha3BK
Ta agpecu BUpobHuka N3, 6e3 3mMiHW Micus BUpo6HULTBA
(BBEAEHHS 3MiH MPOTAroM 6-T1 MicALIB NiCNSA 3aTBEPLKEHHS);
3MiHY | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3amiHa rpadpivyHoro
0hOpMIEHHSA MEPBUHHOI Ta BTOPUHHOT YNakoBOK Ha TEKCT
MapKyBaHHS yNakoBOK 3 BiANOBIAHUMY 3MiHamMy 40 po3ginis
MKSA N3 (po3ain «IpadiivuHe 0hopMIEHHS» 3aMiHEHO
po3gainom «MapkyBaHHs») (BBeeHHS 3MiH NPOTAroM 6-Tn
MicsLiB MiCNsA 3aTBEPAYKEHHS); 3MiHW | TUNY - 3MiHN LWOAO
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHeHNX AaHnX Npo cuctemy hapMakoHarisay
(BBEAEHHSA y3arasIbHEHUX AaHWX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAANLHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapMakoHarnsay 3asBHuUKa gisi 3iicHeHHs
thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0cO6U, BiANOBIAANLHOT 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
[litova pepakuis: YnosHoBaxeHa ocoba 3asBHUKA,
BifiNOBigasibHa 3a hapmakoHarnsg - CamoiineHko ApteM
Maenosuy. MNponoHoBaHa pegakLis: YnosBHoBaxkeHa ocoba
3asBHVKa, BignosigasibHa 3a hapmakoHarnag - Max
XaHymaHTy MeHyanas. KoHTakTHa ocoba B YKpaiHi
YMOBHOB&XeHOT 0C06M 3asiBHUKA 4715 3L4iACHEHHS
thapmakoHarnagy - CamoiineHko Aptem MasnoBuy. 3MiHa
KOHTaKTHUX AaHuX. 3MiHa MicLe3HaxoMKeHHA MacTep-haiiny.
3MiHa Micus 34iICHEHHS1 OCHOBHOI AisS/TbHOCTI 3
dhapmakoHarnsgy

294,

NEBOKIN3

TabneTkn, BKPUTI
MN/1iBKOBOIO
060/10HKO10, N0 500 Mr
no 5 TabneTok y
6nicTepi; no 1
6nicTepy B KAPTOHHiIl
Kopobu,i

AypobiHgo
dapma /114,

IHais

Aypo6iHgo dapma
NimiTeq — KOHIT VII

IHais

BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs) - 3MiHa
afpecy 3asBHVKa (BNacHvKa peecTpauiiHoro nocBig4eHHs)
(BBeAeHHSA 3MiH MPOTAroM 6-TW MicALiB NiCNs 3aTBEPAKEHHS);
3MiHY | TNy - AAMiHICTPaTMBHI 3MiHU. 3MiHA HaliMEeHyBaHHS
Ta/abo agpecun micusa NPOBamXEHHS LisSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKJ/HOYaA0UM AiNbHULI BUMYCKY cepii abo Micue npoBefeHHs
KOHTPO/O SKOCTI. (Ais/IbHICTb, 3a 5Ky BiANoBigae

3a
peyermom

UA/13743/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

BMPOGHUK/IMNOpPTEp, BK/IOUAKOUM BUMYCK cepili) - 3MiHa Ha3Bu
Ta agpecu BUpobHuka NN3, 6e3 3mMiHW Micus BUpo6HULTBA
(BBegeHHsA 3MiH MPOTAroM 6-TW MicALiB NICNs 3aTBEPAXKEHHS);
3MiHu | TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3amiHa rpadivyHoro
0(hOPM/IEHHS MEPBMHHOT Ta BTOPMHHOI YNakoBOK Ha TeKCT
MapKyBaHHS YNakoBOK 3 BiAMNOBiAHUMW 3MiHAMW [0 PO3AiniB
MKSA N3 (po3ain «padhivyHe othopMAEeHHS» 3aMiHEHO
po3ginom «MapkyBaHHs») (BBeAeHHs 3MiH MpoTSAroM 6-Tu
MicALiB Nicna 3aTBepAKeHHs); 3MiHK | Tuny - 3MiHW Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHeHVX AaHuX Npo cuctemy hapmMmakoHarisgy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTemy
hapMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHS hapMakoHarnsgy; KOHTakTHOT
0cobu 3 chapmakoHarnsagy 3asBHUKa A5 34iINCHEHHSA
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiMiHHA Bif,
YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-haiina cucteMu papmakoHarnsgy) -
[itoua pegakuis: YnoBHOBaxeHa ocoba 3asiBHUKA,
BiANoBigasibHa 3a hapmakoHarnsag - CaMmoiineHko Aptem
Masnoswuy. MponoHoBaHa pefakLis: YnoBHoBaxeHa ocoba
3asBHUKa, BiANOBiAaIbHA 3a hapmakoHarag - Max
XaHymaHTy MeHuanas. KoHTakTHa ocoba B YKpaiHi
YNOBHOBaXXEHOI 0CO6OU 3asBHUKA A1 3A4IACHEHHS
thapmakoHarnagy - Camoiinenko Aptem MasnoBuy. 3MiHa
KOHTaKTHUX AaHuX. 3MiHa MicLe3HaxoMKeHHA MacTep-caiiny.
3MiHa MicLA 34iNCHEHHA OCHOBHOT AiANIbHOCTI 3
dhapmakoHarnsgy

295.

NEBO®JIOKCALL
NH 250

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOI0, Mo 250
Mr, no 20 Tabnetok y
6nictepi, no 5
6nicTepiB y KAPTOHHIl
ynakosLi; no 10
TabneTtok y 6nictepi,
no 9 a6o 10 6nicTtepis
Y KapTOHHI ynakoBLi

Makneopc
dapmacbloTUK
anc fimiteq

IHais

Makneoac
PapmacbioTrKanc
Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHa y TepMiHax npugaTHOCTI abo ymoBax 36epiraHHs
roTOBOrO JlikapcbKoro 3acoby - 3MiHa B yMOBax 36epiraHHs
niKapcbKoro 3acoby. 3anpornoHOBaHO: YMOBU 36epiraHHs.
36epiratn npu Temnepatypi He BuLye 30 °C B opuriHasIbHIl
yMakoBLi

3a
peyenmom

UA/15003/01/01

296.

NEBO®/TOKCALL
H 500

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO0, No 500
Mmr, no 20 TabneTok y
6nicTepi, no 5
6nicTepiB y KAPTOHHIl
ynakosLi; no 10

Makneopc
dapmacboThK
anc fimiteq

IHais

Makneopc
dPapmacbloTrKanc
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny -
3MiHa y TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHs
roTOBOro MikapcbKoro 3acoby - 3mMiHa B ymMoBax 36epiraHHs
NiKapcbKoro 3acoby. 3anpornoHOBaHO: YMOBM 36epiraHHs.
36epiratu npu Temnepatypi He BuLe 30 °C B opuriHasbHil
ynakoBLi

3a
peyerimom

UA/15003/01/02
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
TabneTok y 6nictepi,
no 9 a6o 10 6nicTepis
Y KAPTOHHIlA ynakoBLii
297. NEBO®JIOKCALL | Tabnetku, BKpUTI Maxkneopc IHais Makneopc IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/15003/01/03
WH 750 NAiBKOBOIO PapmacbioThK PapmacbioTrKanc 3MiHa y TepMiHax npugaTHOCTI abo ymoBax 36epiraHHs peyenmom
06010HKOI0, N0 750 Mr anc Nimites Niviten roTOBOrO JlikapcbKoro 3acoby - 3MiHa B yMOBax 36epiraHHs
no 10 TabneTtok y niKapcbKoro 3acoby. 3anpornoHOBaHO: YMOBU 36epiraHHs.
6nicTepi; no 10 36epiratn npu Temnepatypi He BuLye 30 °C B opuriHasIbHIl
6nicTepiB y KAPTOHHIl yMakoBLi
ynaKoBLi
298. negsunp™ TabneTku, BKpUTI MaiinaH IHAain MaiinaH IHAjisa BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianiB: yTOUHEHHS 3a UA/17221/01/01
NAiBKOBOIO Na6opatopis NabopaTtopis HanvcaHHsl BAPOOHUKIB B NpoLeci peecTpauii B Hakasi Ne 420 peyenmom
060710HK0t0, 90 Mr/400 NimiTen Nimites, IHAjs; Big 19.02.2019 (3 TexHiYHMX 06cTaBmH 6yn10 NponyLLeHo
Mr; N0 28 TabneTok y MaiinaH OfHOTO 3 BMPOGHUKIB). Pefakuis B 3aTBepAKeHOMY Hakasi —
hnakoHi, no 1 NabopaTtopis MaiinaH labopatopis Jlimites, IHais. BipHa pegakuis —
hlakoHy B KapTOHHIiA Nimiteq (FOHIT-8), MaiinaH Jlabopatopi3 Jlimites, IHAis;; MalinaH JlabopaTopi3
ynakoBLi IHAis Nimiten (FOHIT-8), IHAIA.
299. NEPKAMEH® TabneTku, BKpUTI MeHapiHi Mokcembyp | Pekoppari IHaycTpia ITanis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/13568/01/01
AN® 10/10 nAiBKOBOIO IHTepHeLLoHa r Kimika e noflaHHs OHOB/IEHOro cepTuddikarta signosigHocTi EP Ne R1 - | peyernmom
060/10HKOI0, M0 14 n dapmayeyTmka CEP 2002 — 076 — REV 03 gnsi A®| (EHananpuny maseaty)
TabneTok y 6nictepi; OnepeiioHc C.n.A. Bifl 3aTBEpXEHOro BUpOo6HUKa. B pamkax 3asBneHoi
no 2 6nictepu B TMokcembypr npoueaypu Biabynuch 3MiHn B agpeci BnacHuka CEP Ta
KapTOHHI KOpOOLii C.A. BMPOBHMYOT AiNbHALI; 3MiHK | TUMY - BUYYEeHHS BUPOGHNYOT
AinbHuUi ana A®l EHananpuny maneaty BUpo6Huka Dr.
Reddy’s Laboratories Limited; 3MiH1 | TUny - OHOBNEHWMI
cepTuquikaT Bif y)xe 3aTBepAKeHOro BUPOOHUKA - MOAaHHs
OHOBJIEHOr0 cepTudikaTa BignosigHocTi €EP Ne R1 — CEP
2002 — 076 — REV 04 ana A®| (EHananpuny manearty) Bif
3aTBEPAKEHOIO BUPOOHMKA
300. NEPKAMEH® TabneTkn, BKpUTI MeHapiHi Nokcembyp | Pekopgari IHgycTpia ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/13569/01/01
AN® 10/20 nAiBKOBOIO IHTepHeLLoHa r Kimika e BUTyYEHHS BUPOBHMYOT ginbHuui gnsa A®l Erananpuny peyenmom
o6onoHkoto, no 14 n dapmaveyTrka masneaty BupobHuka Dr. Reddy's Laboratories Limited; 3miHu |
TabneTok y 6nictepi; OnepeiioHc C.n.A. TUNy - NOAAaHHA OHOBJ/IEHOrO cepTudikaTa BiANoBIigHOCTI €D Ne
no 2 6nictepu B Tokcembypr R1 - CEP 2002 — 076 — REV 03 gna A®l (EHananpuny
KapTOHHIli Kopoobui C.A. Masiearty) Bif 3aTBepKeHOro BUpobHuka. B pamkax
3asB/1eHOT NpoLeaypu BiAbYMCb 3MiHW B aApeci BnacHuka
CEP Ta BUpOGHWNYOI AiNbHWL; 3MiHW | TUMY - NoAaHHA
OHOBJ/IEHOrO cepTudikara BignosigHocTi E® Ne R1 — CEP
2002 — 076 — REV 04 gna A®| (EHananpuny maneaty) Big,
3aTBEPAKEHOI0 BUPOGHMKA
301. nnn KBITKA KBiTKM no 40 r y naykax MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/6598/01/01
3 BHYTpILLHIM nakeTom; | ®apmaueBTuy dapmMaueBTUiHa OHOB/IEHO TEKCT MapKyBaHHA BTOPUHHOI YNakoBKY Nikapcbkoro | peyenma
no 1,5ry cinbtp- Ha gpabpuka abpuka "Biona" 3acoby. BBefeHHs 3MiH NPOTArom 3-x MicauiB nicas
naketi; no 20 cinbTp- "Biona" 3aTBEPIKEHHS
nakeTiB y navuyj
302. NIBA30 TabneTku, BKpUTI Pekopgaari Ipnangis BMPOGHMK ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasliB: TeXHiYHa 3a UA/11963/01/01
naiBKOBOKO Aineng T4 Hepo3d)acoBaHoro / ITanis NOMW/IKA B iIHCTPYKLIT A/19 MEAUYHOIO 3aCTOCYBaHHSA Y p. peyenmom
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
060/10HKO0, N0 1 Mr; npoaykty: M'ep "YnakoBka". BBefeHHs 3MiH NpoTArom 3-x MicsilisB nicns
no 7 TabneTok y dabpe MegikamaH 3aTBepKeHHs
6nicTepi; no 1 MpoaIOKCOH,
6nicTepy B KapTOHHiIl ®paHLis; BUPOBHUK,
Kopob6ui; no 14 AKUIA 34jiCHI0E
TabneTok y bnictepi; nepBuHHE Ta
no 2 6nictepu B BTOPWHHE
KapTOHHi Kopobuj; no nakyBaHHs,
15 TabneTok y BignoBsigae 3a
6nicTepi; no 2 KOHTPO/Ib AKOCTI Ta
6nicTepy B KAPTOHHIl BUMYCK Cepii:
KOpOoO6Li Pekoppaarti IHgacTpia
Ximika e
dapmaceBTika
C.n.A., Itanis
303. NIBA30 TabneTku, BKPUTI Pekoppari IpnaHgis BUPOBHUK PpaHuin BHECEHHS 3MiH [J0 peecTpaLjiiiHUX MaTepiasiB: TeXHIYHa 3a UA/11963/01/02
NAiBKOBOIO AineHp Nta Hepo3dgacoBaHoro [ Itanis NoOMMU/IKa B IHCTPYKLUIT 415 MeAMYHOr0 3aCTOCYBaHHS Y p. peyenmom
060/10HKO0, MO 2 MF; npoaykty: M'ep "YnakoBka". BBegeHHs 3MiH MpoTAaromM 3-x micauis nicns
no 7 TabneTok y dabpe MegikamaH 3aTBEPKEHHS
6nictepi; no 1 MpOLOKCOH,
6nicTepy B KapTOHHIl ®paHLisi; BUPOBHWK,
Kopo6ui; no 14 SIKWIA 3AjACHI0E
TabneTtok y 6nictepi; nepBrHHE Ta
no 2 6nictepu B BTOPUHHE
KapTOHHiI kopobuj; no nakyBaHHs,
15 TabneTok y Bignosigae 3a
6nicTepi; no 2 KOHTPO/Ib SKOCTi Ta
6nicTepy B KapPTOHHIiA BMNYCK cepil:
Kopo6ui; no 20 Pekopgarti IHgacTpia
TabneTok y 6nictepi; Ximika e
no 5 6nictepis B dapmaceBTika
KapPTOHHIn KOpobLi C.n.A., lTanis
304. NIBA30 TabneTku, BKpUTI Pekoppari IpnaHgis BMPOGHMK PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasiB: TeXHIYHa 3a UA/11963/01/03
nAiBKOBOIO Ainenp Nta Hepo3dghacoBaHOro [ Itanisa NOMUIKa B IHCTPYKLUIT 415 MeAMYHOro 3aCTOCYBaHHS Y p. peuyenmom

060/10HKOH0, N0 4 Mr;
no 7 TabneTtok y
6nictepi; no 1
6nicTepy B KapTOHHIl
Kopob6ui; no 14
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHiI kopobuj; no
15 TabneTok y
6nictepi; no 2
6nicTepy B KapTOHHIA
KopooLi

npoaykry: M'ep
dabpe MegikamaH
IpOAIOKCOH,
®paHLisi; BUPOBHWK,
KNI 3AjNCHI0E
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
Bignosigae 3a
KOHTPO/Ib SIKOCTi Ta
BUNYCK Cepil:
Pekoppaarti IHgacTpia
Ximika e

"YnakoBka". BBegeHHs 3MiH NpoTaromM 3-x micauis nicns
3aTBEPAKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

dapmaceBTika
C.n.A., lItania

305.

NIAOKAIH

MOPOLLIOK
KpucTaniyHmi
(cybeTaHuis) y
noABINHMX
nonieTUIEHOBNX
nakeTax ans
chapmaL,eBTUYHOTO
3aCTOCYyBaHHs!

ToBapucTso 3
obMmexeHoto
BiANOBIAa/TbHI
CTIO
"PapmaueBTn
YHa KOMNaHis
"3popos'a”

YkpaiHa

C.LM.C.C.P.JL.

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny -
AfMiHIiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
3asBHMKa (BNacHVKa peecTpaLiiHoro nNocBig4yeHHs) 3miHa
aapecy 3asBHvKa. 3MiHu | Tuny - 3miHmn 3 AkocTi. CepTudikart
BignoBigHocTI/IE-cepTudikat BignoBiaHOCTI €Bponeiichkii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJIEHOTO
cepTudikaTa BignoBigHOCTI abo BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa Adl; ans
BVXifHOro martepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMIKHOT
peyvoBUHM (CepTudpikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuii cepTudikar Bif BXe 3aTBEPKEHOr0
BMpo6HMKa CynyTHA 3MiHa - 3MiHM 3 skocTi. CepTudikar
BignoBigHocTI/IE-cepTudikat BignoBiaHOCTI €Bponeiichkii
thapmakonei/MoHorpadii. 3mMiHu, NoB'A3aHi 3 HeObXigHICTO
npuBeAeHHs Yy BiANOBIAHICTb A0 MoHorpadii AdY a6o
€Bponelicbkoi thapmakonel, abo iHLWOoT HalioHa/IbHOI
thapmakonei gepxasu E€C (3miHa y cneuudikauisx, nos'sa3aHa
3i 3miHamu B J®Y, abo €Bponelicbkiin hapmakonei, abo iHLwii
HaLjioHasbHIli chapmakonei gepxasn €C) nofaHHs HOBOTO
cepTtudikaTy BignosigHoOCTi €Bponeiicbkoi hapmakonei Ne R1-
CEP 2004-156-Rev 01 Big 3aTBEpAXEHOr0 BUPO6HUKa AdDI
Nipokainy S.I.M.S. S.R.L., Itanifi. Ak Hacnigok: - yTO4YHEHO
Ha3By Ta agpecy MiCLLenpoBaf)KeHHS Aisi/IbHOCTi BUPOGHUKA
A®I; - npuBeaeHHs cneuudikauii Ta MeToAiB KoHTposiio AdI
NipokaiH 3a NOKa3HUKOM «3a/ILLKOBI KiNIbKOCTi OpraHiyHnx
PO34MHHKMKIB» A0 BUMor CEP;

- YTOUHeHHs iHdhopmaLlii Npo NepBUHHY Ta BTOPUHHY YNakoBKW,
3rifHo iHdhopMauii, HagaHoi B CEP; - 3amiHa TepMiHy
npuaaTHocCTI 5 pokiB Ha TEPMIH MEPEKOHTPOSIO 5 POkKiB; -
npuBefeHHs cneundikauii Ta MeTogiB KoHTponio Ad| 3a
nokKasHUKamm «PO3UMHHICTb», «CynpoBigHi AOMILLKW» Y
BiANOBIAHICTb A0 BMMOr MoHorpadii Lidocaine EP; -
BWy4YEHHS 3i cneyudikalii Ta MeToAiB KOHTPOJIH AKOCTI
nokasHuka «Baxki meTanu»

UA/12148/01/01

306.

Ni3n CAHAO3®

Tabnetkv no 5 mr no
10 TabneTok y
6nictepi; no 3
6nicTepy B KapTOHHIN
Kopobui

CaHpo3
PapmacbioTiK
an3 a.n.

CnoBeHis

Brpo6HMUTBO 3a
MOBHUM LMK/TOM:
Cantotac dapma
'mM6X, HimeuunHa;
BMPOBHULITBO in
bulk, TecTyBaHHs:

Himeuu
nHa/
CnoseHi
2l

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny -
3MiHu Woao 6e3nekn/echeKTUBHOCTI Ta hapMmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLU|ii A1 MeANYHOr0 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoaibHKX NikapcbkUx 3acobiB nicns
BHECEHHS TiEl caMoi 3MiHM Ha pedbepeHTHUIA Npenapart (3mMiHa

Nex He noTpebye HaJaHHS XO4HUX HOBUX AOAATKOBMX AAHWX)
PapmaLeBTUYHA 3MiHV BHeCeHi [0 IHCTPYKLii y po3ainun: "MokaszaHHA"; a Takox
KoMnaHisa g.4., y po3ainu "MpoTunokasaHHsa", "B3aeMogis 3 iHWMun
CnoBeHis nikapcbknMm 3acobamu Ta iHWi BUaW B3aeMogin',

3a
peyerimom

UA/10603/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

"Oco6nmBOCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
nosn", "Aitn" (6yno: EdeKkTnBHICTL | 6e3neka 3acTocyBaHHs
npenapary AiTSM He BCTaHOB/IEHi, TOMy 10ro He cnig,
3acToCcoBYBaTW y NefiaTpuyHiin npakTuui; ctano: Mpenapar
Nizn CAHOO3® gonycTMMO 3aCTOCOBYBATU [iTAM BIKOM Bif 6
POKIB TifIbKU 4715 NiKyBaHHA apTepiasibHOI rinepTeHsii) 3rigHo 3
iHhopmaLieto WoA0 MeANYHOro 3acTOCyBaHHSA pepepeHTHOro
nikapcekoro 3acoby (Zestril 5 mg, 10 mg, and 20 mg tablets, B
YkpaiHi He 3apeecTpoBaHuWii). BBEAEHHS 3MiH NPOTATrOM 6-Tn
MicsILiB Micns 3aTBepApKEHHs

307.

N3N CAHAO3®

Tabnetkv no 10 mMr no
10 TabneTok y
6nictepi; no 3
6nicTepy B KapTOHHI
Kopobui

CaHpo3
dapmacbHoTiK
ans a.n.

CnoBeHis

Brpo6HMUTBO 3a
MOBHUM LMK/IOM:
Cantotac dapma
'm6X, HimeuunHa;
BMPOBHULITBO in
bulk, TecTyBaHHs:
Nex
dapmaueBTUyYHa
KoMnaisa g.4.,
CnoBeHis

Himeuy
nHa/
CnoseHi
A

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeAMYHOr0 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HKX NikapcbkUX 3aco6iB nicns
BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA Npenapart (3miHa
He NoTpebye HafaHHSA XOLHVX HOBMX [0AATKOBUX AAHNX)
3MiHU BHECEHI [0 iHCTPYKLii y po3ainu: "MokasaHHS"; a Takox
y po3ainu "MpoTunokasaHHa", "B3aeMogis 3 iHWMu
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogin',
"Oco6nmBOCTI 3acTocyBaHHSA", "Cnocib 3acTocyBaHHA Ta
nosun", "Oitn" (6yno: EchekTUBHICTL | 6e3neka 3acToCcyBaHHS
npenapary AiTsM He BCTaHOB/EHI, TOMy Oro He cnifg,
3aCTOCOBYBATU Y NeAiaTpuyHilii npakTuui; ctaso: Mpenapar
Nisn CAHAO3® fonycTMMo 3acTOCOBYBaTH AiTAM BIKOM BifJ 6
POKIB TifIbKN 4715 NiKyBaHHA apTepiasibHOI rinepTensii) 3rigHo 3
iHchopMmaLieto LWoA0 MeaUYHOT0o 3acToCyBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (Zestril 5 mg, 10 mg, and 20 mg tablets, B
YkpaiHi He 3apeecTpoBaHuWit). BBEAEHHS 3MiH NPOTATOM 6-Tn
MicsILiB Micnsi 3aTBEpPAKEHHSI

3a
peyermom

UA/10603/01/02

308.

ni3n CAHAO3®

Tabnetky no 20 mr no
10 TabneTok y
6nicTepi; no 3
6nicTepy B KapPTOHHIlA
Kopo6u,i

CaHpo3
dapmacbioTiK
ans3 a.4.

CnoBeHis

Bupo6bHMLTBO 3a
MOBHUM LMK/IOM:
Canotac ®apma
m6X, HimeuyunHa,;
BMPOBHULITBO in
bulk, TecTyBaHHs:
Nek
PapmaLeBTUYHa
KomnaHis a.4.,
CnoseHisn

Himeuy
nHa/
CnoseHi
A

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay.
3MiHU Y KOPOTKili XapakTepucTuLj NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii 4115 MeNYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMx/6ionoaibHKX NikapCcbkUX 3aco6iB nicns
BHECEHHS TiEl caMoi 3MiHM Ha peddepeHTHUIA Npenapart (3miHa
He noTpebye HafaHHA XOLHMX HOBMX A0AATKOBUX AAHNX)
3MiHU BHECEeHi [0 HCTPYKLi y po3ginu: "MokasaHHS"; a Takox
y po3ginu "TMpoTunokasaHHa", "B3aeMogis 3 iHWnMu
nikapcbk1MK 3acobamu Ta iHWi BUAM B3aEMoSiid",
"Oco6nmBOCTI 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
nosu", "[itn" (6yno: EdeKkTuBHICTb | 6e3neka 3acTocyBaHHs
npenapary AiTsiM He BCTaHOB/IEHI, TOMy 10ro He cnig,
3acTOCOBYBaTW Y NediaTpuyHiin npakTuyi; ctano: Mpenapar
Nizn CAHAO3® fonycTMMo 3acTOoCOBYBaTH AiTAM BIKOM Bif 6
POKiB TiIbKN A5 NliKyBaHHA apTepiasibHOI rinepTeHsii) 3rigHo 3
iHchopmavi€elo LWoA0 MeaNYHOT0 3acTOCyBaHHS ped)epeHTHOro

3a
peyenmom

UA/10603/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

nikapcbKoro 3acoby (Zestril 5 mg, 10 mg, and 20 mg tablets, B
YkpaliHi He 3apeecTpoBaHwit). BBEAEHHS 3MiH NPOTSAroOM 6-Tn
MicsILiB Micnsi 3aTBEPAKEHHSI

309.

nisnHonrPun

TabneTkv no 5 mr, no
10 TabneTok y
6nicTepi; no 1 abo no
2, abo no 3 6nictepn y
KOpo6L,i 3 KapTOHY

TOB
"ACTPAGAP
M"

YKpaiHa

TOB
"ACTPAGAPM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta chapMakoHarnsay.
BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BuAAdi
peecTpauiiHoro NocBigYeHHs, BKIOYaoum MNnaH ynpasniHHA
pv3nkamm (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€)
noAasibLIOro 06I'PYHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK,
LU0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/TbK/
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
BriKoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1, nignyHKTy 2.3 NyHKTY 2 gogatky 15 no Mopsaky
NPOBefEHHSI EKCNEPTU3MN pEECTpaLiiHUX MaTepianis Ha
nikapcbki 3acobu, L0 NoAaKTbCA Ha AepXaBHy peecTpawiio
(nepepeecTpaduito), a Takox ekcnepTnsn martepianis npo
BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasliB NpoTArom gji
peecTpauiiHoro NocBif4YeHHs, 3aTBepAxeHoro Hakasom MO3
Bif, 26.08.2005 Ne 426 (y pefakuii Hakasy MO3 Big 23.07.2015
Ne 460)

3a
peyenmom

UA/8253/01/01

310.

nismHonpPun

Tabnetku no 10 mr, no
10 TabneTok y
6nictepi; no 1 abo no
2, abo no 3 6nictepn y
KOpoOLi 3 KapTOHY

TOB
"ACTPADAP
M"

YKpaiHa

TOB
"ACTPA®APM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu Il Tuny -
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsagy.
BHeceHHs abo 3miHa(1) 4o 3060B'si3aHb Ta YMOB Buaadi
peecTpauiiHoro NocBifYeHHs, BK/IYaoum MNnaH ynpasiHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), Siki(a) BUMararoTb(€)
NoAasTbLIOro 06rpyHTYBaHHSA HOBMMU [OAATKOBUM AaHUMU,
L0 MalTb HaJaBaTNCA KOMNETEHTHUM OpraHOM, OCKI/TbK/
BMMaraeTbCsl CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) -
BriKkoHaHHA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1, nignyHKTy 2.3 NyHKTY 2 gogaTky 15 go Mopsaky
NpoBefEeHHA ekcnepTu3n peecTpauiiHnx maTepiasiis Ha
niKapcbki 3aco6Mm, W0 NoAATLCA Ha AePXKaBHY peecTpaLiio
(nepepeecTpaduito), a Takox ekcnepTnsn marepiasiis Npo
BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis npoTsarom gii
peecTpaLinHOro NoCBiAYEHHS, 3aTBEPAKEHOrO Hakazom MO3
Bif, 26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015
Ne 460)

3a
peyenmom

UA/8253/01/02

311.

nismHonpPun

Tabnetku no 20 wmr, no
10 TabneTok y
6nictepi; no 1 abo no
2, abo no 3 6nictepn y
KOpOOLLi 3 KapTOHY

TOB
"ACTPA®AP
M"

YkpaiHa

TOB
"ACTPA®APM"

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3miHu Il Tuny -
3MiHu Woao0 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(u) Ao 3060B'A3aHb Ta YMOB Buaadi
peecTpauiniHOro NocBiAYEHHS, BKIOYatoun MNnaH ynpasiHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), Aiki(a) BUMararoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBMMU [0AATKOBUM faHUMU,
LLIO MaloTb HaAaBaTUCA KOMMETEHTHUM OPraHoM, OCKiJTbKM
BMMaraeTbCsl CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
BrKoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MigNyHKTY 1.13 nNyHKTY
1, nignyHkTy 2.3 NyHKTY 2 gogaTky 15 ao Mopsiaky

3a
peyenmom

UA/8253/01/03
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
NpoBefeHHA excnepTu3n peecTpauiiHnx matepiaslis Ha
nikapcbki 3aco6M, W0 NoAATLCA Ha AePXaBHY peecTpaLiio
(nepepeecTpauito), a TaKoX eKkcrnepTi3n Marepianis Npo
BHECEHHS 3MiH [JO peecTpaLjiiiHuX MaTepianiB NpoTarom Aji
peecTpaLiiHoro NoCBiAYEHHS!, 3aTBEPAXEHOr0 Hakazom MO3
Bif 26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015
Ne 460)
312. NIBOPETUK™-10 | Tabnetku no 14 Inka IHais Inka Nabopatopi3 IHais BHECEHHS 3MiH A0 peecTpaLiiHux maTepiasiiB: TEXHIYHA 3a UA/4181/01/01
TabneTok y 6nictepi, Na6opatopis Niviten nomwuika B MKA TecT KinbkicHe BU3HaYeHHS peyenmom
no 2 6nictepny NimiTen
KapPTOHHIN nayui
313. NIBOPETUK™-20 | Tabnetku no 14 Inka IHais Inka JlabopaTopi3 IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasiB: TeXHIYHA 3a UA/4181/01/02
Tabnetok y 6nictepi, Nab6opaTtopi3 Nimiteq nomunka B MK TecT KinbkicHe BU3HaYeHHs peyenmom
no 2 6nictepn y Nimiteq
KapPTOHHIN nayuyj
314. NIMICTUH 10 TabneTku, BKpUTI AHaHTa Benuvka MapkcaHc ®apma IHAjisA BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 3a UA/11037/01/01
NAiBKOBOIO Megikeap BpuTaHis Nta., IHgis 3MiHM 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHM Y peyenmom
060n0Hkot, No 10 mr nrpa. BMPOGHMLTBI. 3MiHa iMNnopTepa/3MiHu, L0 CTOCYHThLCA
Ne 30 (10x3) y KonpaH Nimites, BUMYCKY Cepii Ta KOHTPO/II0 AKOCTI FOTOBOrO NiKapCbKOro
6nictepax IHgis 3aco6by (3amiHa abo foAaBaHHS BUPOOHMKA, LU0 BiAnoBigae 3a
BBE3EHHS Ta/abo BUMNycCK cepii) - Bkoyarun
Aptypa KOHTPONb/BUNPOGYBaHHSA cepii - BBEEHHS A04aTKOBOI
dapmacbioTikan3 BMPO6HMYOT AinbHUUi ApTypa ®apmacbtoTikans Mer. /174.,
MeT. N14., IHAiA IHAiA (BBEAEHHS 3MiH NpoTAroM 3-x MicsLiB nicns

3aTBEPMKEHHS); 3MiHM | TMNy - 3MiHK 3 AKOCTi. FoTOBUIA
niKapcbkuii 3aci6. 3miHM y BUPO6bHMUTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI AiNbHUL BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHUYOro NpoLecy roToBoro /ikapcbkoro 3acoby
(AiNbHUUSA, Ha SKI NPOBOAATLCS OyAb-SKi BAPOOHUYI CcTagil, 3a
BMHATKOM BUMYCKY Cepiii, KOHTPO/O SKOCTi, NEPBNHHOTO Ta
BTOPVHHOIO NaKyBaHHS, /15 HECTEPUbHUX NiKapCbKUX
3aco6iB) - BBEEHHA 40AaTKOBOI BUPOOHNYOI AiNbHULI ApTypa
dapmacbtoTikans MeT. 1T4., HAiA (BBeAEHHS 3MiH NPOTAroM
3-x MicsLiB MicnsA 3aTBEPAYKEHHS);
CynyTHS 3MiHa
- 3MiHu 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHSA [0AATKOBOI AiNTbHUL
BMPOGHMLTBA A4/15 YACTUHU abo BCbOrO BMPOGHMYOTO Mpouecy
rOTOBOrO J1ikapCbKOro 3acoby (ZiNbHULSA 4719 BTOPUHHOTO
nakyBaHHs) - 3MiHW 3 AKOCTi. FOTOBWIA Nikapcbkuid 3aci6. 3MiHW
y BMPOGHULTBI. 3aMiHa ab0 BBEAEHHSI f04ATKOBOI AiflbHUL
BMPOGHMLITBA A4/15 YACTUHU abo BCbOrO BUPOGHMYOTO npouecy
roTOBOro NikapcbKoro 3acoby (AibHUUA A8 NePBUHHOMO
nakyBaHHs); 3MiHW | TRy - 3MiHW Woao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu)- PefaryBaHHs iHCTPYKLi 3a
posginamu "Bupo6Huk", "MicLe3HaxomKeHHs BUPOBHMKa Ta
1i0ro agpeca micusl NpoBaKeHHA Ais/IbHOCTI" 451 MOXANBOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

[APYKyBaHHS iHCTPYKL,T 4718 KOXHOTO BUPOBHMKA OKpeMo
(BBefeHHs 3MiH NpoTaromM 3-X MicauiB nicns 3aTBepAkKeHHs)

315.

NIMICTUH 20

TabneTku, BKpUTI
NAiBKOBOIO
06010HKO0, N0 20 Mr
Ne 30 (10x3) y
6nictepax

AHaHTa
Mepikeap
nrp.

Benuka
BpuTaHis

MapkcaHc Papma
nra., IHais

KonpaH Nimites,
IHAis

ApTypa
dapmacbioTikans
Met. N14., IHAiA

IHais

BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTbCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LU0 Bignosigae 3a
BBE3€eHHS Ta/abo BMnyck cepii) - Bknrovyatoum
KOHTPO/b/BMNPOGYBaHHS cepii - BBEAEHHS A0AAaTKOBOI
BUPOGHMYOT AinbHULI ApTypa ®apmacbtoTikans MeT. /1714.,
IHaia (BBegeHHs 3MiH NpoTArom 3-x MicsauiB nicns
3aTBEpPMXEHHS); 3MiHU | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHNYOro NpoLecy roTOBOrO MiKapCbKOro 3acoby
(ZinbHUUSA, Ha AKi NnpoBOASATLCS ByAb-AKi BUPOGHUUI CTagjl, 3a
BMHATKOM BUMYCKY Cepiii, KOHTPOO SAKOCTi, MEPBNHHOTO Ta
BTOPVHHOIO NaKyBaHHSA, A1 HECTEPUTBbHUX NiKapCbKUX
3aco6iB) - BBEIEHHA 404aTKOBOI BUPOBHNYOI AiNbHULI ApTypa
dapmacsktoTikans MeT. /T4, IHAia (BBeAeHHS 3MiH NpoTArom
3-x MicAUiB MicnsA 3aTBEPAKEHHS);

CynyTHA 3MiHa
- 3MiHM 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 4OAATKOBOI Ai/TbHNL,
BMPOGHMLTBA /15 YAaCTMHM abo BCbOro BUPOGHMYOro npoLiecy
rOTOBOTO JIiKAPCbKOro 3acoby (4ibHUUS A1 BTOPUHHOTO
nakyBaHHs) - 3MiHN 3 AKOCTi. [0TOBUIA Nnikapcbkuid 3aci6. 3MiHW
Yy BUPO6GHULTBI. 3aMiHa abo BBeEHHS L0AATKOBOI [ifIbHUL
BMPOBGHMLTBA 4715 YACTMHU abo BCbOro BUPOGHNYOro npolecy
roTOBOrO JliKapCcbKoro 3acoby (AiNbHULSA A58 NEPBUHHOIO
nakyBaHHs); 3MiHu | Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHn)- PefaryBaHHs iHCTPYKLIT 3a
po3ginamu "Brupo6HuK", "MicLe3HaxomKeHHs BUPOOHMKa Ta
1ioro agpeca Micus NPOBaKEHHS AisS/IbHOCTI" A1 MOXJ/IMBOCTI
OPYKYBaHHS IHCTPYKLii 4151 KOXHOro BUPOOHKKA OKPEMO
(BBefEeHHA 3MiH NPOTArom 3-X MicALiB Nic/1s 3aTBepAXEeHHs)

3a
peyenmom

UA/11037/01/02

316.

NIMICTUH 40

TabneTku, BKPUTI
NAiBKOBOIO
060n0Hkot0, No 40 mr
Ne 30 (10x3) y
6nicTepax

AHaHTa
Megikeap
nro.

Benvka
BpuTaHis

MapkcaHc ®apma
nra., IHAaia

KonpaH Nimiten,
IHgis

ApTypa
dapmacbioTikan3
Met. 114, IHAiA

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHu 3 sKocTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTbCA
BUMYCKY Cepii Ta KOHTPOJII0 AKOCTI FOTOBOIO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LU0 BignoBigae 3a
BBE3EHHSA Ta/abo BUMNyCK cepii) - Bkoyaroun
KOHTPONb/BUNPOGYBAHHS Cepil - BBEAEHHS A,04ATKOBOI
BMPOGHWYOI AinbHuLi ApTypa ®apmacbtoTikans MNet. 174,
IHAiA (BBeAEHHS 3MiH NpoTAroM 3-x MicsuiB nicns
3aTBEPKEHHS); 3MiHU | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMUTBI. 3amiHa abo BBeAEHHS

3a
peyenmom

UA/11037/01/03
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n/n

Hassa

JliKapcbKo20

3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

[04aTKOBOT AiNIbHULI BUPOBHULTBA A/19 YaCTUHN abo BCbOro
BMPOBHUYOrO NpoLEecy roTOBOrO NiKapCbKoro 3acoby
(@inbHUUSA, Ha AKiM NpoBOAATLCSA ByAb-AKi BUPO6HUUI CTagjl, 3a
BUHATKOM BUMYCKY Cepiii, KOHTPO/IIO AKOCTi, NEPBMHHOTO Ta
BTOPVHHOIO NaKyBaHHS, /151 HECTEPUbHUX NiKapCbKUX
3ac06iB) - BBEAEHHS [0AATKOBOI BUPOOHMYOI AinbHNL ApTypa
dapmacbioTikans MeT. 1T4., HAia (BBeAeHHS 3MiH NPOTAroM
3-Xx MicsLiB nicns 3aTBEPAYKEHHS);

CynyTHS 3MiHa
- 3MiHu 3 siKoCTi. [OoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AATKOBOI AiNbHUL,
BMPOGHMLTBA A/15 YAaCTMHM ab0 BCbOro BUPOBGHMYOIO npoLecy
roTOBOrO J1iKapCbKOro 3acoby (4iNbHULSA AN BTOPUHHOTO
nakyBaHHs) - 3MiHW 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHW
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHA A0AATKOBOT AifIbHULL
BMPOGHMLITBA A/159 YAaCTMHM abo BCbOro BUPOGHMYOro npoLiecy
roTOBOrO NiKapCbKOro 3acoby (A4ibHUUA 415 NePBUHHOMO
nakyBaHHs); 3MiHu | Tuny - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu)- PefaryBaHHs iHCTPYKLi 3a
posginamu "Bupo6Huk", "Micue3HaxomKeHHs BUPOBHMKa Ta
oro agpeca Micus NPOBaKEHHS AiS/IbHOCTI" 4719 MOX/IMBOCTI
[APYKyBaHHS iHCTPYKL,T 4718 KOXHOTO BUPOBHMKA OKpeMo
(BBefeHHS 3MiH NpoTaromM 3-X MicauiB nicns 3aTBepAkKeHHs)

317.

NIHE3ONIANH

PO34unH ANs iHdy3iid, 2
mr/mn no 300 mny
nAaswi; no 1 naswui B
nauui

MAT
"Tanuucapm"

YKpaiHa

MAT "ranuucpapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3MiHu | Tuny -
3MiHWN BHECEHO B TEKCT MapKyBaHHs YNakoBKM NiKapCcbKoro
3ac00y WoA0 3a3HaYEHHA MXXHAPOAHMX NO3HAYEHb OANHULb
BMMIpIOBaHHS. BBeeHHs 3MiH NpoTArom 6-T1 MicaUiB micas
3aTBEPKEHHS

3a
peyenmom

UA/11948/01/01

318.

NIHNAP3A

Kancynu TBepai, no 50
Mr, no 112 kancyn
TBEPAUX Y (hnakoHi; no
4 chnakoHu B
KapTOHHIli KopoobLi

AcTpa3eHeka
AB

LLseuis

Brpo6HuuTBO in-
bulk:
MareoH
dapmacbroTikasnc
IHK, CLLA

MepBuHHE Ta
BTOPUHHE
naxkyBaHHs, BUNYCK
cepii:
AcTtpa3eHeka tOK
NimiTen, Benuka
BpuTtaHis

cuA/
Benvka
BpuTaHi
a

BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3miHu Il Tuny -
3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb.
3MiHa y TepmiHax npugatHocTi abo ymoBax 36epiraHHs
rOTOBOrO /liKapCbkoro 3acoby (iHLi 3MiHW) BHECEHHS 3MiH [0
yMOB 36epiraHHs Ta TepMiHY NpUAATHOCTI 4715 /liKapCbKoro
3aco6by JliHnpasa BiANOBILHO A0 pe3y/bTaTiB NPOBeAeHUX
LocnigpkKeHb CTabiNbHOCTI
3arBepmkeHo: TepMiH npugartHocTi 18 micauiB YMoBu
36epiraHHs - 36epiratn npn Temnepartypi He Buwe 30 OC.
3anponoHoBaHo: TepMiH NpuAaTHOCTI 2 poku, YMOBU
36epiraHHs - 36epiratv npyu TemnepaTtypi Big 2 go 8 0C.
Nikapcbkuii 3aci6 MoxHa 36epiratv go 3-x micsyis npu
Temnepatypi Hwk4e 30 OC Ta HeOb6XigHO yTWNI3yBaTN MO
3akiH4yeHi Lboro nepiogy. BeefeHHA 3MiH NPOTArom 6 Micsiuis
nicnsa 3aTBepKeHHs

3a
peyerimom

UA/14747/01/01

319.

NOPUHAEH® A

Masb Mo 15 ry Ty6i, no
1 Ty6i B kOpobL;i

TOB
"BANIEAHT
®APMACBLIO
TIKANZ"

YKkpaiHa

dapmsasog €nbha
A.T.

Monbwa

BHECEHHS 3MiH 0 peecTpauiiHux matepiasnis: 3miHu | Tuny -
nofaHHA OHOBJ/IEHOro cepTuddikara BiANOBIAHOCTI
€Bponeiicbkili hapmakonei R2-CEP 1993-008-Rev 05 Big Bxe
3aTBEpMAKEHOro BMPOGHMKa anst A®I kucnotu caniumioBoi

3a
peyenmom

UA/1717/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
320. NYLUEHTIC PO3YMH ANS iH'EKLN, Hosapric LLiBeiiuapis HosapTtic ®apma LLieiiua BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/9924/01/01
10 mr/mn no 0,23 Mny dapma Al LTein AT pis He3HauHi 3MiHN f0 MeToay «BmicT nonicop6aty (Q12317)»; peyenmom
thnakoHi; no 1 3MiHM | TURY - HE3HAYHI 3MiHM A0 MeToay «BrcokoedekTuBHa
hN1akoHy Yy KOMNAEKTI pianHHa adiHHa xpomartorpadis (Q12497)»; 3miHu | Tuny -
3 FO/IKOK B KApPTOHHIiiA He3HauHi 3MiHV A0 MeTogy «YucTtoTa. KaninspHo-
Kopobui enekTpodopesHuii metog (Q12498)»; 3miHu | TUNY - HE3HAYHI
3MiHM 0 MeToay «YuctoTa. BucokoedekTBHa ioOHHOOOMIHHA
xpomatorpacis (Q12496)»; 3miHu | TUNY - HE3HAYHI 3MiHK A0
meToay «YucToTa. BucokoedhekTBHa eKCckto3iHa
xpomatorpadif(Q12495)»; 3MiHu | TUNY - HE3HAYHI 3MiHW [0
meToay «laeHTudikauis nentuais (Q12494)». BeeieHHS 3MiH
NpoTSArom 6-Tv MicsLiB Micnsi 3aTBePAKEHHSI
321. MATHIKYM TabneTku, BKPUTI AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/7038/01/01
NAiBKOBOIO "KNIBCbKW BITAMIHHW 3MiHK BUNpobyBaHb abo JOMYCTUMMUX MEX, BCTAHOBIEHNX Y peyenma
0060/10HKOI0, BITAMIHHWA 3ABOL" cneumdikauisix, nig yac BUPOOGHULTBA FOTOBOrO NiKapCbKOro
KMLLKOBOPO34UHHI N0 3ABOA" 3acoby - 3MiHM B cneumqikaLisax Ha NPOMKHY NPOAYKLto;
10 TabneTok y 3MiHM | TUNy - 3MiHX Y NpoLeci BUPO6HMLITBA FOTOBOTO
6nicTepi; no 5 nNiKapcbKoro 3acoby, BKIHOYAKUN NPOMDKHUIA NPOAYKT, L0
6nictepiB y nauui 3aCTOCOBYETLCA MNPV BUPOOHULTBI TOTOBOrO NikapCbKoro
3ac06y - 3MiHV TepMiHY NPUAATHOCTI Ha NPOMiXKHI NPOAYKTK
322. MATHIFO PO34MH ANS iH EKLil MpuBaTHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/14637/01/01
CYNb®AT 250 mr/mn, no 5 mn B akuioHepHe akuioHepHe noAaHHa HOBOTo cepTudpikaTta BignosigHOCTI EBponeichkili peuyenmom
amnyni, no 10 amnyn B TOBapuCTBO TOBapuCTBO apmaxonei Ne RO-CEP 2016-148-Rev 00 gns gitouoi
naJui; no 5 mn B "Jlekxim- "Jlekxim-Xapki" peyoBuHM Magnesium sulfate heptahydrate Big Bxe
amnyni, no 100 amnyn Xapkis" 3aTBEPKEHOr0 BUPOBHYKA, SIK HACNIAO0K, 3MiHA TePMiHY
B Nauyuj; mo 5 mn B nNpuAATHOCTI Ha TEPMIH NEPEKOHTPO/IIO Ai0YOT PEYOBUHY;
amnyni, no 5 amnyn B 3MiHM | TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
6nictepi, no 2 BiANOBIAHICTL A0 MoHOrpadii 4dPY abo €Bponeicbkoi
6nicTepy B nayuj; no thapmakonei, abo iHLWOi HauioHa/IbHOT hapmakonel fepxasn
10 mn B amnyni, no 10 €C (3miHa y cneuundpikauisix, nos'sa3aHa 3i 3miHamu B 1dY, abo
amnyn B nauui; no 10 €Bponeiicbkili hapmakonei, abo iHLWii HaLioHa/bHIl
M B amnyni, no 100 thapmakonei gepxasu €C) - npuBeAeHHs cnewmdikawii Ta
amnyn B nayi; no 10 METO/AIB KOHTPOJIIO Ail040i PEYOBMHU Y BiANOBIAHICTb [0 BUMOT
M B amnyni, no 5 MoHorpadii Magnesium sulfate heptahydrate EP (Buny4yeHHs
amnyn B 6nictepi, no 2 nokasHuka «Badkki MeTasin»); CynyTHS 3MiHa: 3MiHW, NOB'A3aHi
6nicTepy B navw, 3 HEOOXIiAHICTIO MPVBEAEHHS Y BiAMNOBIAHICTb 40 MOHOrpadii
[dY abo €ponelicbkoi hapmakonei, abo iHLWOT HaLioHaNIbHOT
dhapmakonei gepxasu EC (iHLWi 3MiHK)
323. MAXXE3UK- TabneTku, BKpUTI CaHoBenb TypeyunHa CaHosenb 1ns4 Typeuy BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/10349/01/01
CAHOBE/1b nAiBKOBOIO Ilnsy CaHai Be CaHai Be Tugpxapet nHa 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsaay. peyenma
060/10HKO10, M0 100 Mr Tumxapet A.LL. BBegeHHs1 abo 3MiHM A0 y3ara/lbHEHUX JaHKX NP0 CUCTeEMY
no 5 TabneTok y ALl thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHuX npo

6nicTepi; no 1 a6bo 2,
abo 6 6nictepiB y
KapTOHHIlA KopoobLi

cuctemy thapmakoHarnisay, 3miHa ynoBHOBaXKeHoi ocobu,
BIANOBIAA/IbHOT 32 34iICHEHHS hapmakoHarisay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asaBHuKa ansi 34iicCHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa BiMiHHA Bif,
YMOBHOBaXXEHOI 0CO6MU, BignoBigabHOI 3a 34iiCHEHHS
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
hapmakoHarnsgy (Bkouvakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-haiina cucteMu papmakoHarnsgy) -
3MiHa KOHTaKTHOT 0cobw, BignoBiganbHOI 3a hapmakoHarnsg B
YKpaiHi: nponoHoBaHa pefakuis - BiTkoBcbka TeTaHa
BiTaniiBHa. 3mMiHa KOHTaKTHVX JAaHUX KOHTaKTHOT ocobw,
Bi4noBiga/IbHOI 32 hapmakoHarnsa B YkpaiHi
324. MA/IbTO®EP® Kpanni opasbHi, 50 Bidhop LLiBeiiuapis BUPOBHULTBO LLiseiiua BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/5869/03/01
mr/mn no 10 mn a6o 30 | (IHTepHewwHn) Hepo3ghacoBaHoi pis 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta chapMakoHarnsay. peyenmom
My chriakoHi abo IHK. NpoAyKUii, KOHTPOsTb BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO cMcTeMy
KOHTeliHepi (Ty6i) 3 AKOCTI, NepBMHHA Ta thapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHux npo
KpanenoHuueto; no 1 BTOPMHHA ynakoBKa: cuctemy thapmakoHarasgy, 3miHa ynoBHOBaXKeHOI ocobu,
thnakoHy abo Bichop C.A,, BiANOBIAANLHOI 32 34iiCHEHHS hapMakoHarnsay; KOHTakTHOT
KOHTeliHepy (Ty6i) B LBeiiLapis; ocobu 3 hapMakoHarnsay 3asaBHuUKa ansi 34iicCHEHHS
KapTOHHIli Kopoobui KOHTPO/Ib SKOCTI, hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
[03BI/T Ha BUMYCK YMOBHOBaXEHOT 0co6u, BigNOBiAaIbHOT 3a 34iiCHEHHS
cepii: Bichop hapmMakoHarnagy (BKiovatoumn KOHTaKTHI AaHi) Ta/abo 3MiHu Y
(IHTepHewHN) IHK., po3MilLeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) -
LLiBeiuapis 3MiHa KOHTaKTHOT 0CO6U 3asIBHKKA, BignoBigasibHOI 3a
3pificHeHHst hapmakoHarnsgy B Ykpaidi. [ponoHoBaHa
pepakuis: CamoHeHko MapuHa BonogymupiBHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNKa,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA dapMakoHarnsay B YkpaiHi
325. MAJIbTO®DEP® cupon, 10 mr/mn no 75 Bichop LLisefiuapis BMPOGHMLTBO Lseiiua BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/5869/04/01
M a6o no 150 mn y (IHTepHeLwHn) Hepo3dacoBaHoT pis 3MiHu Woao 6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy. peyenmom
dhnakoHi, no 1 IHK. NPOAYKLii, KOHTPONb BBeeHHs1 260 3MiHM A0 y3arasibHeHUX AaHuX Npo cucTemy
hakoHy 3 MipHUM AKOCTI, NepBUHHA Ta hapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHux npo
KOBMa4koM y BTOPVHHA yNakoBKa: cuctemy hapmakoHarnisgy, 3miHa ynoBHOBaKeHOT ocobu,
KapTOHHIli KopooLi Bidhop C.A., BiANOBIAA/ILHOI 32 34iicCHEHHS (papMakoHarnsay; KOHTakTHOT
Llseiiuapis; ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
KOHTPO/1b SIKOCTI, hapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHA Bif,
[,03BiN Ha BUNYCK YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOT 32 34iACHEHHS
cepii: Bichop hapmakoHarnsgy (Bkuvatouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
(IHTepHewHn) IHK., pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
LLIBeiiuapis 3MiHa KOHTaKTHOT 0CO6U 3asiBHYKA, BifnoBiganbHOI 3a
3pificHeHHs hapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pepaxuis: CamoHeHko MapuHa BonogumupisHa. 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6U 3asABHNKa,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA ddapmakoHarnsgy B YKpaiHi
326. MAJ/IbTO®EP® Tab1eTkn XyBasbHi No Bidhop LLiBeiiuapis BMPOGHMLTBO Lseiiua BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/5869/02/01
100 mr no 10 Tabnetok | (IHTepHeLH) Hepo3schacoBaHol pist 3MiHu Woao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. peyenmom
y 6nicTepi; no 3 IHK. npoAyKLUii, KOHTPO/Ib

6nicTepy y KapTOHHil
KopooLi

AKOCTi, NepBMHHA Ta
BTOPVHHA yNakoBKa:
Bidhop C.A.,
LBeiiLapis;
KOHTPO/b SKOCTI,
[03BiN1 Ha BMMYyCK

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy (BBeLEeHHs y3ara/lbHeHUX faHux Npo
cuctemy thapmakoHarnisay, 3miHa ynoBHOBaXKeHoi ocobu,
BIANOBIAA/IbHOT 32 34iICHEHHS hapmakoHarisay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asaBHuKa ansi 34iicCHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa BiMiHHA Bif,
YMOBHOBaXXEHOI 0CO6MU, BignoBigabHOI 3a 34iiCHEHHS
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
cepii: Bichop hapmakoHarnsgy (Bkouvakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
(IHTepHewwHN) IHK., po3MilLeHHI MacTep-haiina cuctemun chapmakoHarnsgy) -
LLiBefiuapis 3MiHa KOHTaKTHOT 0CO6U 3asIBHKKA, BignoBigasibHOI 3a
3pificHeHHst hapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pepakuis: CamoHeHko MapuHa BonogymMupisHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6W 3aABHNKA,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA ddapMakoHarnsgy B YkpaiHi
327. MAJIbTODEP® TabneTkv XyBasibHi, Bichop LLisefuapis BMPOGHMLTBO Lseiua BHECEHHS 3MiH [0 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/5870/01/01
Pon 100 mr/0,35 mr; no 10 (IHTepHeLuHn) Hepo3dacoBaHoi pist 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
Tabnetok y 6nictepi; IHK. NpoAyKLUii, KOHTPO/Ib BBeneHHs abo 3MiHU A0 y3araslbHEHUX JaHWX NPo cucTemy
no 3 6nictepn y AKOCTI, NEpPBUHHA Ta hapmakoHarnsgy (BBefeHHs y3ara/lbHeHUX faHux npo
KapTOHHIli KopoobLi BTOPUHHA YNaKoBKa: cuctemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
Bidhop C.A., BiANOBIAANLHOI 3a 34iicCHEHHS (papMakoHarnsay; KOHTakTHOT
Llseiuapis; ocobu 3 chapmakoHarnsgy 3asBHVKa gNs 34iCHEHHSA
KOHTPO/Ib SKOCTI, hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Big,
[,03BiN Ha BUNYCK YNOBHOBaXEHOT 0cO6U, BiANOBIAAILHOT 3a 34iACHEHHS
cepii: Bichop hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
(IHTepHewHn) IHK., pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
LLiBeiiuapis 3MiHa KOHTaKTHOT 0CO6U 3asiBHYKA, BifnoBiganbHOI 3a
3piicHeHHs hapmakoHarnagy B YkpaiHi. [ponoHosaHa
pepakuis: CamoHeHko MapuHa BonogymMupiBHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6U 3asABHNKa,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA ddapmakoHarnsgy B YKpaiHi
328. MATEPUHKN Tpasa no 50 r y naukax MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/2358/01/01
TPABA 3 BHYTPILUHIM NakeTom; | dapmaueBTuy PapmaueBTUyHa OHOBJIEHO TEKCT MapKyBaHHS1 BTOPMHHOI YNakoBKW NiKapCbKOro peyenma
no 1,5ry cinbtp- Ha pabpuka thabpuka "Biona" 3acoby. BBefeHHs 3MiH NPOTArom 3-x MicauiB nicas
naketi; no 20 qinbTp- "Biona" 3aTBepKEHHS
nakeTiB y navuj
329. MEANXPOHAN®- | rpaHynu, naket Ne 1 Ta MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux matepiasnis: 3miHu | Tuny - 6e3 UA/6504/01/01
AAPHNLUA naket Ne 2 y nauuj; 7 "®apmaueBTn "GapmaueBTuyHa BUYYEHHS BUpobHUKa A®I (MniuyHy ) peyenma
naketis Ne 1 ta 7 YHa hipma dipma "JapHuus"
nakeTiB Ne 2 y nauui; "NapHuus”
21 naket Ne 1 1a 21
naket Ne 2 y nayui
330. MEOPON TabneTkv no 4 Mr no Mdpaiizep IHk. CLUA Mdpainzep ITanis ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu Il Tuny - 3a UA/2047/02/01
30 Tabnetok y C.p.n. 3MiHU [0 IHCTPYKLT ANS MeAUYHOro 3acTOCyBaHHA A0 po3Ainis | peyenmom
dpnakoHi; no 1 "Oco6nmBocCTi 3acTocyBaHHs", "MobiuHi peakuii”. BBegeHHs
dh/1aKkoHy B KapTOHHIi 3MiH NPOTAroM 6-TW MicALiB nicns 3aTBepAKeHHS
Kopobui
331. MEAPO/ Tabnetkv no 16 mr no Mdpainzep IHk. CWA Mdpainzep ITanis ITanis BHECEHHS 3MiH [0 peecTpavliinHux maTepianis: 3miHu Il Tuny - 3a UA/2047/02/02
10 TabneTok y C.p.n. 3MiHM [0 IHCTPYKLi 415 MeAUYHOro 3aCTOCyBaHHSA 0 PO34inis | peyenmom
6nictepi; no 5 "Oco6nmBocCTi 3acTocyBaHHA", "MobivHi peakuii”". BBegeHHs
6nicTepiB y KAPTOHHIN 3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKeHHS
Kopo6ui
332. MEAPO/ Tabnetku no 32 mr no Mdpatizep IHk. CWA Mdpaiizep ITanis ITanisa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/2047/02/03
10 TabneTok y C.p.n. 3MiHM A0 IHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHSA 40 PO3Ainis | peyenmom

6nictepi; no 2

"Oco61mBOCTi 3acTocyBaHHs", "MNo6iYHi peakuii”. BBegeHHs
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
6nicTepy y KapTOHHil 3MiH NPOTArom 6-TW MiCALIB MiCNA 3aTBepPAKEHHS
Kopobui
333. ME/NNOKCUKAM- PO3YMH ANS iH'EKLH, TOB YkpaiHa MpvBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/14486/01/01
BEPKAHA 15 mr/1,5 mn no 1,5 mn «BEPKAHA akuioHepHe 3MiHM 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag peyernmom
PO34mnHY B amnyni; no +» TOBapuCTBO (IHLWi 3miHK)
5 amnyn a6o 100 "Jlekxim-Xapkis" 3MiHa HanmcaHHsa cuau 4il, a came: HanMcaHHsA 403yBaHHS
amnyn y KapTOHHIl npuBefeHo A0 BuMor Hakasly MO3 Big 26.08.2005 p. Ne 460
nauuj; no 1,5 mn (KiNbKICTb [il040i PEYOBMHM BKA3aHO Ha OAWHULIO NiKapCbKOi
PO34uMHY B amnyni; no chopmun — amnyny). BeBegeHHs 3miH npoTsArom 3-x micsyis nicns
5 amnyn y 6nictepi; no 3aTBEPKEHHS.
1 6nictepy y
KapPTOHHI/ nayui
334. METOKCUKAM- PO34MH ANA iH'EKL;iA, TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/12604/01/01
CAHO®I 15 mr/1,5 mn; Ne 5, Ne ABeHTIC Pecny6 3MiHa Yy MeTogax BUNpobyBaHHA AOMNOMIDKHOT PEYOBUHM - peyenmom
10:no 1,5 mn B YkpaiHa" nika [0[aHO0 BifHOCHI Yacu YTPUMYBaHHSA /151 BUSHAYEHHS
amnyni; no 5 a6o no XpomaTtorpadiyHoT YNCTOTK Ta CynpPOBIAHMX AOMILLIOK Y
10 amnyn y KapTOHHi O0NOMDKHIVE pe4yoBUHI rNikodpypos; 3MiHK | Tuny - 3miHa y
KOpoO6Li MeToAax BUNPoBYBaHHA [OMNOMDKHOT PEHOBUHU - KOPEKLIA
noxmbku B onuci metody X Ana KOHTPO/O eTUNEH OKCuay Y
[0NOMIXHIVE pe4oBUHI rnikodpypon
335. ME/NbOHIN MOPOLLIOK (Cy6CTaHList) ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - - UA/10350/01/01
y nonieTuneHoBmx obmexeHoto obmexeHoro 3MiHW B npovueci BUpobHuLTBa A®I; cynyTHA 3miHa: 3MiHa Y
MilKax ans BignoBigasIbHi Bi4MNOBiAA/IbHICTIO napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BMPOGHMLITBA CTI0 "®APMXIM" BM3HAYEHUX Y cneundikauisix Ha Adl, abo
CTEPUNBLHUX Ta "®APMXIM" BUXIiAHWIA/NPOMDXHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYOTLCS
HecTepuIbHUX y npoueci BupobHuuTea AdI
Nikapcbknx dhopm
336. MEMAHTUHY TabneTku, BKpUTI TOB "®apma YkpaiHa BMPOOHULITBO, Icnanis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHW | TUNy - - UA/13170/01/02
rigpoxnoprupg M/1iBKOBOIO Crapt" nakyBaHHs, aHani3 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
060/10HKO0, N0 20 Mr Ta BUMYCK Cepili: BBegeHHs1 abo 3MiHV A0 y3arasibHeHNX AaHUX Npo cucTemy
in bulk: no 10,3 kr CiHTOH XicnaHis, hapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHux npo
TabneTok y naketax C.N. cuctemy hapmakoHarisgy, 3miHa ynoBHOBaKeHOT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapMakoHarnsay 3asBHuUKa gisi 3ailicHeHHs
thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0c0o6U, BiANOBIAANLHOI 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-dhaiina cucteMu papmakoHarnsagy) -
3MiHa YNoBHOBaXeHOI 0co6Wu, BiAnoBigabHOI 3a 3A4iiCHEHHS
thapmakoHarnsgy: NponoHoBaHa peaakuist: CopokoneToBa
Anna BopuciBHa. 3MiHa KOHTaKTHNX AAaHUX YNOBHOBaXKEHOT
0ocob6u, BiANOBIAa/IbHOI 3a 3AiiCHEHHA hbapMmakoHarnsay
337. MEMAHTUHY TabneTku, BKpUTI TOB "®apma Ykpaina BMPOBHULITBO, Icnanis BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - - UA/13170/01/01
riaPoxnopPupg MN/1iBKOBOIO Crapt" nakyBaHHs, aHani3 3MiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

060/10HKO10, No 10 Mr
in bulk: no 10,3 kr
TabNeToK y naketax

Ta BUMNYCK cepiii:
CiHTOH XicnaHis,
C.J.

BBe/leHHs1 a60 3MiH [10 Y3ara/lbHEHNX [aHuX Npo cucTemy
thapmakoHarnsay (BBEAEHHS y3arasibHeHUX f4aHnx npo
CUCTEMY (papMakoHaras4y, 3MiHa ynoBHOBaXeHoi ocobu,
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (papMakoHarnsay; KOHTakTHOT
0ocobu 3 hapMakoHarnsay 3asBHuUKa gisi 3ailicHeHHs
thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXeEHOT 0c0o6U, BiANOBIAANLHOI 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa YNoBHOBaXeHOI 0co6Wu, BiAnoBigabHOI 3a 3A4iiCHEHHS
thapmakoHarnsgy: NponoHoBaHa peaakuis: CopokoneToBa
Anna BopuciBHa. 3MiHa KOHTaKTHNX AAaHUX YNOBHOBaXKEHOT
0cob6u, BiANOBIAa/IbHOI 3a 3AiiCHEHHA hapmakoHarnsay
338. MEPOMNEHEM - MopoLUOK AN Mictpan AHrnis dakTa ITanis BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3miHu | Tuny - 3a UA/16112/01/01
BICTA NPUroTyBaHHSA PO34nHY Kenitan dapmachbHoTici AZMiHICTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo agpecu peyenmom
Ans iH ekuid no 500 MeHeXMeHT C.N.A. 3asBHMKa (BNacHMKa peecTpauiiHoro noceigveHHs) 3miHa
mr; 1 a6o 10 cpnakoHis Nimiteq afpecu 3asiBHUKa
3 MOPOLLKOM Y
KapTOHHIli KopoobLi
339. MEPOMNEHEM - MopoLUOK AN Mictpan AHrnis dakTa ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/16112/01/02
BICTA NPUrOTYBaHHA PO3YMHY Kenitan dapmacbtoTici AfMiHiCTpaTuBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
Ans i1 ekuiin no 1000 MeHeXMeHT C.N.A. 3asBHMKa (BN1acHMKa peecTpauiiHoro noceigyeHHs) 3miHa
mr; 1 a6o 10 chnakoHis Nimiteq afpecu 3asiBHUKa
3 MOPOLLKOM Y
KapTOHHIli KopoobLi
340. METAMI3ON MOPOLLOK (CybcTaHList) MpuBaTHe YkpaiHa LaHaoHr KciHxya Kutaii BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - - UA/11486/01/01
HATPIIO y NoABiliHNX nakeTax 3 akuioHepHe dapmac'totikan Ko., 3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikar
nonietTuneHy ans TOBapuCTBO nra. BignoBigHoCTI €Bponelicbkili hapmakonei/MoHorpadii. 3MiHu,
hapMaLeBTUUHOTO “Nlekxim — noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BIAMOBIAHICTb A0
3acToCyBaHHsA Xapkis” MoHorpadii AdY abo €poneiicbkoi hapmakonei, abo iHLOoi

HauioHasbHOT hapmakonel gepxasun €C (3miHa y
crneungikauisx, nos'asaHa 3i 3amiHamu B AdY, abo
€Bponeiicbkili hapmakonei, abo iHLWiiA HalioHabHIl
hapmakonei gepxasu €C)

CynyTHS 3MiHa
- 3MiHuM 3 aKocTi. CepTudikat BignosigHocTiI/lI E-cepTudikar
BignoBigHoCTI €Bponelicbkili hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BIAMOBIAHICTb A0
MoHorpadii AdY abo €poneiicbkoi hapmakonei, abo iHLOoi
HaLjioHas1bHOI thapmakonei aepxasun €C (iHLWi 3MiHN) -
BunyuyeHHs1 nokasHuka «Baxki meTanu»;

- 3MiHK | TUNy - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTudikaT BiANoBigHOCTI €Bponeichkili
thapmakonei/moHorpadii. NMogaHHsi HOBOro abo OHOBJIEHOTO
cepTudikaTa BigNoBiAHOCTI abo BUyYEHHS cepTudikara
BiNOBIAHOCTI E€Bponelickkilt thapmakonei: ana Adl; ons
BUXiAHOTO MaTepiany/peareHTy/MpoMiXKHOrO MPOAYKTY, L0
BVIKOPWCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMIXKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONEchbkili
dhapmakonei) - HoBuin cepTudikar Bif BXe 3aTBEPAKEHOIO
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BMPOGHMKA - i IK HACMILOK 3MiHa TepMiHy 36epiraHHs — 4 poku
Ha pe-TecT nepiog - 36 micsyis
341. METI3OMNPUHON | nmopowok (cybeTaHuis) | Megixem, C.A. Icnanis Megixem, C.A. Icnanis BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - - UA/16536/01/01
y NoABiliHMX 3MiHa y napameTpax crneumdikaiii Ta/abo onycTUMUX Mex,
nosieTUIeHoBUX BM3Ha4YeHUX y cneyucpikauisix Ha Adl, abo
naketax Ans BVXIiAHWIA/NPOMDKHUIA NPOAYKT/peareHT, WO BYKOPUCTOBYOTHCS
hapmaLeBTUYHOTO y npoveci Bupo6HuuTBa A®I (BUIYyYEHHA HE3HAYHOro
3aCcToCyBaHHA nokasHuKa sIKoCTi) - 3MiHa Y cneundikavii nos‘a3aHa 3i
3MiHaMun y €Bponeiicbkili hapmakonei, 3MiHa BHOCUTbCSA
BUK/IOYHO AN NPUBEAEHHS Y BiANOBIAHICTb 40 OHOBMEHOT
MoHorpadii EBponeicbkoi hapmakonei, BUTy4YeHHs TeCTy
«Baxki meTasin»
342. MET®OPMIH- TabneTku, BKpUTI TOB "CaHodi- YkpaiHa BMPOGHMLITBO Inpis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/15295/01/01
CAHO®I M/1iBKOBOIO ABeHTIC Tabnetok, nepsuHHe | PymyHis noAaHHA HOBOTO cepTudikaTta BifnoBigHOCTI €EBponenchbkili peyenmom
o060n0Hkoto, no 500 Mr YkpaiHa" Ta BTOPUHHE thapmakonei Ne RO-CEP 2011-328-Rev 03 ans gijto4oi
Ne 30 (15x2), Ne 120 nakyBaHHs: CaHodi peyosuHn Metformin Hydrochloride Big HoBoro BUpo6Huka
(15x8): no 15 IHgia Nimiteq, HAis; EXEMED PHARMACEUTICALS B [ONOBHEHHS [0
TabneTok y 6nictepi, KOHTPO/b Ta BUMYCK 3aTBEPAKEHNX BUPOBHUKIB
no 2 aéo no 8 cepii: C.C. «3eHTiBa
6nicTepiB y KAPTOHHIN C.A.», PymyHisn
Kopobui
343. MET®OPMIH- TabneTku, BKpUTI TOB "CaHodi- YkpaiHa BMPOGHMLITBO Inpis/ BHECEHHS 3MiH 10 peeCTpaLiiiH1ux maTepianis: 3MiHW | TUNy - 3a UA/15295/01/02
CAHO®I NAiBKOBOIO ABEHTIC TabneTtok, NnepBnHHe | PymyHis nofaHHsa HOBOro cepTudpikara BiANOBIAHOCTI €EBPONENCHKIi peyenmom
060n0HKot0, No 850 Mr YkpaiHa" Ta BTOPUHHE thapmaxonei Ne RO-CEP 2011-328-Rev 03 ans gijto4oi
Ne 30 (15x2): no 15 nakysaHHs: CaHodi peyosunHn Metformin Hydrochloride Bifg HoBOro Bupo6Huka
TabneTtok y 6nictepi, IHgis Nimiteq, IHAiN; EXEMED PHARMACEUTICALS B AONOBHEHHS A0
no 2 6nictepun y KOHTPO/b Ta BUMYCK 3aTBEPMAKEHNX BUPOBHMKIB
KapTOHHIiA kopobLyi; Ne cepii: C.C. «3eHTiBa
120 (20x6): no 20 C.A.», PymyHis
TabneTok y 6nictepi,
no 6 6nictepis y
KapPTOHHI KOpOoObLii
344. MET®OPMIH- TabneTkn, BKpUTI TOB "CaHoi- Ykpaina BUPOOHULTBO IHais/ BHECEHHS 3MiH [10 peecTpaviliHix martepianis: 3miHu | Tuny - 3a UA/15295/01/03
CAHO®I nAiBKOBOIO ABEHTIC TabneTtok, NnepBrHHe | PymyHis noAaHHa HOBOTO cepTudpikaTta BignoBigHOCTi EBponeiichkili peyenmom
o060s10HkKot0, No 1000 YkpaiHa" Ta BTOPVHHE hapmaxonei Ne RO-CEP 2011-328-Rev 03 gns gitouoi
mr Ne 30 (15x2): no 15 nakyBaHHs: CaHodi peyosuHu Metformin Hydrochloride Big HoBoro Bupo6Huka
Tabnetok y 6nictepi, IHgia Nimiteq, 1HAiN; EXEMED PHARMACEUTICALS B A0ONOBHEHHS A0
no 2 6nictepun y KOHTPO/b Ta BUMYCK 3aTBEPMAKEHNX BUPOOHNKIB
KapTOHHIA KopobLii; No cepii: C.C. «3eHTiBa
120 (20x6): no 20 C.A.», PymyHis
TabneTtok y 6nictepi,
no 6 6nictepis y
KapTOHHI KOpo6Li
345. MIAPIALUN Kpanni o4Hi 1 % no 15 ASKOH- Benbrisa AnkoH-KyBpbop Benebris BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/2928/01/01
MN 'y chnakoHi- KyBpbop 3MiHuM Wwopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsamy. peyenmom

KpanenbHuui "[pon-
TeliHep®"; no 1

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy (BBeAeHHs y3araibHeHUX faHuX npo
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
hNakoHy-kpanenbHUL cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
B KOPOO6LIi 3 KAPTOHY BiANOBIAANBHOI 3a 3MjACHEHHS hapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, AKLWO BOHa BifMiHHA Bif,
YNOBHOBaXKEHOI 0c06M, BiANOBIfA/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkouvatouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-haiina cucteMu papmakoHarnsgy) -
3MiHa KOHTaKTHUX [aHnX YNOBHOBA&XEHOI 0co6H,
BiANOBIAa/IbHOI 32 hapMakoHar/isa. 3MiHa MicLs 34iCHEHHS
OCHOBHOI AifsNbHOCTI 3 hapmakoHarnsgy. 3MmiHa agpecu
MacTtep-caiina
346. MI3BOTAB Tabnetku no 0,2 Mr no BECT CLIA HoBacT Kutaii BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/12101/01/01
2 abo 10 TabneTok y KBAJTNTI Nab6opaTtopi3 /114 3MiHuM Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peyenmom
6nicTepi; no 1 SAPMALIFOTI BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
6nicTepy B KapTOHHiIl KANC Ml EN, hapmakoHarnsgy (BBeLEeHHs y3ara/lbHeHNX faHux npo
Kopoou,i NNK cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iiCHEHHS
thapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YNOBHOBaXEHOT 0co6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
hapmakoHarnsgy (Bkovalouy KOHTakKTHI gaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy).
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6U B YKpaiHi
YMOBHOB&XeHOT 0C06M 3asiBHUKA 4715 34iACHEHHS
hapmakoHarnagy. 3miHu | Tuny - AgMIHICTPATUBHI 3MiHWN.
BunyyeHHs BUPOGHWYOI finbHUL (BKIHOHYAKUN AinbHNLI ANS
A®I, npomixXHOro NPoAyKTy abo roToBOro NMikapcbKoro 3acoby,
AOiNbHULI ANS NPpoBeAEeHHS NakyBaHHS, BUPOOHUKa,
BiANOBIAA/ILHOrO 3a BUMNYCK CEPIi, MiCLe NPOBEAEHHS
KOHTpO/0 cepii) abo noctavanbHMKa BUXIAHOTO MaTepiasny,
peareHTy abo A0NOMiXHOI PEYOBMHY (SIKLLO 3a3HAYeHO y
[0CbE) - BUIyyYeHHs1 BUpo6Huka MN3 Map JSlabopatopic, IHAis
347. MIKAPONC® Tabnetku no 80 Mr no BepiHrep HimeuyunHa BepiHrep Himeuy BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/2681/01/01
7 TabneTtok y 6nictepi; IHrenbxanmv IHrenbxaiim ®apma nHa/ 3MiHa iMnopTepa/3aMiHK, L0 CTOCYIOTLCA BMMNYCKY cepil Ta peuyenmom
no 2 a6o no 4 IHTEepHeLWwHN v6X i Ko. KI, Ipevis KOHTPO/I0 SIKOCTi FOTOBOrO /iKapCbKOro 3acoby - BBEAEHHSA
6nicTepy B KapTOHHIA M6X HimeuuunHa; AOiNbHUL (KOHTPaKTHOT nabopartopii), Aka 34iCHI0E KOHTPO/Tb
Kopobui BepiHrep roTOBOrO NikapcbKoro 3acoby 3a nokasHukom "MikpobionoriyHa
IHrenbxanvm Ennac yucrora"”
A.E., peuis
348. MIKOMAKC® 150 | kancysv no 150 mr Ne TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 6e3 UA/4155/01/01
1,Ne 3: mo 1 a6ono 3 ABEHTIC Pecny6 nofgaHHs HoBux ME-cepTudikaTiB BifgnoBigHOCTI €Bponelicbkii | peyenma —
Kancynu y 6nictepi; no YkpaiHa" nika hapmakonei Ne R1-CEP 2001-424-Rev 03, R1-CEP 2000- Ne 1; 3a
1 6nicTepy B 045-Rev 03, R1-CEP 2000-029-Rev 05 ans xenatuHy HOBUX peyenmom
KapTOHHI KOpOOLii BUPOGHMKIB; 3MiHM | TMNY - NOgaHHA OHOB/IEHOro ME- —Ne 3
cepTudikaTy BignoBigHOCTI €Bponeiickkiii papmakonei Ne R1-
CEP 2003-172-Rev 01 ans xenaTuHy Bif, 3aTBEPAXEHOT0

BMPO6HUKA; 3MiHM | TUNY - BUIyYeHHs E-ceptudcpikary
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BignoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2004-
022-Rev 00 ans xenaTtuHy Bif 3aTBEPAKEHOTO BUPOGHMKA
349. MIHIPUH Tabnetku no 0,1 mr no deppiHr LLiBeiuapis BMPOBHULITBO: LLiseiiua BHECEHHS 3MiH [0 peecTpauliiiHux maTepianis: 3miHu Il Tumny - 3a UA/16236/01/01
30 Tabnetok y IHTEepHELUHN deppiHr pisi/ 3MiHu Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peyenmom
chnakoHi; no 1 CeHntep CA IHTepHewHn CeHtep | Himeuy 3MiHN Y KOPOTKili XapakTepucTuLj NiKapCbKoro 3acoby, TeKCTi
dhakoHy B ynakoBLi CA, WWBeliyapis nHa MapKyBaHHS Ta iHCTPYKUIiT 4719 MEeANYHOrO 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMU AaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHMUK
BignoBigasibHWi 3a LaHUMN Ta AaHUMK 3 hapmakoHarnsgy - 3MiHM BHECEHO A0
BUMYCK Cepii: IHCTPYKLUIii AN MEeAVYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby
PeppiHr M'M6X, 00 po3ainy "®apmakosnoriyHi BNacTMBocCTi", "3acTocyBaHHsA y
HimeuunHa nepiog, BariTHOCTi abo rogyBaHHs rpygat”, "Cnocio
3acTocyBaHHs Ta Ao3u"; 3miHu Il Tuny - 3miHn Wwoao
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnagy. 3mMiHn y
TepaneBTUYHUX NOKa3aHHAX (fofaBaHHSA HOBOTO
TepaneBTUYHOTO NoKa3aHHS abo 3MiHa y 3aTBepiKeHOMY
noKasaHHi) - 3MiH1 BHECeHO [0 IHCTPYKLii Ana MefuyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao po3ginis "MokasaHHS",
Ta NoB'si3aHi 3MiHM Ao po3gainy “Aitn"
350. MIHIPUH Tabnetku no 0,2 Mr no ®eppiHr LseliLapis BMPOOHULITBO: Lseliua BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/16236/01/02
30 Tabnetok y IHTEepHeLWwHN ®eppiHr pisi/ 3MiHu Wwoao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
dhnakoHi; no 1 CeHTep CA IHTepHewHn CeHtep | Himeuu 3MiHU Y KOPOTKili XapakTepucTuLj NiKapcbKoro 3acoby, TeKCTi
dhnakoHy B ynakosLj CA, LWBeliuapis nHa MapKyBaHHS Ta iIHCTPYKLT N5 MeANYHOro 3aCTOCYBaHHS Y
3B'AA3KY i3 HOBUMU JaHUMW 3 AKOCTI, AOKNIHIYHUMW, KTIHIYHUMK
BifNOBigabHWIA 3a AaHuMKN Ta faHumu 3 hapmakoHarnsgy - 3MiHM BHECEHO A0
BMNYCK cepil: IHCTPYKLUiT AN1A MeANYHOro 3aCTOCYBaHHS JiKapCbKOro 3acoby
deppiHr MTM6X, [0 po3ainy "®apmakosiorivHi BNacTMBOCTI", "3acToCcyBaHHA y
HimeyunHa nepiog, BaritHocTi abo rogyBaHHs rpyaato”, "Cnocio
3acTocyBaHHA Ta go3un"; 3mMiHu Il Tuny - 3MiHK Woao
6e3nekn/edekTNBHOCTI Ta hapmakoHarnsgy. 3MiHu y
TepaneBTUYHMX NOKa3aHHAX (40AaBaHHA HOBOrO
TepaneBTUYHOTO NokKa3aHHs abo 3MiHa y 3aTBepKeHOMY
rokasaHHi) - 3MiH1 BHECEHO A0 IHCTPYKLIT 418 MeanyHoro
3acTOCyBaHHS NikapcbKoro 3acoby Ao po3zinis "lMokasaHHS",
Ta NnoB'A3aHi 3MiHW 0 po3ainy "Aitn"
351. MIO3M MopoLOK ANs [bkeH3ainm HigepnaHg, HaMoOBHEHHS Ipnangi BHECEHHS 3MiH 40 peecTpauiiHux matepiasis: 3miHu | Tuny - 3a UA/11618/01/01
NPUroTyBaHHSA tOpon B.B. " hnakoHiB Ta al 3MiHa BUPOGHMKA BUXiAHOr0/NPOMIXKHOTO NPOAYKTYy/peareHTy, peyenmom
KOHLeHTpaTy ans BMPOGHMLTBO Benuka LLIO BUKOPUCTOBYIOTLCA Y BUPOBGHMUYOMY npoueci A®l, abo
PO34MHY 415 IHQY3iN KiHLLeBOro npoaykty, | BputaHi 3MiHa BMPOGHHMKa (BKOHatoun, ge HeobxigHo, micue
no 50 mr, 1 donakoH 3 MapKyBaHHA Ta al npoBeeHHA KOHTPOsIo AkocTi) A®I (3a BigCyTHOCTI
MOPOLLKOM Y KapTOHHIlA nakyBaHHs, Benbris cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonei y

nauui

KOHTPO/Ib SKOCTI
'N3, Bunyck cepii:
[xeHzalim IpnaHg
Nimiteq, lpnaHgis;

MapKyBaHHs Ta

nakysaHHsa 13,

BMNYCK cepil:

3aTBEPKEHOMY [0ChE) - foAaBaHHSA a/IbTEPHATUBHOI
ginbHuui ICM Barrier Handels GmbH, HimeuunHa,
BiAANOBIA&a/IbHOI 3a NOCTaBKy NpoTaMiHy cynbary, sxka
BMKOPWCTOBYETLCA Nif, Yac NpoLecy Ky/bTUBYBaHHSA KITUH
(4000 niTpiB) Kjto40T pevyoBMHN anbriko3ngasu anbga sk
fob6aska [10 KyNbTUBYBaHHA KNiTUH cepeposuiia Medium 925;
3MiHK | TNy - 3MiHWM BUNPO6YBaHb ab0 AOMYCTUMUX MEX Y
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xeHzaiim NlimiTen, npoteci BUpo6HuuTBa A®I, L0 BCTAHOBMEHI y cnewudikalisx -
Benuka bputaHis; 3MiHV Y MeTofax BUNpobyBaHHs y npoLeci BupobHuuTea Adl;
BMpO6HMLTBO AC, 3MiHM Il TRy - 3MiHa BUPOGHYVKA BUXIiAHOTO/MPOMIXHOrO
NPUroTyBaHHA NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCSA Y BUPOGHUHOMY
po3uunny /13 ansa npoueci A®l, abo 3miHa BUpobHMKa (BKIKOYaKouK, e
niodpinizavyi: HeobxiaHO, MicLe NpoBeAeHHS KOHTPOsIo sAkocTi) AP (3a
[xeH3aim BiICYTHOCTI cepTucpikaTa BignoBigHOCTI EBponeichkili
dnaHgepc 686a, hapmakonei y 3aTBepKEHOMY [OCLE) - OHOBMIEHHS PO34iay
Benebris 3.2.S.2.1 BMPOGHWMKM, OCKi/IbKM JOAATKOBO NPOMNOHOBAHO
BBE/IEHHS HA BXe 3aTBEPAKEHIN AibHUL
352. MIPOPTUK TabneTku, BKpUTI HosaprTic LLisefuapis HoBapTic ®apma Lseiua BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/8947/01/01
060/10HKOI0, dapma Al LTeiH AT, pisi/ 3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
KMLLKOBOPO34UHHI, N0 LBeiiLapis; Himeuy BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLO CTOCYTbCA
180 wmr, no 10 HosapTic ®apma nHa BMNYCKY Cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro

TabneTok y 6nictepi;
no 12 énictepis y
KOpo6L,i 3 KapTOHY

MpopakwH MbX,
HimeuunHa

3acoby (3amiHa abo fofaBaHHA BUPOOHMKa, LLO BignoBigae 3a
BBE3eHHs Ta/abo Bunyck cepii) - Bknovatoum
KOHTPONb/BMNPOGYBaHHA cepii - BBEAEHHS A0AATKOBOT
AinbHUUi BUpobHuLTBa HoBapTic ®apma MpogakwwH MbX,
HimeyunHa (BBefeHHs 3MiH NpOTArom 3-X MicAuis nicas
3aTBEPMKEHHS); 3MiHU | TUNY - 3MiHK 3 SKOCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT Ai/IbHULI BUPOBHULTBA [/19 YACTUHN abo BCbOro
BMPOBHNYOrO NPoLEeCy rOTOBOrO /iKapCbKOro 3acoby
(@inbHUUSA, Ha AKi NpoBOAATLCSA OyAb-AKi BUPO6HUUI cTagjl, 3a
BUHATKOM BUMYCKY Cepiii, KOHTPO/IIO AKOCTi, NePBMHHOIO Ta
BTOPVHHOTIO NaKyBaHHS, /151 HECTEPUbHUX NiKapCbKUX
3ac006iB) - BBEEHHS A04aTKOBOI AiNbHULI BUPOOHULTBA
HosapTic ®apma MpogakwH Mm6X, HimeuurHa (BeegeHHs
3MiH NPOTArom 3-X MICALIB MiCNA 3aTBEPMKEHHS); 3MiHM | Tuny
- 3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BUPOGHMLTBI. 3amiHa abo BBeAeHHA A0A4ATKOBOI AiNbHULL
BMPOBGHMLTBA 4715 YACTVHU abo BCbOro BUPOGHNYOro npolecy
rOTOBOrO J1iKapCbKOro 3acoby (ZiIbHULSA 471 BTOPUHHOTO
nakyBaHHs) - BBEAleHHS AOAATKOBOI AiNbHULI BUPOGHMLTBA
HosaprTic ®apma MpogakwwH Mv6X, HimeyunHa (BeegeHHs
3MiH NPOTAroM 3-X MicALiB Nicns 3aTBepKeHHS); 3MiHW | Tuny
- 3MiHU 3 siKocTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AiNTbHUL
BMPOGHMLITBA A1 YaCTMHM ab0 BCbOro BUPOBGHMYOro npoLiecy
roTOBOro NikapcbKoro 3acoby (Ai/IbHUUA 418 NePBUHHOMO
nakyBaHHs) - BBE,EHHSA AOAATKOBOI Ai/TbHUL BUPOGHMLTBA
HoBaprTic ®apma MNpogakwH Mv6X, HimeuunHa (BBegeHHs
3MiH NPOTArom 3-X MICALIB NiC/A 3aTBEPLAXKEHHS); 3MiHM | TUny
- 3MiHM 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA FOTOBOTO
nikapcbKoro 3acoby, BK/IKOHa0UM NPOMiIXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHMLTBI rOTOBOrO NiKapCbKoro
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3acoby (He3HauyHa 3miHa y npoueci BUpobHULTBA) - HE3HAYHa
3MiHa y npoueci BupobHuyTea p. 3.2.P.3.3.— aganTaujisa yacy
3millyBaHHS — Step 2 (3aTBEPAXEHO: «3a3Buyail 1 XBUIMHa»,
3anpornoHoBaHo: «3a3Buyaii 1 xeuinHa (He Ginbe 1,5 xB)»).
AfanToBaHuii Yac 3millyBaHHA Bifobpaxae yac npouecy Ha
3aTBEPXEHIN Ta MPOMNOHOBaHI AinbHMLj BUpobHMLTBaA. Kpim
TOro, HIIKUX 3MiH He 6Y/10 BHECEHO A0 KOHTPO/O AKOCTi B
npouec BupobHuLTBa (BBEAEHHS 3MIH NPOTAroM 3-X MicsLiB
nicns 3aTBepMKeHHS); 3MiHM | Tuny - 3MiHK 3 AKocTi. [oToBWiA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHM Y NpoLieci
BMPOGHMLTBA FOTOBOrO NiKAPCbKOro 3acoby, BKAOUaUn
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHMULITBI
roTOBOro Nikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOBHMLTBA) - HE3HAYHA 3MiHa Y NpoLeci BUpobHMUTBa p.
3.2.P.3.3.— 3miHM o TMNOBOrO po3mipy anepTypu — Step 3
(BBeAeHHs 3MiH NPOTAroM 3-X MiCAILiB MiCNs 3aTBEPOKEHHS);
3MiHU | TNy - 3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkuii 3acio.
3MiHN Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUPO6HMLITBA FOTOBOTO
nikapcbKoro 3acoby, BK/IKOHa0UN NPOMiIXKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULTBI rOTOBOrO NikKapCbKoro
3ac06y (He3HayHa 3MiHa y NpoLeci BUPO6HULITBA) - HE3HAYHA
3MiHa y npoueci Bupo6HuuTBa p. 3.2.P.3.3.- 3MiHV B CKPUHIHTY
yacTuHu napTii - Step 5 (gns HosapTic ®apma LWTeiin Al
yacTuHy naprii (A) Ta (B) BACYLLUEHOrO rpaHynsaTy nigaasaim
CKpWHIHTY okpeMo, anst HosapTic ®apma MpogakwH M6 X
yacTuHy napTii (A) Ta (B) BUCYLLEHOrO rpaHynaTy
NPONOHYETLCA NiAfaBaTV CKPUHIHTY pa3oMm. MNponoHoBaHa
3MiHa He MaTVMe BNAMBY Ha AKICTb NlikapCbKoro 3acoby,
ockinbku Step 5(CKpUHIHT) NpoBOANTUCS 6€3 3MiH, a rpaHyNsaT
3 yacTuH napTii (A) Ta (B), Wwo 6yB BMUCYLLEHWIA Ta NigfaBaBcs
CKPUHIHTY Byie siK | paHille 06’eqHaHWIA NICNS CKPUHIHTY.
TakvM YMHOM, NPOAYKT Ha JAaHOMy eTani 3a/mMLaeTbesa 6e3
3MiH Ta KiHLieBa CyMiLl, L0 OTPMMYETLCS MiC/A 3aBEPLUEHHS
npouecy Ha (Step 6-9) 3anMWaeTbCA HANEXHOI AKOCTI)
BBefieHHs1 3MiH NpoTArom 3-x MicsLiB NiCNSA 3aTBEPAYKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NiKapcbKuii 3acio.
3MiHM Y BUPOOHULTBI. 3MiHU Y NpoLeci BUPO6GHMLTBA FOTOBOr0O
NiKapCcbKoro 3acoby, BKIHOYAKUN NPOMKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HauyHa 3miHa y npoueci BUpobHULTBA) - HE3HAYHa
3MiHa y npoueci BupobHuyTea p. 3.2.P.3.3.— 3MiHu Ao
TUMNOBOTO PO3MIpY anepTypu A5 NPOCIIOBaHHA MarHito
cTeapaty — Step 8 (BBefeHHS 3MiH NpoTAroMm 3-x micsuis
nicns 3aTBepKeHHs); 3MiHW | TUNYy - 3MiHK 3 AKoCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHM Y NpoLeci
BMPOGHMLITBA FOTOBOTO 1iKaPCbKOro 3acoby, BK/IOHa04M
NPOMIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOGHULTBI
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roToOBOro NikapcbKoro 3acoby (iHLWi 3MiHX) - HE3HAYHI 3MiHW Ha
cTagii po3ciBaHHS AOMNOMIKHUX PEYOBUH, LLIO
BVIKOPVCTOBYIOTBCS B NO3arpaHyssipHii dopakuii 41s KiHueBoil
CyMiLli. BBefieHHA 3MiH NpoTArom 3-X MicsALiB nicns
3aTBEPKEHHS.
353. MI®POPTUK TabneTkn, BKpUTI HoBaprTic LLiBefiuapis HoBapTic ®apma LLiseiiua BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/8947/01/02
060/10HKOI0, dapma Al LTeitH AT, pisi/ 3MiHu 3 siKkocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
KMLLKOBOPO34MHHI, N0 LLseliLapis; Himeuy BMPOOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHThCA
360 mr no 10 Tabnetok HosaprTic d®apma nHa BUMYCKy Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro

y 6nictepi; no 12
6nicTepiB y Kopobu,i 3
KapTOHY

MpoaakwH M6éX,
Himeuunna

3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LU0 Bignosigae 3a
BBE3€eHHA Ta/abo BMnyck cepii) - Bknrovatoum
KOHTPO/b/BMNPOGYBaHHSA cepii - BBEAEHHS A0AATKOBOT
OinbHUL BUpo6HMLTBa HoBapTic ®apma MpogakiiH M6X,
HimeuunHa (BBefeHHs1 3MiH NpoTArom 3-x MicAUiB micas
3aTBEpPMXEHHS); 3MiHU | TMNy - 3MiHK 3 SKOCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHUL BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHMYOro NpoLecy roTOBOro iKapCbKoro 3acoby
(ZinbHUUSA, Ha AKi NnpoBOASATLCS ByAb-AKi BUPOGHUUI cTagjl, 3a
BMHATKOM BUMYCKY Cepiii, KOHTPOO SAKOCTi, MEPBNHHOTO Ta
BTOPVHHOIO NakKyBaHHSA, A1 HECTEPUBbHUX NiKapCbKUX
3acob6iB) - BBeAeHHS A0A4aTKOBOI AiNbHULI BUPOGHULTBA
HosaprTic ®apma MpogakwwH Mv6X, HimeuunHa (BeegeHHs
3MiH NPOTAroM 3-X MicALiB Nicns 3aTBepKeHHS); 3MiHW | Tuny
- 3MiHU 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS AO0AATKOBOI AibHUL
BMPOGHMLTBA /159 YaCTUHM ab0 BCbOro BUPOBGHMYOro npoLiecy
roTOBOrO JIiKaPCbKOro 3acoby (4iIbHULSA AN BTOPUHHOTO
nakyBaHHs) - BBEEHHSA AOAATKOBOI Ai/TbHUL BUPOGHMLTBA
HoaprTic ®apma MNpogakwH Mv6X, HimeuunHa (BBegeHHs
3MiH NPOTArom 3-X MICALIB NiC/A 3aTBEPLAXKEHHS); 3MiHM | TUny
- 3MiHM 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 4OAATKOBOI Ai/TbHNL,
BMPOGHMLTBA /15 YAaCTMHM abo BCbOro BUPOGHMYOro npoLiecy
roTOBOrO MiKapCbKOro 3acoby (A4iIbHUUA 4715 NePBUHHOMO
nakyBaHHs) - BBEEHHS AOAATKOBOI Ai/IbHULL BUPOGHMLTBA
HosapTic ®apma MpogakwH Mm6X, HimeuurHa (BeegeHHs
3MiH NPOTArom 3-X MICALIB MiCNA 3aTBEPMAKEHHS); 3MiHM | Tuny
- 3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BUPOBHUUTBI. 3MiHK Y NpoLeci BUPO6HMLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOUYaUy NPOMIKHWUIA NPOAYKT, LLLO
3aCTOCOBYETHCS MNPV BUPOOGHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3Ha4yHa 3miHa y npoueci BUpobHULTBA) - HE3HAYHa
3MiHa y npoueci BupobHuyTea p. 3.2.P.3.3.— aganTtauisa yacy
3MmilLyBaHHS — Step 2 (3aTBEpAXEHO: «3a3Buyail 1 XBUInHa»,
3anpornoHoBaHo: «3a3Buyaii 1 xeuinHa (He 6inblie 1,5 xB)»).
ApanToBaHuii Yac 3millyBaHHS Bifobpaxae yac npouecy Ha
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

3aTBEPXEHIl Ta MPOMNOHOBaHIl AiNbHULi BUpo6HMLTBA. Kpim
TOTO, HiSIKUX 3MiH He BYN10 BHECEHO [0 KOHTPO/IO AKOCTI B
npouec BUpobHuLTBa (BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB
nicns 3aTBepmXeHHs); 3MiHM | Tuny - 3MiHK 3 SKOCTi. [0TOoBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHWU Y NpoLieci
BMPOGHMLITBA FOTOBOTO J1iKAPCbKOro 3acoby, BK/IHOYa0uM
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NPY BUPOBHULITBI
roTOBOrO /iKapCbkoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHMLUTBA) - HE3HAYHA 3MiHA Y NpOLIeCi BUPOGHMLTBA p.
3.2.P.3.3.— 3MiHM [0 TMNOBOro po3mipy aneptypun — Step 3
(BBEAeHHA 3MiH NPOTAroM 3-X MicsLiB NicNs 3aTBEPAKEHHS);
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NiKapcbKuii 3acio.
3MiHM Y BUPOOHULTBI. 3MiHU Y NpoLeci BUPO6HMLTBA rOTOBOr0O
NiKapCbKoro 3acoby, BKIHOYAKUN NPOMKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MNPV BUPOOGHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3Ha4yHa 3miHa y npoueci BUpobHULTBA) - HE3HAYHa
3MiHa y npoueci BupobHuyTea p. 3.2.P.3.3.- 3MiHV B CKPUHIHTY
YyacTuHu napTii - Step 5 (gns Hoeaptic d®apma LUTeiH Al
YyacTuHy napTii (A) Ta (B) BACYLLEHOrO rpaHynATy niggasanv
CKPUHIHTY okpemo, Ana Hosaptic ®apma MpogakiiH M6X
yacTuHy naprii (A) Ta (B) BUCYLLUEHOrO rpaHynsaTy
NPONOHYETLCA NiAAaBaTV CKPUHIHTY pa3oM. MNMponoHoBaHa
3MiHa He MaTVMMe BNAMBY Ha AKICTb iKapCbKOro 3acoby,
ockinbku Step 5(CKpuWHiHT) NpoBoAMTUCA 6€3 3MiH, a rpaHynsaT
3 yacTuH naprTii (A) Ta (B), Wwo 6yB BUCYLLEHUIA Ta NigfaBaBcs
CKPUHIHTY ByAe 5K | paHille 06'efHaHNIA MiCNS CKPUHIHTY.
TakMm YMHOM, NPOAYKT Ha AaHOMy eTani 3a/MwaeTbesa 6e3
3MiH Ta KiHLEeBa CyMilll, L0 OTPUMYETBCA MiCNs 3aBepLUEHHS
npotiecy Ha (Step 6-9) 3anNLWAaETbCA HANEXHOI SKOCTI)
BBefeHHs1 3MiH NPoTAroMm 3-x MiICALIB MICNSA 3aTBEPAKEHHS;
3MiHM | TUnYy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHN Y NpoLeci BUPOOHULITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIHOYAKUN NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOGHULITBI FOTOBOTO NiKapCbKOro
3ac06y (He3HayHa 3MiHa y npoLieci BUPO6HULITBA) - HE3HAYHa
3MmiHa y npoueci BupobHuyTea p. 3.2.P.3.3.— 3miHu o
TUNOBOTrO PO3Mipy anepTypu A5 NPOCitoBaHHA MarHito
cTeapaty — Step 8 (BBegeHHS 3MiH NpoTAroM 3-x MicsiLiB
nicns 3aTBepMKeHHS); 3MiHM | Tuny - 3MiHK 3 AKocTi. [oToBWiA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHM Y NpoLieci
BMPOGHMLTBA FOTOBOrO NiKapCbKOro 3acoby, BKAOUaUn
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI
roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHX) - HE3HAYHI 3MiHW Ha
cTagii po3ciBaHHS AOMNOMIKHUX PEYOBUH, LLIO
BVIKOPVICTOBYIOTBCS B NO3arpaHysspHii dopakuii 41s KiHueBoil
CyMiLli. BBefieHHA 3MiH NpoTArom 3-X MicsALiB nicns
3aTBEPLYKEHHS; 3MiHM | TMNY - 3MiHK 3 sIKOCTi. FOTOBWMIA
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nocsioYeHHs1
nikapcbkuii 3aci6. 3MiHU Yy BUPOGHULTBI. 3MiHU BUNPOOYyBaHb
abo gonycTumMmx Mex, BCTaHOBMIEHUX y cneuudikalisx, nig
Yyac BMPOOGHULITBA FOTOBOrO NiKAPCbKOro 3acoby (iHLWi 3MiHN) -
3MiHa LiNboBMX MeX cepefHbol Macw, BignoBigHO 40 3anvciB
BMPOGHUMYOI napTii (BBeAEHHA 3MiH MPOTAroM 3-X MicsLiB
nicns 3aTBEPKEHHS)
354. MI®POPTUK TabneTku, BKPUTI HosapTic LLiBeiiuapis Hosaprtic ®apma LLiseiiua BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - - UA/10098/01/01
060/10HKOIO, Papma Al LTeiH AT, pisi/ 3MiHu 3 sKocTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHN Y
KMLLKOBOPO3Y4VHHI, N0 LlBeiiuapis; Himeuy BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHTbCA
180 wmr in bulk: no 10 Hosaprtic ®apma nHa BMNYCKY cepii Ta KOHTPOJI0 AKOCTi TOTOBOrO NiKapCbKoro

TabneTtok y 6nictepi;
no 12 6nictepis B
ynakosLi; no 90
ynakoBOK Y KOpo6Lii 3
KapTOHY

MpogakwH MvéX,
HimeuunHa

3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LU0 BignoBigae 3a
BBE3EHHSA Ta/abo BMMNycK cepii) - Bkoyaroun
KOHTPONb/BUNPOGYBAHHSA cepil - BBEAEHHSA A0AaTKOBOI
AinbHuuUi BUpobHuLTBa HoBapTic ®apma MpogakwwH MbX,
HimeuunHa (BBefeHHs 3MiH NpoTArom 3-x MicsAUiB micas
3aTBEPKEHHS); 3MiHU | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOI AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BUPOGHMYOro NpoLiecy roTOBOro MikapCbKoro 3acoby
(ainbHUUA, Ha AKiN NpoBOAATLCA 6yAb-AKi BUPO6HUUI cTagjl, 3a
BUHATKOM BUMYCKY Cepiii, KOHTPOIIO AKOCTi, NEPBMHHOIO Ta
BTOPVHHOIO NaKyBaHHS, /151 HECTePUIbHUX NiKapCbKUX
3ac06iB) - BBEEHHS A04aTKOBOI AiNbHULI BUPOOHULTBA
HoBaprTic ®apma MNpogakwH Mv6X, HimeuunHa (BBegeHHs
3MiH NPOTArom 3-X MICALIB NiCNA 3aTBEPLAKEHHS); 3MiHU | TUnYy
- 3MiHM 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 4OAATKOBOI Ai/TbHNL,
BMPOGHMLTBA /15 YAaCTMHM abo BCbOro BUPOGHMYOro npoLiecy
rOTOBOTO JIiKAPCbKOro 3acoby (4ibHUUS AN BTOPUHHOTO
nakyBaHHS) - BBEEHHS AOAATKOBOI Ai/IbHULL BUPOGHMLTBA
HosapTic ®apma MpogakwH Mv6X, HimeuurHa (BeegeHHs
3MiH NPOTArom 3-X MICALIB MiCNA 3aTBEPMKEHHS); 3MiHM | Tuny
- 3MiHM 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BUPOGHMUTBI. 3amiHa abo BBeAEeHHA A0A4ATKOBOI AiNbHULL
BMPOBGHMLTBA 4715 YACTMHU abo BCbOro BUPOGHNYOro npolecy
roTOBOrO J1iKapCbKoro 3acoby (AiNbHULSA A58 NEPBUHHOIO
nakyBaHHs) - BBEAleHHS 4OAATKOBOI AiNbHULI BUPOGHMLTBA
HosaprTic ®apma MpogakwH Mv6X, HimeuunHa (BeegeHHs
3MiH NPOTAroM 3-X MicALiB NicNs 3aTBepKeHHS); 3MiHW | Tuny
- 3MiHU 3 siKocTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHW Y NpoLeci BUPO6HULITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIHOYAKUN NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS NPV BUPOGHULITBI FOTOBOTO NiKapCbKOro
3ac06y (He3HayHa 3MiHa y NpoLeci BUPO6HULITBA) - HE3HAYHAa
3MiHa y npoueci BupobHuuTea p. 3.2.P.3.3.— aganTtauis yacy
3MilllyBaHHS — Step 2 (3aTBEPAXEHO: «3a3Buyall 1 XBUIMHa»,
3anponoHoBaHo: «3a3Buyar 1 xeuanHa (He Ginbwe 1,5 xB)»).
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JliKapcbKo20
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ynakoska)
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Bupo6Huk

Kpaina
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Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

ApanTtoBaHuii yac 3milyBaHHA Bifobpaxae yac npouecy Ha
3aTBEPKEHIN Ta NPONOHOBaHINM AiNbHWLI BUPO6HMULTBA. Kpim
TOro, HIIKUX 3MiH He 6Y/10 BHECEHO A0 KOHTPO/II0 AKOCTI B
npouec BUpo6HuLTBa (BBEAEHHS 3MiH NPOTAroM 3-X MicsLiB
nicns 3aTBepKeHHs); 3MiHW | TUNy - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHM Y NpoLeci
BMPOGHMLITBA FOTOBOTO /TiKaPCbKOro 3acoby, BKIOHaUM
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NPY BUPOGHULITBI
rOTOBOrO JlikapCbkoro 3acoby (He3HauHa 3miHa y npoueci
BMPOGHMLTBA) - HE3HAYHA 3MiHa Y npoLeci BUpobHMLUTBA p.
3.2.P.3.3.— 3MiHM 0 TMNOBOro po3mipy aneptypu — Step 3
(BBegeHHs 3MiH NPOTAroM 3-X MiCALiB NiCNs 3aTBEPAKEHHS);
3MiHM | TUNYy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHN Y NpoLeci BUPOOHULITBA FOTOBOTO
NiKapCcbKoro 3acoby, BKIHOYAKUN NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOGHULITBI FOTOBOrO NiKapCbKOro
3ac06y (He3HayHa 3MiHa y npoLieci BUPO6HULITBA) - HE3HAYHa
3MiHa y npoueci BupobHuuTea p. 3.2.P.3.3.- 3MiHV B CKPUHIHTY
YyacTuHu naprTii - Step 5 (gns Hosaptic ®apma LUTeiiH Al
yacTuHy napTii (A) Ta (b) BUCYLLUEHOrO rpaHynAaTy nigaasanm
CKPUWHIHTY okpemo, Ans Hoeaptic ®apma MpogakiwH M6X
YyacTuHy napTii (A) Ta (b) BACYLLEHOrO rpaHynsaTy
NPONOHYETLCA NiAAaBaTh CKPUHIHTY pa3om. MNponoHoBaHa
3MiHa He MaTumMe BM/IMBY Ha SIKICTb JliKapcbKoro 3acoby,
ockinbku Step 5(CKpUHIHT) NpoBOAUTUCA 6€3 3MiH, a rpaHynsaT
3 yacTuH napTii (A) Ta (B), Wwo 6yB BMCYyLIEeHWIi Ta nigaaBascs
CKPUWHiHTy Byfe SK | paHille 06’egHaHWIA NICNS CKPUHIHTY.
Takum YMHOM, NPOAYKT Ha AaHOMy eTani 3aMwaeTbesa 6e3
3MiH Ta KiHLieBa CyMill, LLI0 OTPUMYETLCS MiCNA 3aBEPLUEHHS
npotecy Ha (Step 6-9) 3anMLWaETbCA HANTEXHOI SKOCTI)
BBefeHHs 3MiH NpoTAroM 3-x MicAUIiB NiCNsA 3aTBEPKEHHS;
3MiHU | TNy - 3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkuii 3acio.
3MiHN Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUPO6HMLITBA FOTOBOTO
nikapcbKoro 3acoby, BK/IKOHa0UN NPOMiIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHMLTBI TOTOBOrO NiKapCbKoro
3ac00y (He3HayHa 3MiHa y NpoLeci BUPO6HULITBA) - HE3HAYHA
3MiHa y npoveci Bupo6HuuTea p. 3.2.P.3.3.— 3MiHu 0
TMNOBOrO PO3Mipy anepTypu A1 NPOCItOBAHHA MarHito
cTeapaTty — Step 8 (BBeggeHHs 3MiH MpPOTAroM 3-X Micsuis
nicns 3aTBepmXeHHs); 3MiHM | Tuny - 3MiHK 3 SKOCTi. [0TOoBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHU Y NpoLieci
BMPOGHMLITBA FOTOBOTO J1iKAPCbKOro 3acoby, BKIHOYa0uM
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOBHULITBI
roTOBOrO /IiKAPCbKOro 3acoby (iHLWi 3MiHM) - HE3HAYHI 3MiHW Ha
cTagii po3ciBaHHS AOMOMIKHUX PEYOBUH, LLIO
BMKOPVCTOBYOTLCS B NO3arpaHy/sipHii dopakwii ons KiHuesoil
cyMiwi. BBeieHHs 3MiH npoTarom 3-x Micauis nicnas
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3aTBEPAKEHHS.

355. MIPOPTUK TabneTku, BKpUTI HosaprTic LLisefuapis HoBapTic ®apma Lseiua BHECEHHS 3MiH 10 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - - UA/10098/01/02
060/10HKOI0, dapwma Al LTeiH AT, pisi/ 3MiHu 3 sKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
KMLLKOBOPO34UHHI, N0 LBeiiyapis; Himeuy BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLO CTOCYHTbCA
360 wmr in bulk: no 10 HosapTic ®apma nHa BMNYCKY Cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro

TabneTok y 6nictepi;
no 12 énictepis B
ynakosui; no 45
yMakoBOK Y KOpoo6Lii 3
KapTOHY

MpopakwH MbX,
HimeuuunHa

3acoby (3amiHa abo fofaBaHHA BUPOOHMKa, LLO BignoBigae 3a
BBE3eHHs Ta/abo Bunyck cepii) - Bknovatoum
KOHTPONb/BMNPOGYBaHHA cepii - BBEAEHHS A0AATKOBOT
AinbHUUi BUpobHuLTBa HoBapTic ®apma MpogakwwiH MbX,
HimeyunHa (BBefeHHs 3MiH NpOTArom 3-X MicAuis nicas
3aTBEPMKEHHS); 3MiHU | TUNY - 3MiHK 3 SKOCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM y BUPO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT Ai/IbHULI BUPOBHULTBA A1 YACTUHN abo BCbOro
BMPOBHNYOTrO NPOLEeCy rOTOBOrO /iKapCbKOro 3acoby
(@inbHUUSA, Ha AKi NpoBOAATLCSA OyAb-AKi BUPO6HUUI CTagjl, 3a
BUHATKOM BUMYCKY Cepiii, KOHTPO/IIO AKOCTi, NePBMHHOIO Ta
BTOPVHHOIO NaKyBaHHS, A4/151 HECTEPUbHUX NiKapCbKUX
3ac006iB) - BBEEHHS A,04aTKOBOI AiNbHULI BUPOOHULTBA
HosapTic ®apma MpogakwH Mm6X, HimeuurHa (BeegeHHs
3MiH NPOTArom 3-X MICALIB MiCNA 3aTBEPMKEHHS); 3MiHM | Tuny
- 3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3amiHa abo BBeAeHHA A0A4ATKOBOI AiNbHULL
BMPOBGHMLTBA 47151 YACTMHU abo BCbOro BUPOGHNYOro npolecy
rOTOBOrO J1iKapCbKOro 3acoby (ZiIbHULSA 471 BTOPUHHOTO
nakyBaHHs) - BBEAleHHS AOAATKOBOI AiNbHULI BUPOGHMLTBA
HosaprTic ®apma MpogakwH Mv6X, HimewunHa (BeegeHHs
3MiH NPOTAroM 3-X MicALiB Nicns 3aTBepKeHHS); 3MiHW | Tuny
- 3MiHU 3 siKocTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiNbHUL
BMPOGHMLITBA A1 YaCTMHM ab0 BCbOro BUPOBGHMYOro npoLiecy
roTOBOro NikapcbKoro 3acoby (Ai/IbHUUA 418 NePBUHHOMO
nakyBaHHs) - BBE,EHHSA AOAATKOBOI Ai/TbHUL BUPOGHMLTBA
HoBaprTic ®apma MNpogakwH Mv6X, HimeuunHa (BBegeHHs
3MiH NPOTArom 3-X MICALIB NiCNA 3aTBEPLAKEHHS); 3MiHU | TUnYy
- 3MiHM 3 sKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA FOTOBOTO
nikapcbKoro 3acoby, BK/IKOHa0UM NPOMiIXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHMLTBI TOTOBOrO NiKapCbKoro
3aco0y (He3HayHa 3MiHa y NpoLeci BUPO6HULITBA) - HE3HAYHA
3MiHa y npoueci Bupo6HuuTea p. 3.2.P.3.3.— agantauisa yacy
3MilLyBaHHS — Step 2 (3aTBEPAXEHO: «3a3Bnyai 1 XBUAnHa»,
3aMponoHoBaHo: «3a3Buyaii 1 xeuinHa (He 6inbwe 1,5 xB)»).
ApanTtoBaHuii yac 3millyBaHHA Bifobpaxae yac npouecy Ha
3aTBEPKEHIN Ta MPONOHOBaHI AiNbHULj BUPO6HMLTBA. Kpim
TOro, HIIKNX 3MiH He 6Y/10 BHECEHO A0 KOHTPO/I0 AKOCTI B
npouec BUpo6HULTBA (BBEAEHHS 3MiH NPOTArom 3-X MicsLis
nicns 3aTBepMKeHHs); 3MiHM | Tmny - 3MiHK 3 sKocTi. [oToBWiA




222

n/n

Hassa
JliKapcbKo20
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20
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nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHM Y NpoLieci
BMPOBHMLTBA FOTOBOrO NiKapCbKOro 3acoby, BKAOUaUn
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI
roTOBOro Nikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOBHMLTBA) - HE3HAYHA 3MiHa Y NpoLeci BUpobHMLUTBa p.
3.2.P.3.3.— 3miHM o TMNOBOrO po3mipy anepTypu — Step 3
(BBeAeHHs 3MiH NPOTAroM 3-X MiCAILiB MiCNs 3aTBEPIKEHHS);
3MiHW | TNy - 3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkuii 3acio.
3MiHN Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BAPOOHMLITBA FOTOBOTO
nikapcbKoro 3acoby, BK/IKOHa0UM NPOMiIXKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHMLTBI rOTOBOrO NiKapCbKoro
3ac00y (He3HayHa 3MiHa y NpoLeci BUPO6HULITBA) - HE3HAYHA
3MiHa y npoueci Bupo6HuLTBa p. 3.2.P.3.3.- 3MiHV B CKPUHIHTY
yacTuHu napTii - Step 5 (gns HosapTic ®apma LWTeiin A
yacTuHy naprii (A) Ta (B) BACYLUEHOrO rpaHynsaTy nigaasaim
CKpWHIHTY okpeMo, anst HosapTic ®apma MpogakiwH M6 X
yacTuHy napTii (A) Ta (B) BUCYLLEHOrO rpaHynaTy
NPONOHYETLCA NiAfaBaTV CKPUHIHTY pa3oMm. MNponoHoBaHa
3MiHa He MaTVMe BNAMBY Ha AKICTb NlikapCbKoro 3acoby,
ockinbku Step 5(CKpUHIHT) NpoBOANTUCS 6€3 3MiH, a rpaHyNsaT
3 yacTuH naprTii (A) Ta (B), Wwo 6yB BMUCYLLEHWIA Ta NigfaBaBcs
CKPUHIHTY Byie siK | paHille 06’eqHaHWIA NICNS CKPUHIHTY.
TaknM YMHOM, NPOAYKT Ha JAaHOMYy eTani 3a/mLaeTbea 6e3
3MiH Ta KiHLieBa CyMiLl, L0 OTPMMYETLCS MiC/A 3aBEPLUEHHS
npouecy Ha (Step 6-9) 3anMWaeTbCA HANEXHOI AKOCTI)
BBefieHHs 3MiH NpoTArom 3-x MicALiB NiCNSA 3aTBEPAYKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NiKapcbKuii 3acio.
3MiHM Y BUPOOHULTBI. 3MiHU Y NpoLeci BUPO6GHMLTBA FOTOBOr0
NiKapcbKoro 3acoby, BKIHOYAKUN NPOMKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HauyHa 3miHa y npoueci BUpobHULTBA) - HE3HAYHa
3MiHa y npoueci BupobHuyTea p. 3.2.P.3.3.— 3MiHu Ao
TUMNOBOTO PO3MIpY anepTypu A5 NPOCIIOBaHHA MarHito
cTeapaty — Step 8 (BBefeHHS 3MiH NpoTAroM 3-x Micsuis
nicns 3aTBepKeHHs); 3MiHW | TUNy - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHM Y NpoLeci
BMPOGHMLITBA FOTOBOTO 1iKaPCbKOro 3acoby, BK/IOHa04M
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NPY BUPOGHULITBI
roTOBOrO JIiKAPCbKOro 3aco6y (iHLWi 3MiHM) - HE3HAYHI 3MiHW Ha
cTagji po3ciBaHHS JONOMIXHUX PEYOBUH, LLO
BMKOPWCTOBYHOTLCS B Mo3arpaHynsapHii dopaxuii 4ns KiHuesol
cymiwi. BBeeHHs 3MiH npoTarom 3-x MicAuiB micns
3aTBEPMKEHHST; 3MiHU | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA
Nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHN BUNpobyBaHb
abo gonycTummx Mex, BCTaHOB/IEHMX y crneuudikalisx, nig
Yyac BMPO6GHULITBA FOTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHK) -
3MiHa LiNIbOBUX MEX cepefiHbOoi MacH, BiANOBIAHO A0 3anucis
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BUPO6GHUYOT napTii (BBeAEHHS 3MiH NPOTAroM 3-X MicsLiB
nicns 3aTBepkKeHHs)
356. MI®POTAB Tabnetku no 200 Mr no BECT CLIA HoBacT Kntaii BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/12103/01/01
3 TabneTtkun B 6nicTepi; KBAJTNTI Na6opatopis N114 3MiHu Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peyenmom
no 1 6nictepy B SAPMALIKOTI BBegeHHs1 abo 3MiHM A0 y3ara/lbHEHUX AaHWX NP0 cUcTeMy
KapTOHHIli KopoobLi KANC Ml EN, hapmakoHarnsgy (BBeLEeHHs y3ara/ilbHeHUX faHux npo
NNK cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iiCHEHHS
thapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0Co6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
hapmakoHarnsgy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
PO3MilLeHHI MacTep-haiina cucteMu papmakoHarnsgy); amiHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M B YKpaiHi yNnOoBHOBaXXEHOT
0co6U 3asBHMKa ANS 34ICHEHHA hapmakoHarnsagy; 3midu |
TMNy - AOMIHICTPaTUBHI 3MiHWU. BunyyeHHA BUPO6GHUYOT
OiNbHWUI (BKAOYaoun AinbHUL ans A®l, npomikHoro
npoaykTy abo roToBOro Nikapcbkoro 3acoby, AinbHULI Ans
npoBeeHHs NakyBaHHs, BUPOOHUKA, BiAMNOBIAaIbHOTO 3a
BMMYCK CepiiA, MicL,e NpoBeLEHHS KOHTPO/IIO cepii) abo
nocTavanbHviKa BUXIQHOTO MaTepiany, peareHTy abo
[0MOMIXXHOT PEYOBMHM (SKLLLO 3a3HAYEHO Y JOCHE) - BUNYUYEHHS
BMpo6Huka 13 Map JSlabopatopic, IHAisA
357. MOMEJEPM® Kpem, L mr/rno15r TOB Ykpaina dPapmsasog €nbha | MNonbLua BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/10968/02/01
a6o no 30 r y Ty6i, no "BANTEAHT AT. 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy (iHwi | peyenmom
1 Ty6i B KApTOHHIl PAPMACHIO 3MiHW) - KOperyBaHHs Ta BUNPaB/IEHHS MOMU/IOK B
Kopobui TIKAN3" 3aTBepXeHOMY TEKCTi MapKyBaHHS NepBUHHOT Ta BTOPUHHOI
yNakoBOK
358. MOHTENYKACT MOPOLUOK (CybcTaHList) TOB "KYCYM YkpaiHa MopeneH IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx matepiasnis: 3MiHu | Tuny - - UA/14156/01/01
HATPIIO y NoABiliHMX PAPM" Na6opaTtopic AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
nonieTneHoBmx Nimiten 3asBHUKa (B1ACHMKa peeCTpaL,iiHOro NoCBifYEHHS) 3MiHa
nakeTtax Ans afipecu 3asBHUKa
BMPOGHMLITBA
HecTepUIbHNX
nNiKapcbknx chopm
359. MYKANTUH® cupon no 100 mny MAT Ykpaina MAT "Tanuudpapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/8800/01/01
6aHLi cknsHili abo y "Tannudapm” 3MiHM WoAo 6e3nekn/epekTBHOCTI Ta thapmakoHarnsgy - peyenma

dh/1aKkoHi CKISIHOMY; MO
1 6aHuji abo donakoHy
3 JIOXKOK MipHOIO B
nauuj; no 100 mny
hNakoHi
nonimepHomy; no 1
donakoHy 3 /TOXKKO
MipHOIO B naui; no
200 mn y dpnakoHi
CKnsiHomy abo

3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKV NiKapCbKOro
3aco0y LWoA0 3a3Ha4YeHHA MiXXHAPOAHMX NO3HaYeHb OANHULb
BMMIiptOBaHHS. BBeieHHA 3MiH npoTAarom 6-tm micauis
nicns saTBepAKeHHs
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
nonimMepHomy; no 1
pN1akoHy 3 STOXKKOH
MipHOIO B nayi
360. MYUUTYC Kancynu no 150 mr, no Maxkneopc IHais Makneopc IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/5589/01/01
6 kancyny cTpuni; no dapmacbloTuK dapmacboTrKanc 3MiHa B yMOBax 36epiraHHs flikapcbkoro 3acoby. YMoBu peyenmom
2 abo no 5 ctpunis y anc Nimites Niviten 36epiraHHs. 36epiratu npy TemnepaTypi He Buwe 30 °C B
KapTOHHIlA ynakoBL,i opuriHasibHil ynakoBLj. 3MiHW BHECEHI B IHCTPYKLil0 Ans
MeAMYHOro 3aCTOCyBaHHA y p. "YMOBM 36epiraHHs", Sk
HacnifoK — BiANOBIAHI 3MiHM y TEKCT MapKyBaHHS yNakoBKW
NiKapcbKoro 3acoby
361. MyuunTyC kancynu no 300 mr, no Makneopc IHais Makneopc IHais BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/5589/01/02
6 kancyn y cTpuni; no dapmacbloTnkK dapmacbloTUKasc 3MiHa B ymoBax 36epiraHHs Nikapcbkoro 3acoby. YMoBu peyernmom
2 abo no 5 ctpunis y anc fimiteq Nimiteq 36epiraHHs. 36epiratv npu TemnepaTypi He BuLe 30 °C B
KapTOHHI ynakosL,i opuriHasbHili ynakoBLj. 3MiHW BHECEHI B IHCTPYKLUit0 A1s
MeJMYHOro 3aCTOCyBaHHA y p. "YMOBM 36epiraHHs", sk
HacnigoK — Bi4NOBIAHI 3MiHM Y TEKCT MapKyBaHHS yNakoBKU
nikapcbkoro 3acoby
362. MYYHULI TNCTA | nucta no 50 ry naykax MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 6e3 UA/2260/01/01
3 BHYTPILLHIM nakeToM; | ®apmMauesTuny dapmaueBTUYHA OHOBJ/IEHO TEKCT MapKyBaHHA BTOPWHHOI YNakoBKW /likapcbKoro |  peyenma
no 2 r y ginbTp-nakeTi; Ha habpuka thabpuka "Biona" 3aco6y. BBeeHHs 3MiH NPOTArom 3-x MicsuiB nicas
no 20 goinbTp-nakeTis "Biona" 3aTBepKEHHS
y nayui
363. HA3UBIH® cnpeii HasanbHuiA 0,05 Mepk HimeuunHa [03Bi/T Ha BUMYCK AscTpisi/ BHECEHHS 3MiH 40 peecTpauiinHmx maTepiasis: 3miHu | Tuny: 6e3 UA/11682/01/02
CEHCUTUB %, no 10 mn a6o no 15 | 3enbcTmenmk cepii: MopTyra 3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y peuyenma
M npenaparty y aTioH MM6X Mepk KlraA i Ko. nis/ BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AATKOBOI AiTbHUL,
chnakoHi; no 1 Bepk WnitTasnb, Icnanis BMPOGHMLITBA A4/15 YACTUHU abo BCbOrO BMPOGHMYOTO mpouecy
h/1aKkoHy B KapTOHHIlA ABCTpIS; roTOBOrO JlikapcbKoro 3acoby (AiNbHULSA, Ha sKili TpPOBOASATHLCSA

Kopobui

BMPOGHMLTBO 3a
MOBHUM LK/TOM:
Codhapimekc -
IHaycTpia Kimika e

dapmavugeyTika, C.A.,

MopTyranis;
BMPOGHMLTBO 3a
MOBHUM LIYK/IOM:

®amap Xenc Keap
Cepsiciz Magpwua,
C.AY., Icnanis

6y Ab-5iKi BAPOOHWYI CTagii, 32 BUHATKOM BUMYCKY Cepild,
KOHTPOJIHO AKOCTi, NEPBMHHOTO Ta BTOPUHHOIO NakyBaHHSA, A1
HeCTepW/IbHUX JliKapcbknx 3aco6iB) CynyTHs 3MiHa: 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3amiHa abo BBeAeHHA J0AATKOBOI Ai/TbHNLi BUPO6HMLTBA 415
4yacTuHK abo BCbOro BUPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHULA AN BTOPUHHOIO NakyBaHHS)
CynyTHS 3miHa: 3MiHU 3 SKOCTi. F0TOBMIA NiKapcbkuid 3aci6.
3MiHV Yy BUpOOHMUTBI. 3amiHa abo BBeAeHHSA 404aTKOBOT
AiNbHULI BUPOBHULTBA 419 YacTHM abo BCbOro BUPOOHNYOro
npoLecy roToBOro NikapcbKoro 3acoby (ainbHuusA ans
NepBUHHOTO MakKyBaHHS), BBEEHHA [40AaTKOBOro BUPOOHMKa
Codhapimekc - IHaycTpia Kimika e ®apmaueyTika, C.A.,
MopTyranis. BBeAeHHS 3MiH NPOTArom 6-T1 MicALUiB nicns
3aTBEpPMKEHHS. 3MiHM | Tuny: 3MiHKM 3 SKoCTi. FoToBUIA
nikapcbkunii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa po3mipy cepil
(BKItOMAKOUM Aiana3oH po3mipy cepii) roTOBOro NikapCbKoro
3acoby (3mMeHLwweHHsA o 10 pasiB), BBE,EeHHSA 3MEHLLEHOr0
po3mipy cepii 260 11 roToBOro NMikapcbKoro 3acoby A1s
BMpPO6HMYOI ginbHUUi Cochapimekc - IHgycTpia Kivika e
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Peecmpayitina npoyedypa

Ymosu

Homep

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

dapmaueyTika, C.A., MNopTyranis. BBegeHHs 3MiH NpoTAroM 6-

Bionycky

peecmpayiliHo
20
nocsioYeHHs1

TV MicsliB nicns 3aTBepipkeHHs. 3MiHu | Tuny:
AZMIHICTPaTMBHI 3MiHN. BuyyeHHs1 BUPOGHMYOI AinbHNL
(BKNtovatoum ginbHULi gns APl NPOMiXKHOIO NPOAyKTY abo
roTOBOrO /iKapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUpOGHYKa, BiANoBiAaNbHOrO 3a BUMYCK Cepiid,

MicLile NpoBefEeHHS KOHTPO/IO cepil) abo noctavanbHUKa
BMXiQHOro marepiany, peareHTy abo A0NOMIKHOI peYOBUHN
(AKLWLO 3a3HAaYEHO Y AOCHE) BUTyHEHHST BUPOOHNYOT AiNbHUL
roToBOro fikapcbkoro 3acoby Ypcadapm ApuHeimiTTens
vM6X, HimeuunHa (BMPO6GHMLITBO Hepo3dhacoBaHOi NPoAYKLii,
NnepBUHHE Ta BTOPVHHE NakyBaHHS). BBeEHHSA 3MiH MPOTArom
6-Tn MicAUiB NicNA 3aTBEPKEHHS.
3MiHn | TUNY: AAMIHICTPaTUBHI 3MiHW. BuiyyeHHs BUPOBHUYOT

AinbHUUI (BkIoYatoumn ainbHuui Ana A®l, npoMixHoro
npoaykTy abo rotToBoro Nikapcbkoro 3acoby, AinbHULUI Ans
npoBefieHHs NaKyBaHHs, BUPOOHYKa, BiANOBIAaIbHOIO 3a
BWMYCK CepiiA, MicLie NPOBeLEHHS KOHTPO/IIO cepil) abo
noctayanbHuKa BUXiAHOTO MaTepiasny, peareHTy abo
[ONOMDKHOT PEYOBUHY (SIKLLO 3a3HAYEHO Y [OChE) BUTYUYEHHS
BVMPOGHMWYOI AibHUL TOTOBOTO Jlikapcbkoro 3acoby ®apmcrep,
®paHuia (BUpobHULUTBO Hepo3dhacoBaHOI NPOAYKLIT, NepBUHHE
Ta BTOPVHHE NakyBaHHS). BBeAeHHSA 3MiH NpoTArom 6-tu
MiCALIB MiCc/1sA 3aTBepKEHHS. 3MiHu | Tuny: 3MiHN 3 SKOCTI.
[0TOBWIA Nikapcbknii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHK, LLIO CTOCYTLCSA BUMYCKY Cepii Ta KOHTPOSO

AKOCTI rOTOBOrO NiKapCbKOro 3acoby (3amiHa abo foAaBaHHS

BMPOGHMKa, L0 BiANOBIAAE 3a BBE3EHHSA Ta/abo BMNYCK cepil) -
Bkntoyaroun KOHTPOnb/BUNpo6yBaHHA cepii - foAaHHSA
BMPOGHMKA, LLIO BiANOBIAAE 3@ KOHTPOJIb Ta BUMYCK cepii -
damap Xenc Keap Cepsiciz Magpuga, C.A.Y., IcnaHis.

BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS.
3miHu | Trny: 3MiHM 3 aKocCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK

Yy BUPOGHULTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYTbCS
BMNYCKY Cepii Ta KOHTPOJII0 SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fofaBaHHA BUPOOHMKA, LLO BignoBigae 3a

BBEe3eHHs Ta/abo Bunyck cepii) - Bknovatoun
KOHTPONb/BMNPOBYBaHHSA cepii, AofaBaHHA BUPOOHWMKA -
Codpapimekc - IHaycTpia Kimika e ®apmaueyTika, C.A.,
MopTyranis. BBeAeHHS 3MiH NPOTAroM 6-T1 MicsLB nicns
3aTBEPKEHHS.

BHECEHHS 3MiH 40 peecTpauiinHmx maTepiasis: 3miHu | TUny:

6e3

UA/11682/01/01

364.

HA3SUBIH®
CEHCUTUB

cnpeii HasanbHN
0,025 %, no 10 mn abo
no 15 mn npenaparty y
thnakoHi; no 1
h/1aKkoHy B KapTOHHIlA

Kopobu,i

Mepk
3en6ecTmennk
aTioH Mv6X

HimeuunHa

[03BiN Ha BUNYCK
cepi:
Mepk KlaA i Ko.
Bepk LWniTTasnb,
ABCTpIS;

AscTpisi/
MNopTyra
nis/
IcnaHis

3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS A0AATKOBOI AibHUL,
BMPOGHMLTBA /159 YaCTUHM ab0 BCbOro BUPOBGHMYOro npoLiecy

peyenma

roTOBOrO JliKapcbKoro 3acoby (AiNbHULSA, Ha Kili NpoBOASATLCSA
6yab-AKi BUPO6HMUI cTagii, 32 BUHATKOM BUNYCKY Cepii,

BVMPOGHMLTBO 3a




226

Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
MOBHUM LK/IOM: KOHTPOJI10 SIKOCTi, NEePBMHHOTO Ta BTOPUHHOTO NakyBaHHS, A1
HecTepuIbHUX Nlikapcbkux 3acobiB) CynyTHS 3MiHa: 3MiHu 3

Codgpapimexc -
IHgycTpia Kimika e
dPapmaueyTika, C.A.,
MopTyranis;
BMPOGHMLTBO 3a
MOBHUM LK/IOM:
®amap Xenc Keap
Cepgiciz Magpug,
C.AlY., IcnaHis

3amiHa abo BBeEeHHs [0AAaTKOBOI Ai/IbHULi BUPOOHULTBA ANs

OiNbHULI BUPOBHNLTBA A/19 YacTVHK abo BCbOro BUPOOHNYOro

AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.

4acTUHK abo BCbOro BUPOGHNYOro NpoLecy rotosoro
nikapcbkoro 3acoby (AiNbHULA 418 BTOPUHHOTO NakyBaHHS)
CynyTHS 3miHa: 3MiHU 3 SIKOCTi. FOTOBUIA NiKapcbKkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHSA [0AAaTKOBOI

npouecy roToBoro Nikapcbkoro 3acoby (AinbHUUs ons
NepBNHHOIO NakyBaHHs), BBEAEHHS [JOAATKOBOro BUPOOHMKa
Codpapimekc - IHaycTpia Kimika e ®apmaueyTika, C.A.,
MopTyranis. BBeAeHHS 3MiH NPOTAroM 6-T1 MicsALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUny: 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbknii 3aci6. 3MiHM y BUPOGHMUTBI. 3MiHa po3mipy cepil
(BKKOYatoUM giana3oH po3Mipy cepil) roToBOro Nikapcbkoro
3aco6y (3mMeHLweHHs [0 10 pasis), BBEAEHHSA 3MEHLLEHOIO
po3mipy cepii 260 11 roToBOro NMikapcbKoro 3acoby ans
BMPOGHMYOI ainbHNL Codhapimekc - IHaycTpia Kimika e
dapmaueyTika, C.A., MopTyranis. BeefeHHs 3MiH NpoTArom 6-
TV MicsILiB nicns 3aTBepkKeHHs. 3MiHu | Tuny:
AZMiHICTPaTMBHI 3MiHU. BUyyeHHSI BUPOGHUYOI AinbHNL
(Brtovatoun ginbHuui 4na A®l, npoMixXHOro NpoaykTy abo
roTOBOrO JliKapCcbkoro 3acoby, AiNbHWL 415 NPOBeAEHHS
nakyBaHHs1, BUpOOHYKa, BiNOBiAaNbHOro 3a BUMYCK Cepiid,
MicLie NpoBeAEHHS KOHTPOIO cepii) abo noctavyanbHMKa
BMXiQHOrO Marepiany, peareHTy abo AONOMiXHOI PEYOBUHN
(SIKLLO 3a3HAYEHO Y 0CbE) BUSTYYEHHSI BUPOOHNYOT AiNbHULL
roToBOro fikapcbKoro 3acoby Ypcacapm ApuHeimiTTens
vM6X, HimeuunHa (BMPO6GHMLITBO Hepo3dhacoBaHOi NPoAyKLii,
nepBUHHe Ta BTOPMHHE NakyBaHHS). BBeeHHSA 3MiH MPOTArom
6-TV MicALiB NiCNA 3aTBEPLYKEHHS.
3MmiHu | TMNY: AQMiHICTPATVBHI 3MiHW. BuiyyeHHs BUpo6HUYOoT
AinbHUUI (BKNOYaUX AinbHUL Ana APl npOMiXKHOIo
npoayKTy abo rotToBOro Nikapcbkoro 3acoby, AinbHuL Ans
NpoBefeHHs nakyBaHHS, BUPOOHUKA, BiAMOBIAa/IbHOTO 3a
BWMYCK Cepiid, MicLie NPOBELEHHS KOHTPOJIO cepil) abo
nocTavyanbHvKa BUXIAHOTO MaTepiasny, peareHTy abo
ZOMNOMDKHOI PEYOBMHM (SKLLO 3a3HAYEHO Y OCbE) BUTYUYEHHS
BMPOBHNYOI AiNIbHUL TOTOBOTO Nikapcbkoro 3acoby dapmcrep,
®paHLuia (BUPOOGHULITBO Hepo3dhacoBaHOi NPoAYKLiT, NepBUHHE
Ta BTOPVHHE NakyBaHHSA). BBeAeHHA 3MiH NpoTArom 6-tm
MicaLiB nicns 3aTBepmpKeHHs. 3MiHKM | Tuny: 3MiHW 3 SKOCTI.
[OTOBWIA NiKapCbKWiA 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOsIH0
SIKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA

BMPOBHMKA, LLIO BiANOBIAAE 3a BBE3EHHSA Ta/abo BMNycK cepil) -
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Bsitoyatoumn KOHTPOsb/BUNPOBYBaHHA cepii - AoAaHHSA
BMPOGHMKA, LLIO BiANOBIAAE 3a KOHTPOSIb Ta BUMYCK cepii -
damap Xenc Keap Cepsiciz Magpug, C.A.Y., IcnaHis.
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXEHHS.
3MiHu | TUNYy: 3MiHK 3 SIKOCTi. FTOTOBWIA Nikapcbknid 3aci6. 3MiHu
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LU0 BignoBigae 3a
BBE3EHHA Ta/abo BMNycK cepii) - Bkaoyaroun
KOHTPONb/BUNPOGYBaHHA cepii, fofaBaHHS BUPOOGHMKA -
Codhapimekc - IHaycTpia Kimika e ®apmaueyTika, C.A.,
MopTyranis. BBeAeHHS 3MiH NPOTArom 6-T1 MicALUiB nicns
3aTBEPAKEHHS.
365. HAKOM® Tabnetku, 250 mr/25 CaHpo3 CnoseHis Nex CnoseHi BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 3a UA/9134/01/01
mr no 10 Tabnetok y dapmacbHoTiK thapmaueBTUYHa A 3MiHa napameTpiB crneumndikauilii Ta/abo JoMyCTUMUX MeX AN | peyernmom
6nictepi, no 10 an3 a.4. KOMnNaHis 4.4, [0MOMDKHOT PEYOBMHU - BHECEHHS 3MiH [0 cnevuumaikauii Ta
6nicTepiB y KAPTOHHIN aHaniTMYHOI METOAMKM Ha AOMOMDKHY PEYOBUHY iHAUMOKaPMIH
Kopobui (E 132) B Hacnigok BUKOPUCTaHHS AaHOi [OMNOMiXHOT
peYOoBMHM Bifl ABOX NOCTaYa/IbHUKIB
366. HANBY®IH- PO3YMH ANS iH'EKLi, TOB Ykpaina BCi cTagii, YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/11606/01/01
DPAPMEKC 10 mr/mn, no 1 mn abo "®APMEKC BK/1H0HA0UN BUMYCK 3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
no 2 mny nonepesHbo reyn" cepii: BUPOGHMUTBI. 3amiHa abo BBeAEHHSA A0AATKOBOI AiNbHULL
HanoBHEHOMY LUNPUL; TOB "®APMEKC BMPOOHMLTBA 4715 YaCTMHU abo BCbOro BUPOGHNYOro npolecy
nola6o5 reyn:, roTOBOrO JlikapcbKoro 3acoby (AiNbHULSA, Ha SKili TPOBOASATHLCSA
nonepegHL0 YkpaiHa,; 6yAb-Ki BUpOOHUUI CTagji, 3a BUHATKOM BUNYCKY cepii,
HamoBHEHVX LUNPULIB BCi cTagii, okpim KOHTPOJIO SIKOCTi Ta BTOPUHHOIO NakyBaHHA A/151 CTEPUIbHUX
Y KOMIM/IEKTi 3 rosikamu BUNYCKY cepii: nNikapcbKnx 3acobiB (BkIOUa0UY BUPOGIEHI acenTUiHUM
Y KOHTYpHili TOB "Xon MEeTOA0M), KPiM JTiKapCbkmx 3aco6iB
YapyHKOBIli ynakoBLyi "30poB'a Hapoay", 6i0/10r4YHOr0/iIMyHOOFYHOTO MOXOMKEHHS). CynyTHS 3MiHa -
abo 6nictepi; no 1 YkpaiHa; 3MiHu 3 sKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
KOHTYPHIli YapyHKOBIl BCi cTagii, BUPOGHMUTBI. 3amiHa abo BBeAEHHSA A0AATKOBOI AiNbHULL
ynakoBLi abo 6nictepy BK/THOYAOUN BMPOGHMLTBA 4715 YaCTMHU abo BCbOro BUPOGHNYOro npolecy
y nauui; BTOPVHHE roToBOrO Nikapcbkoro 3acoby (AiNbHULA 415 BTOPUHHOTO

no 1 mn abo no 2 mn B
amnyni; no 5 amnyn 'y
6nicTepi; no 1 abo 2
6nictepu y nauui; no
10 amnyn y 6nictepi;
no 1 6nictepy y nauui

naxkyBaHHs Ta
KOHTPO/b AKOCTI, 3a
BUHATKOM BUMYCKY
cepii:
ToBapucTBO 3
06MexeHo
Bi4NoBiAa/IbHICTIO
"®GapmaLieBTnyHa
KOMNaHis
"3popos'a”,
Ykpaina

nakyBaHHs) - 3MiHM 3 IKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHN
y BUPOBGHULTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYTbCS
BUMYCKY Cepii Ta KOHTPOJTI0 AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3aMiHa abo gofaBaHHsA AifIbHUL, Ha SKii
3[iCHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepil). 3MiHW 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWi 3aci6 (iHLWi 3MiHW)- BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA FOTOBOTO J1iKapCbKOro
3acoby HanbydiH-Papmekc B amnynax - TOBapucTBo 3
06MeXeHOoH0 BifnoBigabHICTIO "®apmaleBTUYHa KOMNaHis
"3popos'a"(BCi cTagii, BKIOYaoUM BTOPUHHE NakyBaHHSA Ta
KOHTPO/b AKOCTI, 38 BUHATKOM BUMNYCKY Cepii), Ta AK HacNifoK
YHichikaLisi KOHTPOO TEXHOOMNYHNX NapamMeTpiB B NPOLECi
BMPOGHMLTBA. A TaKOX B 3B'A3KY 3 BUPOOHUYMMU
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
MOX/IMBOCTSIMW NOC/ifOBHA 3MiHA MPOMDKHOTO NakyBaHHSA AN
amnys, a came MOX/IMBICTb BUKOPUCTaHHSA 6icTepis 3
nokpuTTsAIM abo 6e3 NoKpUTTSA Pobro; 3MiHW | TURy - 3MiHKW 3
AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHa po3mipy cepii (BkNoUatoun Aiana3oH po3mipy cepii)
rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW) - BBEAEHHSA
[0AaTKOBOrO PO3Mipy cepii roToBOro Nikapcbkoro 3acoby
Hanb6ydiH-Papmekc B amnynax A5 BupobHMLTBA Ha
[04AaTKOBIV BUPOOHUYIN AinbHULI TOBApUCTBO 3 0GMEXEHOID
BiANOBIAA/ILHICTIO "dPapmaleBTuyHa KomnaHis "340poB's”,
YkpaiHa - Po3mip cepii gnhs 1 mn cknagae: -300 n -560 5.
Po3wmip cepii gns 2 mn cknagae: -100 i1 -200 n; 3milm | Tvny -
3MmiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa po3Mipy ynakoBku
roTOBOrO JIiKapCbKOro 3acoby (3MiHa KiflbKoCTi 0ANHMLb
(Hanpvknag TabneTok, amny TOLLO) B yNakoBLi:) - 3miHa y
[Jiana3oHi 3aTBEpAXEHNX PO3MIPIB YNakoBKMN - BBEAEHHS
popartkoBoro nakysaHHs NelO (10x1) go paHiwe
3apeecTpoBaHux BuaiB nakyBaHHA Ne5(5x1), Nel0 (5x2) B
amnynax (BeegeHHst 3MiH NpoTAaroM 3-x Micsilis nicns
3aTBEPAKEHHS)
367. HATPIO PO34mnH aNns iHdysiid, 9 TOB "tOpis- YkpaiHa TOB "HOpia-®apm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/8331/01/01
xXnoeunpg, mr/mn no 100 mn a6o Papm"” 3MiHa nocTavasibHMKa nakysasibHUX maTtepianis abo peyenmom
200 mn a6o 400 mny KOMM/IEKTYOUMX (SIKLO 3a3Ha4YeHOo B A0CbE) (iHLi 3MiHN)
nnsawkax; no 100 mn
abo 200 mn a6o 250
mn abo 400 mn a6o
500 mn a6o 1000 mn
abo 2000 mn a6o 3000
mn abo 5000 mny
KOHTeliHepax
noniMmepHmx
368. HATPIIO PO34mnH ANs iHdysii, 9 MAT Ykpaina TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/4131/02/01
xnoeunpg, mr/mn no 200 mn abo "Tanuudgpapm" thipma "Hosodhapm- 3MiHM B TEKCT MapKyBaHHS YNakoBKW MikapCbKoro 3acoby peuyenmom
400 mn B nisAiKax BiocuHTes", YkpaiHa; LLIOAO 3a3HaYeHHs MKHApOAHUX MO3HAYeHb OAUHULIb
CKNSAHUX MNAT "Tanuudapm", BMMIipIOBaHHA. BBeeHHsA 3MiH NPOTArom 6-Tn MicsLiB nicns
YkpaiHa 3aTBEPKEHHSA
369. HATPIIO PO34MH NS iH'eKUin, 9 MAT YkpaiHa MAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/4131/01/01
XNoprPnpa, mr/mn no 5 mn a6o 10 "Tanuudapm” 3MiHM Y npoueci BUPOGHNLTBA FOTOBOIO flikapcbKoro 3acoby, peyenmom

M B amnyni, no 5
amnyn y 6nictepi, no 2
6nicTepy y nauui; no 5
mn a6o 10 mn B
amnyni, no 10 amnyn y
KopobLi

BK/THOHAI0UM NPOMiXKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NPU
BMPOBHMLTBI TOTOBOrO NiKApCbKOro 3acoby (He3HayHa 3miHa y
npoteci BUpo6HMLTBA); 3MiHK | TUNY - 3MiHa po3mipy cepii
(BKKOYAKOUM giana3oH po3Mipy cepii) roToBOro NikapcbKoro
3acoby - 3MiHa TEOPETUYHOro PO3Mipy Cepiil roTOBOro
nikapcbKoro 3aco6y; NPONOHOBaHO pefakLis: TeopeTUYHWIA
PO3Mip cepii rOTOBOro Nikapcbkoro 3acoby - 18,867 Tuc. ynak.
Ne 5x2 (no 5 mn B amnynax)




229

Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
370. HATPIIO PO34nH ANs iHQy3il MpuBaTHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/12049/01/01
xnoenay 0,9 % no 100 mn, a6o akuioHepHe akujioHepHe 3MiHa po3Mmipy cepii (Bknoyarouy aianasoH po3mipy cepii) peyenmom
PO34MH 0,9% no 200 mn, a6o no 250 TOBapuCTBO TOBapuCTBO roTOBOrO JIiKaPCbKOro 3acoby - BBEAEHHS J0AaTKOBOro
M, abo no 400 mn "IHgpy3isn” "IHcpy3ia" TeopeTnyHoro po3mipy cepii 500,0 n (4930 nnswok no 100 mn;
a6o no 500 mny 2481 nnsawok no 200 mn; 1976 nnswok no 250 m; 1240
nAsLWKax nnawok no 400 mn; 988 nnswok no 500 mn) Ao BXe
3aTBepxeHoro po3mipy 2000,00, 4000,00 5, 8000,0 n
371. HEVNPOKCOH® PO3YMH ANS iH'EKLN, MAT Ykpaina MAT "rannuchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/12114/01/01
500 mr/4 mn no 4 mn B "Tannudapm” 3MiHM Y Npoueci BUPOGHNLTBA FOTOBOrO fliKapCbKoro 3acoby, peyenmom
amnyni; no 5 amnyn B BK/THOH@I0UM NPOMiXKHWIA NPOAYKT, L0 3aCTOCOBYETHLCA NPU
6nictepi; no 2 BMPOBHMLTBI FOTOBOrO NiKAPCLKOro 3acoby (He3HayHa 3miHa y
6nictepy B navw, npoteci BUpo6HMLTBA); 3MiHK | TUNy - 3MiHa po3Mmipy cepii
(BKKOYalOUM giana3oH po3Mipy cepii) roToBOro Nikapcbkoro
3acoby. TeopeTuyHuii posmip cepii MNN3 - 10,465 Tuc. ynak. Ne
5x2
372. HEMPOKCOH® PO34MH ANA iH'EKL;iA, MAT YkpaiHa MAT "Tanunucpapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/12114/01/02
1000 mr/4 mn no 4 mn "Tannudapm” 3MiHM Y npoueci BUPOGHNLTBA rOTOBOrO fiKapCbKoro 3acoby, peyenmom
B amnyni; no 5 amnyn BK/THOHAI0UN NPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHCA NpU
B 6nicTepi; no 2 BMPOBHULTBI rOTOBOrO NMiKapCbKOro 3acoby (He3HayHa 3miHa y
6nicTepy B nayw, npotieci BUpo6HMLTBA); 3MiHK | TUNY - 3MiHa po3mipy cepii
(BKIKOYAKOUM giana3oH po3Mipy cepil) roToBOro Nikapcbkoro
3acoby. TeopeTuyHuii po3mip cepii M3 - 10,465 Tuc. ynak. Ne
5x2
373. HENPOKCOH® pO34nH N MAT Ykpaina MAT "Tanuudpapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/12114/02/01
nepopasnbHOro "Tanuudapm” 3MiHV B TEKCT MapKyBaHHS YNakoBKW LLLOAO 3a3HaYeHHs peyenmom
3acTocyBaHHs, 100 MDKHaPOAHWX NO3HaYeHb OAMHNL BUMIPIOBaHHSA. BBeaeHHs
Mmr/mn no 45 mny 3MiH NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPAKEHHSA
thnakoHi; no 1
pN1akoHy pasom i3
[103aTOpPOM Yy naui
374. HEYPOBEKC TabneTku, BKPUTI TOB "TeBa YKpaiHa TOB AkTasic IHOOHeSI BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/7313/01/01
POPTE-TEBA NAiBKOBOIO YkpaiHa" IHOOHe3In A BU/TyYEHHS1 BUPOOHWNYOT AiNbHWL| (BKIOYAOUM OiNbHULI A1s peyenma
060/10HKO10, M0 10 A®I, npomiXHOro NpoaykTy abo roToBOro JlikapcbKoro 3acooy,
Tabnetok y 6nictepi; AiNbHULI ANA NpoBeAeHHS NakyBaHHSA, BUPOOHNMKa,
no 3 abo 6 6nicTepis y BiANOBIAA/ILHOrO 3a BUMNYCK CEPIii, MiCLie NPOBeAEHHS
KapTOHHIli KopooLi KOHTPO/K0 cepii) abo nocTavasnibHMKa BUXIAHOTO MaTepiany,
peareHTy abo [ONOMDKHOI PEYOBUHM - BUNYYEHHA BUPOOHMKA
A®| TiamiHy HiTpaTy (BiTamiH B1) Ta MNipngokcuHy
rigpoxnopugy (BitamiH B6) DSM, Germany
375. HIMIA® Tabnetkv no 100 mr TOB Ykpaina KYCYM XENTXKEP IHgis/ BHECEHHS 3MiH [0 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/7649/02/01
NS BUpOGHMKa "TNEAPAPM MBT NTA, IHAjs; YkpaiHa | 3miHay MeTodax BMMpOoGyBaHHS rOTOBOrO Jlikapcbkoro 3acoby | peuyernmom
KYCYM XENTXKEP nTgr TOB "KYCYM - B MeToamLi «KinbKicCHe BU3HAYEHHS» BHECEHHS Onucy

MBT NTA, Ingia no 10
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHI ynakosLy;
no 10 TabneTtok y

OAPM", YkpaiHa

MPUrOTYBaHHSA XOM0CTOr0 PO3YMHY | 3MiHa Ki/TbKOCTI iHXEeKL,i,
3rigHO 3arasibHONPUIAHATHUX MiAXOAIB B @aHAUTITUYHI NpakTuLi;
Takox B po3fini «CynpoBiAHi AOMILLKU» NPUBEAEHO Y
BiANOBIAHICTb 3 JOCbE, Ae Oy0 AONYLLEHO TEXHIUYHY NOMUIIKY,
nopsiAoK BMXoAy MikiB AOMILLOK i BHECEHO ONUC MPUrOTYBaHHS
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
6nicTepi; no 1 po34nHy nnauebo Ta ioro xpomartorpadyBaHHs AN
6nicTepy B KapTOHHii BM3HAYEHHS NiKiB AOMNOMDKHUX PEYOBWH Ta PO3UYNHHUKIB.
ynakosui; no 10 KpwuTepii NpuitHATHOCTI He 3MiHUICS
YyNaKkoBOK Y KapTOHHIl
Kopobui; ans
BMpo6Huka TOB
"KYCYM ®APM",
Ykpaina no 10
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHIiA ynakoBLy;
no 10 TabneTok y
6nicTepi; no 10
6nicTepiB Yy KAPTOHHIi
Kopobui
376. HIMIA® refib A5 30BHILLHBLOr0 KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/7649/01/01
3actocyBaHHs, 10 mr/r, XENTXKEP NnBT NTA BHECEHHS 3MiH O METOZjB KOHTPOJIO AKOCTi FOTOBOrO peyenma
no 30r a6o 100 B MBT NTA nikapcbKoro 3acoby 3a nokasHukamu «KiflbkicHe BU3HAYEHHS»
anoMiHieBili abo Ta «CynpoBiAHI AOMILLKW», & came: BHECEHHS Onucy
namiHoBaHin Ty6i; no 1 NPUrOTYBAHHSA XOM0CTOr0 PO3YMHY | 3MiHa Ki/TbKOCTI iHXEeKL,i,
Ty6i B KAPTOHHIl 3rigHO 3arasibHONPUIAHATHUX MiAXOAIB B @aHATITUYHI NpakTuLi;
ynakoBLi Takox B po3fini «CynpoBsiAHi AOMILLKM» BHECEHO ONuC
NpuUroTyBaHHA po3yvHy nnauebo Ta xpomartorpadysaHHs Ans
BM3HAYEHHS NiKIB OMOMIKHUX PEYOBMH Ta PO3YMHHMKIB
377. HIMIA® renb A1 30BHiLLHBOrO KYCYM IHAiA KYCYM XENTXKEP IHAisa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - - UA/12014/01/01
3actocyBaHHs, 10 mr/r, XENTXKEP NBT NTA BHECEHHS 3MiH [0 METOZjiB KOHTPO/IO SIKOCTi FOTOBOrO
inbulk: no30rB MBT NTA nikapcbKoro 3acoby 3a nokasHukamu «KiflbKicHe BU3HaYEHHS»
naMiHoBaHii Ty6i; no Ta «CynpoBiAHi AOMILLKM», & came: BHECEHHS ONuUcy
200 Ty6 y KapTOHHiIl MPUrOTYBaHHSA XOM0CTOr0 PO3YMHY | 3MiHa Ki/TbKOCTI iHXeKL,i,
ynakosui a6o in bulk: 3rigHO 3arasibHONPUIAHATHUX NiAXOAIB B @aHA/TITUYHI NpakTuLi;
no Takox B po3ini «CynpoBsiAHi AOMILLKM» BHECEHO OnuC
100 r B namiHOBaHii NpuUroTyBaHHsA po3yrHy nnauebo Ta xpomartorpadysaHHs Ans
Ty6i; no 100 Ty6 y BM3HAYEHHS NiKiB OMOMDKHUX PEYOBUH Ta PO3YMHHUKIB
KapTOHHI ynakoBsL,i
378. HOBIPUH Tabnetky no 500 wmr, AT YkpaiHa AT "KUIBCbKUN YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/12436/01/01
no 10 Tabnetok y "KNIBCbKWI BITAMIHHW 3MiHa y MeTogax BUNpobyBaHHsA roTOBOrO NikapcbKoro 3acoby; | peuyenmom
6nicTepi; no 2 abo no BITAMIHHWIA 3ABO" CYNyTHS 3MiHa: 3MiHW BUNPO6yBaHb abo AONYCTUMUX MEX,
4 6nicTepun B nauLi 3ABOL" BCTaHOB/IEHMX Y cneymdikayisx, nig yac BMpobHMLUTBA
roTOBOrO /liKapCbKoro 3acoby - 3MiHa y MeTogax
BUNPO6YBaHHSA 3a NoKasHUKOM «KinbKiCHe BU3HAYEHHS»
379. HOBOEUT MOPOLLOK A/151 PO3YNHY A/T HoBo [OaHis BiANOBigaIbHNI 3a [Oanis/ BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3miHu | Tuny - 3a UA/16751/01/01
Ans iH ekuiin, no 250 Hopgaick BUNYyCK cepii Himeuy 3MiHY Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsagy. peyenmom
MO; no 1 chnakoHy 3 roToBOro nHa BBegeHHs abo 3MiHM A0 y3ara/lbHEHUX JaHWX NPO cUCTeMy

MOPOLLKOM Y KOMMN/IEKTI
3 po34nHHKKOM (0,9 %
PO34MH HaTpito
xnopuay) no 4 mny

nikapcbKkoro 3acoby:
A/T Hoso Hopgick,
[aHis; KOHTpONb

SIKOCTi rOTOBOro

hapmakoHarnsgy (BBeLeHHs y3ara/ilbHeHNX faHux npo
cuctemy papmakoHarnsgy, 3aMiHa ynoBHOBaxeHoi ocobu,
BiNOBIAANBHOI 32 3MjACHEHHS hapMmakoHarnsaay; KOHTaKTHOI
0Cco6M 3 hapmakoHarnsay 3asiBHVKa 415 34iiCHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

nonepesHL0

HarnoBHEHOMY LLNPUL,

LUTOKOM MOPLUHSA Ta
nepexigHMKom ans
hnakoHa B
iHOVBIAYasbHIN
yNaKoBLi B KAPTOHHIi
KopoobLi

nikapcbKkoro 3acoby:
A/T Hoso Hopgick,
[JaHia; mapkyBaHHSA
Ta BTOPWHHE
nakyBaHHS rOTOBOr0O
nikapcbKkoro 3acoby,
[oAaBaHHSA LKanm
[0 wnpuua ans
BBeAeHHs: A/T HoBo
Hopgaick, AaHis;
NPUroTyBaHHs,
pO3/1B Y NepBUHHE
nakyBaHHs,
nioginisauis Ta
nepesipka rotoBoro
nikapcbkoro 3acoby,
KOHTPO/1b AKOCTI
(mikpobionoriyHi
BMNPOGYBaHHS)
roToBOro
nikapcbKkoro 3acoby,
MapKyBaHHs Ta
BTOPVHHE
nakyBaHHS roTOBOroO
nikapcbkoro 3acoby,
[0AaBaHHSA LKann
[0 wnpuua ans
BBefeHHs: A/T HoBo
Hopgaick, Aanis;
BMPOGHMLTBO
PO34MHHMKA
(npuroTtyBaHHs,
po3/uB, Nepes.ipka,
KoMnaekTawis,
MapKyBaHHs Ta
nakyBaHHs
Hepo3dhacoBaHoro
npoaykTty): Bettep
dapma-depTiryHr
mM6X i Ko. KT,
HimeuunHa

hapmMakoHarnagy B YkpaiHi, AKLWO BOHa BifMiHHA Bif,
YNOBHOBaXKEHOI 0c06M, BiANOBIfA/ILHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkouvalouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLeHHI MacTep-haiina cucteMu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0c06M B YKpaiHi ynOBHOBaXKEHOT 0CO6U
3asBHUKa AN1A 34iiCHEHHA hapMakoHarnsgy: MNponoHosaHa
pefakuis: JlactoBeHko AHHa CepriiBHa. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0coby B YKpaiHi ynoBHOBaXEHOI 0co6U
3asBHUKa 415 34iICHEHHA hapMmakoHarnsgy

380.

HOBOEUT

MOPOLLIOK A9 PO3YNHY
Ans iH ekuiid, no 500
MO; no 1 chnakoHy 3
MOPOLLKOM Y KOMMN/IEKTI
3 po3ynHHKKoM (0,9 %
PO34MH HaTpilo

AT Hoso
Hopgaick

[anis

BignoBiganbHWi1 3a
BUNYyCK cepii
roToBOro
nikapcbKkoro 3acoby:
A/T Hoso Hopgaick,
[laHisi; KOHTPONb

[aHis/
Himeuy
nHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny -
3MiHuM Wwopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsamy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPOo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
cuctemy dhapmakoHarnagy, 3miHa ynoBHoBaxeHoi ocobu,
BIANOBIAA/IbHOI 3@ 3iiCHEHHS dhapMakoHarnsay; KOHTakTHol

3a
peyenmom

UA/16751/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

xnopugy) no 4 mny
nonepeHLO

HarNoBHEHOMY LLNpUL,

LUTOKOM MOPLUHSA Ta
nepexigHvkom ans
thnakoHa B
iHOMBIQYaNbHIN
yNaKoBLi B KAPTOHHIi
KOpOoO6Li

AKOCTi FOTOBOr0O
nikapcbKoro 3acoby:
A/T Hoso Hopagick,
[JaHisa; mapkyBaHHS
Ta BTOPUHHE
nakyBaHHS roTOBOroO
nikapcbkoro 3acoby,
[0AaBaHHSA LKanm
[0 wnpuua ans
BBefeHHs: A/T Hoso
Hopgaick, Aanis;
NPUroTyBaHHs,
pO3/1B Y NepBUHHE
nakyBaHHs,
niodpiniszauis Ta
nepesipka rotToBoro
nikapcbKoro 3acoby,
KOHTPO/b SKOCTI
(mikpobionoriyHi
BMNPOGYBaHHS)
roToBOro
nikapcbkoro 3acoby,
MapKyBaHHs Ta
BTOPVHHE
nakyBaHHS rOTOBOr0O
nikapcbKoro 3acoby,
[OfaBaHHA LWKam
00 wnpuua ans
BBeAeHHA: A/T Hoso
Hopgaick, AaHis;
BUPOBHULTBO
PO34MHHMKA
(npuroTyBaHHs,
po3nuB, NepeB.ipka,
KoMnaekTawis,
MapKyBaHHs Ta
nakyBaHHS
Hepo3dghacoBaHoro
npoaykTy): BeTtep
dapma-depTiryHr
rv6X i Ko. K,
HimeyunHa

0cobu 3 chapmakoHarnsagy 3asaBHUKa A1 34iINCHEHHSA

hapmakoHarnsgy B YKpaiHi, KW BOHa BiMiHHA Bif,

YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iiCHEHHS

hapmakoHarnsgy (Bkouakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MilLEHHI MacTep-haiina cucteMun papmakoHarnsgy) -
3MiHa KOHTaKTHOT 0cobu B YKpaiHi ymOBHOBaXEHOI 0co6u
3asBHUKa 419 34ilicHeHHs hapmakoHarnagy: NponoHosaHa
pefakuis: JlactoBeHko AHHa CepriiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u B YKpaiHi yNmoBHOBaXXeHOi 0cobu
3asBHUKa 419 3AiiCHEHHS hapMakoHarnagy

381.

HOBOEWUT

MOPOLLIOK 4718 PO3YNHY
Ans i1 ekujin, no 1000
MO; no 1 conakoHy 3
MOPOLLKOM Y KOMNEKTI
3 po3ynHHuKom (0,9 %

A/T HoBo
Hopgaick

[aHis

BiAnoBigabHUIA 3a
BWMNYCK cepii
roToBOro
nNiKapcbKoro 3acoby:
A/T HoBo Hopgick,

JIECTEN
Himeuy
MHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO cMcTeMy
hapmakoHarnsgy (BBeLEHHs y3ara/lbHEeHUX faHux Npo
cucTemy chapmakoHarasgy, 3miHa ynoBHOBaXXEHOI ocobu,

3a
peyenmom

UA/16751/01/03




233

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

PO34MH HaTpIt0
xnopugy) no 4 mny
nonepeHbLo
HanoBHEHOMY LLINpUL;,
LUTOKOM MOPLUHS Ta
nepexigHWkom ans
hnakoHa B
iHAMBIgYanbHIl
yMakoBLi B KAPTOHHIi
KopooLi

[aHis; KOHTposb
AKOCTI rOTOBOro
nikapcbKkoro 3acoby:
A/T Hoso Hopgick,
[aHis;; mapkyBaHHS
Ta BTOPUHHE
nakyBaHHS rOTOBOr0O
nikapcbKkoro 3acoby,
[OfaBaHHA LWKam
00 wnpuua ans
BBeAeHHA: A/T Hoso
Hopgaick, AaHis;
NPUroTyBaHHs,
pO3nvB y NepPBUHHE
nakyBaHHS,
niocpinisauia Ta
nepesipka roToBoro
nikapcbKkoro 3acoby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BMNPOGYBaHHS)
roToBOro
nikapcbKoro 3acoby,
MapKyBaHHs Ta
BTOPVHHE
nakyBaHHS rOTOBOr0O
nikapcbKkoro 3acoby,
[0AaBaHHSA LKanm
[0 wnpuua ans
BBeAeHHs: A/T HoBo
Hopgaick, AaHis;
BMPOGHMLTBO
PO3YMHHMKA
(NpuroTyBaHHs,
po3nuB, Nepesipka,
KOMMNeKTauis,
MapKyBaHHs Ta
nakyBaHHS
Hepo3dacosaHoro
npoaykTy): BeTtep
Papma-depTiryHr
v6X i Ko. K,
Himeuunna

BiANOBIAA/ILHOI 3a 34iiCHEHHSA (papMakoHarnsay; KOHTakTHOT
0ocobu 3 hapMakoHarnsay 3asBHuUKa gisi 3ailicHeHHs
thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,

YNOBHOBaXeEHOT 0c0o6U, BiANOBIAANLHOI 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa KOHTaKTHOI 0co6M B YKpaiHi yNnoBHOBaXXEHOT 0CO6U
3as1BHUKA AN1A 34ilicHeHHA hapMakoHarnsgy: MponoHoBaHa
pepakuisi: JlactoBeHko AHHa CepriiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u B YKpaiHi yNoBHOBaXeHOI 0co6u
3asBHUKA 419 3AiiCHEHHs hapMakoHarnagy

382.

HOBOMIKC® 30
®NEKCMNEH®

CycneHsis Ans iH'ekuin,
100 O4/mn no 3 mny
KapTpUaXi,
BKMafeHOMY B

A/T Hoso
Hopgaick

[aHis

BMPOGHMKM ANA
36MpaHHs,
MapKyBaHHs Ta
yNakoBKW

[Hanis/
Bpasuni
al
PpaHuis

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3miHu Il Tuny -
3MiHW A0 IHCTPYKLi 415 MeAUYHOT0 3aCTOCYBaHHS [0 PO34iny
"Oco61MBOCTI 3aCTOCYBaHHA" (3aCTEPEXEHHS 040
YHUKHEHHS MOMW/IOK NP0 3aCTOCYBaHHs1). BBeAEHHS 3MiH

3a
peyermom

UA/4862/01/01
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n/n

Hassa

JliKapcbKo20

3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

6araTof030Biii
0/IHOPAa30BiIil WNpuL-
pyuuj; no 1 abo 5
LINPUL-PYYOK Y
KapTOHHI Kopobuj

dnekclrleH®,
BTOPUHHOTO
nakyBaHHs: A/T
Hoso Hopgick,
[aHis; A/T HoBo
Hopgaick, aHis;
BMPOGHMK
Hepo3hacoBaHoro
NPOAYKTY,
HanoBHEHHS B
MeHdin®, nepBuHHa
ynakoBka, KOHTPO/b
AKOCTi Ta
BiNOBIgabHWIA 3a
BUMYCK Cepiii
KiHLLeBOro NpPoAyKTY:
A/T Hoso Hopgick,
[aHist; BUpO6HUK
Hepo3ghacoBaHol
NPOAYKUii,
HanoBHEHHS B
MeHin®, nepBuHHa
ynakoBka Ta
36MpaHHs,
MapKyBaHHs Ta
ynakoBska
dnexclleH®,
BTOPVHHE
nakysaHHs: HoBo
Hopgick MNpoaykao
$apmaceyTika g0
Bpasine NITga.,
Bpasunisi; BUpo6HUK
npoAayKuii 3a NOBHUM
uuknom: Hoso
Hopgick
MpoptokcboH CAC,
PpaHuin

NPOTArom 6-Tv MiCALIB MicNa 3aTBEPIKEHHS

383.

HOPMOBEH

TabneTkn, BKpUTI
N/1iBKOBOIO
060/10HKOI0, N0 10
TabneTok y 6nictepi,
no 3 abo 6 6nictepiB y
nauui

AT

"KNIBCbKN

BITAMIHHN
3ABOJ"

YkpaiHa

AT "KVTBCBKIAI
BITAMIHHWIA
3ABOS"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny -
3MiHN BUNPO6yBaHb ab0 JONYCTUMUX MEX, BCTAHOBNEHWX Y
cneumdikauisx, nig yac BUPOOHULTBA FOTOBOrO NiKapCbKOro
3aco06y (iHWi 3MiHK); 3MiHW | TUMY - 3MiHW TEePMiHY NPUAATHOCTI
Ha NPOMIXHY NPOAYKLi0

6e3
peyenma

UA/4475/01/01

384.

HOCO/NIH®
nnoc

cnpeii HasasibHUIA No
30 ry 6anoHi, no 1
6aioHy y nayui 3

AT "Ctoma"

YKpaiHa

AT "Ctoma"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
3MiHa Ha3Bu BMPO6HUka AP| kamdpopa pauemivHa, 6e3 3MiHn
MiCLii BUPO6HULITBA

6e3
peuyenma

UA/8171/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
KapTOHY
385. HOCO/IH® cnpei HasasibHUiA No AT "Ctoma" Ykpaina AT "Ctoma" YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - - UA/16548/01/01
nnoc 30 ry 6anoHiin bulk: 3MiHa Ha3Bu BNpo6HMKa AD| kamdiopa pauemivHa, 6e3 3miHn
no 240 6asnoHis 3 MicLs BUPOBHULITBA
3aXVCHUMM
KoBMaykamu Ta
posnunioBayaMu B
ALWMKY
386. HOTAKE/Ib D5 Kpanni ans CAHYM- HimeuyunHa CAHYM-Kenbbek Himeuy BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 6e3 UA/11521/01/01
nepopasibHoro Ta Kenbbek Mv6X i Ko. KI nHa 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsaay. peuenma
MicL,eBoro 6X i Ko. KI BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BMAAv
3acTocyBaHHs, no 10 peecTpauiiHoro NocBifYeHHs, BK/IOYaoumn MNnaH ynpasiiHHA
MN 'y chnakoHi 3 pu3nKamm (3acTocyBaHHS 3MiH(1), Siki(a) BUMararoTb(€)
KpanenbHuueto; no 1 NoAasTbLIOro 06rpyHTYBaHHSA HOBMMU [OAATKOBUM AaHUMU,
donakoHy B KapTOHHIl L0 MalTb HaJaBaTNCA KOMNETEHTHUM OpraHoOM, OCKI/TbK/
naui BMMaraeTbCsl CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) -
BriKkoHaHHA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1, nignyHKTy 2.3 NyHKTY 2 gogaTky 15 go Mopsaky
NpoBefEeHHA ekcnepTu3n peecTpauiiHnx matepiaslis Ha
niKapcbki 3aco6M, WO NoAaTLCA Ha AEPXaBHY peecTpaLiiio
(nepepeecTpaduito), a Takox ekcnepTnsn marepiaslis Npo
BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis npoTsarom gii
peecTpaLiniHOro NoCBiAYEHHS, 3aTBEPAKEHOrO Hakazom MO3
Bif, 26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015
Ne 460)
387. HYKNEKC kancynu no 250 mr; no [LouipHe YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/5066/01/02
10 kancyn y 6nicTepi; nignpueMCcTBO Crapt", 3MiHu 3 siKoCTi. [OoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenma
2 abo 4 6nictepn y "BioCen" YkpaiHa,; BUPOOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLO CTOCYHThCA
naytii 3 KapToHy Kopnopadii BUMYCKY Cepii Ta KOHTPOJIKO AKOCTi FOTOBOTO NiKapCbKOro
«baiecen " 3acoby (3aMiHa abo fofaBaHHA BUPOOHMKa, LU0 BignoBigae 3a
Ne6opeTopi3 TOB(D A?DAJAAP TIH BBE3€eHHA Ta/abo BMnyck cepii) - Bknovatoun
KopnopewH" YKpa'I'Ha’ KOHTPObL/BNNPOGYBaHHS Cepii - BBEAEHHS A0AATKOBOIrO

BMpo6HUKa /13, Lo BignoBigae 3a BUMyCK cepii, BKIYakum
KOHTponb/BUNpobysaHHs cepii TOB "BATAPTIH ®APMA";
3MiHK | TUNYy - 3MiHK 3 KOCTI. FOTOBWIA NiKapcbKkuii 3acio.
3MiHM y BUpOGHMLTBI. 3MiHa po3Mipy cepii (Bk4Yaumn
[nianasoH po3mipy cepii) roToBOro slikapcbKoro 3acoby
(3meHLeHHs go 10 pasiB) - 3MiHa po3mipy cepil, 3aTBEPAKEHO:
TOB "®apma CrapT" KinbKicTb Ha cepito , kr (pasom): 105, 00;
3anponoHosaHo: TOB "®apma CtapT" KinbKicTb Ha cepito, Kr
(pasom): 105, 00 a6o 300000 kancyn a6o 30000 6nicTepis
Ne10; TOB " BAJIAPTIH ®APMA" KifibkiCTb Ha cepito, Kr
(pa3om): 50,00 a6o 142000 kancyn a6o 14200 6nictepis Nel0;
3MiHK |l TUny - 3miHM 3 iKoCTi. FOTOBWMIA NiKapcbkuii 3aci6.
3MiHM y BUpO6HMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI
AiNbHUL BUPOBHULTBA /19 YacTUHM abo BCbOro BUPOOHNYOro
npouecy roToBOro JIikapCbKoro 3acoby (4isibHUUS, Ha sKil
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
npoBOAATLCA Byb-AKi BUPOOHWYI CTajii, 3a BUHATKOM BUMYCKY
cepiil, NpoBeEeHHS KOHTPOJO SIKOCTi Ta BTOPUHHOTO
nakyBaHHs, 4715 /likapCbknx 3acobiB
6i0N0rivYHOro/iMyHO/OMNYHOr0 NOXOMKEHHSA ab0 NiKapCbKnx
chopM KOMMNEKCHOrO (CKNafHOro) BUPOGHMYOro npoLecy)-
CynyTHS 3MiHa
- 3MiHM 3 siKocTi. [OoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNbHUL,
BMPOGHMLTBA A/15 YAaCTMHM ab0 BCbOro BUPOBGHMYOro npoLiecy
roTOBOrO JIiKapCbKOro 3acoby (4iNbHULSA AN BTOPUHHOTO
nakyBaHHs) - BBE,€HHA AOAATKOBOI [i/TbHULL BUPOGHMLTBA
719 BCbOro BUPOOHMNYOro NPOLECy, BKIOYAOUN AiNbHULIO 415
BTOPVHHOTIO NakKyBaHHS)
388. HYPO®EH® AN1A | cycneHsia opasibHa 3 PekkiTT Benuvka BMPOOBHULITBO in Benuvka BHECEHHS 3MiH [0 peecTpavliinHux maTepianis: 3miHu Il Tuny - 6e3 UA/8233/01/01
LITEA aneslbCHOBUM BeHkizep BpuTaHis bulk, nakyBaHHs, BputaHi 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenma
cmakoMm, 100 mr/5 mn Xenckep KOHTPO/1b SIKOCTI, Al lHais BHeceHHs abo 3miHa(u) 4o 3060B'A3aHb Ta YMOB Buaadi
no 100 mn a6o 200 mn IHTEepHeLWwHN BUMYCK Cepii: peecTpauiiHoro NoceigYeHHs, BKIoYatun MnaH ynpasniHHA
y thnakoHi; no 1 Nimiteq PekkiTT BeHkizep pvi3nkamMm (3acTocyBaHHS 3MiH(M), Ski(a) BUMaratoTb(€)
(h1akoHy B KOMMJ/IEKTI Xenckep (HOkeit) noJanbLIoro 06rpyHTyBaHHA HOBMMU A0AaTKOBUM AaHUMU,
3i LINpULOM- Nimiten, Benuka LLIO Mal0Tb Ha4aBaTUCA KOMMNETEHTHUM OPraHoOM, OCKi/TbKM
[03aTopom y BpuTaHis; BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHomM) -
KapTOHHIlA KopooLi BMPOOGHULTBO in BukoHaHHs 3060B'A3aHb BIAMNOBIAHO A0 NigNYHKTY 1.13 NyHKTY
bulk, nakyBaHHs, 1 popatky 15 fo MNopagky NpoBefeHHA ekcnepTnsmn
KOHTPO/Ib AKOCTI: peecTpauiiHnx MaTepianis Ha nikapcbki 3acobu, Lo
PekkiTT BeHkizep noJaloTbCs Ha AepXaBHy peecTpaliio (nepepeecTpadii), a
Xenckep IHgjsa TaKOX eKCnepTusn mMaTepiasiiB MPO BHECEHHS 3MiH A0
MpaiiBeT NimiTes, peecTpauiiHnx mMaTepiasniB NPOTAroM fii peecTpawiiiHoro
IHAis NnocBiJYeHHs, 3aTBepAKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
389. HYPO®EH® ANA | cycneHsis opanbHa 3 PekkiTT Benuvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 6e3 UA/7914/01/01
BITEA NOSTYHUYHUM CMaKoM, BeHkizep BpuTtaHis Xenckep (KOkeit) BpuTaHi 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsagy. peuenma
100 mr/5 mn no 100 mn Xenckep Nimiten A BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BuAAv
ab6o 200 mn y chnakoHi; IHTEepHeLWHN peecTpauiiHoro NocBigYeHHs, BKIOYakum MnaH ynpaeniHHA
no 1 chnakoHy B NimiTen pu3nKamm (3acTocyBaHHS 3MiH(1), Siki(a) BUMararoTb(€)

KOMMAeKTi 3i
LUMPULIOM-A03aTOPOM
Y KapTOHHIi kopobui

NoAasIbLIOro 06rpyHTYBaHHSA HOBMMU [0AATKOBUM AaHUMU,
L0 MalTb HaJaBaTNCA KOMNETEHTHUM OpraHOM, OCKI/TbK/
BMMaraeTbCsl CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) -
[leTanbHuii onuc cuctemu ynpasniHHA pusnkamun y BUrnsagi
nnaaHy ynpaeniHHA pyU3vikamu, WO HafaHWi 3asaBHUKOM,
MiCTUTb PU3MK NPONOPLiiHI 3axoau 3 MiHiMi3aLii pu3ukiB Ta
3[jiicHeHHs dhapmakoHarnagy. IHchopmauia 3 6e3neku, Lo
npeAcTasfieHa B NPOEKTi IHCTPYKLT 415 MefuyHOro
3aCTOCyBaHHs Nikapcbkoro 3acoby HypodeH® ans giteit,
CyCMeH3sist opasibHa 3 NO/IYHUYHUM cmakom, 100 mr/5 ma no
100 mn a6o no 200 mMA y dhriakoHi; o 1 pnakoHy B KOMMAEKTI
3i LUNPULIOM-[,03aTOPOM Y KapTOHHIil kopobL,i Bifobpaxkae
3axo04M 3 MiHimisauii pu3wukis, Bignosigae iHpopmawii,
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BMKAAEHIN Y Nf1aHi ynpasiHHA pusukamu, HafaHoro
3a5BHUKOM
390. HYPO®EH® O/1A | cycneHsis opasbHa 3 PexkkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpauliiiHux maTepianis: 3miHu Il Tumny - 6e3 UA/8233/01/02
BITEA ®OPTE anesibCUHOBUM BeHkizep BpuTaHis Xenckep (KOKeid) BpuTaHi 3MiHu Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peuyenma
cmakom, 200 mr/5 mn Xenckep Nimiteq A BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BMAAd
no 100 mn a6o 150 mn IHTepHeLwH peecTpauiiHoro NocBigYeHHs, BKIoYakum MnaH ynpaeniHHA
y dhnakoHi; no 1 NimiTen pu3nKamMm (3acTocyBaHHS 3MiH(1), Siki(a) BUMararoTb(€)
h1aKkoHy y KOMMNeKTi NnoAasTbLLIOro 06rpyHTYBaHHSA HOBMMU [0AATKOBUM AaHUMU,
3i WNpULIOM- L0 MalTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/TbK/
[03aTopoM y BMMaraeTbCsl CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) -
KapTOHHIl Kopoobui BrikoHaHHA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1 poaatky 15 go MNMopAagky NnpoBefeHHA ekcnepTusu
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
noJalTbCs Ha AepXaBHy peecTpauiio (nepepeecTpadiio), a
TaKOoX eKCnepTn3n MaTepiasliB NPo BHECEHHA 3MiH [0
peecTpauiiHux MaTepianiB NPOTArom Aii peecTpawiiiHoro
nocBifgYeHHs, 3aTBepKeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
391. HYPO®EH® AN | cycneHsis opasibHa 3 PekkiTT Benuvka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 6e3 UA/7914/01/02
DITEA ®OPTE NOSIYHUYHUM CMakom, BeHkizep BpuTaHis Xenckep (KOKeit) BpuTaHi 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peyenma
200 mr/5 mn no 100 mn Xenckep Nimiteq A BHeceHHs abo 3miHa(1) Ao 3060B'13aHb Ta YMOB BuAAdi
a60 150 mMn y dhNakoHi; IHTEpHELUHN peecTpauiiHoro NoCBigYEHHs, BKOUYakum MnaH ynpaeniHHSA
no 1 dpnakoHy y Nimiteq pv3vnkamMm (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€)
KOMNEeKTi 3i noAasibLIoro 06I'pYHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK,
LUMPULIOM-[03aTOPOM LU0 MaloTb HaaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/TbK/
Y KapTOHHI kopobuj BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
BriKoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1 popatky 15 fo MNMopAagky NpoBeAeHHSA ekcrnepTusun
peecTpauiiiHMx MaTepianis Ha nikapcbki 3acobu, LWwo
noJalTbCA Ha AepXaBHy peecTpauitio (nepepeecTpadiio), a
TaKOX eKCnepTM3n MaTepiasiiB Npo BHECEHHS 3MiH [0
peecTpauiiHnx matepianis NPOTArom fAji peecTpavjiiniHoro
NnocBiJYeHHs, 3aTBEpAKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
392. OBITPENI® PO34MH A5 H'EKLn Mo Apec LLIBeliyapis Mepk CepoHo ITania/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/1175/02/01
250 mkr/0,5 mn, no 0,5 TpeligiHr C.A. C.n.A., Lseiiua AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW JlikapcbKoro 3acoby - peyenmom
M7y nonepegHLo ITanis; pis 3MiHa Ha3Bu J13: 3aTBepakeHo: OBITpes; 3anpornoHOBaHO:

3anoBHEHOMY LLMPULL;
no 1 nonepegHLo
3arnoBHEHOMY LUNPULYY
B KOHTYPHIli
YapyHKOBIli ynakoBLii B
KapTOHHIl KOpo6Li

Mepk CepoHo C.A.,
Bif4iIeHHA Y M.
O60HH, LBeliLapis

OBiTpen® (BBegeHHs 3MiH MPOTAroM 6-Tu MicsAUIB nicns
3aTBepKeHHS); 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/ehekTMBHOCTI Ta thapmakoHarnsgy. 3MiHW y KOpoTKil
XapaKTepuCTULLi NiKapCbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT AN MeAUYHOTo 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMM
AaHVMU 3 SKOCTi, OKMIHIYHAMU, KNIHIYHUMW AaHMKn Ta
AaHumu 3 chapmakoHarnagy
CynyTHSA 3MiHa
- 3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy.
BHeceHHs abo 3miHa(u1) A0 3060B'si3aHb Ta YMOB Bugadi
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
peecTpauiiHoro NocBigYeHHs, BKIoYaoum MNnaH ynpasniHHA
pv3nkamm (3acTocyBaHHs 3MiH(M), Aki(a) BUMaratoTb(€)
noAasibLIOro 06I'pPYHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK,
LU0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKINTbK/
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OPraHoM) - 3MiHU
BHECEHO A0 po3ainy "MobiuHi peakyii” iIHCTpyKUii ans
MeAMYHOro 3acToCyBaHHSA MikapcbKoro 3acoby BiAnoBigHO A0
oHoBsieHoi Bepcii MYP 5.1 Ha niAgcTasi AeTaslbHOro aHanisy
iHchopmawii 3 6e3nekn WoA0 TPOMOOEMOOTIHHNX ABULL.
BBefeHHs 3MiH NPOTAroM 6-TW MicALIB Nic/1A 3aTBEPAKEHHS
393. o3IKNIA Tabnetku 3 CaH IHAain CaH IHAisa BHECEHHS 3MiH 0 peecTpaLliiHux maTepianis: 3miHu Il Tuny - 3a UA/12351/01/01
MoAMdiKoBaHUM dapmacbloTuK dapmacboTVKas 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
BUBINIbHEHHsIM No 30 an lHpacTpi3 IHoacTpi3 NimiTep, BHeceHHs abo 3miHa(u) 4o 3060B'A3aHb Ta YMOB Buaadi
mr, no 10 TabneTok y Nimiteq peecTpauiiHoro NoceigYeHHs, BKIoYaun MnaH ynpasniHHA
6nicTepi,no 6 pvi3nkamm (3acTocyBaHHS 3MiH(M), Ski(a) BUMaratoTb(€)
6nicTepiB y KAPTOHHIl noJanbLIoro 06r'pyHTyBaHHA HOBUMU A0AaTKOBUM AaHUMU,
KOpOO6Li LLIO Mal0Tb HaA4aBaTUCA KOMMNETEHTHUM OPraHoOM, OCKiSTbKM
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHomM) -
BukoHaHHs 3060B'A3aHb BIAMNOBIAHO A0 NigNYHKTY 1.13 NyHKTY
1 popatky 15 fo MNopagky NPoBefeHHA ekcnepTnsmn
peecTpauiiHnx MaTepianis Ha nikapcbki 3acobu, Lo
noJaloTbCs Ha AepXaBHy peecTpalitio (nepepeecTpadii), a
TaKOX eKCnepTusn mMaTepiasiiB MPO BHECEHHS 3MiH A0
peecTpauiiHnux mMaTepiasniB NPOTArom fii peecTpawiiiHoro
NnocBiJYEeHHSs, 3aTBepAKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
394. OKCANINNATUH NMopoLIoK ANns TOB «TeBa Ykpaina CiHgaH ®apma CPJ1, | PymyHis BHECEHHS 3MiH 10 peecTpaLjiiiHiX MaTepianiB: BUNPaB/IeHHS 3a UA/6832/01/01
AKTABIC NPUroTyBaHHA PO3UYUHY YKpaiHa» PymyHis; / TEXHIYHOT MOMUSIKM B OHOBNEHNX MKHA, ki 3aTBepKeHi peyenmom
Ans iHcpysiii no 50 wr; AKTaBic ITanis ITanis Hakazom MO3 Ykpainn Ne 1920 Big 22.10.2018 (npouegypa -
1 chnakoH 3 NOPOLLKOM C.n.A., ltanisa 3MiHa 3as1BHMKa (B/1aCHUKa peecTpaviiiHoro noceigyeHHs)
y nauLi KapTOHHIiA (3rigHO Haka3y MO3 Big 23.07.2015 Ne 460): 3aTBepKeHO:
AkTaBic 'pyn AT, IcnaHgis/Actavis group HF, Iceland;
3anponoHoBaHo: TOB "TeBa YkpaiHa", YkpaiHa). [ToM1nkoBo
npu dopmysaHHi thipmoto oHoBneHux MKA He 6yna
BpaxoBaHa ByLla3a3HavyeHa 3miHa.
395. OKCANINNATUH NnopoLoK ANns TOB «TeBa Ykpaina CiHgaH ®apma CPJ1, | PymyHis BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepianiB: BUNPaB/IeHHS 3a UA/6832/01/02
AKTABIC NPUroTyBaHHA PO34nHY YKpaiHa» PymyHis; / TEXHIYHOT NOMUIKN B OHOBNeHUX MKA, siki 3aTBepaxeHi peyenmom
Anst iHcpysiii no 100 wmr; AKTaBic ITanis ITanis Hakazom MO3 Ykpaitn Ne 1920 Big 22.10.2018 (npouegypa -
1 chnakoH 3 NOPOLLKOM C.n.A., ltanisa 3MiHa 3as1BHMKa (B/laCHUKA peecTpaviiiHoro noceigyeHHs)
y nauLi KapTOHHiiA (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460): 3aTBepAKEHO:
AkTaBic 'pyn AT, IcnaHgis/Actavis group HF, Iceland;
3anponoHoBaHo: TOB "TeBa YkpaiHa", YkpaiHa). [ToMunkoso
npu doopmyBsaHHi hipmoto oHosrieHnx MKA He Byna
BpaxoBaHa ByLa3asHayeHa 3MiHa.
396. OKCANINNATIH- NnopoLloK ans MicTpan AHrnis AxTasBic ITanis ITanis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/13987/01/01
BICTA NMPUrOTYBaHHA PO3YMHY Kenitan C.n.A. AAMiHICTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
ans indpysini (5 mr/mn) MeHemKMeHT 3as1BHMKA (BN1aCHMKA peecTpaLiitHoro noceig4yeHHs) 3miHa
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
no 50 mr, 1 donakoH 3 NimiTen azpecu 3asiBHUKa
MOPOLLKOM Y KapTOHHIl
Kopobui
397. OKCANINNATIH- NnopoLIoK ANns MicTpan AHrnis AxTasBic ITanis ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUNYy - 3a UA/13987/01/02
BICTA NMPUrOTYBaHHA PO3YMHY Kenitan C.n.A. AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHH:A Ta/abo agpecu peyenmom
ans iHdysin (5 mr/m) MeHepKMeHT 3asBHMKa (BNacHVKa peecTpauiiiHoro noceigveHHs) 3miHa
no 100 mr, 1 donakoH 3 NimiTen azpecu 3asiBHUKa
MOPOLLKOM Y KapTOHHIi
Kopo6ui
398. OKTArAM PO34MH ANA iH'EKL;iA, OKTA®APMA ABCTpist Okrachapma AscTpisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/13905/01/01
no 20 mn a6o no 50 PapmaueBTUK PapmaveBTVKa Lseuis/ | ApaMmiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
mn, abo no 100 mn, a MpopykTioHcrec. PpaHuis MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
a6o no 200 mny MpoaykTioHcr M.6.X., ABCTpIs; / roTOBOrO NiKapCbKOro 3acoby, BKIYAKUMN AiNbHAL BUNYCKY
nAswyi; no 1 naswuyiy ec. M.6.X. OKTA®APMA AB, Himeuy cepii abo MicLe NpoBeAEHHS KOHTPOSTHO AKOCTI. (Qis/IbHICTb, 3a
KapTOHHIlA KopoobLi LWBeuis; nHa AKy BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAUM BUMYCK Cepiid)
OKTA®APMA, - 3MiHa HaliMeHyBaHHs1 BUPOOHWKa (TepMiH BBEAEHHS 3MiH -
®paHuis; npoTArom 6 micsLiB 3 AaTy 3aTBEPAXKEHHS); 3MiHM | TUny -
AnbTepHaTVBHa AfMiHiCTpaTuBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
BMpO6HUYA AinsHKa MicLsi NPOBaMKEHHS AiSNIbHOCTI BUPOGHMKa/imnopTepa
0N BTOPUHHOTO roTOBOrO MiKapCbKOro 3acoby, BK/IYAKUMN AiNbHALL BUMYCKY
nakyBaHHs: cepii abo micLie NpoBeAEeHHSI KOHTPOJIIO AKOCTI. (AisNbHICTb, 3a
Oktadhapma [eccay SIKy BiANOBigae BUPOGHMK/iMNOPTEpP, BK/OYAOUM BUMYCK Cepild)
vm6X, HimeyunHa - 3MiHa HallMeHyBaHHS Ta afpecu Micus NPoBafKeHHS
AisnbHOCTi BUpo6HUKa (TepMiH BBELEHHS 3MiH - NPOTArom 6
MiCALB 3 AaTW 3aTBEPMKEHHS); 3MiHU | TuNy - AAMIHICTpaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYauM AinbHULI BUNYCKy cepii abo
MicLie NpoBEeAEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/IMNOpTEp, He BK/IKOYAKYM BUMYCK cepiif)
- 3MiHa HaliMeHyBaHHS Ta agpecyn MicLsA NPOBaLKEHHS
AisnbHOCTi BUpo6HUKa (TepMiH BBEAEHHS 3MiH - NPOTArom 6
MicALB 3 ATV 3aTBEPIKEHHS)
399. OME3® Kancynu no 20 mr, no [-p Peppi'c IHAain [O-p Peppi'c IHAjisA BHECEHHS 3MiH 10 peeCTpaLiiiHux maTepianis: 3MiHW | TUNy - 3a UA/0235/02/01
10 kancyn y cTpuvni JlabopaTtopic Nabopatopic /T4, 3MiHM Wogo 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peyenmom
abo 6nictepi; no 3 nTa Bupo6Huya BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cucTemy
cTpunu abo 6nictepu y AinbHUUA - 11 hapmakoHarnsagy (BBefeHHs y3araslbHeHUX faHux npo

Kopobu,i

cuctemy hapmakoHarnisgy, 3miHa ynoBHoBaXKeHoT ocobu,
BiANOBIAANLHOI 32 34iiCHEHHS (papMakoHarnsay; KOHTakTHOT
0ocobu 3 chapMakoHarnsay 3asBHUKa gist 3ilicHEHHS
chapMakoHarnisagy B YkpaiHi, SKLO BOHA BigMiHHA Big,
YMOBHOBaXeEHOT 0co6U, BiANOBIAANLHOT 3a 34iiCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MiLeHHI MacTep-haiina cucteMmu hapmakoHarisagy) -
3MiHa YNoBHOBaXKeHOT 0C06M 3asiBHUKA, BiAMNoBIga/IbHOT 3a
3pjiicHeHHs hapmakoHarnagy: NpornoHoBaHa peaakuis — Dr.
Chetan Karoo. 3miHa KOHTaKTHMX AaHWUX YNOBHOBaXXEHOI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

400.

ocobu

401.

OMENPA30/-
TEBA

Kancysnm
racTpopesnCTEHTHI
TBepAi no 40 wmr; no 10
Kancyn y 6nictepi; no
3 6nictepn B KOpO6LLi

TeBa

dapmaueBTika

n lHpacTpi3
nrp.

I3painb

Tesa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
BMMNpaB/IEHHS TEXHIYHOI NOMWU/IKM B OHOBieHUX MKSA, aki
3aTBepxeHi Hakaszom MO3 YkpaiHu
Ne 1246 Big 11.10.2017.

B HagaHux MKS He 3a3HayeHo BMpo6HMKa APl Union Quimica
Farmaceutica S.A., IcnaHis, sikuii 6yB 3aTBEpPKEHNIA
nonepeAHiM Hakazom MO3 Ykpainn Ne 798 Big 14.07.2017
(npoueaypa - 3miHu | TMNy - HagaHHA HoBoro CepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei Big HOBOro
Bmpo6Huka APl Union Quimica Farmaceutica S.A., IcnaHis -
R1-CEP 1998-145-Rev 06. BBeaeHHS 3MiH NpoTarom 6 -tu
MicALiB nicnsa 3aTBepMKeHHs. 3MiHK | Tuny - HaAaHHSA HOBOroO
CepTucpikaty BignosigHocTi €Bponelickkin hapmakonei ans
xenaTuHy - R1-CEP 2000-045-Rev 03 Big B1po6H1ka PB
Gelatins BE. 3miHu | Tuny - HagaHHA HoBoro CepTucpikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei ans xenatuHy - R1-
CEP 2001-424-Rev 03 Big Bupo6Huka GELITA Group DE;
3MiHu | TUNY - HagaHHA oHoBeHoro CepTudiikaTy
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei Bif 3aTBEpAKEHOrO
BMpOGHMKa xenatunHy Gelita Group - R1-CEP 2003-172-Rev
01; 3MiHu | TUNY - BUNYYEHHS MKepen XenatuHy, ki He
nnaHyeTbes 6inble 3actocoByBatn (R1-CEP 2004-022-Rev
00; R1-CEP 2004-247-Rev 00; R1-CEP 2004-320-Rev 00; R1-
CEP 2005-217-Rev 00)).

3a
peyernmom

UA/15152/01/01

OMENPA30/-
TEBA

Kancynm
racTpopesnCTEHTHI
TBepAi no 20 wmr; no 10
Kancyn y 6nictepi; no
3 6nictepn B KOpo6Li

TeBa
dapmaueBTika
n lHpacTpi3
nra.

I3painb

Tesa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
BUNPaB/IEHHS TEXHIYHOT MOMUKM B OHOBNEHUX MKH, aki
3aTBepXeHi Hakaszom MO3 YkpaiHu
Ne 1246 Big 11.10.2017.

B HagaHux MKS He 3a3HayeHo BMpo6HMKa A®| Union Quimica
Farmaceutica S.A., IcnaHis, sikuii 6yB 3aTBEpPKEHNA
nonepeAHiM Hakazom MO3 Ykpainn Ne 798 Big 14.07.2017
(npoueaypa - 3miHu | TUNY - HagaHHA HoBoro CepTudpikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Big HOBOro
Bmpo6Huka APl Union Quimica Farmaceutica S.A., IcnaHis -
R1-CEP 1998-145-Rev 06. BBefieHHA 3MiH NpPOTArom 6 -1u
MiCALiB Nicnsa 3aTBepMKeHHS. 3MiHK | TUNy - HaAaHHSA HOBOrO
CepTudpikaty BignosigHocTi EBponelickkiin hapmakonei ans
xenaTuHy - R1-CEP 2000-045-Rev 03 Big B1po6Huka PB
Gelatins BE. 3miHu | Tuny - HagaHHA HoBoro CepTucpikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei ans xenatuHy - R1-
CEP 2001-424-Rev 03 Big, Bupo6Huka GELITA Group DE;
3MiHu | TUNY - HagaHHA oHoBNeHoro CepTudiikaTy
BiANOBIAHOCTI EBponeiichbkili hapmakonei Bif 3aTBEpAKEHOrO
BMpOGHMKa xenatuHy Gelita Group - R1-CEP 2003-172-Rev
01; 3MiHu | TUNY - BUNYYEHHS [Kepen XenatuHy, ki He
naaHyeTbes 6inbuwe 3actocoByBatn (R1-CEP 2004-022-Rev

3a
peyerimom

UA/15152/01/02
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
00; R1-CEP 2004-247-Rev 00; R1-CEP 2004-320-Rev 00; R1-
CEP 2005-217-Rev 00)).
402. om3on MOPOLLOK AN po3unHy | OPFAHOCUH OAE Codpapimekc — MopTtyra BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/17079/01/01
ans iHdysii, 40 mr; 1 NAN®CAEHC IHaycTpia Kimika e nis 3MiHa po3mipy cepil (BKoYaoum Aiana3oH po3Mipy cepir) peyenmom
a60 10 chnakoHiB 3 N3 (E® 3ET dapmacbtoTika, C.A. roTOBOrO MiKapCbKOro 3acoby - BBEAEHHS 404AaTKOBOro
MOPOLLKOM Yy nayi Cl) po3Mmipy cepii roToBoro sikapcbkoro 3acoby 12619 chnakoHis
[0 BXe 3aTBeppKeHoro po3mipy cepii 5000 ciakoHiB
403. OHAAHCET PO3YMH ANS iH'eKUiR, 2 M. BioTek Benuvka Xenn C.A. Ipevis BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - - UA/13559/01/01
mr/mn in bulk: no 2 mn nrp. BpuTaHis AZMiHICTpaTMBHI 3MiHU. BuyuyeHHsI BUPOGHNYOI AinbHNL
(4 mr) abo no 4 mn (8 (BKNtovatoum ginbHULi gns APl NPOMiXHOIO NPOAyKTY abo
mr); no 100 amnyn y roToOBOro NikapCcbKoro 3acoby, AifbHULi 4715 NPOBEAEHHS
KapTOHHI/ navwi nakyBaHHs, BUpO6HYKa, BiANOBiAaNbHOro 3a BUMYCK Cepiid,
MicLie NpoBeAEeHHS KOHTPO/IO cepil) abo noctavanbHuKa
BMXiQHOro Martepiany, peareHTy abo A0NOMIKHOI peYOBUHN
(AKLLO 3a3HAYeHO Y [IOCbE) - BU/TYUYEHHS a/lbTEPHATUBHOI
BUPOGHMYOT AinbHuui ana MN3 OHOAHCET MaiinaH
NabopaTtopis JlimiTes, - 4i/IbHULSA CTEPUIBHUX NIKAPCbKNX
3aco6iB, IHAis
404. OHAAHCET PO34MH ANA iH'eKLilA, 2 M. BioTek Benuvka Xenn C.A. Ipevis BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 3a UA/13558/01/01
Mr/mna no 2 M (4 mr) nra. BpuTaHis AOMIHICTpaTVBHI 3MiHW. BUy4eHHs1 BUPOOHMYOT AiNbHULL peyenmom
abo no 4 mn (8 mr) B (Brrouaroum ginbHuui Ans A®l, npoMixXHOro NpoaykTy abo
amnyni; no 5 amnyn y roTOBOrO /iKapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nauui 3 KapToHY nakyBaHHs1, BAPOOHMKa, Bi4NOBIga/IbHOMO 3a BUNYCK Cepiii,
MicLie NPOBeAEHHS KOHTPOJIIO cepii) abo nocTavasibHKa
BMXiQHOro Marepiasy, peareHTy abo A0NOMiIKHOT pevOBUHN
(AKLL,O 3a3HAYEHO Y [I0CbE) - BU/TYUYEHHS a/lbTEPHATUBHOI
BUPOGHMYOT AinbHuui ana NN3 OHOAHCET MaiinaH
Na6opaTopis flimiTes - AiNbHALA CTEPUIBHUX NIKAPCLKUX
3acobis, IHAis
405. OMATAHON® Kpanni o4Hi, 1 mr/mn Hosapric LLiBeiiuapis AnkoH-KyBpbop, Benbrisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/4986/01/01
no 5 mn y chnakoHi- Papma Al Benbria; AnkoH Kysi, Icnanis 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
KpanenbHuui "[pon- C.A., IcnaHis BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO cucTemy
TeiitHep®"; 1 abo 3 thapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHux npo
hnakoHn-KpanebHUL cuctemy dhapmakoHarnsagy, 3MiHa ynoBHOBaXXeHoi ocobu,
B KOPOO6Lii 3 KApTOHY BIANOBIAA/IbHOI 32 34iiCHEHHS hapmakoHarnsay; KOHTakTHOT
0cobu 3 chapmakoHarnsagy 3asBHUKa 15 34iINCHEHHA
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiMiHHA Bif,
YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-haiina cucteMun papmakoHarnsgy) -
3MiHa KOHTaKTHMX AaH1X YNOBHOBAXXEHOT 0Co6!,
BiANOBIAa/IbHOI 32 hapMakoHarisa. 3MiHa Micus 34iiCHEHHS
OCHOBHOI fisiNIbHOCTI 3 hapmakoHarnsagy. 3miHa agpecu
MacTep-caiina
406. OPHI30N® PO34mnH aNns iHdysiid, 5 MAT YkpaiHa MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/12227/01/01
mr/mn no 100 mny "Tannudgpapm" 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKM /iKapCbKOro peyenmom

nAswuyi; no 1 naswuyi B

3aco6y L0A0 3a3HAYEHHSI MiXXHAPOAHMX No3HaYeHb OAMHULb
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
nauui BMMIipIOBaHHSA. BBeeHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS
407. O®JIOKCALUMH MOPOLLIOK (Cy6CTaHLis) MpuBaTtHe YkpaiHa XesHr IcT-A3is Kntaii BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - - UA/12129/01/01
y NoAgiliHNX nakeTax 3 akuioHepHe $apmacsloTikan Ko., 3MiHu 3 aKocTi. A®l. BUpOo6HULTBO. 3MiHa BUPOGHMKA
nosnieTuneny gns TOBapUCTBO nTa. BVXiAHOrO/NPOMIXXHOr0 NPOAYKTY/peareHTy, Lo
thapmaueBTUYHOro “Nekxim — BMKOPMCTOBYIOTbCS Y BUPObHUYOMY npoLeci A®l, abo 3miHa
3acTocyBaHHsA Xapkis” BMPOGHMKa (BKIKOYaloUM, e Heo6XiAHO, MicLe NpoBeAeHHs
KOHTpOst0 sikocTi) APl (3a BigcyTHOCTI cepTuddikata
BiANOBiAHOCTI EBponelickbkiin hapmakonei y 3aTBepakeHoMy
[ocbe)(3anponoHoBaHNUii BUPOGHUK HANEXUTb [0 Tiei camol
BMPOBHUYOI rpyny NiANPUEMCTB, LLO i1 3aTBEPMKEHWN) -
3amMiHa BUPOGHMYOT AiNsHKY BUPO6HMKa A®PI, L0 HANEeXuUTb A0
TiET camoi BUpOBHUYOT rpynu NigNpuUeEMCTB
408. O®D/TIOKCALINH- Tabnetku no 200 mMr no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 3a UA/1805/01/01
AAPHNLUA 10 TabneTok y "®apmaueBTn "®GapmaueBTuyHa 3MiHa nepiogy NOBTOPHUX BUMNPOGyBaHb/nepioy 36epiraHHs peyenmom
KOHTYPHIli YapyHKOBIl yHa chipma ipma "OapHuus” a60 ymoB 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpPIKEHOMY
ynakosui; no 1 "fapHuus” A0cbe cepTudiikaTa BignosigHOCTI EBponelichbkiin dhapmakoner,

KOHTYPHIll YapyHKOBI
ynakoBLi B nayui

LLIO BK/THOYAE Nepios NOBTOPHOro BUNpobyBaHHsA) (nepios
NOBTOPHOro BUNpobyBaHHsA/nepio 36epiraHHs) - 36i/bLLEHHS
abo BBefileHHS nNepiogy NOBTOPHOrO BMNPOGYBaHHs/Nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOC/iHKEHb Y peasibHOMY
yaci - 3MiHa nepiogy NOBTOPHUX BUNPOGYBaHb;
3anponoHoBaHo: 4 pokuW; 3MiHM | TURY - 3mMiHa nepiogy
MOBTOPHMX BUNPOGYBaHb/Nepiogy 36epiraHHA abo ymoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPAXEHOMY [0OChE
cepTudpikaTa BigNOBIAHOCTI EBpoNeiickbkii hapmakonel, LWwo
BK/IHOUA€E Mepiof, MOBTOPHOro BUNPOGYBaHHS) (nepios
NOBTOPHOro BMNpobyBaHHA/Nepios 36epiraHHs) - 3MiHa yMOB
36epiraHHa A®I; 3miHu | Tuny - 3MiHa y MeTogax
BMNpobyBaHHA A®l abo BMXigHOTO MaTepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMpO6HMLUTBa ADI (iHLWi 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BkntovarouM 3amiHy abo fonoBHeHHs) APl abo
BMXIZAHOrO/NPOMIXHOr0 NPOAYKTY); CYNyTHS 3MiHa: 3MiHa Y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXiAHWIA/NPOMDXHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYOTHCS
y npoueci Bupo6bHuuTBa A®! (iHWi 3MiHKM) - 3MiHa y MeToAax
BunpobyBaHHA APl g0 po3ainiB: «PO3UYNHHICTbY,
«laeHTudikauis», «CynyTHi fOMILLKM», «Baxki MeTanu»,
«[MTOMe onTUYHe 06epTaHHs», «KiflbKiCHE BU3HAYEHHS»
BHECEHI pefakLiliHi npaBku, SKi 0chOpPM/IEHHI Y BiANOBIAHOCTI 3
pekomeHgauisiMy Ta cTunictuko AdY; posain
«MikpobionoriuHa yncToTa» NpMBeAEHW y BigMNoBIgHICTb [0
BumMor AOY/ED, 2.6.12, 5.1.4; akTyasiizauia MeToauKn
KOHTPO/IO T. "MeTaHoN, eTaHoM" BiANOBIAHO MaTepianis
BMPO6HUKA; 3MiHM Il TMNy - 3MiHa BUPOGHMKa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

BVXiZAHOro/NPOMIXHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUYOMY npoLeci APl abo 3miHa
BMPOGHMKa (BK/IOYaouu, e HeobXigHO, MicLe NpoBeAeHHS

KOHTPO0 sKOCTi) ADI (3a BiACYTHOCTI cepTudikara
BiAnoBiAHOCTI EBponelichbkiit hapmakonei y 3aTBepaKeHOMY
[0Cbe)(BBEEHHSI HOBOrO BUPO6HMKa AD| 3 HafaHHAM MacTep-
thaiina Ha A®I) - BBE,EHHS HOBOro BUpo6HUKa A®| ajtoyoi
peyoBMHM ohioKcaLMH 3 HalaHHAM MacTep-aiina

409.

MAKNIBICTA

KOHLleHTparT Ans
PO34unHy ans iHdy3iii 6
mr/mn no 5 mn (30 wmr),
16,7 mn (100 mr), 25
M (150 mr) a6o 50 mn
(300 mr) y chnakoHi; no
1 donakoHy 3
KOHLIeHTpaToM y
KapTOHHIli Kopoobui

Mictpan
Kenitan
MeHefXMeHT
NimiTen

Benuka
BpuTtaHis

Xaynt ®apma
BonbthparcxayseH
6X

Himeuy
nHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny -
AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
3asBHMKa (BNacHvKa peecTpauiiHoro NoCBigYeHHs) - 3MiHa
agpecy 3asBHWKa Mictpan Kenitan MeHemxmeHT JlimiTes,,
Cnony4yeHe KoponiscTBo Benumkobputanii i MiBHIYHOT IpnaHail.
3minu |l TuRy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHs1 abo 3miHa(v) [0 3060B'A3aHb Ta
YMOB BMAaui peecTpaLiiiHoro nocigyeHHs, Bkatovatoun Mnax
ynpaBiHHA pu3nKamu (3acTocyBaHHs 3MiH(1), ski(a)
BMMaralTb(€) NOAabLIOTO 06I'PYHTYBaHHS HOBUMM
[04aTKOBMM AaHVIMW, WO Mal0Th HafaBaTUCA KOMNETEHTHUM
OpraHoMm, OCKi/IbKv BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHVM OpraHom). BrkoHaHHs 3060B'A3aHb BiAMoBigHO
0o nignyHkty 1.13 nyHkTy 1 gopatky 15 go Mopagky
NPOBeEHHSI EKCNEPTU3M pEECTpaLiiHUX MaTepianis Ha
nikapcbki 3acobu, L0 NoAarTbCA Ha AepXaBHy peecTpaliio
(nepepeecTpauito), a Takox ekcnepTnsn martepianis npo
BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauliB NpoTArom gji
peecTpauiiHoro NocBifguYeHHs, 3aTBepixeHoro Hakazom MO3
Bif, 26.08.2005 Ne 426 (y pefakuii Hakasy MO3 Big 23.07.2015
Ne 460) Ta sik HacnNifoK BHECEHI 3MiHW [0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA y po3finn "3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHA rpyaat” (YTOUHeHHs iHdhopmauii),
"Cnocib 3acTocyBaHHA Ta A031" (YTOUHEHHS iHchopmaLii)
3riJHO 3 OHOB/IEHOMO iHhOPMAaLLiEto W0 6e3nekn Aityoi
PEYOBWHM.

3a
peyenmom

UA/16374/01/01

410.

NAMIAON

PO34MH NS H'EKLn No
370 mr/mn, no 50 mn
a6o no 100 mn
PO34MHY Y h/1akoHi, no
1 chnakoHy y
KapTOHHIli KopooLi

"FOHiK
dPapmacboThK
an
NabopaTtopis"(
BigAiNneHHA
ipmun "Ox. B.
Kemikans eHg
dapmacboThK
ans fitg.")

IHais

"HOHiK
dapmMacbloTUKan
Nab6opaTtopis"(Biggin
eHHs dipmn "Ox. B.
Kemikans eHg
PapmacboTuKans3
fa")

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny -
3MiHa po3mipy cepil (BKNoYaoum aiana3oH po3Mipy cepir)
roToOBOro Nikapcbkoro 3acoby - 3MiHWM po3Mipy cepii roTOBOro
nikapcbkoro 3acoby, 3anponoHosaHo: 200 1, 700 n (no 50 mn
po3uunHy - 13725 chnakoHis, no 100 M1 po3umHy - 6931
hNakoHiB); 3MiHK | TUNY - 3MiHa y MeToAax BUNPO6yBaHHS
roTOBOrO NiKapCbKOro 3acoby - 3miHa y MeTogax
BMNpOo6YBaHHA N. |aeHTndikauis A. - 3aMiHa hopMy/HoBaHHSA
("BuainsaTLCA PioNeToBi Napn” 3amMicTb "yTBOPEHHS
thioneToBux napis"); N. MexaHiyHi BKIHOYEHHS: HEBUANMI
yactku (meTop 1) npuseaeHo fo sumor USP; n. pH 3miHa
npo6oniAroToBkM npuseneHo Ao sumor USP; n. CynposigHi
[JOMiLLKM 3MiHa npo6oniarotosky N. KinbkicHe BU3HAYEHHS

3a
peyerimom

UA/15509/01/02
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
onamifony 3miHVM B NpUroTyBaHHi BUNPOOYBaHOTO PO3UMHY;
3MiHK | TUNY - 3MiHa NapameTpiB cneumdikaliin Ta/abo
[0MyCTUMNX MEX rOTOBOrO NKapCbKOro 3acoby - 3miHa
napameTpiB cneundikavii n. laeHTudikauia A. - 3amiHa
POpPMY/IOBaHHS; N. MexXaHiuHi BK/IOUYEHHS: HEBUAUMI YacTKN
(meTop 1), y 38°53Ky 3 NpuBeAeHHsAM A0 Bumor USP
411. nAMIAON PO34MH NS iH'EKLA No "HOHiK IHais "HOHIK IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/15509/01/01
300 mr/mn, no 50 mn dapmacbloTuK dapmacboTvKas 3MiHa po3Mmipy cepii (Bkntoyaroun aianasoH po3mipy cepii) peyenmom
abo no 100 mn an Na6opaTtopiz" rOTOBOrO JliKapcbKoro 3acoby - BBeAEHHS A0AaTKOBUI po3Mip
poO34MHy y hnakoHi, no | Jlabopatopis” (BipfineHHs dipmmn cepii roToBOro /likapcbkoro 3acoby, 3anponoHosaHo: 200 5,
1 conakoHy y (BipgaineHHs "[x. B. Kemikan3 1500 n (no 100 mn po3umHy - 14851 dhnakoris, no 50 mn
KapTOHHIli KopoobLi chipmu "Ox. B. eHf po3unHy - 29412 chnakoHis), 700 n (Mo 100 mn po3uuHy - 6931
Kemikans eHpg, $apmacbloThkans hnakoHis, no 50 Mn po3umnHy - 13725 donakoHis); 3miHK | Tuny
dapmacbloTUK nrp.") - 3MiHa y MeTogax BUNpobyBaHHs roTOBOrO NiKapCbKOro
ans3 /ita.") 3acoby - 3MiHa y MeToAax BMNpoGyBaHHSA roTOBOro
nikapcbkoro 3acoby T. pH, y 383Ky 3 NpuBeAEeHHSAM [0 BUMOT
USP <791>; T. MEXaHiuHi BK/TOYEHHS (HEBUANMI YacTkn), y
3B AI3Ky 3 NpuBeAeHHsAM A0 Bumor USP <788> meTtop, 1; 3MiHu |
TMNy - 3MiHa NapameTpiB crneumdikayiii Ta/abo gonycTUMux
MEX roTOBOrO NiKapCbKOro 3acoby - 3MiHa napameTpis
cneundikauiii T. igeHTUdikauis A- 3MiHa (hOpMy/TIOBaHHS; T.
MeXaHiYHi BKIIIOYEHHS (HEBUAMMI YacTKM) NpUBEAEHHSA A0
Bumor USP <788> meTtof 1; T. pH npuBefeHHsa o sumor USP
<791>; T. CynpOBIAHI [OMILLIKN — BHECEHHA NOPSAKY BBEAEHHS
PO3UMHIB; T. KiNIbKiCHE BU3HAYEHHS lonamifosny, BBEAEHHS
po3paxyHKy y % [0 BXe 3aTBEPIXXEHOr0 po3paxyHKy
onamigony, B Mr B pO34mHi
412, NMAHALON® Tabnetky wmnydi, no 2 | FnakcoCmitKn Benvka damap A.B.E. Ipevis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/2691/02/01
EKCTPA Tabnetkn y ANH BpuTaHis AHTOCa NNaHT, IpnaHgj BBE/leHHA [04aTKOBOIo TEKCTY MapKyBaHHA BTOPUHHOT Ta peyenma
6araToLiapoBomy KoHcblomep Mpeuis; a NepBUHHOT YNaKoBKM iKapCbKOro 3acoby A/1a 3aTBepAKeHHOro
cTpwni; no 6 cTpuniB y Xenckep (FOK) nakcoCmiTKnaiiH anbTepHaTMBHOIO BUPOGHMKa MnakcoCMiTKnsAliH JaHrapsaH
KapTOHHIli KopoobLi TpelgiHr [JaxrapsaH Nimites, NimiTen, lpnaHais, Ta OHOBMEHHS BXe 3aTBEPA)KEHOrO TEKCTY
Nimiten IpnaHgis MapKyBaHHA BTOPMHHOT Ta NePBUHHOI ynakoBku /13 ans
BMpobHuka ®amap A.B.E. AHToca nnaHT, peuis. 3MiHu
BHECEHI Yy TEKCT MapKyBaHHS ynakoBKM NikapCbkoro 3acoby, a
cawve: BBeleHHs1 ;0AaTKOBOr0 TEKCTY MapKyBaHHS
(hofaTKOBOT yNnakoBkM) A4/19 3aTBEPLKEHOr0 albTepHaTUBHOIO
BUPOBHMKA JTiKapCbKOro 3acoby
413. MAHIACTPO® NMOPOLUOK A1 PO3YUHY CaHpo3 CnoseHis Nek CnoseHi BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/14142/01/01
Ans iH'ekuii no 40 wr, dapmacbioTik PapmaueBTUyHa a 3MiHW [0 IHCTPYKLii 419 MeAMYHOr0 3aCTOCYBaHHS Y PO3A4inu: peyenmom
1, a6o 5, a6o 10 an3 4.4a. KOMnaHis g. 4. "®apmMakonoriyHi BnactueocTi”, "lMpoTmunokasaHHs",

(p1aKOHIB 3 NOPOLLKOM
Y KapTOHHiii Kopo6Lyi

"B3aemogis 3 iHWMMU NikapcbkuMK 3acobamu Ta iHLi BUAn
B3aemogijin", "OcobmBoCTi 3acTocyBaHHs", "Croci6
3acToCyBaHHA Ta 031", pefaryBaHHs TEKCTY po34inis
"®apmakoTepaneBTuyHa rpyna”, "rNo6iyHi peakuii" 3rigHo 3
iHbopMmalieto pedhepeHTHOro nikapcbKkoro 3acoby
KOHTPO/IOK®, NOpoLLOK A/18 PO34UHY A5 iH'eKLivi no 40 mr.
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BBefeHHs 3MiH NPOTAroM 6-TW MicALIB Nic/1A 3aTBEPAKEHHS
414. NMANABEPWH- PO3YMH ANS iH'EKLi, ToBapucTso 3 Ykpaina TosapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu |l Tuny - 3a UA/4675/01/01
340POB'A 20 mr/mn, o 2 Mn B obmexeHor o6MexeHo 3MiHa BUPOGHMKa BUXiAHOr0/NMPOMIXKHOTO NMPOAYKTYy/peareHTy, peyenmom
amnyni; no 10 amnyny | BignosigasbHi BiANoBiAa/IbHICTIO LLIO BUKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®l, abo
KapTOHHI Kopob6Li; no cTHO "®GapmaLieBTnyHa 3MiHa BUPO6HMKa (BK/IOYatoum, fe HeobxigHo, micue
2 mn B amnyni; no 5 "®bapmaueBTu KomnaHia "3gopos's” npoBefeHHs KOHTPOs0 sikocTi) AP (3a BigcyTHOCTI
amnyn y 6nictepi; no 1 YHa KOMMNaHis cepTudikaTa BiANoBiAHOCTI EBponeiickkili hapmakonei y
abo 2 6nictepu y "3p0pos'a" 3aTBEPAKEHOMY [OCbE)(BBEAEHHA HOBOrO BUPOOHMKa AD| 3
KapTOHHIA Kopoo6Li; no HajaHHAM macTep-ghaiina Ha A®I); cynyTHSA 3MiHa: 3MiHa Y
2 mn B amnyni; no 10 napameTpax cneuudgikauii Ta/abo AONyCTUMMX MEX,
amnyn y 6nictepi; no 1 BM3Ha4YeHUX y cneyucpikauisix Ha Adl, abo
6nicTepy B KapTOHHIl BVXIiAHWIA/NPOMDKHUIA NPOAYKT/peareHT, WO BYKOPVCTOBYOTHCS
Kopoou,i y npoueci Bupo6HuLTBa A®I (iHWi 3MiHK) - 3MiHa Yy MeTofax
BunpobysaHHA APl abo BMXiAHOrO MaTepiany/npomMiKHOro
NPoAyKTy/peareHTy, LU0 BUKOPUCTOBYETLCA Y NPOLEC
BUpo6HUUTBa API (iHLWI 3MiHM Y MeToAax BUNpobyBaHHS
(BKntovaroun 3amiHy abo fonoBHeHHS) APl abo
BVXi4HOro/MPOMiXXHOro NPoAYyKTY) - BBEAEHHSA AOAATKOBOIO
BMpobHUKa ansa APl ManasepuHy rigpoxnog 3 HagaHHAM DMF
Ha A®I. Ak Hacnigok 3miHyM B Cneuyudpikauii / MeTogax
BMNpobyBaHHA APl 3a NOKa3HMKOM "3aUTMLLKOBI KifIbKOCTI
OpraHiYHnX PO34MHHUKIB"
415. NMANABEPUH- Tabnetky no 10 mr no ToBapucTso 3 YkpaiHa ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3miHu Il Tuny - 3a UA/4675/02/01
340POB'A 10 TabneTok y obmexeHo 06MexeHo 3MiHa BUPOGHMKa BUXiAHOr0/NPOMIXKHOTO NPOAYKTYy/peareHTy, peyenmom
6nictepax; no 10 BignoBigasIbHI Bi4NoBiAa/IbHICTIO LLLO BUKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®l, abo
TabneTok y 6nictepi; cTHO "®apmavueBTnyHa 3MiHa BMPOGHWMKa (BKKOUaouu, ge HeobxigHo, micue
no 1 6nictepy B "papmaueBTu KoMnaHis "3popos'a” NnpoBeAeHHSA KOHTPOsI0 AKOCTI) A®I; cynyTHs 3MiHa: 3MiHa Y
KapTOHHIli KopooLi YHa KOMMaHis napameTpax cneuugikauii Ta/abo AoNyCTUMMX MEX,
"3p0pos'a” BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVXIiAHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wo BYKOPUCTOBYOTHLCS
y npovieci Bupo6HuuTBa A®I - 3MiHa y MeToAax BUnpobyBaHHS
A®I| abo BMXigHOro Marepiany/npoMixXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLLECI
BUPOGHMLTBA AD| - BBELEHHA [04ATKOBOrO BUPOGHUKA AN
A®| 3 HagaHHAM DMF Ha A®I. Ak Hacnigok 3miHW B
Cneuudpikauii / MeTogax BunpobysBaHHsa A®| 3a MOKa3HUKOM
"3a/IULLKOBI Ki/IbKOCTi OpraHiyHMX po34YMHHUKIB"
416. MAPKI3ON Tabnetku no 0,25 mr CaH IHais CaH IHais BHECEHHS 3MiH A0 peecTpaLiiHux maTepiasiiB: TEXHIYHA 3a UA/15432/01/01
no 10 Tabnetok y dPapmacboThK dapmacboTUKan nomunka y MKS, nos'si3aHi 3 nepeknagomM abo nepeHeceHHsaM | peyernmom
6nicTepi; no 3 an lHgacTpis IHpacTpis N4 iHchopmauii, Aki 6ynun gonyLieHi npyu peecTpadii, a came: y
6nicTepy B KAPTOHHIN NimiTeq MeToZax KOHTPOSIIO SIKOCTi JTiKapCbKoro 3acoby, B po3gini
ynaxoBLi «P034nHHICTb» Ta «KifbkicHe BU3HAYEHHS» 6yn0 AONYLEHO
NOMWSIKY
417. MAPKI3ON TabneTtky no 1 mr no CaH IHais CaH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasliB: TEXHIYHA 3a UA/15432/01/02
10 TabneTok y dPapmacboThK dapmacboTUKan nomusnka y MK$, nos'sa3aHi 3 nepeknafom abo nepeHeceHHaM | peyernmom
6nicTepi; no 3 an lHgacTpis IHpacTpis N4 iHchopmauii, ski 6ynn gonyLieHi npyu peecTpadii, a came: y
6/icTepy B KAPTOHHIM JimiTeq MeToZax KOHTPOJIH0 SIKOCTi JIiKapCbKOro 3acoby, B po3gini
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
ynaxoBLi «P0O34nHHICTb» Ta «KifbKicHe BU3HAYEHHS» 6Y/10 AONYLLEHO
NOMWJIKY
418. MENOHA PO34mnH ANs iHdysil Ta K'esi ABCTpis BMPOGHMLTBO 3a ITanis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/15097/01/01
OpasibHOr0 dapmac'toTike NOBHUM LMK/IOM: ABCTpist 3MiHu Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peyenmom
3acTocyBaHHsA, 20 n3 rméexX Anbgacirma C.n.A., BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPOo cucTemy
mr/mn; no 1 mn B ITania; mapkyBaHHS thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
amnyni, no 5 amnyny Ta BTOPWHHE cuctemy hapmakoHarnagy, 3miHa ynoBHoBaxeHoi ocobu,
KOHTYPHIll YapyHKOBIi nakysaHHs: I".J1. BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsgy; KOHTakTHOT
ynakosui, no 2 dapma M'mbX, ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iiCHEHHS
KOHTYPHI YapyHKOBI ABCTpIsi; BUNYCK thapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMNakoBKW B KAPTOHHIi cepii: K'esi YMOBHOBaXEHOT 0Co6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
Kopobui 3 dapmac'toTikens hapmakoHarnsgy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
MapKyBaHHAM 'M6X, ABCTpis PO3MilLEeHHI MacTep-haiina cucteMu papmakoHarnsgy) -
IHO3EMHUMW MOBaMM 3i 3MiHa yNnoBHOBaXXEHOI 0Cc06M 3asiBHMKA, BiAMOBIAA/ILHOT 32
CTMKEPOM YKpaiHCbKOO 3fiicHeHHs thapmakoHarnagy: NponoHoBaHa pegakuis - Ap.
MOBOIO; N0 1 Mn B [xaH Hikono KacTinbiioHe. 3MiHa KOHTaKTHUX AaHUX
amnyni; no 5 amnyny YNOBHOBaXXEHOI 0CO6MU, BigNOBigaIbHOI 3a hapMakoHarisg
KOHTYPHIll YapyHKOBIl
ynakosLi, no 2
KOHTYPHI YapyHKOBI
YMakKoBKU B KAPTOHHIi
Kopobu,i 3
MapKyBaHHSAM
YKpaiHCbKOK Ta
aHrniicbkol MoBamMu
419. NMEHTAKCUM nopoLuok Haemophilus CaHodi dpaHuin CaHodi MNacTtep, ITanis/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/13010/01/01
BAKUVHA And influenzae Tny by Mactep C.A. PpaHuin; CAHODI Yropm 3MiHa y napameTpax crneumdikauiii Ta/abo onycTUMUX MexX, peyenmom
MPO®INTAKTUKU (hN1akoHi Ta cycneHsist C.N.A., Itanis; Ha BM3HauYeHuXx y cneuucpikauisx Ha Adl, abo
ONDTEPII, Ans in'exuin (0,5 mn) B CaHodpi-ABeHTIC BUXIAHWIA/NPOMDKHMI NpOAYyKT/peareHT, LWo BUKOPUCTOBYHOTLCS
NMPABLA, nonepegHbL0 MpaiiiT Ko. T4, y npoLieci Bupo6HmuTBa Ad| - fofaBaHHs cneumdikauii gns
KALLU/TIOKY 3arnoBHEHOMY LUnpuLi YroplwuHa BMXiHOTO MaTepiany TpuUnkaso-coesuii 6ynbitioH (Soybean
(ALEEMONAPHA 3 NPUKPINIEHO0 Trypcase Broth). OHoBneHHs po3ainy 3.2.S.2.3; gogaBaHHs
N KOMMOHEHT), | ronkoto (abo 2-ma crneundikayii 4na BUXigHOro marepiasy 3HeXxvpeHe MOJI0KO
noniomMienitTy OKpeMMMU rosikamu), (Skim milk); pogaBaHHA cneuudikauii Ans BUXiAHOMO
IHAKTUBOBAHA | L0 MiCTUTb CyCMeHsito matepiany L-Cysteine (Hydrochloride Anhydrous); 3milu | Tuny
TA BAKUVHA Ans iH'exuii, B - 3MiHa y 6e3nocepefHiii ynakosLi A®| - 3MiHa KOHTelHepy
ansa KapTOHHIli KopooLi Ans 36epiraHHsA 0YMLLEHOrO AN TEPINHOIO aHATOKCUHY —
NMPODITAKTUKA CK/ISIHOTO KOHTEHepY Ha NoAiNponifIeHOBUIA KOHTEHEP.
IHOEKLLINA, OHoBNEeHHA po3ainy 3.2.S.6; 3miHu Il Tuny - 3miHa y
CNPUYNHEHUNX napameTpax cneuugikauii Ta/abo AoNyCTUMMX MEX,
HAEMOPHILUS BM3HA4YeHUX y cneyucpikauisx Ha Adl, abo
TNy B BVXIiAHWIA/NPOMDKHUIA NPOAYKT/peareHT, WO BYKOPUCTOBYOThCS
KOH’FOTOBAHA, y npoveci BUpo6bHuLTBa AD| - pO3LLMPEHHS Aiana3oHy
AACOPBEOBAHA rPaHNYHMX 3HaYeHb ANS BUXIAHUX MaTepiasliB TOKCMMPOTOH [l
(Toxiprotone D) Ta OCHOBa TPMNTO3HOTO KPOB'SAHOTO arapy
(Tryptose blood agar base)
420. NMEHUWMKNOBIP- Kpem 1%, no 5y 1y6i, MPAT YKpaiHa MPAT "®ITODPAPM" | YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/14731/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
DITOPAPM no 1 1y6i B nayui 3 "®ITOPAPM" 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy - peuyenma
KapToHY [0[aBaHHA Y TEKCT MapKyBaHHS Ha BTOPUHHIlA ynakoBLi
nikapcbKoro 3acoby iHdhopmauii Woao Kypcy NiKyBaHHSA
repnecy (3rigHo iHCTPYKLii AN MeguyHoro 3actocyBaHHs /13).
BBefieHHs1 3MiH NpoTArom 3-x MICALIB MiC/A 3aTBEPKEHHS
421. NMEUED TabneTkn, BKpUTI [O-p Peppi'c IHais Meppaiik fimiteq IHais BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/16732/01/01
NAiBKOBOIO Nab6opaTtopic 3MiHu Wwopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsamy. peyenmom
06010HKO0, N0 100 Mr Nt BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPOo cucTemy
no 10 TabneTtoK y thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
6nictepi, no 1 cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
6nicTepy B KAPTOHHIN BIANOBIAA/IbHOI 3@ 34iiCHEHHS hapmakoHarnsgy; KOHTakTHOT
Kopobui ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iiCHEHHS
thapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0Co6U, BigNOBIAaIbHOI 38 34iCHEHHSA
hapmakoHarnsgy (Bk/ovalouy KOHTaKTHI gaHi) Ta/abo 3miHn y
PO3MilLEHHI MacTep-haiina cucteMu papmakoHarnsgy) -
3MiHa yNnoBHOBaXXEHOI 0CO6M 3asiBHMKA, BiAMOBIAA/IbHOT 32
3AiicHeHHs dhapmakoHaragy: MponoHoBaHa pefakuis — Dr.
Chetan Karoo. 3miHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT
ocobm
422, NEUE®P TabneTku, BKpUTI O-p Peppi'c IHAjA Meppaiik fimiteq IHAjia BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/16732/01/02
nAiBKOBOIO Nab6opaTtopic 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsagy. peuyenmom
06010HKOt0, N0 200 Mr nrg BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX NPOo cucTemy
no 10 TabneTok y thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
6nictepi, no 1 cuctemy thapmakoHarnsy, 3miHa ynoBHOBaXXeHoi ocobu,
6nicTepy B KapTOHHIl BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsgy; KOHTakTHol
KOpoO6Li ocobu 3 thapmakoHarnsagy 3asaBHUKa A19 34INCHEHHSA
thapMakoHarnagy B YkpaiHi, SKLWO BOHa BigMiHHA Bif,
yMOBHOBaXEHOT 0c0o6u, BigNOBiAaIbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (Bk/ovakouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0C06M 3asiBHMKA, BiAMOBIAa/IbHOT 32
3fiicHeHHs thapmakoHarnagy: NponoHoBaHa pegakuis — Dr.
Chetan Karoo. 3miHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT
ocobm
423. MIPAHTEN CyCreH3sis opasibHa, TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 6e3 UA/6151/02/01
250 mr/5 mn no 15 mn PAPM" PAPM" AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenma

npenapary y th1iakoHi
abo 6aHui; no 1
hnakoHy abo 6aHLi 3
MipHOIO JTOXKKOHO Y
KapTOHHIA ynakoBsL,i

MicLst MPOBaKEHHS Aisi/TIbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO J/liKapCbKOro 3acoby, BK/OUaoUM LiNbHULI BUMYCKY
cepii abo micLie NpoBeAEeHHS KOHTPOO AKOCTI. (AiSNbHICTb, 3a
SIKY BifnoBigae BMPOOHUK/iIMNOpPTEpP, BK/IOYAKUM BUMYCK Cepiii)
YTOUHEHHS Ha3BM Ta agpecu BUpobHuka 13, 6e3 3MiHu micus
BMPOGHULTBA. BBEAEHHA 3MiH NMPOTAroM 6-Tv MicsLiB nicns
3aTBEPKEHHS. 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa (BlacHUKa
peecTpauiiHoro nocBif4YeHHs) YTOUHEHHA Ha3BW Ta agpecu
3as1BHVKa. BBeAEHHS 3MiH NpoTsArom 6-1v MicsiliB nicas
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
3aTBEPMKEHHS. 3MiHN | TUNy - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHLwi 3mMiHn)
OHOB/IEHHSA BXEe 3aTBEPMAKEHOIO TEKCTY MapKyBaHHS
NepBMHHOT Ta BTOPUHHOI YNaKOBKM 3 BHECEHHAM HE3HAUYHUX
3MiH [0 TEKCTY MapKyBaHHs. BBefeHHs 3MiH NpoTsarom 6-Tv
MiCsILiB Micnsi 3aTBEPAKEHHSI
424. MIPAUETAM- PO3YMH ANS iH'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/3225/02/01
AAPHNUA 200 mr/mn no 5 mn B "PapmaueBTn "GapmaueBTuyHa 3MiHa nepiogy NOBTOPHMX BUNpobyBaHb/nepiogy 36epiraHHs peyenmom
amnyni; no 5 amnyn 'y YyHa chipma ipma "JapHmus” abo ymoB 36epiraHHa A®| - 3amiHa po3giny «TepMmiH
KOHTYPHIli YapyHKOBIl "NapHuus” 36epiraHHa» Ha «[llepiof NOBTOPHOro BUNpPo6yBaHH:A» ans Ad|
ynakosLi; no 2 HaTtpito xnopua; 3miHn | Tuny - 3MiHa y metogax
KOHTYPHI YapyHKOBI BuNpobyBaHHA A®I T. CynyTHI AOMILIKK, 3anMLLKOBa KisTbKiCTb
yrnakoBKU B nayvi OpraHiYHUX PO3YMHHUKIB, KisibKiCHE BU3HAYEHHS - YTOUHEHHS
Ta pefakLiiiHi Npasku1 y BigNoBigHICTb Ao Bumor APy
425, MIPOKCUKAM Kancynu teepgi no 10 AT Bonrapis AT "Cothapma” Bonrapi BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/2936/01/01
CODAPMA Mmr no 10 kancyny "Codpapma” A 3MiHa y cneuumdikauii noB‘a3aHa 3i 3miHaMu y €Bponeiicbkii peyenmom
6nicTepi, no 2 thapmakonei, 3MiHa BHOCUTbCS BUK/THOYHO 4715 NPUBEAEHHS Y
6nicTepy y KapTOHHil BiANOBIAHICTb 4O OHOBMEHOI MOHOrpadii €Bponeicbkol
nauui hapmakonei Ha AP| nipokcrkam 3a NyHKTOM «MikpobionoriyHa
ymcrora»
426. MIPOKCUKAM Kancynu teepai no 20 AT Bonrapis AT "Cothapma” Bonrapi BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/2936/01/02
CODAPMA Mr no 10 kancyny "Cothapma" A 3MiHa y cneuudikauii nos‘sa3aHa 3i 3MiHamy y €Bponeicbkiii peyenmom
6nictepi, no 2 hapMakonei, 3MmiHa BHOCMTbLCS BUK/THOYHO 47151 TPUBELEHHS Y
6nicTepy y KapTOHHil BiANOBIAHICTb 4O OHOBNEHOI MOHOrpadii EBponeicbkol
nauuj thapmakonei Ha A®I nipokcukam 3a NyHKTOM «MikpobionoriyHa
ymcroTa»
427. NMK-MEPL, PO34unH NS iHQYy3il, Mepuy, HimeuyunHa BMPOBHUK rOTOBOrO IcnaHis/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/9031/02/01
0,4 mr/mn, no 500 mny | ®apmacbioTik nikapcbKoro 3acoby: Himeuy 3MiHu Wwoao 6esnekn/ethekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
dhnakoHi, no 2 anc rmex B. BpayH Megukan, nHa BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
h/1aKOHWN Y KapPTOHHIl CA, IcnaHis; thapMakoHarnagy (BBefeHHs y3arasibHeHUX JaHux npo
KopoobLi BVPOGHWK, cuctemy dhapmakoHarnsagy, 3MiHa ynoBHoOBaXXeHoi ocobu,
BignoBigasbHWi 3a BIANOBIAA/IbHOI 32 34iiCHEHHS hapmakoHarnsgy; KOHTakTHOT
BUMYyCK cepii: Mepu, 0cobu 3 thapmakoHarnsagy 3asBHUKa 15 34iINCHEHHA
®apma 'v6X i Ko. hapmakoHarnsgy B YKpaiHi, KW BOHa BiMiHHA Bif,
KlraA, HimeuunHa YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-haiina cucteMun papmakoHarnsgy) -
3MiHa yNnoBHOBaXKeHOT 0cobM BiANOBiAabHOI 3a
hapmakoHarnsag: MNponoHosaHa pegakuis: Julia Bernschein/
Loxynisa BepHLUTelH. 3MiHa KOHTaKTHOT 0CO6Y BiANOBIAANBLHOI
3a thapmakorarnag:
MponoHoBaHa pepakLisi: BoiiteHko AHTOH eoprilioBuy. 3MiHa
KOHTaKTHUX JaHuX YNOBHOBaXXEHOI 0cobu, BifnosifanbHOT 3a
thapmakoHarnfg,. 3MiHa KOHTaKTHUX AaHnNX KOHTaKTHOT ocobw,
BiAnoBiga/IbHOI 32 hapmakoHarnsg
428. nonio CABIH™ CyCneHsisi opasibHa no nakcoCmitKn Benuka nakcoCmiTKNsiiH Benbris BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny - 3a UA/16435/01/01
ABOBAJIEHTHA 10 o3 (1 mn) a6o no SH ExcnopT BpuTaHis Bionogxikans C.A. 3MiHa Yy MeTogax BUNpobyBaHHS rOTOBOrO NiKaPCbKOro 3acoby | peyernmom
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BAKUVHA And 20 po3 (2 mn) y NimiTen (iHWi 3miHM y MeTofax BUNpobyBaHb (BK/IOYaUuM 3amMiHy abo
NMPO®DITAKTUKN tpnakoHax Ne 100 [LOMOBHEHHS)) - 3aMiHa cepil BHYTPILLHBLOrO cTaHAapTy
noniomMienity TpuBaneHTHOI BakuMH1 OlNB Ha cTaHgapT ABOBa/IEHTHOI
TANIB1TA3 BaKuvHu OlNB Ans BU3HaYEeHHS akTUBHOCTI METOA0M
(KUBA, TUTPYBaHHA Y KNITUHHIN KyNbTypi Ta iaeHTudikauii metogom
ATEHYNOBAHA) cepoHenTpanizauii
429. NMOCTUHOP Tabnetku no 0,75 wr, BAT "l'eneoH YropwmHa BAT "T'eneoH YropLm BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/6112/01/01
no 2 TabneTtkn y Pixtep" Pixtep" Ha 3MiHV A0 IHCTPYKLii 415 MeAUUYHOro 3aCTOCyBaHHSA [0 po3giny | peyenmom
6nicTepi, no 1 "[iTn". BBeAeHHA 3MiH NpoTArom 3-x micAuiB nicns
6nicTepy B KAPTOHHiIl 3aTBepAKeHHs
yMakoBLi
430. NMPAMIMEKCON Tabnetku, no 0,25 mr ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3miHu | TUny - 3a UA/15526/01/01
IC no 10 TabneTtok y [0aTKOBOK [04aTKOBOK AAMIHICTPaTVBHI 3MiHW. BunyyeHHs1 BUPOOHMYOT AiNbHULL peyenmom
6nictepi; no 3 BignoBigasIbHi Bi4MNoBiAa/IbHICTIO (BkNtovatoum ginbHULi gns APl NPOMiKHOTO NPOAYKTY abo
6nicTepy B nayuj 3 CTHO "IHTEPXIM" roTOBOrO JlikapcbKoro 3acoby, AiNbHUL 415 NPOBeAEHHS
KapToHy "IHTEPXIM" nakyBaHHs, BUPOOHYKa, BiNOBiAaIbHOIO 3a BUMYCK Cepiid,
MicLie NpoBeAEHHS KOHTPO/IO cepii) abo nocTayanbHMKa
BUXIZHOTO MaTepiasny, peareHTy abo JOMOMiIXHOI PEHOBUHM
(SIKLLO 3a3HAYeHO Y A0CbE) BUSTYYEHHS AiNTbHULI YKpaiHa,
65080, Ogecbka 06s1., M.Ogeca, JllocTgopdicbka gopora, oya.
86, Ae 34ilicHI0ETLCA 36epiraHHsA roToBOI NPOAYKLl, Ta
BUYYEHHS iHhopMaLil WoA0 MiCLLe3HaX0MKEHHS IOPUANYHOT
0oco6u. 3MiHn | TUnYy - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKui
3aci6. 3MiHM y BUpO6HULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPOIIO SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fgoAaBaHHA AiTbHUL, Ha SKii
3[jACHIOETLCS KOHTPO/L/BUMPOGYBaHHS cepii) 3aMiHa
AiNbHWLB , Ae NPOBOAUTLCS BUNPOOYBaHHA KOHTPOSIO cepii : 3
OinbHUUBL 3a agpecamn YkpaiHa, 65080, Ogecbka 061., M.
Opeca, locthopdicbka fopora, 6ya. 86 Ta YkpaiHa, 65025, m.
Opeca, 21-i km. CTapoKuUiBCbKOT fopory, 23 Ha AifbHULO 3a
agpecoto YkpaiHa, 65025, m. Ogeca, 21-ii km. CTapOKUiBCbKOT
goporu, 40-A.
431. NPAMIMNEKCON Tabnetku, no 1 mr no ToBapucTso 3 YKpaiHa ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/15526/01/02
IC 10 TabneTok y [04aTKOBOK [,04aTKOBOKO AOMIHICTPaTVBHI 3MiHW. BUyYeHHs1 BUPOOHWYOT AiNbHUL peyenmom
6nicTepi; no 3 BignoBigasIbHi BiNoBiga/IbHICTIO (Brrovaroum ginbHuui Ans A®l, npoMixXHOro NpoaykTy abo
6nicTepy B Nayuj 3 CTIO "IHTEPXIM" roTOBOrO /iKapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
KapTOHYy "IHTEPXIM" nakyBaHHs1, BAPOOHMKA, Bi4NOBIga/IbHOMO 3a BUMYCK Cepiii,

MicLie NPOBeAEHHS KOHTPO/IIO cepil) abo nocTavasibHuKa
BMXiQHOro mMarepiasy, peareHTy abo A0NOMiIKHOT pevOBUHN
(SIKLLO 3a3HAYEHO Y A0CbE) BUTYYEHHST AiNTbHULI YKpaiHa,
65080, Opecbka 06., M.Ofeca, /llocTaopdcebka gopora, 6ya.
86, Ae 34ilicHI0ETLCA 36epiraHHsA roToBOI NPOAYKLl, Ta
BWTYYEHHS iHhopMauil WoA0 MiCLLe3HaX0MKEHHS OPUANYHOT
oco6u. 3MiHu | TUNy - 3MiHK 3 SKOCTi. FOTOBMIA NikapCbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYHOTbCS BUNYCKY Cepii Ta KOHTPOJIO SAKOCTI TOTOBOrO
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
nikapcbkoro 3acoby (3amiHa abo foAaBaHHSA AiNbHUL, Ha SKiiA
3[jACHIOETbCSI KOHTPOIL/BUNPOGYBaHHS cepii) 3aMiHa
AiNbHWLB , Aie NPOBOAUTLCS BUNPOOYBaHHA KOHTPOIO cepii : 3
OinbHUUB 3a agpecamn YkpaiHa, 65080, Ogecbka 0611., M.
Ogpeca, locToopdickbka fopora, bya. 86 Ta YkpaiHa, 65025, m.
Opeca, 21-i km. CTapokuiBCbKOT AOpOrK, 23 Ha AifbHULIO 3a
aapecoto YkpaiHa, 65025, m. Ogeca, 21-i kM. CTapoKUIBCbKOI
goporu, 40-A.
432, MPEBEHAP® 13/ | cycneHsis Ans iH'exuii Mdpaiizep CLIA Baet Benuka BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/15864/01/01
PREVENAR® 13 no 1 osi (0,5 mn) y Eiiu.Ci.Mi. dapmaceyTukasc, BpuTaHi OHOB/EHHS iHhopMaLii "OLiHKa 6e3nekn CTOPOHHIX areHTiB" peyenmom
BAKUMHA nonepeaHL0 KopnopeiiwH Benuka BputaHis; al (po3gin 3.2.A.2); 3MiHM | TNy - NOAAHHA HOBOro abo
NMHEBMOKOKOB HarmoBHEHOMY LUNPULL; Mdpaiizep Benbris/ OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI 260 BUTyHYEHHS
A no 1 nonepeaHbO MeHtodekuypuHr Ipnangi cepTudpikaTa BignoBiAHOCTI EBponeiickkiit thapmakonei: ans
MNONICAXAPUAH | HanoBHeEHOMY LINpuULy Benbrist HB, a/ CLUA A®I; gns BUXigGHOTO MaTepiasty/peareHTy/npoMixXHOro
A Ta ofHil Benebrist; Mdpaiizep NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI A®I; ans
KOH'FOTOBAHA BilOKpEM/IEHIi ronui B IpneHg, [0MOMDKHOT peYOBUHM (iHLLI 3MiHK) - Buny4yeHHs ME-
(TPUHAQUATUB | iHouBigyanibHOMY dapmaceyTvKaic, ceptudpikaTy BignosigHocTi (R1-CEP-2003-003) ans
ANEHTHA Yox/i y 3aKpUTOMY IpnaHgjs; Bakctep TBapVHHOTO KiICTKOBOTO BYrinas ans supobHunka HAL Natural
AACOPBOBAHA) | nnacTtukoBomy PapmaceyTrkan Ltd. Bupo6HuK TBapuHHoro kictkosoro Byrinns HA1 Natural Ltd
KOHTeliHepi; no 1 ContowmHe JI1C, nepeHic BupobHuLTBO 3 Greenock (UK) o Mekcukum
n1acTMKOBOMY CLWA oAHOo4acHo 3 nepeliMeHyBaHHAM Ha Saxet Technologies Ltd.
KOHTelHepy Yy YMoBW npouecy BUPOGHULTBA KICTKOBOTO BYrinasA Ha Saxet
KapTOHHIli Kopoobui Technologies Ltd BignosigatoTe Bumoram umHHoro Note for
Guidance on Minimising the Risk of Transmitting Animal
Spongiform Encephalopathy Agents via Human and Veterinary
Medicinal Products (EMA/410/01). BHeceHHs pegakuiiHnx
npaBokK Ao posginy 3.2.R.4.
433. NMPEAHITON Kpem, 0,25 % no 10, [Jepmachapm HimeuunHa mi6e M'mbX Himeuy BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/10283/03/01
abo30r,a6050ry Al ApuHarimitTens nHa 3MiHM A0 IHCTPYKLIT 418 MeAMYHOro 3acToCyBaHHA A0 po3dinis | peyernmom
Ty6i; no 1 Ty6i B "Oco6nmBOCTi 3acTocyBaHHS", "Mo6iuHI peakwii” BignoBigHoO 40
KapTOHHI nayyi 6e3nekun [ityoi pevyoBMHN NiKapCbKoro 3acoby
434. NPEAHITON XnpHa masb, 0,25 % Lepmadhapm HimeuyunHa mi6e M6X Himeuy BHECEHHS 3MiH 0 peecTpauiiHux matepiasnis: 3miHu | Tuny - 3a UA/10283/01/01
no 10, a6o 30 r, abo Al ApuHaiimiTTens nHa 3MiHW A0 IHCTPYKUiT 4N MeanyHOro 3acTocyBaHHSA [0 PO34iniB | peyernmom
50 ry Ty6i; no 1 Ty6i B "Oco6numBocTi 3acTocyBaHHs", "Mo6iyHI peakwii" BignoBsigHO A0
KapPTOHHI/ nayui 6e3Mekmn 4ityvoi PevyoBMHM JTIKApCbKOro 3acoby
435. NPEAHITON Masb, 0,25 % no 10, Jepmadhapm HimeuyunHa mi6e M6X Himeuy BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/10283/02/01
abo30r,a6050ry Al ApuHaiimiTTeNb nHa 3MiHM A0 IHCTPYKLIT 418 MeANYHOro 3acToCyBaHHA A0 po3Ainis | peyernmom
Ty6i; mo 1 Ty6i B "Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwii" BignoBigHoO 40
KapTOHHIW nayui 6e3neku Ailoyoi pevyoBMHU JliKapCcbKoro 3acoby
436. NMPE®EMIH TabneTku, BKpUTI Amakca Benuvka BMPOBHULITBO, Lseiua BHECEHHS 3MiH [0 peecTpavuiiiHux maTtepianis: 3miHu | Tuny - 6e3 UA/14671/01/01
nNiBKOBOIO dapmva NTA BpuTaHis nakyBaHHS, pis OHOBJ/IEHHS BX€e 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS peyenma

060/10HKO10, M0 20 Mr,
no 30 TabneTok y
6nicTepi; no 1 abo no
3 6nictepu B
KapTOHHIli Kopoobui

KOHTPO/b AKOCTi Ta
BMNYCK cepiii: Makc
Llennep 3boHe AT,
LBeiiyapis;
KOHTPO/1b SKOCTI:
Jlabop Llonnixrep

NepBUHHOT | BTOPMHHOT yNakoBk/i. BBeAeHHA 3MiH NPOTArom
6-Tn micALiB nicna 3aTBepAKeHHSA
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Ar, WBseiiuapis;
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS,
MapKyBaHHS:
lHcaHa CA,
LBeiiLapis;
KOHTPO/b Cepili:
IHTepna6op Benn
Ar, LLieliuapist
437. NMPUOPA Kpem, 100 mr/lrno2r [Jenbta LLisefuapis dniT Nabopartopis Benuka BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 6e3 UA/9636/01/01
abo 5ryTy6i;no 1 Megiken Niviten BputaHi 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenma
TyGi B KAPTOHHiIlA MpomoyLUH3 A BBeneHHs abo 3MiHU A0 y3araslbHEeHUX JaHWX NPo cucTeMy
KOpOoo6Li Al hapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHux npo
cuctemy hapmakoHarniagy, 3miHa ynoBHOBaKeHOT ocobu,
BiANOBIAANLHOI 3a 34iicCHEHHS (hapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsgy 3asBHvKa 415 34iIACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOT 32 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa yNnoBHOBaXXeHOI 0CcobM 3asiBHUKA, BIANOBIA&/ILHOT 3a
3pificHeHHs hapmakoHarnagy: NMponoHoBaHa pegakuis:
PornHcbka OneHa MasniBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBAXEHOI 0CO6MU
438. NMPONMKOTEKC PO3UUnH ANS iH EKLN, IBCA IHcTuTyT | LBeiiuapis Bunyck cepii: IBCA Lseiiua BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3miHu | Tuny - 3a UA/14719/01/01
25mMr/mnno 1 mny Bioximik C.A. IHCTUTYT BioXimik pis OHOBJ/IEHWIA cepTUdIKaT Bif y)Xe 3aTBepXEHOro BUPOOHMKa peyenmom
dhnakoHi; no 7 C.A., WBeiiuapis; R2-CEP 1996-017-REV 05 i ik Hacnifok npuBefeHHs
h/1aKoHIB B KAPTOHHiIl BMPOGHMLTBO [OMILLOK B cneumdikauii A®l, BignosigHo Ao MoHorpadii E®
KOpo6Li roToBOro «Progesterone»
NiKapcbKoro 3acoby,
nepBuHHe Ta
BTOPVHHE
nakysaHHs: IBCA
IHCTUTYT Bioximik
C.A,, Weeiiuapis
439. MPOTE®PNAIIA® | cynosuTopii, no 5 TOB "HBK YkpaiHa TOB "®apmekc YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 3a UA/4220/02/01
cynosuTopiiB o 3ry "Ekochapm” pyn" AOMIHICTPaTVBHI 3MiHW. BUyYeHHs1 BUPOOHWYOT AiNbHUL peyenmom
6nicTepi, no 1, a6o 2, YkpaiHa,; (Brrovaroum ginbHuui Ans A®l, npoMixXHOro NpoaykTy abo
abo 3 6nictepu y naui TOB "HBK roTOBOrO /iKapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
3 KapTOHY "Ekochapm” nakyBaHHs1, BAPOOHMKa, Bi4NOBIga/IbHOMO 3a BUMYCK Cepiii,
YkpaiHa MicLie NpoBeAEHHSI KOHTPO/IHO cepii) abo nocTavanbHKKa

BMXiQHOro mMartepiasy, peareHTy abo A0NOMiIKHOT peYOBUHN
(K0 3a3HAYEHO Y [0CbLE) BUTyUYEHHST BUpobOHUKa 13
MpoTednasia® CninbHe yKpaiHCbKO — icnaHcbke
nignpvemcTso y popmi TOB “Cnepko YkpaiHa“, YkpaiHa.
3MiHuM | TMNYy - AGMIHICTPATUBHI 3MiHW. Buay4eHHs1 BUPOGHMYOT
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

OinbHUU] (BKIKOYaOUN AinbHUL Ans AP, NpoMibXHOro
npoayKTy abo rotToBOro Nikapcbkoro 3acoby, AinbHuL Ans
NpoBefeHHs nakyBaHHS, BUPOOHUKA, BiAMOBIAa/IbHOTO 3a

BWMYCK Cepiid, MicLie NPOBELEHHS KOHTPOJIO cepil) abo

nocTavyanbHvKa BUXIAHOTO MaTepiasny, peareHTy abo

[OMOMKHOT PEUOBMHM (SKLLO 3a3HAYEHO Y [OCLE) BUNYYEHHS
BMPOGHMKa Aitodoi pevoBuHK MpoTtedinasig TOB “TepHodapm
“, YkpaiHa (3annwmnn 3ateepxeHoro BupobHrnka TOB "HBK
"Ekodpapm”, YKpaiHa , L0 BUKOHYE Ti cami OyHKLUT, Lo
BUNYYEHUIA). 3MiHK | TUNY - AAMIHICTPATVBHI 3MiHW. BunyyeHHs

BMPOGHWYOI AinbHNL (BKAHOYAoun finbHuui ana Adl,

MPOMiXXHOro NPoAyKTy abo roToBOro JlikapCbKoro 3acoby,
AiNbHWLI AN NpoBefeHHsA NakyBaHHS, BUPOOHNMKa,
BifiNOBIAAIbHOTO 3a BUMYCK Cepiid, MicLie NpoBeAeHHSs
KOHTPO/I0 cepii) abo nocTavanbHMKa BUXIGHOTO MaTepiasy,
peareHTy abo A0NOMiXHOI PEYOBMHY (SIKLLO 3a3HaYeHO y
[0CbE) BUTYYEHHS BUPOGHYKa fitoyoi pevoBuHu MNpoTtednasig
MpAT "®iTochapm”, YkpaiHa (3anuwmnm 3aTBepaKeHoro
BUpo6HuKa TOB "HBK "Ekodhapm”, YkpaiHa , Lo BUKOHYE Ti
cami oyHKLUiT, Wwo BuayyeHnit). 3miHn | Tuny - AgMiHicTpaTuBHI
3MiHW. BrnyyeHHsi BUPO6HMYOI AinbHUL (BKIHOYAKUN AiTbHAL
ans A®l, npomixHOro NpoAykTy abo rotoBoro Nikapcbkoro
3acoby, AinbHULI ANA NPOBEAEHHS NakyBaHHSA, BUPOOHNKa,

BiANOBIAA/ILHOIO 3a BUMNYCK CEPIi, MiCLie NPOBeAEHHS

KOHTPO/K0 cepii) abo nocTavanbHMKa BUXIAHOTO MaTepiany,
peareHTy ab0 AONOMIKHOI PEYOBUHY (SKLLO 3a3HA4YeHO Y
[0CbE) BUTYYEHHS! BUPOGHYKa fjitoHoi pevoBuHu MNpoTtedhnasig
MpAT "Bionik", YkpaiHa (3anv1wnim 3aTBepaKeHoro
BMpo6HMKa TOB "HBK "Ekodhapm", YkpaiHa, L0 BUKOHYE Ti
caMi OyHKLT, WO BUAYYEHWIA).

440.

NMPOTONMUK

Ma3b 0,03 % no 10,
abo no 30 r, a6o no 60
ry Ty6i; no 1 Ty6i B
KapTOHHIlA KopooLi

JIEO ®apma
AIC

[aHis

BiAnoBigabHUIA 3a
BMMNYCK cepii Ta
nakyBaHHs:
AcTennac lpnaHg
Ko., NiTa, Ipnaxgis

BiAnoBigabHUIA 3a
BMPOGHMLTBO 6asKy
Ta 3anoBHEHHS
TY6M:
Actennac ®apma
Tex Ko., /lITa. Toama
TexHonoaxi LieHTp,
AnoHis

Ipnangi
al
AnoHis

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsay.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NMPO cMcTemMy

hapmakoHarnsgy (BBeLEHHs y3ara/lbHEHUX faHux Npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOI ocobu,

BiANOBIAANLHOI 32 34iliCHEHHS hapmakoHarnsay; KOHTakTHOT

ocobu 3 hapMakoHarnsay 3asBHuUKa ansi 34iicHeHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YMOBHOBaXeHOT 0co6u, BigNOBIAaLHOT 3a 34iiCHEHHS
hapmakoHarnagy (BKiovaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MiLeHHI MacTep-halina cuctemun hapmakoHarisgy) -
3MiHa KOHTaKTHOT 0c06M 3asiBHMKA B YKpaiHi 415 34iACHEHHS
hapmakoHarnsgy: nponoHoBaHa peaakLis - Haymosa IpuHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI 0cobu

3a
peyenmom

UA/7779/01/01

441.

NMPOTONMUK

Mas3b 0,1 % no 10,
a6o no 30 r, abo no 60

JIEO ®apma
AIC

[anis

BiAnoBigabHUA 3a
BMMYCK cepii Ta

Ipnangi
al

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHM Woao 6esnekn/edekTMBHOCTI Ta dhapMakoHarnsay.

3a
peyenmom

UA/7779/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

ry Ty6i; no 1 Ty6i B
KapTOHHI KOpO6Li

nakyBaHHs:
Actennac IpnaHg
Ko., NiTa, IpnaHgis

BiNOBIgabHWIA 3a
BVMPOGHMLTBO 6asKy
Ta 3anoBHEHHS
TYy6u:
Actennac ®apma
Tex Ko., /lta. Toama
TexHonoaxi LieHTp,
AnoHis

AnoHis

BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX AaHUX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3ara/lbHeHUX faHux npo
cuctemy hapmakoHarnisgy, 3miHa ynoBHOBaKeHOT ocobu,
BiANOBIAANLHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapMakoHarnsay 3asBHuUKa gisi 3iicHeHHs
thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXXEHOT 0cO6U, BiANOBIAANLHOI 3a 34iACHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa KOHTaKTHOT 0c06M 3asiBHUKa B YKpaiHi 415 34iACHEHHS
hapmakoHarnsgy: nponoHosaHa pefakuis - Haymosa IpuHa
OnekcaHApiBHa. 3MiHa KOHTaKTHVX AaHUX KOHTaKTHOT 0cobm

442,

MCOPIKAN

kpem, 2 mr/r; mo 30 ry
Ty6i asitomiHieBi; no 1
Ty6i y nauyui

MAT
"Kuismegnpen
apar”

Ykpaina

MAT
"Kuismeanpenapat”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny -
3MiHM WoAo 6e3nekn/edpeKTNBHOCTI Ta chapmakoHarnsgy -
3MiHW BHECEHO A0 IHCTPYKLiT 415 MeANYHOro 3acTOCyBaHHS A0
po3giny "OcobnnBoCTi 3aCTOCyBaHHA" BifNOBIAHO [0
iHchopmawii 3 6e3nekn JONOMIXKHUX PEHOBUH NiKapCbKOro
3aco0by, K HacNigoK - BigNOBiAHI 3MiHW B TEKCTI MapKyBaHHS.
BBegeHHA 3MiH NpoTAromM 6-Tu MicsauiB nicns
3aTBEPAKEHHSA

6e3
peyenma

UA/6396/01/01

443.

nynbMmos1oP®

MOPOLLIOK A5
opasibHOi cycnensii, 1
NALWKa 3 NOPOLUKOM
ONnA npurotysaHHs 60
M a6o 100 mn
cycrneHsii pasom 3
MipH/M 3aC060M Ha
KpuLeuywi 3
nonieTusneny B
KapTOHHIlA ynakoBsL,i

Mosi Xenc
mM6X

LLiBeiiuapis

CaBa Xenckea Jita,
IHAis;
Megiton
dapmacbloTikas
n1a., YropwmHa

IHais/
YropLum
Ha

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny -
3MiHu 3 sKocTi. FoTOBMIA NikapCbKuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL,
BMPOGHMLTBA /15 YACTMHM abo BCbOro BUPOGHMYOTro npoLiecy
roTOBOrO JliKapcbKoro 3acoby (AifbHULSA, Ha SKill TPOBOASATHLCSA
6yAab-AKi BAPOOHWUYI cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 SIKOCTi, NEPBMHHOTO Ta BTOPUHHOTO NakyBaHHS, A1
HeCTepWUbHNX fikapcbknx 3aco6iB) CynyTHS 3MiHa - 3MiHU 3
AKoCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.
3amiHa abo BBeEeHHS [0AATKOBOI AiNbHULI BUPOOHULTBA ANs
YyacTvHM abo BCbOro BUPOGHNYOro NpoLiecy roToBoro
nNiKapcbKoro 3acoby (AiNbHWLA A1 BTOPUHHOTO NakyBaHHS) -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BVMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AibHUL
BMPOGHMLTBA [/19 YaCTUHM ab0 BCbOro BUPOBGHMYOTro npoLiecy
roTOBOro NikapCcbKoro 3acoby (AibHUUA 418 NePBUHHOMO
nakyBaHHs1) BBefeHHs fo4aTKOBOT AifIbHULI BUPOBHMLTBA:
Megiton ®apmacktoTikan J1T4., YropwmHa.
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LU0 BignoBigae 3a
BBE3€HHS Ta/abo BMnyck cepii) - Bknrovatoum
KOHTPONb/BUNPOGYBaHHSA cepii - AJoAaBaHHA BUPOOHMKA -
MegiTon ®apmacbioTikan JIT4., YroplimHa

6e3
peuyenma

UA/10378/01/01

MATUPYATKA®

Tabnetku, no 10

ToBapucTBeo 3

YKpaiHa

ToBapucTtBeo 3

YKpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx martepiasnis: 3MiHu | Tuny -

3a

UA/8698/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
IC TabneTok y 6nictepi, [0aTKOBOKO [04aTKOBOK AZMiHICTpaTMBHI 3MiHU. BUyyeHHSI BUPOGHNYOI AinbHNL peyenmom
no 1 6nictepy B navui BiANOBIAa/TbHI BiANOBIAA/LHICTIO (Brtovatoun ginbHuui 4na A®l, npoMixXHOro NpoaykTy abo
3 KapToHY CTI0 «|HTEPXIM» roTOBOrO JlikapCcbkoro 3acoby, AiNbHWL 415 NPOBeAEHHS
«IHTEPXIM>» nakyBaHHs1, BUpOOHYKa, BiNOBiAaNbHOIO 3a BUMYCK Cepiid,
MicLie NpoBeAEHHS KOHTPOIO cepii) abo noctavyanbHMKa
BMXiQHOrO Marepiany, peareHTy abo AONOMiKHOI pEHOBUHN
(SIKLLO 3a3HaYeHO0 Y [0CbE) BUTYYEHHS AiNTbHULI YKpaiHa,
65080, Opfecbka 06n., M.Ogeca, /llocTaopdicbka gopora, 6ya.
86, Ae 34ilicHI0ETbCA 36epiraHHs roToBOI NPOAYKLT, Ta
BU/IYYEHHS iHhopmaLii , WoAo MicLe3HaXOMKEHHS OPUANYHOT
0co6u. 3MiHu | TMNY - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOrO
nikapcbKkoro 3aco6y (3aMiHa abo foAaBaHHA Ai/TbHUL, Ha AKil
3[jACHIOETLCS KOHTPOJIL/BUMPOGYBaHHS cepii) 3amiHa
AiNbHWLB , Ae NPOBOAUTLCS BUNPOOYBaHHA KOHTPOSIO cepii : 3
OinbHUUBL 3a agpecamn YkpaiHa, 65080, Ogecbka 061., M.
Opeca, locthopdocbka gopora, 6ya. 86 Ta YkpaiHa, 65025, m.
Opeca, 21-i km. CTapokuUiBCbKOT fopory, 23 Ha AifbHULKD 3a
agpecoto YkpaiHa, 65025, M. Ogeca, 21-i kM. CTapoKUIBCbKOI
noporu, 40-A.
445, PA3ATAP/, Tabnetky no 1 mr no ToBapucTBO 3 YkpaiHa BUPOBHMLTBO "in Kinp/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/16508/01/01
10 TabneTok y obmexeHor bulk": AENOPBIC MopTyra | 3MiHW A0 IHCTPYKLiT 418 MEANYHOrO 3aCTOCYBaHHS Y PO3Ainu: peyenmom
6nicTepi, no 3 a6o 10 BiAMNOBIAa/TbHI ®APMACBIOTUKAN nis/ "[iTn" (pegaryBaHHs TekcTy), “lNo6iyHi peakuii” 3rigHo 3
6nicTepiB y KAPTOHHIl cTio "CaHpo3 3 NTA, Kinp; Himeuy iHhopmaLieto o0 MeANYHOrO 3acTOCyBaHHA pehepeHTHOro
Kopoobui YkpaiHa" BMPOGHMLTBO "in nHa nikapcbkoro 3acoby (A3INEKT, Tabnetkn). BBefeHHs 3miH
bulk", nepBuHHe Ta NpoTArom 6-Tu MicALIB NicNs 3aTBEPMXKEHHS
BTOPVHHE
nakyBaHHs,
TeCTyBaHHS:
16epdap-IHgacTpia
dapmavgeyTika, C.A.,
MopTyranis; BANYCK
cepiii: CantoTac
dapma 'm6X,
HimeyunHa
446. PAMIMEQL KOMBI | TtabneTku no 2,5 Megokemi Kinp BUPOBHMLTBO 3a ManbTta BHECEHHS 3MiH [J0 peECTpaLjiiiHUX MaTepiasiB: TeXHIYHA 3a UA/10154/01/01
mr/12,5 mr no 10 nTa NOBHUM LMK/IOM: / Kinp nomusnka y MKS, sika 6yna gonylieHa npu peecTpawii rotoBoro | peyenmom

TabneTok y 6nictepi;
no 3 6nictepu y
Kopo6u,i

AkTasic T4,
ManbTa;
BMPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY, KOHTPO/Ib
AKOCTI, 03BN HA
BUNYCK Cepil:
Mepgokemi NT/,
(LeHTpanbHuii

nikapcbKoro 3aco6by npw nepeHeceHHi iHdhopmadii 3
peecTpaLiiHoro gockbe 6yno HeBIPHO 3a3Ha4YeHO Ha3By
BMpOGHMKa A®I rigpoxnopTiasngy
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Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
3aBog), Kinp;
nepBrHHE Ta
BTOPVIHHE
nakyBaHHS:
Mepokemi T/,
(3aBog AZ), Kinp
447. PAMIMEQL KOMBI | Tabnetku no 5 mr/25 Megokemi Kinp BUPOBHMLTBO 3a ManbTta BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasiB: TeXHIYHa 3a UA/10154/01/02
Mr o 10 Tabnetok y nTa NOBHUM LMK/IOM: / Kinp nomusnka y MKA, sika 6yna gonylieHa npu peecTpawii rotoBoro | peyenmom
6nicTepi; no 3 AxTtasic NTA, nikapcbKoro 3acoby npw nepeHeceHHi iHdhopmadii 3
6nictepu y Kopobui ManbTa; peecTpayiiiHoro Aocke 6yn0 HEBIPHO 3a3HAYeHO Ha3By
BMPOGHMLTBO BMpOGHMKa API rigpoxnopTiasngy
Hepo3dacosBaHoro
NPOAYKTY, KOHTPO/Ib
AKOCTI, 03BN HA
BUMYCK Cepii:
Mepnokemi NT/,
(UeHTpanbHuii
3aBog), Kinp;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
Mepnokemi NT/,
(3aBog AZ), Kinp
448. PAMINPUN-TEBA | Tabnetku no 2,5 mr no TOB "TeBa Ykpaina BMPOGHMLTBO Himeuy BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/16689/01/01
10 TabneTok y YkpaiHa" Hepo3dghacoBaHOro nHa 3MiHa y MeTogax BUNnpobyBaHHSA NEPBUHHOI YNakoBKN FOTOBOrO | peyernmom
6nicTepi; no 3 abo 6 NpPOAYKTY, A03BIiN HA NiKapCcbKoro 3acoby - BHECEHHS 3MiH 4,0 MaTepiasiiB
6nicTepiB B KOPOOL BUNYCK Cepil: peecTpauiiHoro Aockbe: OHOBMEHHA p. 3.2.P.7. Cuctema
Mepkne 'm6X, KOHTeliHep/3akKynopoBasibHUii 3aci6 (BUYYEHHS BHYTPILLHIX
HimeuuunHa; MeTOZB KOHTPOIO, SAKi € BidyasibH/MK, abo BiANOBIAAIOTb
nepBuHHa Ta Y/MHHUM cTaHaapTam BupobHuuTtea (DIN, ISO Towo)); 3MiHu |
BTOPWHHA yNakoBkKa, TMNYy - 3MiHa NapameTpiB crneumdikayiii Ta/abo gonycTuMmux
KOHTPO/Ib SIKOCTI: MeX MepPBUHHOT YNaKOBKMN FOTOBOrO NiKapCbKoro 3acooby -
Mepkne 'm6X, BHECEHHS KOpeKL,ii MeX MMTOMOT Barv i TOBLUVHU a/TtlOMiHIEBOT
HimeuunHa p0NbI XONOAHOTO NPOKaTy; 3MiHW | TUNY - 3MiHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX MEPBUHHOI YNaKoBKM
roTOBOrO /iKapCbKOro 3acoby (BWyYeHHS HE3HAYHOrOo
nokasHuka (Hanpvknag 3acTapiioro NokasHUKa))
449. PAMINPUN-TEBA | TabneTtkn no 5 mr no TOB "TeBa YkpaiHa BMPOGHULTBO Himeuy BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/16689/01/02
10 TabneTok y YkpaiHa" Hepo3dhacoBaHoro nHa 3MiHa y MeTofax BUNpobyBaHHs NepPBMHHOI YNakoBKy FOTOBOTO | peyenmom
6nictepi; no 3 abo 6 NpoAYyKTY, A03BIN HA NiKapcbKoro 3acoby - BHECEHHS 3MiH A0 MaTepiasiB
6nicTepiB B KOPOOLL BMNYCK Cepil: peecTpavuiiniHoOro Aocbe: OHOB/EHHSA p. 3.2.P.7. Cuctema
Mepkne 'm6X, KOHTeliHep/3akyrnopoBasibHUi 3aci6 (BUIYYEHHS BHYTPILLHIX
HimeuuunHa,; MeTOZIB KOHTPOIO, SAKi € BidyasibH/MK, ab0o BiANOBIAAIOTbL
nepBnHHa Ta YMHHUM cTaHgapTam BupobHuyTBa (DIN, ISO ToWw0)); 3MiHn |
BTOPWMHHA yNnakoBkKa, TMNy - 3MiHa NapameTpiB crneumdikaiii Ta/abo fonycTUMUX
KOHTPO/1b AKOCTI: MeX NepBUHHOT YNakoBKM FOTOBOrO NiKapCbKoro 3acoby -
Mepkne 'm6X, BHECEHHS KOpPEKLii MeX MMTOMOI Barv i TOBLUMHWN a/TlOMiHIEBOT
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
HimeuunHa h0/IbIM XONOAHOr0 NPOKaTy; 3miHW | TUNY - 3MiHa napameTpis
cneumdikauii Ta/abo foNyCTUMUX MEX NEPBUHHOT YNaKoBKM
roTOBOrO /1iKapCbKOro 3acoby (BUlyYeHHS HE3HAYHOIO
nokasHuka (Hanpviknag 3acTapiioro NokasHUKa))
450. PAMINPUN-TEBA | Ttabnetkun no 10 mr no TOB "TeBa Ykpaina BMPOGHMLTBO Himeuy BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/16689/01/03
10 TabneTok y YkpaiHa" Hepo3acoBaHoro nHa 3MiHa y MeTogax BUNpobyBaHHsA NMEePBMHHOI YNaKoBKY rOTOBOTO | peyenmom
6nictepi; no 3 a6o 6 NpoAyKTY, A03BIN HA NiKapcbKoro 3acoby - BHECEHHS 3MiH 40 MaTepiasiB
6nicTepis B KOPOOL BUMYCK Cepii: peecTpauiiHoro Aockbe: OHoBNEHHA p. 3.2.P.7. Cuctema
Mepkne 'm6X, KOHTeliHep/3akKyrnopoBanibHWii 3aci6 (BUIYYEHHS BHYTPILLHIX
HimeuuunHa; MeTOZiB KOHTPO/HO, SKi € BidyasibHMMU, abo BiANoBifalTb
nepBrHHa Ta YMHHUM cTaHgapTam BupobHuuTea (DIN, ISO Towo)); 3miHn |
BTOPUHHA YNaKoBKa, TMNy - 3MiHa NapameTpiB crneumndikayiii Ta/abo onycTUMUX
KOHTPO/b SKOCTI: MeX NepBMHHOI YNakoBKW FOTOBOrO NikapCbKoro 3acoby -
Mepkne 'm6X, BHECEHHS KOPEeKL,ii MeX MMTOMOI Baru i TOBLUMHW aslloMiHIEBOT
HimeuunHa honbrv X0NI0AHOTO NPOKATy; 3MiHM | TRy - 3MiHa NapameTpis
cneundgikauii Ta/abo AONYCTUMUX MEX MEPBUHHOI YNakoBKM
roTOBOrO NiKapCbKOro 3acoby (BM/IyYEHHSI HE3HAYHOTO
nokasHuka (Hanpvknag 3acTapi/zioro NokasHUKa))
451. PEBIT® Apaxe; no 80 apaxe B AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/4680/01/01
KOHTelHepax "KNIBCbKW BITAMIHHW BUTyYEHHST BUpo6HMKa ADI (Kncnotn ackop6iHOBON); cynyTHS peyenma
(6aHoukax); no 80 BITAMIHHW 3ABO4" 3MiHa: 3MiHa y napameTpax cneuudikauii Ta/abo AonycTuMumx
[Apaxe B KOHTeilHepi 3ABO4" MeX, BU3HaueHux y cneumdikayisax Ha A®l, abo
(6aHouuj); no 1 BUXIiAHWA/NPOMDKHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYOThCSA
KOHTeliHepy (6aHouL) y npoueci BUpo6HMuTBa Ad! (iHLWi 3MiHN)
y navuj
452, PEriconic MopoLOK aNns ToBapucTBO 3 YkpaiHa ToBapuncTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/14661/01/01
OpasIbHOrO PO34MHY NO [04aTKOBO [0AaTKOBOIO 3MiHK 3 siKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHn y peyenma
18,9 ry cawe, no 10 BiANOBIAa/IbHI BiAANOBIAA/ILHICTIO BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHTLCA
cawe y navyi cTHO «IHTEPXIM»

«IHTEPXIM>»

BUMYCKY Cepii Ta KOHTPOJIKO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa abo gofaBaHHsA AiflbHUL, Ha Kl
3AiAICHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepii) - 3amiHa
AiNbHWLB , Aie NPOBOAUTLCS BUNPOOYBaHHA KOHTPOSIO cepii : 3
AOinbHULB 3a agpecamu YkpaiHa, 65080, Ogecbka 0611., M.
Ogpeca, locToopdicbka fopora, bya. 86 Ta YkpaiHa, 65025, M.
Ogpeca, 21-ii kM. CTapOKuiBCbKOI f0poru, 23 Ha Ai/IbHULO 3a
agpecoto YkpaiHa, 65025, m. Ogeca, 21-i kM. CTapoKUiBCbKOI
poporu, 40-A; 3MiHK | TUNY - AAMIHICTPATUBHI 3MiHW.
BunyyeHHs BUPOGHNYOI AinbHWLi (BKIOYAKYMN GiNTbHUL AN
A®I, NPOMiXXHOro NPOAYKTY abo roToBOro Nikapcbkoro 3acoby,
AiNbHULI ANA NpoBeAeHHS NakyBaHHSA, BUPOOHNMKa,
Bi4NOBIAa/IbHOIO 3a BUMYCK Cepiii, MicLie NPpOBeAEeHHS
KOHTpO/0 cepii) abo nocTavanbHMKa BUXIAHOTO MaTepiany,
peareHTy abo [OMOMDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
[OO0CbE) - BUNYy4YeHHs AinbHuui Ykpaida, 65080, Ogecbka 0611.,
m.Opfeca, MliocTaopdicebka gopora, 6ya. 86, Ae 34ilicHI0ETLCA
36epiraHHsA roToBOI NPOAYKLT, Ta BUNYyYeHHs iHdhopmawii ,
00 MiCLLe3HaXOMKEHHS IOPUANYHOI 0CO6U
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
453. PEKYTAH® pianHa no 100 mny MAT Ykpaina MAT "Tanuudpapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 6e3 UA/8838/01/01
pNakoHi CKNsHOMY "Tanuudgapm" 3MiHK LWoao 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsgy - peyenma
abo nonimepHomy; no 3MiHV BHECEHI B TEKCT MapKyBaHHS YNaKoBKM NiKapCbKoro
1 dpnakoHy B nau; no 3aco0y LWOoA0 3a3HaYeHHA MiXXHAPOAHMX NO3HaYeHb OANHULb
100 mn y 6aHui; no 1 BMMIiptOBaHHS. BBeieHHA 3MiH npoTAarom 6-tm micauis
6aHui B maywj nicis 3aTBepKEeHHSA
454, PEMOTIB TabneTku, BKPUTI Amakca Benvka BUPOBHMLTBO 3a LLiseiiua BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/16299/01/01
NAiBKOBOIO Papma N1TL BpuTaHis NOBHUM LMK/IOM: pis 3MiHa y MeToAax B1NpPo6yBaHHS rOTOBOrO MikapCbKOro 3acoby peyenma
060/10HKOt0, N0 500 Makc Liennep 3boHe (He3HayHa 3MiHa y 3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
Mr; no 10 Tabnetok y Ar, WBeiiuapis; He3HauHi 3MiHM Y aHaniTUYHNX MeToanKax «laeHTudikauis.
6nicTepi; no 3 abo 6 nepBuHHE Bu3naueHHs metogom BEPX chnasoHoigis», «KinbkicHe
6nicTepiB y KAPTOHHIN nakyBaHHs BM3HAYEHHS. BMICT Aito4oi peyoBrHM (CyXOro eKCTpakTy)»,
Kopoou,i (cbacyBaHHs), «KinbkicHe BU3HaAYEHHSI. 3arasibHUiA BMICT rinepuLmHy»
BTOPUHHE
nakyBaHHS,
MapKyBaHHS:
lHcaHa CA,
LlBeiiuapis;
KOHTPO/b SKOCTI:
Nab6op Llonnivrep
Ar, Lseiiuapis;
KOHTPO/b SKOCTI:
IHTepna6op benn
AT, WBeliyapis
455, PEHIANNb® TabneTku, BKPUTI MAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/14299/01/01
NAiBKOBOIO "Kuismegnpen "Knismegnpenapar", nofaHHsa HOBOro cepTucpikata BiANOBIAHOCTI €EBpONENChKIi peyenmom
060/10HKOI0, N0 25 Mr apart" Ykpaina thapmakonei Ne RO-CEP 2015-268-Rev 00 ans gito4oi
no 10 TabneTok B (cbacyBaHHs 3 pevoBUHM EnnepeHoHy Bif 3aTBEpP4KEHOTO BUPOOHUKA 3
6nicTepi; no 3 dopmu in bulk BiAMNOBIAHMMYM 3MiHaMK B cneuudikaLlii Ta MeTogax KOHTPO/0
6nicTepy B navw, hipMUn-BMPOGHMKa AKocTi A®| 3a nokasHukamu: - «Onuc», «PO3YNHHICTbY,
Ma6'aHnLbKNIA «lpeHTudpikauis», «BigHOCHe ONTUYHE 06epTaHHA»,
hapmaueBTUYHNI «CynpoBigHi AOMiLLKM», «BTpaTa B Maci npu BUCYLLYBaHHI»,
3aBog, Monbgha AT, «CynbhaTHa 30Ma», «KifibkicHe BU3HaYeHHs», - NPUBEAEHO Y
Monba) BigNoBiAHICTL A0 MOHorpadii Eplerenone EP; -A,0NOBHEHHS
nokasHuka «3asIMLLKOBI KiflbKOCTi OpPraHiyHUX PO3UYMHHUKIBY
npueeeHo y BignosigHicTb Ao CEP; - BU1y4eHo nokasHuK
«Baxkki MeTasin» - NpuBeAEHO Y BIAMNOBIAHICTb A0 MOHOrpadii
Eplerenone EP; 3miHu | TUny - nogaHHs OHOBMEHOrO
cepTudikaTa BignosigHOCTi EBponeiickkili hapmakonei Ne RO-
CEP 2015-268-Rev 01 ana gitoyoi pevyoBuHU EnnepeHoHy Bif
3aTBEPAKEHOro BUPOGHMKA 3i 3MIHOK Ha3BW BUPOOHMYOT
[iNSAHKM Ta 3MiHOK Ha3Bu Ta agpecu BnacHuka CEP
456. PEHIANTb® TabneTku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiH1x maTepianis: 3miHu | TRy - 3a UA/14299/01/02
NAiBKOBOIO "Kuismegnpen "KuiBmegnpenapat”, nofaHHsa HOBOro cepTudpikara BiANOBIAHOCTI €EBPONENCHKIN peyenmom
060n0Hkot0, No 50 mr apar” YkpaiHa thapmaxonei Ne RO-CEP 2015-268-Rev 00 ans gito4oi

no 10 TabneTok B
6nictepi; no 3

(dbacyBaHHs 3
c¢opmum in bulk

peyoBUHM EnNepeHoHy Bif 3aTBEPAYKEHOIO BUPOGHMKA 3
BigNoBigHVMMM 3MiHaMKM B cneumdikauii Ta MeTofgax KOHTPOsI0
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
6nicTepy B navw,i hipmn-BMpoOHUKA AKocTi A®| 3a nokasHukamu: - «Onuc», «PO3YNHHICTbY,
Mab6'AHNLbKNIA «lgeHTudikanis», «BigHoCHe onTU4He 06epTaHHs»,
hapmaueBTUYHNI «CynpoBigHi AoMilLKn», «BTpaTa B Maci npu BUCYLLYBaHHI»,
3aBog, Monbgha AT, «CynbaTHa 30na», «KifbKicHe BU3HaUYEeHHs», - NPUBEAEHO Y
MonbLya) BiANoOBIAHICTL A0 MoHorpadii Eplerenone EP; -A0NOBHEHHSA
nokasHuka «3asIMLLKOBI KifIbKOCTi OpraHiyHUX PO3UYMHHUKIBY
npvBefeHo Y BigNoBigHICTb A0 CEP; - BUnyYeHo nokasHuk
«Baxki meTanv» - npMBeAeHO Yy BIANOBIAHICTL A0 MOHOrpadil
Eplerenone EP; 3miHu | Tvny - nogaHHs OHOB/IEHOTO
cepTudikaTa BignosigHOCTi EBponeiickkili hapmakonei Ne RO-
CEP 2015-268-Rev 01 ansa gito4oi pe4osuHY EnnepeHony Bif
3aTBEPXEHOr0 BUPOOHUKA 3i 3MIHOK Ha3BW BUPOGHWYOT
[iNsSHKM Ta 3MiHOK Ha3BW Ta aapecu BnacHuka CEP
457. PEHHI® BE3 TabneTkn XxyBasbHi 3 Baiep LLisefuapis [Jenbdhapm Manapg | dpaHuisa BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 6e3 UA/6025/01/01
LLYKPY M'ATHUM CMakoMm; no 6 KoHcblomep BU/TyYEHHS BUPOOHWNYOT AiNbHWL| (BKIOYAOUM OiNbHULI A1s peyenma
Tabnetok y 6nictepi; Kep Al A®I, NpomiXHOro NpoAykTy abo roToBOro JlikapCbKoro 3acooy,
no 2 a6o 4 6nictepn B AiNbHULI N8 NPOoBeAEHHSA NakyBaHHS, BUPOOHNMKa,
KapTOHHIA Kopo6Li; no BiANOBIAA/IbHOrO 3a BMUMNYCK CEPIii, MicLie NpoBeAEeHHS
12 TabneTok y KOHTPOIO cepii) abo nocTavasibHMKa BUXIGHOTO Matepiasy,
6nicTepi 3 peareHTy abo AONOMDKHOI PEYOBWHY - BUNyYEHHS BUPOOHNMKA,
nepchopavieto; no 1 BiANOBiAaNbHOrO 3a cTagito rpaHynayii
abo 2 6nictepu B
KapTOHHIV Kopobui
458. PE®OPTAH® 130 | po3uvH Ans iHdysiii no | BEP/IH-XEMI | HimevunHa BEPNIH-XEMI Al Himeuy BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/13733/01/01
250 mn a6o no 500 mn Al nHa noAaHHs HOBOTO cepTudikaTy BifnoBiAHOCTI EBPONECLKOI peuyenmom
y thnakoHi; no 1 a6o thapmakonei Ne R1-CEP 2008-105-Rev 00 Big HoBoro
no 10 donakoHiB y BMpOoGHMKa A®| Hatpito xnopuay; 3miHu | TUny - nogaHHs
KapTOHHIli KopooLi OHOBJ/IEHOTO cepTudikaTy BifANoOBiAHOCTI EBpONeicbKoi
thapmakonei Ne R1-CEP 2007-367 Rev 01 Big 3aTBEpAXEHOr0
BMpOoGHMKa AD| Hatpito xnopugy; 3miHu | TUny - 3MiHM
BUNPobyBaHb abo AOMYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUPOOHULTBA FOTOBOrO NiKapCbKoro
3aco0y - 3MiHW B NpoLeci BUPO6HNLTBA rOTOBOrO NiKapCbKOro
3aco0y, a came BU/TyYEHHS NokasHuka «pH» nicns
cTepunisadii; 3mMiHn | TMny - 3MiHa y meTogax BUNpo6yBaHHSA
NepBUHHOT YNaKkoBKWN rOTOBOIO J1iKapCbKoro 3acoby -
OHOBNEHHS iHdopMauii B p. 3.2.P.7. Cuctema
KOHTeliHep/3akKynopioBasibHUIA 3aci6, a caMe BBEAEHHS
nepexpecHoi NepeBsipky MeTOAY BU3HAYEHHS 3a NMOKAa3HUKOM
«3arasibHa 30na» 415 Pe3VHOBMX NPOBOK; 3MiHK | TUNy - 3MiHa
nepiofy NOBTOpPHMX BUNpOoGyBaHb/nepiody 36epiraHHs abo
yMOB 36epiraHHsa A®| - BBeileHHS Nepiofy NOBTOPHOTO
BUNPOo6YyBaHHA Ana APl HaTpito x10pu HOBOro BUPOBHUKA
459, PO3YBACTATUH | TabneTku, BKpUTI "KcaHTic Kinp Bunpo6HMK, Icnanis BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/16793/01/01
KCAHTIC NAiBKOBOIO dapma BiANoBigabHMIA 3a AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW JlikapcbKoro 3acoby - peyenmom
060/10HKOI0, N0 5 Mr Nimiten" BMPOGHMLTBO 3MiHM BHECEHI LL0A0 Ha3BM MiKapcbKoro 3acooby.

no 10 TabneTok y

roTOBOI JliKapCbKOI

3atBepmkeHo: KAPAIO/IMN (CARDIOLIP) 3anponoHoBaHo:
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

6nicTepi, no 3, abo no
10 6nicTepis B navui

dhopMU, KOHTPO/Tb
cepii, NnepBnHHE Ta
BTOPVIHHE
nakyBaHHS1, BUMyCK
cepii:
Na6opaTtopioc
NIKOHCA, C.A,,
IcnaHis;
Brpo6HWK,
BiAnNoBigabHUIA 3a
MiKpPOGIONOTiYHWIA
KOHTPO/b SKOCTI:

NTABOPATOPIO [OP.

®. EUEBAPHE,
AHANICIC, C.A,,
IcnaHis;
Bupo6HuK,
BignoBigasbHWi 3a
BTOPUHHE
nakyBaHHs:
ATAIC ®APMA C.N,
IcnaHis;
Bupo6HuK,
BignoBigasbHWi 3a
BTOPUHHE
nakyBaHHs:
MAHAHTIAN
IHTEIPA, C./1.10.,
IcnaHis

PO3YBACTATWH KCAHTIC (ROSUVASTATIN XANTIS)
BBefieHHs1 3MiH NPOTArom 6-T MiCALIB MIiCNA 3aTBEPL)KEHHS

460.

PO3YBACTATUH
KCAHTIC

TabneTkn, BKpUTI
N/1iBKOBOIO
0060/10HKO0, N0 10 Mr
no 10 Tabnetok y
6nictepi, no 3, abo no
10 6nicTepis B nauui

"KcaHTic
dapma
Nimiten"

Kinp

Brpo6HWK,
BiAnoBigabHUIA 3a
BMPOGHMLTBO
rOTOBOI NiKapCbKOI
dhopMU, KOHTPO/b
cepii, NnepBunHHe Ta
BTOPVHHE
nakyBaHHs1, BUMyCK
cepii:
Na6opaTtopioc
NIKOHCA, C.A.,
IcnaHis;
Brpo6HWK,
BiAnoBigabHUIA 3a
MiKpOGioorivHMiA
KOHTPO/b SKOCTI:
NTABOPATOPIO AP.
®. EYEBAPHE,

Icnanis

BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny -
AIMIHICTpaTMBHI 3MiHU. 3MiHa Ha3BW JliKapCbKOro 3acoby -
3MiHM BHECEHI 040 Ha3BM MiKapCbKoro 3acoby.
3arBepmkeHo: KAPAIONIM (CARDIOLIP) 3anponoHoBaHo:
PO3YBACTATWH KCAHTIC (ROSUVASTATIN XANTIS)
BBefeHHs1 3MiH NpoTArom 6-T MiCALIB MIiC/A 3aTBEPLKEHHS

3a
peyenmom

UA/16793/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

AHATICIC, C.A,,
IcnaHis;
Brpo6HMK,
BiANoBigabHUIA 3a
BTOPVHHE
nakyBaHHS:
ATAIC ®APMA C.J1,
IcnaHis;
Brpo6HWK,
BiAnNoBigabHUIA 3a
BTOPVHHE
nakyBaHHS:
MAHAHTIAN
IHTEIPA, C.J1.1O.,
IcnaHis

461.

PO3YBACTATUH
KCAHTIC

TabneTku, BKPUTI
N/1iBKOBOIO
060n0Hkot0, Nno 20 Mr
no 10 TabneTtok y
6nictepi, no 3, abo no
10 6nicTepiB B nauui

"KcaHTic
Papma
NimiTen"

Kinp

Bunpo6HuK,
BiANOBigaIbHNI 3a
BMPOGHMLTBO
roTOBOI NiKapCbKOI
chopmMK, KOHTPOSIb
cepii, NepBunHHe Ta
BTOPVHHE
nakyBaHHs1, BUMyCK
cepii:
Nab6opaTtopioc
NIKOHCA, C.A.,
IcnaHis;
Bunpo6HuK,
BiANOBIAaIbHNI 3a
MiKpO6ioorivHuiA
KOHTPO/b SKOCTI:
JTABOPATOPIO AP.
®. EHEBAPHE,
AHANICIC, C.A,,
IcnaHis;
Brpo6HWK,
BiAnoBigabHUIA 3a
BTOPVHHE
nakyBaHHS:
ATAIC ®APMA C.N,
IcnaHis;
Brpo6HWK,
BiAnoBigabHUIA 3a
BTOPVHHE
nakyBaHHS:
MAHAHTIAN
IHTETPA, C.J1.1O,,

IcnaHis

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa Ha3BW SliKapCbKoro 3acoby -
3MiHM BHECEHI 040 Ha3BM NMikapcbKoro 3acoby.
3aTtBepmxkeHo: KAPAIO/IMN (CARDIOLIP) 3anponoHoBaHo:
PO3YBACTATWH KCAHTIC (ROSUVASTATIN XANTIS)
BBefeHHs 3MiH NpoTArom 6-T MicALIB MiC/1A 3aTBEPKEHHS

3a
peyenmom

UA/16793/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

IcnaHis

462.

PO3YBACTATUH
KCAHTIC

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 40 Mr
no 10 TabneTtok y
6nicTepi, no 3, abo no
10 6nicTepiB B nauLi

"KcaHTic
dapma
NimiTen"

Kinp

Bunpo6HuK,
BignoBiganbHWi1 3a
BUPOBHULTBO
rOTOBOI NiKapCbKOI
chopmMK, KOHTPOSIb
cepii, NepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUMYCK
cepi:
Nab6opaTtopioc
NIKOHCA, C.A.,
IcnaHis;
Bunpo6HuK,
BignoBiganbHWi1 3a
MiKpO6ioIoriyHmiA
KOHTPO/1b SKOCTI:
NNABOPATOPIO [AP.
®. EYEBAPHE,
AHANICIC, C.A,,
Icnanis;
Bunpo6HuK,
BiANOBIAaIbHNI 3a
BTOPVHHE
nakyBaHHs:
ATAIC ®APMA C.N,
Icnanis;
Bunpo6HuK,
BiANOBIAaIbHNI 3a
BTOPVHHE
nakyBaHHs:
MAHAHTIAN
IHTETPA, C.J1.1O.,
IcnaHis

IcnaHis

BHECEHHS 3MiH 10 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW JlikapcbKoro 3acoby -
3MiHW BHECEHI LWOA0 Ha3BU NiKapCbKoro 3acoby.
3arBepmkeHo: KAPAIONIM (CARDIOLIP) 3anponoHoBaHo:
PO3YBACTATWH KCAHTIC (ROSUVASTATIN XANTIS)
BBefeHHs 3MiH NPOTAroM 6-TW MiICALIB Nic/1A 3aTBEPAXKEHHS

3a
peyernmom

UA/16793/01/04

463.

PYTO3UA
TPUMIAPAT

KpucTanivyHmi
MOPOLLIOK (Cy6CTaHLis)
y noAgiliHmx
nonieTueHoBmx
nakeTtax Ass
chapmavL,eBTU4YHOro
3acTocyBaHHsA

MpAT
"TexHonor"

Ykpaina

CIYYAH KCIEA
®APMACHIOTIKAN
KO., NTA.

Kutai

BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLis MPOBaMKEHHS AiANbHOCTI BUPO6HMKA (BKIOUatouu, 3a
HeobXiAHOCTI, MicLie NpoBeLEHHS KOHTPO/IO SKOCTI), abo
BflacHMKa macTep-ghaiina Ha A®l, abo noctavanbHUKa
Adl/BnxigHOro MaTepiany/peareHTy/NpoOMKHOro NPOAyKTY, L0
3aCTOCOBYHTbCA Y BUPOO6HULTBI API (SKLLO 3a3HAYEHO Y [0ChE
Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BiAnoBiAHOCTI EBponelickbkili hapmakonei y 3aTBepakeHoOMY
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT PEYOBUHY (SKLLO
3a3HavYeHo y A0CbE) - 3MiHa agpecy BupobHuka A®l CIYYAH
KCIENI ®PAPMACBHIOTIKAN KO., NTA., Kutaii, 6e3 3miHun
MiCLii BUPO6HULITBA

UA/15108/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
464. CANA30MNIPUH TabneTkn, BKpUTI Mdpaiizep IHkK. CWA Peuichapm Ynncana | LUseuis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/4201/01/01
EN-TABC 060/10HKOI0, Ab 3MiHM BUNpobyBaHb abo [OMYCTUMMUX MEX, BCTAHOBIEHNX Y peyenmom
KMLLKOBOPO3YVHHI N0 cneumdikauisix, nig yac BUPOOGHULTBA FOTOBOrO NiKapCbKOro
500 mr no 100 3aco0y (PO3LUNPEHHS 3aTBEPMAKEHMX OONYCTUMUX MEX A/15
TabneTok y pnakoHi; MOKa3HWKIB, SIKi MOXYTb MaTV iCTOTHWI BN/IMB Ha 3arasibHy
no 1 dpnakoHy B AKICTb FOTOBOrO J1iKapCbKOro 3acoby)
KapTOHHIli KopoobLi
465. CANNODANDbK TabneTku, BKpUTI Ap. ®anbk HimeuunHa BignosiganbHuii 3a Himeuy BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu | Tuny - 3a UA/3745/04/01
060/10HKOI0, dapma M'm6X BUMYCK Cepiii nHa 3MiHu 3 sKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
KMLLKOBOPO34UHHI, NO KiHLLeBOro NPoAyKTY BUPOGHMLTBI. 3amiHa abo BBeAeHHA A0AATKOBOI AiNbHULL
250 wmr; no 10 Ta anbTepaTnBHe BMPOBGHMLTBA 4715 YACTMHU abo BCbOro BUPOGHNYOro npolecy
TabneTok y 6nictepi; BTOPUHHE rOTOBOrO J1iKapCbKoro 3acoby (iHLWi 3MiHM) 3a3Ha4YeHHs
no 5 a6o no 10 nakyBaHHs: BMPOGHUYOT AinbHUUI PoTTeHgopd ®Papma MM6X, wo
6nicTepiB y Kopobu,i 3 [p. ®anbk Papma posTalwloBaHa 3a agpecoto Am dnsiireHgan 3, 59320
KapToHY M6X, HimeuunHa; EHHirepnox, HimeuunHa (Bupo6Huk BignosigaibHuii 3a
Brpo6HumK nepBUHHE, BTOPUHHE NaKyBaHHSA Ta KOHTPO/Ib SKOCTI).
[o30BaHoi chopmu, YTOUHEHHS OYHKLIl BXE 3aTBEPIKEHNX BUPOOHNUMX AiNIbHULb
nepBrHHE, BTOPVHHE PoTtTengopd ®apma MNmbX, HimeyunHa (BupobHuk fo3oBaHoi
nakyBaHHs Ta dhopMK, KOHTPOSb AKOCTI) Ta Jlo3aH ®apma 'M6X, HimeuunHa
KOHTPO/1b SKOCTI: (KOHTpOSIb AKOCTI).
NoszaH ®apma M'v6X,
HimeuyuunHa,;
Bupo6HuK
[030BaHoi chopmu,
KOHTPO/b SKOCTI:
PotteHgopg dapma
m6X, HimeuunHa,;
Bunpo6HuK,
BiANOBIAaIbHNI 3a
nepBuHHeE,
BTOPVHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
PotteHgopd ®apma
'm6X, HimeyunHa
466. CAHBAN TabneTku, BKpUTI CaHpo3 CnoseHis Nek CnoseHi BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/15279/01/01
nNiBKOBOIO dapmMacbtoTik dapmaveBTUiHa A 3MiHU [0 IHCTPYKLT A8 MEAUYHOro 3aCTOCYBaHHSA y po3ainu peyenmom
06010HKOt0, MO 10 Mr an3 a.4. KOMMaHis 4.4. "B3aemogis 3 iHWVMK fikapCbkuMn 3acobamu Ta iHLWi BUAN

no 2 TabneTkn y
6nictepi, no 1
6nicTepy B KapTOHHIl
kopo6bui; no 10
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHIA Kopo6Li; no
14 TabneToK y
6nictepi, no 2

B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", "lMo6ivHI peakuii™
BifNOBIAHO A0 OHOBMEHOT iH(hopmaLii 3 6e3nekn Aitoyol
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns

3aTBEPAKEHHS
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1

6nicTepy B KapTOHHIiA
Kopobui

467. CAHBAN TabneTku, BKpUTI CaHpos CnoBeHis Nexk CnoBeHi BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/15279/01/02
nNiBKOBOIO dapmacbioTik dapmMaueBTUiHa A 3MiHU [0 IHCTPYKLT 4719 MEAUYHOro 3aCTOCYBaHHSA y po3ainu peyenmom
060/10HKOI0, N0 5 Mr an3 a.4. KOMMaHis 4.4. "B3aemogis 3 iHWVMK nikapCbkuMm 3acobamu Ta iHLWi BUAn
no 2 TabneTkn y B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", "IMo6iyHI peakuii™
6nictepi, no 1 BifNOBIAHO A0 OHOB/EHOT iH(hopMaLii 3 6e3nekn aitoyol
6nicTepy B KAPTOHHIN peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
kopo6ui; no 10 3aTBEPIKEHHS
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHIA Kopo6Li; no
14 TabneTok y
6nictepi, no 2
6nicTepy B KapTOHHIA
Kopobui

468. CUBPI MopoLUOK AN HosaprTic LLisefiuapis Bupo6HuuTBO, Lseiiua BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis (MOBTOPHUIA 3a UA/13192/01/01

BEPU3XAWNEP iHransuii, Teepai dapma Al KOHTPO/b AKOCTI (3a pis/ po3rnag): 3miHv | TMny - 3miHa noctavyaibHUKa nakyBasibHUX peyenmom

kancynu no 50 Mkr no BUHATKOM IcnaHis maTepianiB abo KOMMNIEKTYIOUMX - BHECEHHS 3MiH A0 p.
6 kancyn y 6nictepi; BM3HAYEHHS 3.2.P.7. Cnctema ynakoBka/ykyrnopka, 30Kpema: BUIyYeHHs

no 2 abono 5
6nictepia 3 1
iHranaTopom y
KapTOHHI/ navwy;
no 6 kancyny
6nictepi; no 5
6nicTepiB 3 1
iHransaTopom y
KapTOHHI nayu; no 3
naukm y kopobui 3
KapTOHY

MpopaykTis posknagy
542-07 meTog0OM
BEXXX-MS, maca

BMCOKOAMUCMEPCHUX
4acToK MeToA0M

imnakTopa Next
Generation,
OfHOPIZHICTb
[0CTaB/IeHOT f03U
MeTogoMm BEXKX),
BTOPUHHE
nakyBaHHs, BUMYCK
cepii:
Hosaprtic ®apma
LTeln AT,
LBeiiuapis;
KoHTponb siKocTi (3a
BUHATKOM
BU3HAYEHHSA
Mikpo6ionoriyHoi
yncToTH Ta

MpopaykTis posknagy

542-07):
dapmaHanituka CA,
LBeiiuapis;
MepBuHHE Ta
BTOPUHHE

iHchopMmalii LWoao nocTavanbHUKIB 61iICTEPHNX KOMMOHETIB;
3MiHu | TUNy - 3mMiHa chopmu abo po3Mipy KOHTeliHepa um
3aKynoproBa/IbHOT0 3acoby - 3MiHa NakyBa/lbHOro marepiany
[N19 NPOMDKHOTO MPOAYKTY, 30KpeMa: BBefleHHs [0AaTKOBOro
MilLIKa 3 NOMieTUNEHY HU3bKOI LWinbHOCTi (LDPE), siknii 6yae
noMmiLLieHWn BcepeguHy icHytodoro mika LDPE. Cymka
nopgiiHoro LDPE 6yae po3millyBaTucst B icHylo4HoMy
YOTUPLOXCTOPOHHBLOMY STaMiHOBAHOMY MiLLIKY 3 (hOJIbIM; 3MiHU
| Tuny - 3miHa y MmeTogax BunpobysaHHA A®| abo BUXigHOro
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUPo6HMLTBa AD| - BHECEHHSA
3MiH o Cneuwndikauii/ MeTogis BunpobysaHHA Ad|
I"nikonipoHito 6pomig, 3a nokasHukamu "KonbopoBicTb",
"Mpo3opicTb", 30Kpema: - 3MiHa KOHLeHTpaL,il
BMNPOGYBaSIbHOTO PO34MNHY (3anpPOMOHOBAHO: 2%). - 3MiHa
KpUTEpIiB NPUAHATHOCTI 3a NOKa3HWKOM "Ko/bopoBicTb"
(3anponoHoBaHo: BY). BBeeHHs 3MiH NPOTAroM 3-x MicsiLiB
nicns 3aTBepmKeHHs.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

nakyBaHHS:
KoHadhapma AT,
LlBeiiuapis;
KoHTpOsb sKoCTi
(TiNbKM BU3HAYEHHSA
MpoaykTiB po3knagy
542-07 meTogom
BEXX-MS):
Congiac AT,
LBeiiLapis;
KoHTposb sKocTi 3a
nokasHukamu: "Onuc
BMICTY",
"O60/10HKa";
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUNYCK
cepii: HoaprTic
dPapmacbioTrKa
C.A., IcnaHis

469.

CUBEPI
BPV3XAVNEP

MOPOLLIOK AnS
iHransuii, Teepai
Kancynu no 50 mkr; no
6 kancyn y 6nictepi;
no 2 abo no 5
6nictepiB 3 1
iHranATopom y
KapTOHHIl nauwy;

no 6 kancyny
6nicTepi; no 5
6nictepi 3 1
iHranaTopom y
KapTOHHI nayyi; no 3
nayku y kopobui 3

HoBaprTic
®Papma Al

LLiBefiuapis

Bupo6HMLTBO,
KOHTPO/b SIKOCTI (3a
BUHATKOM
BU3HAYEHHS
MpoaykTiB po3knagy
542-07 meTogom
BEXX-MS, maca
BMCOKOMCNEPCHUX
4acToK MEeTOA0M
imnakTopa Next
Generation,
OfHOPIJHICTb
[ocTaBfieHol [o3n
MeTogom BEXKX),

LLiBeliya
pisi/
Icnanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTbCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LU0 Bignosigae 3a
BBE3€eHHA Ta/abo BMnyck cepii) - Bknroyatoun
KOHTPO/b/BMNPOGYBaHHS cepii - BBEAEHHS A0AAaTKOBOI
BUPOGHMYOT AinbHUL HoBapTic ®apmackioTuka C.A., IcnaHis,
AKa Bignosigae 3a Bunyck cepii [13. BBegeHHs 3MiH NpoTsarom
3-x micsLiB nicns 3aTBepAKeHHS. 3MiHu | TURY - 3MiHK 3
siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO JIiKapCbKoro 3acoby (3MiHa KiflbkoCTi 0ANHMLb
(Hanpuknag TabneTok, amnyn TOLL0) B yNakosLi:) - 3MiHa nosa

KapToHy; no 10 kancyn BTOPUHHE Jiana3oHoM 3aTBepA)KeHVX PO3MipiB yNakoBKM - BBEAEHHS
y 6nicTepi; no 1 a6o 3 nakyBaHHs, BUMYyCK [04aTKoBMX yrnakoBok: no 10 kancyn y 6nictepi, no 1 a6o 3
6nictepn 31 cepi: 6nictepiB 3 1 iHraNATOPOM y KapTOHHI nayui; no 10 kancyn y
iHranaTopom y HoBapTic ®apma 6nicTepi, no 3 6nictepu 3 1 iHraNATOPOM Y KapTOHHI/ navuj, no
KapTOHHI nayyi; no 10 LTeiH AT, 3 maykm y kopobuji 3 kapToHy; no 10 kancyn y 6nicTtepi, no 1
Kancyn y 6nictepi; no LBeiiyapis; 6nicTepy 3 1 iHranATOpoM Yy KapTOHHIiA nadui; no 15 nayok y
3 6nictepn 31 KoHTposb skocTi (3a KOpOO6Lii 3 KAPTOHY.

iHransTopom y BVHATKOM BBefeHHS 3MiH NpoTArom 3-x MiCALIB MiC/A 3aTBePKEHHS
KapTOHHIiA nauyi; no 3 BU3HAYEHHs

naukm y kopobui 3 Mikpob6ionoriuHoi

kapToHy; no 10 kancyn 4yncToTH Ta

y 6nictepi; no 1 MpopaykTis poskniagy

6nictepi 31 542-07):

3a
peyenmom

UA/13192/01/01




265

Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
iHransaTopom y dapmaHanituka CA,
KapTOHHIN nauui; no 15 LBeliuapis;
naJvoK y kopobuj 3 MepBrHHE Ta
KapTOHY BTOPVHHE
nakyBaHHS:
KoHadhapma AT,
LBeiiLapis;
KoHTposb siKocTi
(TiNIbKM BU3HAYEHHS
MpoaykTiB po3knagy
542-07 meTogom
BEXXX-MS):
Consiac AT,
LBeliuapis;
KoHTposb skocTi 3a
nokasHukamu: "Onuc
BMICTY",
"O60/10HKa";
nepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUMYCK
cepii:
HosaprTic
PapmacboTuka
C.A., IcnaHis
470. CUHEKOA cupon, 1,5 mr/mn no HosaprTic LLisefuapis HosaprTic Lseiua BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3miHu | Tuny - 6e3 UA/5260/01/01
100 mn a6o no 200 mn KoHcblomep KoHcblomep Xenc pist 3MiHa napameTpiB cneyudikauiii Ta/abo JONYyCTUMMX MEX peyenma
y hN1aKoHi 3 KPULLIKOKO Xenc CA CA roTOBOrO JIiKapCbKoro 3acoby - T. MpoaykTn aerpagauii,
Ta MIpPHOIO CK/ISIHKOHO; [l0laHHA HOBOTO MOKa3HKKa 3 Bi4NOBIAHUM METOA0M
no 1 dpnakoHy y TecTyBaHHSA B cneuudikaLii npy Bunycky: 2- dpeHinbyTtipoBa
KapTOHHI Kopo6Lyi Kucnota - He 6inbue 3,0 % (Mosb/MOosb) Ta BBEAEHHSA
[04AaTKOBUX JOMILLIOK, Y 3B 53Ky 3 3aMiHOK0 MEeTOAY KOHTPO/I0
3 BEPX Ha YBEPX; 3MiHu | TUny - 3miHa napameTpis
cneyudikaLiin Ta/abo goNycTMMUX MEX rOTOBOTO JiKapCbKOro
3aco06y - 3BY)XXEHHS AONYCTUMUX MeX Mif Yac cTabinbHOCTI 2-
theHiNbyTipoBOT KNCNOTYU 3 «He Binbwe 10% (MoAb/MONb)» Ha
«He 6inbLie 8,0% (Mob/MOSb)»; 3MiHM | TUNY - 3MiHa Y
MeToAax BUNPOOYBaHHSA rOTOBOrO JiKaPCbKOro 3acoby - 3MiHa
y MeToaax BunpobyBaHHs T. “igeHTudikauis bytamipaTy
unTpat” - fogasaHHA Apyroi igeHTudikaii (YBEPX-Y®) no
BXe 3arBepxeHoro metogy BEPX; 3amiHa meTtogy BEPX Ha
mMeTos YBEPX T. "laeHTudikauis 6ytamipaTy umtpar, kucnorta
6eH30iMHa", "KinbkicHe BU3Ha4YeHHsA byTamipaty uuTpary,
KMcnoTn 6eH301MHOT Ta NPOAYKTIB Aerpagauii’. PegakuiiHi
npaBk1 A0 T. «MikpobiosioriyHa ynctota». BBegeHHA 3miH
NPOTArom 6-T1 MicsuiB NicnA 3aTBEPAKEHHSA
471. CUHEKO/A Kpanni opasbHi ans Hosapric LLisefuapis BVMPOGHMLTBO 3a Lliseiiua BHECEHHS 3MiH 10 peecTpaviiHiX maTtepianis: 3miHu | Tuny - 6e3 UA/5260/02/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
aiteid, 5 mr/mn, no 20 KoHcblomep NOBHUM LK/IOM: pis/ 3MiHa napameTpiB cneyudikauii Ta/abo AONYCTUMMX MEX peuyenma
My dh/1akoHi 3 Xenc CA HosaprTic ITanisa roTOBOrO /liKapCbKOro 3acoby - BBEAEHHS 404aTKOBUX
KpanesnbHuLUero i KoHcblomep Xenc NOKa3HWUKIB KOHTPOJTO AKOCTI: KOHTPO b A0AATKOBMX [OMILLOK,
KpuLLKoto; o 1 CA, Weeiiyapis; KOHTPO/b 2-peHiNbyTMPOBOI KUCNOTH Nif, Yac BUNYCKY; 3MiHN |
dhnakoHy y KapTOHHilA BMPOGHMLTBO 3a TUNy - 3MiHa NapameTpiB crneuudikaliin Ta/abo gonycTMmmx
KOpOO6Li MOBHUM LK/TOM: MEeX roTOBOrO /iKapCbKOro 3acoby - 3BY)XXeHHSA AONYCTUMUX
AOOMMENb MeX, 3anponoHOBaHO: cneundivHMin NPoAYKT Aerpajadii: 2-
GAPMALIEYTILLI heHiNbYTUPOBOI KNCNOTU HA TEPMIH NPUAATHOCTI He Binblue
C.P.N., Itania 8,0 % (Mosib/MO/Ib); 3MiHM | TURY - 3MiHa y MeToAax
BMMPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby - 3miHa y
mMeTofax BUNpobyBaHHsA T. "ifeHTudikauis ytamiparty uutpart”
- JofasaHHA apyroi igeHTudikayii (YBEPX-Y®) no Bxe
3aTBepaxeHoro metogy BEPX. 3amiHa meTogy BEPX Ha
meTog YBEPX /Y® fo T. “igeHTudpikauis kucnotn 6eH3oinHoi",
"KiflbKiCHe BM3Ha4YeHHs ByTamipaTty uuTpaTty, KUcnotu
6EeH30/MHOI Ta NpoAyKTiB Aerpagauii”. BBeAeHHs 3MiH
npoTArom 6-TM MicsiLiB Nicns 3aTBepAKEHHA
472, CIMIOOHA YHO Tabnetku no 6,5 mMr no Amakca Benuka anbTepHaTUBHWIA LLiseiiua BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu |l Tuny - 6e3 UA/14581/01/01
30 Tabnetok y dapmva NT BpuTaHis BUPOBHMK: pis 3MiHW A0 IHCTPYKLi A/ MeAMYHOro 3aCTOCYBaHHSA 40 PO34iNis peuyenma
6nictepi; no 1 a6o 3 nepBuHHE "Oco6nuBi 3axogmn 6e3nekn”, "3acTocyBaHHs y nepios
6nicTepy B KapTOHHIA nakyBaHHs BariTHoCTi abo rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHS Ta
Kopoou,i (cbacyBaHHs), nosun”, "MepeposysaHHA", "MobivHI peakuii”. BBegeHHsA 3MiH
BTOPWHHE npoTtArom 6 micauiB nicnA saTBepAKEHHSA
nakyBaHHS,
MapKyBaHHS:
lHcaHa CA,
LlBeiiuapis;
anbTepHaTUBHWIA
BVMPOGHWK: KOHTPO/1b
cepiii: IHTepnabop
Benn AT,
Llseiuapis;
anbTepHaTUBHWIA
BMPOBHWK: KOHTPO/b
sKoCTi: Jlabop
Llonninvrep Ar,
LBeiiLapis;
BMPOGHMLTBO 3a
MOBHUM LK/TOM:
Makc Liennep 3boHe
Ar, LLiseliuapis
473. CIMIAOHA Tabnetkv no 13 mr no Amakca Benuvka BMPOGHMLTBO 3a LLseiiua BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu |l Tuny - 6e3 UA/14582/01/01
DOPTE 30 Tabnetok y dapmva NTA BpuTtaHis NOBHVM LK/IOM: pis 3MiHW A0 IHCTPYKLi AN18 MeAMYHOro 3aCTOCYBaHHS A0 PO34iNis peuenma

6nictepi; no 1 a6o 3
6nicTepy B KapTOHHIA
Kopobui

Makc Llennep 3boHe
Ar, LBeiiuapis;
anbTepHaTUBHWIA

BVMPOGHMK: KOHTPO/1b

"Oco6nuBi 3axogmn 6e3nekn”, "3acTocyBaHHs y nNepios
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHS Ta
nosun", "MepenosysaHHA", "MobivHI peakuii”. BBegeHHsA 3MiH

npoTtArom 6 micauis nicnsa saTBepAKEeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

AKocTi: Jlabop
Llonninrep Ar,
LlBeiiuapis;
anbTepHaTUBHWIA
BVPOGHWK:
nepBuHHe
nakyBaHHS
(dhacyBaHHs),
BTOPVHHE
nakyBaHHs,
MapKyBaHHS:
lHcaHa CA,
LBeiiLapis;
aNbTepHaTUBHWIA
BMPOOHWK: KOHTPOIb
cepiii: IHTepna6op
Benn Al,
LLIBeliLapis

474.

CMEKTA®
BAHI/Tb

MOPOLLIOK ANs
opasibHOT cycneHsii no
3r1; 10 3,76 1 NOpOLLKY
y nakeTuky, no 10, 12
a6o 30 nakeTukis y
KapTOHHI Kopo6Lyi

INCEH
SAPMA

dpaHuis

BEO®YP INCEH
IHOYCTPI

PpaHuin

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHa y napameTpax cneumdikauin Ta/abo 4onyCTUMUX MEX,
BM3HAYeHUX Y cneundikauisix Ha Adl, abo
BUXIiAHWIA/NPOMDXHUIA NPOAYKT/peareHT, WO BUKOPUCTOBYOTHCS
y npoueci BupobHuuTBa A®| - 3miHn B cneuymdikadii A®| 3a
MoKasHMKOM «OMnUC», Y 3B’A3Ky 3 NpUBEAEHHAM A0 GinbLu
TOYHMX BriactuBocTein A®I Diosmectite; 3MiHK | TUNY - 3MmiHa
napameTpiB cneuyudikauii Ta/abo AoNyCTUMMX MEX roTOBOr0
NiKapCbKOro 3aco6y - OHOB/EHHS KpUTEPIiB NPUAHATHOCTI
crneundikaLii Ha BUNYyCK Ta Ha TePMiH NPUAATHOCTI FOTOBOro
nikapcbKoro 3acoby 3a NokasHMKoM «Onunc», 3mMiHn
cneumdikauii 30BHILUHbOTO BUMMAAY /iKapCbKoro 3acoby
npuBeieHa y BignoBigHICTb 40 30BHILLHLOrO BUMNAAY APl Ta
00 6iNbLU TOYHWX BIACTUBOCTEN NiKapCbkoro 3acoby. 3miHu
BHECEHI B iHCTPYKLIit0 4719 MEANYHOI0 3aCTOCYBaHHS
nikapcbkoro 3acoby y p. "OCHOBHI (hi3nKO-XiMiYHi BNacTMBOCTI";
3MiHM | TNy - 3mMiHa napameTpis cneyudikauiin Ta/abo
[OMNyCTUMKX MEX FOTOBOTO /iKapCbKOro 3acoby - 3i
cneumgikaLii roToBoro sikapcbKoro 3acoby Ha TepMiH
NpUAATHOCTI BUTYYEHHS NOKa3HUKIB «laeHTudikauis
LIOCMEKTUTY»; 3MiHM | TNy - 3MiHa NapameTpiB cneuudikawiii
Ta/abo fonycTMMUX MEX rOTOBOrO /IiKapCbKOro 3acoby - 3i
cneumgikaL,ii roToBOro /1ikapcbKoro 3acoby Ha TepMiH
NpUAATHOCTI BUTYYEHHS nokasHuka «OgHOPIgHICTb Macu», a
TaKoX BUNPaB/EHHA NOMWUIKM B MaTepianax peectpauiiioro
(cneumdpikavisi roTOBOrO /likapCbKOro 3acoby Ha MOMEHT
BWMYCKY Ta Ha TEPMiH NPMAATHOCTI) 3@ MOKa3HNKOM
«Mikpob6ionoriyHa yncToTtax; 3miHu Il Tuny - 3amiHa y
napameTpax cneumdikauii Ta/abo AoNyCTUMUX MEX,

6e3
peuyenma

UA/10103/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BUXIZAHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA
y npoueci BUpo6HMuTBa A®| - po3LWNpeHHs napameTpiB y
cneumdgikauii Ha BUXigHWI NPOAYKT MUHUCTA CUPOBMHA
Diosmectite (raw clay diosmectite), L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®| 3a nokasHukom «AbcopbuiriHa
3[aTHICTb»; PO3LUMPEHHS NapameTpiB y cneundikauii APl
Diosmectite 3a nokasHWKOM «ABCOPOLliHa 3AATHICTb»; 3MiHU 11
TMny - 3MiHa NapameTpiB crneumdikayiii Ta/abo onycTUMUX
MeX roTOBOrO NikapCbKOro 3acoby - pO3LIMPEHHS napameTpisB
y cneuudikauii Ha TepMiH NPUAATHOCTI FOTOBOTO NiKapCbKOro
3acoby Diosmectite 3a nokasHMKOM «AbBCOp6LjiiHa 34aTHICTb».
BBefeHHA 3MiH NpoTarom 3-x MicsiUiB Nicns 3aTBEpP)KEHHS

475.

CMEKTA®
nonyHmnusa

MopoLUOK AN
opasibHOi cycneHsii, 3
rno 3,76 r NopoLuky y
nakeTuky; no 12
NakeTWKIB y KApTOHHIi
Kopoou,i

INCEH
PAPMA

PpaHuin

BO®YP INCEH
IHOYCTPI

®paHuisa

BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny -
3MiHa y mapameTpax crneumdikayiii Ta/abo onyCTUMUX MeX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BWXiAHWA/NPOMDKHUIA NPOAYKT/peareHT, WO BUKOPUCTOBYOThCSA
y npoueci Bupo6HuuTBa A®I - 3miHn B cneumdikayii A®| 3a
NokasHMKOM «OnuUc», y 3B’A3Ky 3 NPUBEAEHHSAM A0 6inbLu
TouHMX BractusocTein A®I Diosmectite; 3miHn | TURY - 3miHa
napameTpiB cneuyudikauii Ta/abo AoNyCTUMMX MEX roTOBOro
NiKapcbKoro 3aco6y - OHOB/IEHHS KPUTEPIiB NPUAHATHOCTI
cneuudikaLii Ha BUNYCK Ta Ha TEPMiH NMPUAATHOCTI FOTOBOrO
nNikapcbKoro 3acoby 3a NoKasHMKOM «Onucs, 3MiHKn
cneumaikavii 30BHILLUHLOro BUISAY NMiKapCbKoro 3acoby
npusefeHa y BifnoBigHICTb A0 30BHilWHbOro Burnsagy A®l ta
[0 6inblW TOYHMX BNACTUBOCTEN NiKApCbKOro 3acoby - 3MiHU
BHECEHI B iHCTPYKLIit0 4719 MEAUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y p. "OCHOBHI (hi3nKO-XiMi4Hi BacTusBoCTi";
3MiHM | TUMY - 3MiHa napameTpiB cneyudikauiin Ta/abo
O0NyCTUMMUX MEX rOTOBOIO J1iKapCbKoro 3acoby - 3i
cneumgikaL,ii roToBOro /1ikapcbKoro 3acoby Ha TepMiH
NpuAATHOCTI BUTyYEeHHS NOKa3HUKIB «laeHTudikauis
LiOoCMEKTUTY»; 3i cneumdikaLii roToBoro nikapcbkoro 3acoby
Ha TepMiH NPUAATHOCTI BUTYYEHHS NOKa3HWKIB «O4HOPIAHICTb
macu» (EP 2.9.5); 3miHu Il Tuny - 3miHa y napameTpax
cneuudikaLin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauifx Ha A®l, abo BUXigHWI/MPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BUpO6HMLUTBA AP - po3LLIMPEHHS NapameTpiB y crneundikawii
Ha BUXigHWA npoaykT MNuHucTa cmposBuHa Diosmectite (raw
clay diosmectite), L0 BUKOPUCTOBYETHLCS Y NMPOLIECI
BMPOGHMLTBA ADI 3a NOKa3HMKOM «AGCOp6LiliHa 3AaTHICTb»;
3MmiHu || TNy - 3MiHa y napameTpax cneumdikadin Ta/abo
[OMNyCTUMMX MEX, BU3HaUeHuX y cneyudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYOTHCS
y npoueci BupobHuuTBa A®| - po3LINpPEHHS napameTpis y

6e3
peyenma

UA/16117/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
cneuudikauii A®| Diosmectite 3a nokasHMKoM «AbcopbuiiiHa
3AaTHICTb»; 3MiHU |l TUNY - 3MiHa NapameTpiB cneumdikauiii
Ta/abo foMyCTMMUX MEX roTOBOrO JliKapcbKoro 3acoby -
PO3LUMPEHHS NapameTpiB y crneundikaLii Ha TepMiH
npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby Diosmectite 3a
nokasHukom «AbcopbLjiiHa 34aTHICTb». BBeaeHHs 3MiH
npoTArom 3-x MicsiliB nicns 3aTBepXeHHs
476. CMEKTANIA® CyCneHsis opasibHa, 3 INCEH PpaHuin BMPOBHULITBO, ®paHuisa BHECEHHS 3MiH [0 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - 6e3 UA/16696/01/01
r no 10,27 r cycneHsii PAPMA nepBuHHE Ta 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenma
OpasibHOT B NaKeTuKy; BTOPVHHE BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cucTemy
no 12 nakeTukiB y nakyBaHHs, hapmakoHarnsgy (BBefeHHs y3ara/lbHeHUX faHux npo
KapTOHHI Kopo6Lyi KOHTPO/Ib SKOCTI, cuctemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
BMNYCK cepil, BiANOBIAANLHOI 3a 34iicCHEHHS (papMakoHarnsay; KOHTakTHOT
36epiraHHs: ocobu 3 chapmakoHarnsgy 3asBHVKa gNs 34iCHEHHSA
®dapwmartic — EcTpe- hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Big,
CeH-[eHi, ®paHuis; YNOBHOBaXEHOT 0cO6U, BiANOBIAAILHOT 3a 34iACHEHHS
KOHTPO/Ib SKOCTI, hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
BUMYCK Cepii, pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
36epiraHHsa: Bodyp 3MiHa yNnoBHOBaXeHOT 0cobu BiANOBIAa/IbHOI 3a
InceH IHgycTpi — hapmakoHarnag:
[Opbo, ®paHuisa MponoHoBaHa pepakuis: A-p Mitep Wynby, (Peter Schulz).
3MiHa KOHTaKTHUX faHuX YNOBHOBaXeHOI 0cobu,
BiANOBiAa/IbHOI 3a thapmakoHarnifg. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOI 0Cc0o6MU, BignoBiganbHOI 3a dapMakoHarnsg
4717. coBANAl TabneTku, BKPUTI Fneapg CWA BMNYCK cepil, Ipnangi BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/14706/01/01
NAiBKOBOIO CaliieHcms, [HK. nepBuHHa Ta al 3MiHa nepiogy NOBTOPHMNX BUNpobyBaHb/nepiogy 36epiraHHs peyenmom
o6onoHkoto, no 400 BTOPWHHA ynakoBka, | KaHaga/ abo ymoB 36epiraHHa A®| - 36inbLUEHHS Nepiogy NOBTOPHOTO
Mr, No 28 TabneTok y KOHTPO/Ib Cepil: CWA BUNpo6yBaHHsa A®| codhocbyBip 3 24 micsauiB Ao 36 micALiB Ha

dpnakoHi, no 1
h1akoHy B KapTOHHIlA
ynaxoBLi

lneap CaiteHcus
AlieneHg HOC,
Ipnangis;
BMPOBHULITBO,
nepBuHHa Ta
BTOPUHHA YNaKoBKa,
KOHTPO/b cepii:
MareoH IHK.,
Kanaga; nepsuHHa
Ta BTOPVHHA
ynakoska: lneap,
CaileHcms, IHK.,
CLA; KoHTpO/b
cepii:
MareoH IHK.,
KaHafa; KOHTpo/1b
cepii: MNneapg,
CaileHcms, IHK.,
CLUA; BTOpuHHa

OCHOBI pe3ynbTaTiB AOCMIAKEHb Y peasIbHOMY Yaci
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
ynakoBka: MinmayHT
Xenckea N114,,
IpnaHgin; BTOpMHHA
ynakoBka:
AHAepcoHBpeKoH,
IHK., CLUA; KOHTpO/b
cepii:
dapmacbloTikan
Mpopakt
[eBenonmeHT, IHK.,
cGMP J1a6, CLUA
478. COJOEPM kpem 0,1 %, no 25, [Jepmacapm HimeuunHa mi6e MmeX Himeuy BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/10254/03/01
50 ry Ty6i, no 1 Ty6i B Al ApuHaiimiTTens nHa 3MiHM 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag. peyenmom
KapPTOHHIN navuj 3MiHa y cknagi ([ONOMKHMX pevoBUHAX) FOTOBOrO NiKapCbKoro
3aco6y (iHLWi AoNOoMiXHI peyoBuHN) - Byab-ska He3HauHa 3MiHa
KiNIbKICHOTO CKnagy AOMOMiIXXHUX PEYOBWH Y FOTOBOMY
nikapcbkoMy 3aco6i - 3a3Ha4YeHHs B Cknagi A0NOMKHUX
peyoBUH aHTHOKcMAaHTa (BignosigHo o EP moHorpadii
"paraffin, white soft" Ta iHbopmaL,ii Bif nocTavasibHKKa)
479. CONMNAAEIH® TabneTkv wunyyi no 2 nakcoCmiTKn Benuvka dawvap A.B.E. Ipeuis/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/12392/01/01
AKTVB Tabnetkn y ANRH BpuTaHis AHTOCa NnaHT, Ipnangi BBE/lEHHA [04aTKOBOIo TEKCTY MapKyBaHHA BTOPUHHOI Ta peyenma
6araToLlapoBomy KoHcblomep Mpeuis; A NepBUHHOT YNakoBKM NiKapCbKOro 3acoby A1 3aTBepAXXEHHOrO
cTpwni; No 6 cTpuniB y Xenckep (HOK) nakcoCwmitKnaiiH aNbTepHaTMBHOIO BUpobHMKa MnakcoCmiTKnAH JaHrapeaH
KapTOHHI Kopo6Lyi TpelgiHr [JaHrapsaH flimites, NimiTen, IpnaHgia, Ta OHOB/IEHHA BXe 3aTBEePXXEHOro TeKCTY
NimiTen IpnaHgis MapKyBaHHS BTOPVHHOI Ta NEPBMHHOI YNaKOBKM NiKapCbKOro
3acoby ansa BupobHuka ®amap A.B.E. AHToca nnaHT, peuis.
3MiHM BHECEHi Yy TeKCT MapKyBaHHS YNakoBKM JiKapCbKOro
3acoby, a came: BBElEHHS [OATKOBOIO TEKCTY MapKyBaHHS
(mopaTkoBOI yNakoBKW) /151 3aTBEPLKEHOr0 aflbTEPHATUBHOIO
BUPOGHMKA JiKapCbKOro 3acoby
480. COHOBAH TabneTku, BKpUTI dapmacaiiHc KaHapa dapmacaiiHc IHk. KaHapa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - 3a UA/6089/01/01
NAiBKOBOIO IHK. 3MiHM Wogo 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peyenmom
o060noHkoto, no 7,5 mr BHeceHHs abo 3miHa(1) 4o 3060B'si3aHb Ta yMOB BuAAv
no 10 TabneTok y peecTpauiiHoro NocBifYeHHs, BKIOYaoumM MNnaH ynpasniHHA
6nicTepi; no 1 abo no pu3nKamMm (3acTocyBaHHS 3MiH(1), siki(a) BUMararoTb(€)
2 6nictepu B noAasibLIoro 06I'pYHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK,
KapTOHHI Kopobuj L0 Mal0Tb HaAaBaTUCA KOMMNETEHTHUM OPraHoM, OCKiSTbKM
BMMaraeTbCsl CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) -
BurikoHaHHS 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1 popatky 15 fo MNopagky npoBefeHHs ekcnepTnsmn
peecTpauiiiHMx MaTepianiB Ha fnikapcbki 3acobu, Wwo
noJalTbCA Ha AepXaBHy peecTpalitio (nepepeecTpadiio), a
TaKOX eKcnepTusn mMmaTepiasiis NPO BHECEHHS 3MiH [0
peecTpauiiiHux MaTepianis NPOTAroM Aji peecTpauinHoro
NnocBiJYEeHHs, 3aTBEpAKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
481. CNEUIANBHE apaxe no 60 gpaxe y Mepu, HimeyunHa | Mepy ®apma 'm6Xi | Himeuy BHECEHHS 3MiH 10 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/4083/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
APAXE MEPLL hnakoHi; no 1 dapmacbioTiK Ko. KlraA nHa 3MiHV Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsagy. peuyenma
dhnakoHy B KapPTOHHIl anc rmex BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo cucTemy
Kopobui hapmakoHarnsgy (BBeLEeHHs y3ara/ibHeHUX faHux Npo
cuctemy hapmakoHarnagy, 3miHa ynoBHoBaxKeHoT ocobu,
BiNOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asaBHVKa ANs 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, AKLWO BOHa BifMiHHA Bif,
YNOBHOBaXXEHOI 0c06M, BiANOBIfA/ILHOT 3a 34iNCHEHHS
hapmakoHarnsgy (Bkouvalouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLeHHI MacTep-haiina cucteMu papmakoHarnsgy) -
3MiHa yNnoBHOBaXXEHOI 0CO6M 3asiBHMKA, BIAMNOBIAa/ILHOT 3a
3[jicHeHHs1 dhapmakoHarnagy: MponoHoBaHa pefakuis — Julia
Bernschein/Oxynis BepHLeiiH. 3MiHa KOHTaKTHOI 0Co6U
3asBHUKA, BiAMNOBiAa/IbHOI 3a 34ilicCHEHHA hapMakoHarnagy B
YkpaiHi: [ponoHoBaHa pepakuisi - BoiiTeHko AHTOH
leopriioBuy. 3MiHa KOHTaKTHUX AAHUX YNOBHOBAXEHOI 0CcO6M
3a8BHMKA. 3MiHa KOHTAKTHUX faHWUX KOHTaKTHOI ocobu
482. CnupPT pO3uuH ans MAT YkpaiHa MAT "ranuucapm” YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/13561/01/01
ETUOBUIA 70% 30BHILUHLOIO "Tanuucapm" 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKM /iKapCbKoro peyenmom
3acTocyBaHHA 70 % no 3ac00y WoA0 3a3HaYEHHA MXXHAPOAHMX NO3HAYEHb OANHULb
100 mn y chnakoHax BMMIpIOBaHHS. BBeeHHS 3MiH NpoTArom 6-T1 MicAUiB micas
3aTBEPAKEHHS
483. cnneT po34nH AN MAT Ykpaina MAT "rannucpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/13561/01/02
ETUIOBU 96% 30BHILIHBLOIO "Tanuudapm” 3MiHV BHECEHI B TEKCT MapKyBaHHS YNakoBKM /iKapCbKoro peyenmom
3acTocyBaHHsA 96 % no 3aco0y LWoA0 3a3Ha4YeHHA MiXXHAPOAHMX NO3HAaYeHb OANHULb
100 mn y chnakoHax BMMIpIOBaHHS. BBeeHHs 3MiH NpoTArom 6-T1 MicauiB nicas
3aTBEPAKEHHS
484. CNITOMIH® Tabnetku no 10 mMr no 3AT YropLumHa 3AT YropLuu BHECEHHS 3MiH [0 peecTpauiitHux martepianis: 3miHu Il Tuny - 3a UA/5603/01/02
10 TabneTok y dapmaneBTUY dapmaueBTUUHWI Ha 3MiHM Woo 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peyenmom
6nicTepi; no 6 HWi1 3aBOf, 3aBop ErIC BHeceHHs abo 3miHa(1) 4o 3060B'si3aHb Ta YMOB BMAAvi
6nicTepiB y KApPTOHHIi ErC peecTpauiiHoro NocBifYeHHs, BKIOYaoumM MNnaH ynpasniHHA
Kopobu,i pu3nKamMm (3acTocyBaHHS 3MiH(1), siki(a) BUMararoTb(€)
noAasibLIOro 06I'pYHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK,
L0 Mal0Tb HaAaBaTUCA KOMMNETEHTHUM OPraHoM, OCKiSTbKM
BUMaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHoMm)
BurikoHaHHS 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1 popatky 15 fo MNopagky npoBefeHHs ekcnepTnsmn
peecTpauiiiHMx MaTepianiB Ha fNikapcbki 3acobu, Wwo
noJaloTbCA Ha AepXaBHy peecTpalito (nepepeecTpadiio), a
TaKOX eKcnepTusn maTepiasiis NPO BHECEHHS 3MiH [0
peecTpauiiiHux MaTepianis NPOTAroM Aji peecTpauinHoro
NnocBiJYeHHs, 3aTBepaKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
485. CMITOMIH® Tabnetkv no 5 Mr no 3AT YropuwHa 3AT Yropwm BHECEHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu Il Tuny - 3a UA/5603/01/01
10 TabneTok y dapmaueBTuy dapmMaueBTUYHUIA Ha 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnaay. peyenmom
6nicTepi; no 6 HWiA 3aBOf, 3asog ErIC BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BUAA
6n1icTepiB Y KAPTOHHIN ErC peecTpauiiiHOro NocBiAYEHHs, BKAKYakum naH ynpas/iHHSA
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Kopobu,i pu3nKamm (3acTocyBaHHS 3MiH(1), Aiki(a) BUMararoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBMMU [0AATKOBUM faHUMK,
L0 MalTb HaJaBaTNCA KOMNETEHTHUM OpPraHOM, OCKI/TbK/
BUMaraeTbCs CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
BriKoHaHHA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1 poaatky 15 go MNMopAagky NnpoBeAeHHA ekcnepTusn
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
NnoJalTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadii), a
TaKOX eKCnepTn3n MaTepiasliB NPO BHECEHHA 3MiH [0
peecTpauiiHux MaTepianiB NPOTArom Aji peecTpawiiiHoro
noceifgYeHHs, 3aTBepkeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

486. CTAMAPUN NnopoLloK Ans CaHodpi dpaHuin NOBHUIA LMKN PpaHuis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/16354/01/01
BAKUVHA ONA cycneHsii ans iH'ekuii, Mactep C.A. BMPOGHULITBA, / 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsay. peyenmom
MPO®INTAKTUKN | He meHwe Hixk 1000 3aMoBHEHHS, Yropwm 3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
XOBTOI MO/po3a, no 1 gosiy niocpinisauis, Ha MapKyBaHHS Ta IHCTPYKLUIT A48 MeANYHOro 3aCTOCYBaHHS Y
NNXOMAHKHA h1aKkoHi Ta PO3UMHHUK nepBrHHE Ta 3B'A3KY i3 HOBUMU JaHUMW 3 AKOCTI, AOKNIHIYHUMW, KTIHIYHUMK
(KNBA (HaTpito xiopug, Boga BTOPUHHE JaHVMU Ta fJaHumuy 3 chapMakoHarnsgy - 3MiHU BHECEHI A0
ATEHYMNOBAHA) | ans in'ekwjif) no 0,5 mn nakyBaHHs, IHCTPYKUIT AN8 MeAUYHOro 3aCTOCyBaHHA NiKapCbKoro 3acoby

y nonepegHb0 KOHTPO/1b SKOCTI, [0 posginis "Nikapcbka chopma”, "dapmakonorivHi
3anoBHEeHOMY LnpuLy BUMYCK Cepii; BractmeocTi", "lMokasaHHs", "lMpoTunokasaHHsa", "B3aemogis 3
3 NPUKPINIEHOI0 NOBHUIA LMKN iHLWIMMKM NikapcbKMK 3acobamMu Ta iHLWi BUAM B3aeMogiid"”,
rosikoto; no 1 conakoHy BMPOOHULITBA, "Oco61BOCTI 3acTOCyBaHHSA", "3acTOCyBaHHS Y Nepiog,
3 nopoLukom Ta 1 nepBuHHE Ta BariTHoCTi abo rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHS Ta
nonepegHL0 BTOPWHHE no3n", "MobiyvHi peakuii”
3aMoBHEHOMY LUNPULY nakyBaHHs1,
3 MPUKPINJIEHO0 KOHTPO/Tb AKOCTi Ta
rO/IKOKO B KAPTOHHIi BUNYyCK cepii
kopobui; no 1 fosiy PO3UYNHHKKA:
dh/1aKoHi Ta PO3YMHHWK CaHodi MNacTtep,
(HaTpito xopug, Boja PpaHuis;
Ans iH'ekui) no 0,5 mn nepBrHHE Ta
y nonepegHL0 BTOPVHHE
3aMNOBHEHOMY LUMPULY nakyBaHHs,
3 ofHiel0 abo ABoMa KOHTPO/Ib SIKOCTI,
OKPEMUMM rofIKaMu; Mo BUNYCK cepi;
1 dhnakoHy 3 NOBHUIA LKA
nopoLukom Ta 1 BMPOGHULITBA,
nonepeAHbLO nepBuHHe Ta
3aMNOBHEHOMY LUMPULY BTOPVHHE
31 a6o 2 okpemumu nakyBaHHs1,
ronkamu y 6nictepi B KOHTPO/Ib SKOCTi Ta
KapTOHHIlA KopooLi BUNYyCK cepii
PO3UYNHHKKA:
CaHodi MNacTtep,
PpaHuis;

NOBHWIA LKA
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BMPOGHULITBA,
nepBuHHE
nakyBaHHS,
KOHTPO/b AKOCTI
PO3UYMHHYKA:
CAHO®I BIHTPOI
IHOACTPIA,
®paHuis;
BTOPVHHE
nakyBaHHS:
CaHodpi-ABeHTiC
Mpaisit Ko. NiTg,,
YropLuimHa
487. CTAM/1O Tabnetkv no 5 mr, no [-p Pepgpi'c IHAain [-p Pegpi'c IHAisa BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/1421/01/01
10 TabneTok y cTpuni NabopaTtopic Na6opaTopic /T4, 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
abo 6nictepi, no 2 abo nra Brpo6bHuya BBeneHHs abo 3MiHU A0 y3araslbHEHUX JaHWX NPo cUcTeMy
no 3 cTpunu abo AinbHuuS - 1l hapmakoHarnsgy (BBefeHHs y3ara/lbHEHUX faHux npo
6nicTepy y navui cuctemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
BiANOBIAANLHOI 3a 34iicCHEHHS (hapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsgy 3asBHVKa 415 34iIACHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0cO6U, BiANOBIAALHOT 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa ynoBHOBaXXeHOI 0cobYM 3asiBHUKa, BIAMNOBIAa/ILHOT 3a
3gificHeHHs chapmakoHarnsagy: MNMponoHosaHa pegakuist — Dr.
Chetan Karoo. 3miHa KOHTaKTH/X AaHWNX YNIOBHOBAXEHOT
ocobu
488. CTAM/1O Tabnetkv no 10 mr, no [-p Pepgai'c IHAaia [-p Pegpi'c IHAjisa BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/1421/01/02
10 TabneTok y cTpuni NabopaTtopic Na6opaTopic T4, 3MiHu Woao 6e3nekn/echeKTUBHOCTI Ta hapMmakoHarnsgy. peyenmom
abo bnictepi, no 2 abo nta Bupo6bHuua BBeneHHss abo 3MiHU A0 y3araslbHEHUX JaHWX NPO cucTemy
no 3 cTpunu abo AinbHuUS - 11 hapmakoHarnsgy (BBefeHHs y3arasilbHeHUX faHux npo
6nictepy y nayui cuctemy hapmakoHarniagy, 3miHa ynoBHoBaxKeHOT ocobu,
BiZANOBIAA/ILHOI 3a 34iicCHEHHS (papMakoHarnsay; KOHTakTHOT
0Cco6u 3 hapmakoHarnsay 3asBHVKa 415 34iICHEHHS
hapmakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6U, BifNOBIAAILHOT 32 34iACHEHHS
hapmakoHarnsgy (Bkuvatouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0CO6M 3asiBHMKA, BIANOBIA&/ILHOT 3a
3gificHeHHs chapmakoHarnsagy: NMponoHoBaHa pegakuis — Dr.
Chetan Karoo. 3miHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT
ocobu
489. CTATESI 10/10 TabneTkn, BKPUTI Mini Benvka Menpo IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx matepianis: 3MiHu | Tuny - 3a UA/9675/01/01
o6onoHkoto, no 10 Xenckepe BpuTtaHis $apmacbloTukanc AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
TabneTtok y 6nictepi; NimiTen Mpisart MimiTeq

no 3 6nictepu B

MiCLiA NPOBaKEHHSA AiSNIbHOCTI BUPO6HMKa/iMnopTepa

rOTOBOrO /iKapCbKOro 3acoby, BK/IKYAKYM AiIbHALL BUMYCKY
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
KapTOHHI Kopo6Lyi cepii abo MicLe npoBefeHHS KOHTPOSIO AKOCTI. (HiSNbHICTb, 3a
AKy BignoBigae BUPOOHMK/IMNOPTEP, BKIKOYAOUM BUNYCK Cepiit)
3miHa agpecy BMpo6Hmka Menpo ®apmacbktoTukanc MNpisar
Nimiten, IHAis 6e3 3MiHK Micus BUpo6HULTBA. BBEAEHHS 3MiH
NPOTAroM 6-T MICALIB MiCNS 3aTBEPLKEHHS.
490. CTEPO®YHAWH PO34unH ANs iHdysil no B.BpayH HimeuunHa B. BpayH Megikan Icnanis/ BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/9618/01/01
ISO 250 mn, 500 mn, 1000 Menb3yHreH CA, Icnanis LBeiiua | AAMiHiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsi Ta/abo agpecu peyenmom
MmNy Al pisi/ 3asBHMKa (BNacHvKa peecTpauiiHoro NoCBig4YeHHs) - 3MiHa
nonieTusieHoBOMy B. BpayH Megukan Himeuy appecy 3aaBHuKa b. BpayH Menb3yHreH Al, HimeuunHa
KOHTeliHepi; no 10 CA, WWeeliyapis nHa
KOHTEWHepiB y
KapTOHHI kopobuy; Bupo6HMLTBO,
no 250 mn, 500 mn, nepBuHHa Ta
1000 mny BTOPMHHA ynakoBkKa,
NNacTVKOBOMY MiLLIKY; BUNYCK cepii:
no 10 miwkiB y B. BpayH
KapTOHHI Kopo6Lyi Menb3yHreH AT,
HimeuunHa
KoHTponb cepii:
B. BpayH
Menb3yHreH Al
Himeuunna
491. CTPENCIIC® NbOASAHUKK; NOo 12 PekkiTT Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 6e3 UA/13607/01/01
ONA QITEN 6+ NbOASAHUKIB Y 6nicTepi; BeHkizep BpuTaHis Xenckep BputaHi AgMiHicTpaTuBHi 3MiHK. 3MmiHa kogy ATX 3MiHW - BHECEHO A0 peyenma
no 1 a6o no 2 Xerckep IHTepHeLwHN JlimiTeq, a IHCTPYKUIT AnA MeAMYHOro 3aCTOCyBaHHA npenaparty Ao
6nicTepy B KApPTOHHIiA IHTEpHELUHN po3giny "®apmakoTepaneBTuyHa rpyna. Kog ATX" BignosigHo
KopoobUi Nimiteq [0 MkHapogHoro knacudpikatopa BOO3
(http://www.whocc.no/atc_ddd_index/): 3aTBepakeHo —
Mpenaparty, Lo 3aCTOCOBYIOTh NPU 3aXBOPHOBAHHSX ropna.
AnTucentukn. Kog ATC RO2AA20, 3anponoHoBaHo —
Nikapcbki 3ac06U, L0 3aCTOCOBYHOTLCS NPY 3aXBOPIOBAHHAX
ropna. AHTucenTukn. AuxnopbeHsnnosuii cnupT. Kog ATX
R0O2A A03.
492, CTPENTOLUMA, Tabnetk no 0,5 r no TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/1090/01/01
10 TabneTok y "TepHodhapm" 3MiHa Yy MeTofax BUNpobyBaHHSA rOTOBOrO NiKapcbKoro 3acoby peuenma
6nictepax - BBeAeHHsA PC3 cybCcTaHuji cTpentouuay B METOAMKM
KOHTPOJIH0 FOTOBOrO NikapcbKoro 3acoby (igeHTudikauis,
PO3UYMHEHHSA Ta KiflbKiCHE BU3HAYEHHS) Ta B MeTogax
KOHTPOJI0 Ha NMPOMDKHWIA NPoAyKT. MeTofuka Ta kputepii
NPUIAHATHOCTI He 3MiHUAncs
493. CTPENTOLUMNA Tabnetkv no 0,3 r no TOB YkpaiHa TOB "TepHodhapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TRy - 6e3 UA/1090/01/02
10 TabneTok y "TepHodhapm" 3MiHa y MeTogax BUNpobyBaHHsS rOTOBOTO J1iKapCbKOro 3acoby peyenma

6nicTepax

- BBeZleHHA PC3 cy6cTaHuji cTpentouuay B MeTOANKM
KOHTPO/I0 FOTOBOrO MiKapCbKOro 3acoby (igeHTudikauis,
PO3YMHEHHS Ta Ki/IbKICHE BU3HAYEHHS) Ta B METOAAX
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
KOHTPOJI0 Ha MPOMDKHWIA NpoayKT. MeToauka Ta kputepii
NPUAHATHOCTI HE 3MiHUIUCA
494, CYMAMEO® MOPOLLIOK AN1s TOB "TeBa YkpaiHa M/IBA XpBartcka XopsarTi BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/15660/01/01
OpasbHOI CycneHsi 3i YkpaiHa" 4.0.0. A 3MiHu Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peyenmom
CMakoM nonyHumui, 100 BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPOo cucTemy
mr/5 mMn, 1 doakoH 3 hapmakoHarnsgy (BBeLEeHHs y3ara/ilbHeHUX faHux npo
MOPOLLKOM N5 cuctemy hapmakoHarnagy, 3miHa ynoBHoBaxeHoi ocobu,
opasibHOT cycneHsii no BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsgy; KOHTakTHOT
20 mn (400 mr) pasom ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iiCHEHHS
i3 04HOCTOPOHHbLOI thapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
MipPHOIO JTIOXXEUKOI0 Ta YMOBHOBaXEHOT 0Co6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
LINpULLOM ANS hapmakoHarnsgy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
[03yBaHHS B KOPOOLL PO3MilLEeHHI MacTep-haiina cucteMu papmakoHarnsgy) -
3MiHa yNnoBHOBaXXEHOI 0Cc06M 3asiBHMKA, BiAMOBIAA/ILHOT 32
3pificHeHHs hapmakoHarnsgy: MNMponoHoBaHa pepakuis — Orit
Stern-Maman. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
ocobu. 3miHa Micus 34iCHEHHST OCHOBHOT AiSNIbHOCTI 3
dhapmMakoHarnisgy. 3miHa agpecy MacTtep-caiina
495, CYMAME/L® nopoLUIoK ANns TOB "TeBa YkpaiHa MNIBA XpBaTcka Xopsari BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/4612/01/01
opasibHOI cycneHsil, Ykpaina" 4.0.0. A 3MiHu Wwoao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
100 mr/5 mn, 1 BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO CUCTEMY
dhnakoH 3 NOPOLLKOM thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHuX npo
Ansa opanbHoi cuctemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
cycneHsii no 20 mn BiANOBIAANLHOI 32 34iiCHEHHS hapMakoHarnsgy; KOHTakTHOT
(400 wr) pasom i3 ocobu 3 hapMakoHarnsay 3asBHuUKa gisi 34iicHeHHS
[BOCTOPOHHbLOIO hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
MipHOIO JTOXEYKOI0 Ta YNOBHOBaXXEHOI 0c0bK, BifNOBIfa/IbHOT 3a 34iICHEHHS
Lwnpu1Lom ans hapmakoHarnagy (BKiovaoun KOHTaKTHI AaHi) Ta/abo 3MiHW Y
[03yBaHHS B KOPOOL po3MiLeHHI MacTep-halina cuctemun hapmakoHarisgy) -
3MiHa YNoBHOBaXKEHOT 0C06M 3aiBHUKA, BiAMNoBIgaIbHOT 3a
3pjiicHeHHs1 hapmakoHarnsgy: NMponoHoBaHa pepakLisi — Orit
Stern-Maman. 3MiHa KOHTaKTHMUX AaHNX YNIOBHOBAXEHOT
oco6u. 3miHa Micus 3ailiCHEeHHS OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu Mactep-cpaiina
496. CYMAMEL® MopoLOK ANs TOB "TeBa YkpaiHa M/IBA XpBaTcka Xopsari BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/15661/01/01
POPTE OpaU/TbHOI CycneHsii 3i YkpaiHa" 4.0.0. A 3MiHu Woao0 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy. peyenmom

cMakom 6aHaHa, 200
mr/5 m; 1 donakoH 3
MOPOLLKOM NS
opasibHOT cycneHsii no
15 mn (600 mr) pasom
i3 0[JHOCTOPOHHBLOO
MipPHOIO JTOXXEUKOI0 Ta
LINPULLOM A7A
[103yBaHHs y KOpoo6Lli

BeefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHuX Npo cuctemy
hapmakoHarnsgy (BBeLeHHs y3ara/ilbHeHNX faHux npo
cuctemy dpapmakoHarnsigy, 3aMiHa ynoBHOBaXeHoi ocobu,
BiANOBIAANbHOI 3a 3MjiCHEHHS hapMmakoHarnsaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asiBHVKa 415 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, AKLWO BOHa BifMiHHA Bif,
YNOBHOBaXKeHOI 0c0bK, BifNOBIfaIbHOT 3a 34iCHEHHS
thapmakoHarnisgy (BKIoYaoumn KOHTaKTHI AaHi) Ta/abo 3MiHM Y
pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa yNnoBHOBaXXeHOI 0CcOob6M 3asiBHUKA, BIAMNOBIAA/ILHOT 32
34iicHeHHs1 papMakoHarnsay: NponoHoBaHa pegakuis — Orit
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Stern-Maman. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
0co6u. 3MiHa Micusa 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarisgy. 3miHa agpecy MacTtep-caiina
497. CYMAMEL® NnopoLIoK ANns TOB "TeBa YkpaiHa MNIBA XpBaTcka Xopsari BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/15662/01/01
POPTE opasibHOI CycneHsii 3i YkpaiHa" 4.0.0. A 3MiHu Wwoao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
CMakom MasimHu, 200 BBegeHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHuX Npo cuctemy
mr/5 mn; 1 hnakoH 3 thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHuX npo
NOPOLLKOM NS cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOI ocobu,
opasibHOT cycrneHsii no BiANOBIAANLHOI 32 34iliCHEHHS hapmakoHarnsay; KOHTakTHOT
37,5 mn ocobu 3 hapMakoHarnsay 3asaBHuUKa aisi 34iicCHEHHS
(1500 mr) pa3om i3 hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
0HOCTOPOHHBLOO YMOBHOBaXeHOT 0co6u, BigNOBIAaLHOT 3a 34iiCHEHHS
MipHOIO NTIOXEYKOIO Ta hapmakoHarnagy (BKiovatoun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
Lnp1Lom ans po3MiLeHHI MacTep-halina cuctemun hapmakoHarisgy) -
[03yBaHHS y KOpooLii 3MiHa YyNoBHOBaXKeHOT 0C06M 3aBHUKA, BiAMOBIfa/IbHOT 3a
3pificHeHHs1 hapmakoHarnsgy: NMponoHoBaHa peaakLisi — Orit
Stern-Maman. 3MiHa KOHTaKTHUX AaHNX YNIOBHOBAXEHOI
ocobu. 3miHa Micus 34iliCHeHHS1 OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu Mactep-cpaiina
498. CYMAMEL® MopoLUOK AN TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsari BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/15663/01/01
POPTE OPaUTbHOI CyCneHsil 3i YkpaiHa" 4.0.0. A 3MiHu Woao 6e3nekn/echeKTUBHOCTI Ta hapMmakoHarnsgy. peyenmom
cMakom nonyHui, 200 BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX AaHuX Npo cucTemy
mr/5 m; 1 donakoH 3 thapmakoHarnagy (BBe4eHHS y3arasibHeHVX JaHnxX npo
MOPOLLKOM A5 cuctemy hapmakoHarniagy, 3miHa ynoBHoBaxKeHOT ocobu,
Opa/bHOI CycneHsii no BiZANOBIAA/ILHOI 3a 34iicCHEHHS (papMakoHarnsay; KOHTakTHOT
30 mn (1200 mr) pasom ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
i3 0JHOCTOPOHHBLOI hapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHA Bif,
MipHOIO NTOXEYKOIO Ta YMNOBHOBaXXEHOT 0CO6U, BifNOBIAAILHOT 32 34iACHEHHS
LLINPULOM AN hapmakoHarnsgy (Bkuvatouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
[03yBaHHs y KOpo6Lii pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0CO6M 3asiBHMKA, BIANOBIA&/ILHOT 3a
3piicHeHHs hapmakoHarnsagy: MNMponoHoBaHa pegakuis — Orit
Stern-Maman. 3MiHa KOHTaKTHUX AaHuX YrOBHOBaXEHOT
0ocobu. 3miHa Micusa 3AiACHEHHS] OCHOBHOT Aisi/IbHOCTI 3
dhapmakoHarisgy. 3miHa agpecu MmacTtep-caina
499. CYMAMEL® NnopoLoK ANns TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsari BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/4170/01/01
®OPTE opasibHOI cycneHsii, YkpaiHa" 4.0.0. A 3MiHu Woao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy. peyenmom

200 wmr/5 mn; 1
th/1akoH 3 NOPOLLKOM
Ons opanbHol
cycneHsii no 15 mn
(600 mr), a6o no 30 mn

(1200 wr), a6o no 37,5
M (1500 mr) pasom i3
[BOCTOPOHHbLOIO
MiPHOIO JIOXEYKOIO Ta

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NMPO cucTemy
hapmakoHarnsgy (BBeAEHHs y3ara/lbHeHNX faHux Npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHoi ocobu,
BIANOBIAA/IbHOT 32 34iICHEHHS hapmakoHarisay; KOHTakTHOT
ocobu 3 hapMakoHarnsay 3asaBHVKa ans 34iicHeHHS
hapmakoHarnsagy B YKpaiHi, K0 BOHa BiMiHHA Bif,
YNOBHOBaXXEHOT 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovatouy KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa yNnoBHOBaXKeHOI 0co6M 3asiBHMKA, BiAMNOBIAa/IbHOT 32
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
LnpuLom ans 3pificHeHHst hapmakoHarnsgy: MNMponoHoBaHa peaakist — Orit
[03yBaHHs Y Kopobui Stern-Maman. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobu. 3miHa Micus 34iliCHEeHHS1 OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy. 3miHa agpecu Mactep-caiina
500. CYMAMIIPEH TabneTku, BKpUTI PapmaneBTny Monbwa dapmaueBTUYHNI MonbLia BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/1475/01/01
060/10HKO10, M0 50 Mr HWIA 3aBO4 3aB0Oj, noAaHHA OHOB/IEHOTro cepTudikarta BifnoBigHOCTI peyenmom
no 2 abo no 6 "MONb®APM "MONb®APMA" €sponelicbkiin papmakonei Ne R1-CEP 2003-245-Rev 03 ans
TabneTok y 6nictepi; A" C.A. C.A. Aio4oi peyoBrHM Sumatriptan succinate Big Bxe
no 1 6nictepy B 3aTBEpAXEHOro BUpPOOHMKa 3 BigNOBIAHUMM 3MiHAMMW B afpeci
KapTOHHI KopobLyi BMPOGHUYOI AiNSHKM
501. CYMAMIIPEH TabneTku, BKpUTI PapmaneBTUy Monbwa dapmaLeBTUYHNI MonbLua BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/1475/01/02
060/10HKO0, M0 100 Mr HWIA 3aBOf, 3aBoj, nojaHHA OHOBJ/IEHOro cepTuddikara BiANOBIAHOCTI peyenmom
no 2 abo no 6 "MONb®APM "MONb®APMA" €sponelicbkiin hapmakonei Ne R1-CEP 2003-245-Rev 03 ans
TabneTok y 6nictepi; A" C.A. C.A. Aio4oi peyoBrHM Sumatriptan succinate Big, Bxe
no 1 6nictepy B 3aTBEpAXEHOro BUpOOHUKa 3 BigNOBIAHUMM 3MiHAMMW B afpeci
KapTOHHII KopobLyi BMPOBGHUYOI AiNSHKM
502. CYDEP® pOo34nH oNns TOB "HOpis- YkpaiHa TOB "HOpia-®apm” YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx maTepiasliB: TEXHIYHA 3a UA/13269/01/01
BHYTPILLIHBOBEHHNX dapm" NOMUJIKa B TEKCTI MapkyBaHHS Y MO3HayYeHi faTu 3aKiHYeHHS peyenmom

iH'ekwjiA, 20 mr/mn, No
5 mn a6o no 10 mn,
abono20 mny
chnakoHi; no 1
oNakoHy y nauuj 3
KapToHy; Mo 5 Mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIlA
ynakosLi; no 1
KOHTYPHIli YapyHKOBilA
ynakoBLUi y navu,i 3
KapToOHy; Mo 5 Mny
chnakoHi; no 1
(p1aKkoHy B KOMMJ/IEKTI
3 1 KOHTeliHepoM no
100 Mn 3 PO34YMHHUKOM
(po3uunH Hartpito
xnopuay—CorntoseH, 9
Mr/MA) Y KOHTYPHii
YapyHKOBIW yNakoBL,;
no 1 KOHTYpHil
YapyHKOBIli ynakoBLii y
nayui; no 10 mn y
hnakoHi; no 1
h1akoHy B KOMMEKTI
3 1 KOHTeliHepoMm no
100 M 3 pO34YMHHUKOM
(po3unH HaTpito
xnopuay—CosoBeH, 9

TEePMiHy NpUAATHOCTI
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
MP/MJ) Y KOHTYPHiiA
YapyHKOBIli ynakoBLi;
no 1 KOHTYpHIl
YapyHKOBIli ynakoBLji y
nauui
503. TA®IHNAP® Kancynwv Teepgi no 50 HoBaprTic LLiBefiuapis BMPOGHMK Benuka BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/14420/01/01
Mr no 120 kancyny dapma Al Hepo3dacoBaHoi BpuTaHi 3MiHa Ha3BM BMPOOHUKA, BiANOBILaIbHOMO 3a MiKpPOHi3aLito Ta | peyernmom
dhnakoHax npoaykuii: Fnakco al KOHTPO/Ib AKOCTi, 6€3 3MiHW Micus BUPOOHULITBA; 3MiHW | Tumy -
OnepeiiwHc HOK Icnanis 3MiHa Ha3BU BMPOGHKMKA, BiANOBifaIbHOTO 3a MIKpOHi3aL,ito,
NimiTen, Benuka 6e3 3MiHN MicuA BUPO6HMLTBA
BpuTaHis; BMpobHMK
[ANA NaKkyBaHHA Ta
BUNYCKY cepii:
nakco Bennkom
C.A,, Icnanis
504. TADIHNAP® Kancynu Teepgi no 75 HosapTic LLiBeiiuapis BUPOBHUK Benvka BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/14420/01/02
Mr no 120 kancyny Papma Al Hepo3dgracoBaHoi BpuTaHi 3MiHa Ha3BM BMPOOHMKA, BiANOBILa/IbHOMO 3a MiKpOHi3aLito Ta | peyernmom
hnakoHax npoaykuii: Fnakco al KOHTPO/Ib AKOCTi, 683 3MiHM Micust BAPOOHULTBA; 3MiHW | Tuny -
OnepeiiwHc HOK IcnaHis 3MiHa Ha3BW BMPOGHMKA, BiANOBIAANLHOIO 3@ MiKPOHi3aLito,
NimiTea, Benuka 6e3 3MiHN Micus BUpO6HMLTBA
BpuTaHis; BUpo6HMK
NS NaKkyBaHHA Ta
BWMYCKy cepil:
"nakco Bennkom
C.A., IcnaHis
505. TEKTA TabneTkn Takega Mm6X HimeuunHa ApBaHc ®apma Himeuy BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/11085/01/01
KOHTPON® racTpope3nCTeHTHI No 'vm6X, HimevunHa nHa 3MiHW [0 IHCTPYKLIi 4719 MeAMYHOro 3aCTOCYBaHHSA [0 po34iny peyenma
20 mrno 7 a6o no 14 (HaHeceHHs "MoGiuHi peakuii" 3rigHO pekomeHaauili KomiTeTy 3 oujiHKM
TabneTok y 6nictepi, NOKPUTTS Ha agpa pu3MKIB y chapmakoHarnsgi €Bponencbkoi MegnyHoi areHuit
no 1 6nictepy B Tabnetok); Takega (PRAC EMA)
KapTOHHI Kopobuj M6X, micue
BMPOGHMLTBA
OpaHieHbypr,
HimeuunHa
(BUPOGHMLTBO 3a
NOBHMUM LIMKIOM)
506. TENMICTA Tabnetkv no 40 mMr no KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHi BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TRy - 3a UA/13210/01/02
7 TabneTok y 6nictepi; HoBo mecTo bulk", nepBuHHe Ta A 3MiHM 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom

no 2, 4 a6o 8
6nicTepiB Yy KAPTOHHIi
Kopob6ui; no 10
TabneTok y 6nictepi;
no 3 abo 6 6nictepis y
KapTOHHI Kopo6Lyi

BTOPUHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, C/oBeHis;
BUPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPWHHE

3MiHa y TepMiHax npugatHocTi abo ymoBax 36epiraHHs
rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
npuaaTHOCTI FOTOBOrO fiKapCbKOro 3acoby) - [11s Toprosoi
ynakoBku (NiATBEPIKYETLCA AHUMUN PEasIbHOrO Yacy) -
36inbLUEHHS TepMiHy npugatHocTi [N13 ans aosysaHHs 40 mr
Ta 80 mr: 3aTBepakeHo: TepMiH NpuAaTHOCTI — 2 POKK;
3anponoHoBaHo: TepMmiH npuaaTHocTi — 3 poku (BBeaeHHs
3MiH NPOTArOM 6-TW MiCALB NiCNS 3aTBEPAKEHHS)
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:
KPKA TMonbLa Cn.3
0.0., MonbLa;
KOHTPO/Ib Ccepii:
KPKA, a.4., Hoso
mecTo, CrioBeHis
507. TENMICTA Tabnetku no 80 wmr, no KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHi BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/13210/01/03
7 Tabnetok y 6nictepi; HoBo mecTo bulk", nepsuHHe Ta A 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
no 2, 4 abo 8 BTOPWHHE 3miHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
6nicTepiB y KAPTOHHIN nakyBaHHs, rOTOBOrO J1ikapCbKOro 3acoby (36iNbLUEHHS TEPMiHY
Kopo6ui; no 10 KOHTPO/b Ta BUMYCK NpUAATHOCTI FOTOBOTO JIiKAPCbKOro 3acoby) - 41 Toprosoi
TabneTok y 6nictepi; cepii: yNakoBku (NiATBEPMAXYETbCA AAHUMMN PEASIbHOTO Yacy) -
no 3 a6o 6 6nictepis y KPKA, a.4., HoBo 36inbLUEHHS TepMiHy NpugatHocTi 13 gns aolyBaHHS 40 Mr
KapTOHHI Kopo6Lyi mecTo, CroBeHis; Ta 80 Mmr: 3aTBepKeHo: TepMiH NPUAATHOCTI — 2 POKY;
BMPOGHMLTBO "in 3anponoHoBaHo: TepMiH npugaTHocTi — 3 pokun (BBegeHHs
bulk", nepBuHHe Ta 3MiH NPOTAroM 6-TW MiCALIB NicNs 3aTBEPAKEHHS)
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepi:
KPKA TMonbLwa Cn.3
0.0., MonbLwa;
KOHTPO/Ib cepil:
KPKA, a.4., Hoso
mecTo, CrioBeHis
508. TENMICTA Tabnetky no 20 mr, no KPKA, a.4., CnoseHis BUPOGHMLTBO "in CnoseHi BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/13210/01/01
7 TabneTok y 6nictepi; Hoso mecTo bulk", nepsuHHe Ta al 3MiHM 3 aKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
no 2, 4 abo 8 BTOPWUHHE MonbLia 3miHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
6nicTepiB y KAPTOHHIl nakyBaHHs, roTOBOrO NikapCbKoro 3acoby (36iNbLUeHHS TepMiHY
Kopo6ui; no 10 KOHTPO/1b Ta BUMYCK nNpUAaTHOCTI FOTOBOTO JIiKAPCbKOro 3acoby) - 415 Toprosoi
TabneTok y 6nictepi; cepii: ynakoBku (NigTBEPAXYETLCA AaHVMU peasibHOro vacy) -
no 3 abo 6 6nictepiB y KPKA, a.4., Hoso 36iNbLUEHHS TepMiHy npugaTHocTi 13 ans fosysaHHs 40 Mr
KapTOHHI Kopo6Lyi mMecTo, CrnoBeHis; Ta 80 mr: 3aTBEpAkeHo: TepMiH NpuAaTHOCTI — 2 POKK;
BMPOGHMLTBO "in 3anponoHoBaHo: TepMmiH npuaaTHocTi — 3 pokn (BBeaeHHs
bulk", nepsuHHe Ta 3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPAKEHHS)
BTOPUHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii:
KPKA TMonbwa Cn.3
0.0., MonbLua;
KOHTPO/b cepii:
KPKA, a.4., HoBo
MecTo, CroBeHis
509. TETPAKCUMI CyCneHsist gns iH'ekuiin CaHodi PpaHuis CaHodpi MNactep C. PpaHujis BHECEHHS 3MiH 10 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/13069/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
TETRAXIM no 0,5 mn (1 gosa) no MacTep C. A. A., ®paHuis; 3AT / 3MiHa y napameTpax crneumndikauiii Ta/abo onycTUMUX MexX, peyenmom
BAKUUHA ANA 1 nonepefHbO "CaHodpi-ABeHTIC", YropLum BM3Ha4YeHUX y cneuucpikauisix Ha Adl, abo
MPO®INTAKTUKN | 3anoBHeHOMy LLNpULY YropumHa Ha BVXIiAHWA/NPOMDKHUIA NpOAYKT/peareHT, Wo BYKOPVCTOBYOThLCS
OUNDTEPII, 3 NPUKPINIEHOI0 y npoueci Bupo6HuuTBa A®I - fofaBaHHA cneumdikauii ans
NPABLA, ronkoto (abo 2-ma BUXiHOrO Marepiany 3HexupeHe Monoko (Skim milk);
KALUTOKY OKpPEMUMU rosikamu), JopasaHHsa cnevudikalii gna BuxigHoro matepiasny L-Cysteine
(ALENONAPHA LLIO MICTUTb CYCMNEH3ito (Hydrochloride Anhydrous); gofaBaHHs cneuuvdikauii gns
N KOMIMOHEHT) Ans iH'exuil, B BMXiHOrO MaTepiany TpuUnkaso-coeBuii 6ynbiioH (Soybean
TA KapTOHHIli KopoobLi Trypcase Broth). OHoBneHHsi po3giny 3.2.S5.2.3.; 3MiHu | Tuny -
noniomMmieniTy 3MmiHa y 6e3nocepepHii ynakoBLi AdI - 3mMiHa KOHTelHepy ans
ALCOPBOBAHA, 36€epiraHHsa OYMLLEHOrO ANITEPIAHOTO aHATOKCUHY - CK/ISIHOrO
IHAKTUBOBAHA, KOHTeliHepy Ha NoninponifieHoBWi koHTelHep. OHOBEHHS
PIOKA po3ainy 3.2.S.6; 3MiHu Il TUNy - 3MiHa y napameTpax
cneumdikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo BUXigHWI/MPOMIXKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYITLCA Y NPOLLECI
BMPOGHMLTBA AD| - PO3LUMPEHHA Aiana3oHy rpaHnyHUX
3HaYeHb 4719 BUXiZAHNX MaTepianiB TOKCUNPOTOH [
(Toxiprotone D) Ta 0CHOBa TPMNTO3HOrO KPOB'SAHOTO arapy
(Tryptose blood agar base)
510. TUTODACT-120 TabneTkn, BKpUTI AHaHTa Benuka dnamiHro IHAjsA BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/2730/01/01
NAiBKOBOIO Mepikeap BpuTaHis dapmacboTukanc 3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y peuyenma
06010HKO0, N0 120 Mr nrp. nra., IHais; BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTbCA
no 10 TabneTtoK y ApTypa BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
6nictepi; no 1 a6o 3 dapmacbioTikans 3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LU0 Bignosigae 3a
6nicTepn y navui Met. N14., IHAiA BBE3EHHA Ta/abo BMMNyCK cepii) - Bknovaroun

KOHTPONb/BMNPOGYBaHHSA cepii - AoAaBaHHS BUPOOHMKA -
ApTypa PapmacbtoTtikans MeT. 1T4., H4ia (BBegeHHSA 3MiH
nNpoTArom 3-x MiCALIB MiC/A 3aTBEPLKEHHS); 3MiHN | Tvny -

3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BUPOGHMLTBI. 3amiHa abo BBeAeHHA A0A4ATKOBOI AiNbHULL
BMPOBGHMLTBA 4715 YACTVHU abo BCbOro BUPOGHNYOro npolecy
roTOBOrO JliKapcbKoro 3acoby (AiNbHULSA, Ha SKili TPOBOASATHLCSA
6yAb-AKi BUPOGHMUI CcTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 SIKOCTi, NEPBMHHOTO Ta BTOPUHHOTO NakyBaHHS, A1
HeCTepW/IbHUX JlikapCbknx 3acobiB)

CynyTHA 3MiHa
- 3MiHM 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL,
BMPOGHMLTBA /15 YAaCTMHM abo BCbOro BUPOGHMYOro npoLiecy
rOTOBOTO JIiKAPCbKOro 3acoby (4ibHUUS A1 BTOPUHHOIO
nakyBaHHs) - 3MiHN 3 AKOCTi. [0TOBUIA Nnikapcbkuid 3aci6. 3MiHn
Yy BUPO6GHULTBI. 3aMiHa ab0 BBeEHHS [0AATKOBOI [ifIbHUL
BMPOBGHMLTBA 415 YACTVHU abo BCbOro BUPOGHNYOro npolecy
roTOBOrO J1iKapCbKoro 3acoby (AiNbHULSA A58 NEPBUHHOIO
nakyBaHHs) - BBE,eHHS 40A4ATKOBOI BUPOOHUNYOI AibHUL
ApTtypa PapmacbtoTikans MeT. /IT4., IHAiS (BBeAeHHS 3MiH
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

NPOTArom 3-X MiICALIB Nic/A 3aTBEPAXEHHS); 3MiHM | Tvny -
3MiHn Wwopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHLwi
3MiHW) - PegaryBaHHs iHCTPYKLiT 4719 MeAnYHOro
3acTocyBaHHsA /13 3a p. «BupobHuK» Ta «Micue3HaxomKeHHs
BMPOGHMKa» [/19 MOX/IMBOCTI APYKyBaTW iHCTPYKLIT Ans
KOXHOro B1Upo6HUKa J13 oKpemo.

BBefeHHA 3MiH NpoTArom 3-x MicsiUiB Nicns 3aTBeEpP)KEHHS

511.

TUTODACT-180

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOH0, No 180 mr
no 10 TabneTtok y
6nicTepi; no 1 a6o 3
6nictepn y nauyui

AHaHTa
Megikeap
nra.

Benuvka
BpuTaHis

dnamiHro
dPapmacbloTrKanc
nta., HAais;
ApTypa
dapmacbloTikans
MeT. N14., IHAiA

IHais

BHECEHHS 3MiH [0 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny -
3MiHu 3 sKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLO CTOCYHTbCA
BMNYCKY Cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3aMiHa abo fofaBaHHA BUPOOHMKA, LLO BignoBigae 3a
BBE3eHHs Ta/abo Bunyck cepii) - Bknovatoun
KOHTPONb/BMNPOGYBaHHSA cepii - foAaBaHHS BUPOOHMKA -
ApTtypa ®apmacbtoTikans MeT. /IT4., IHAis (BBeAeHHS 3MiH
NPOTArom 3-X MiIcALIB Nic/a 3aTBEPAXEHHS); 3MiHM | Tvny -
3MiHu 3 sKocTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL,
BMPOGHMLTBA /15 YAaCTMHM abo BCbOro BUPOGHMYOro npoLiecy
roTOBOrO JliKapCbKOro 3acoby (AifIbHULSA, Ha AKill TPOBOASATHLCSA
6yAb-AKi BUPOOHWUI CTagii, 3a BUHATKOM BUMYCKY CEpil,
KOHTPOJII0 SIKOCTi, NEPBMHHOTO Ta BTOPUHHOTO NakyBaHHS, A1
HeCTEPWU/IbHNX JliKapCbknx 3acobiB)

CynyTHS 3MiHa
- 3MiHU 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS AO0AATKOBOI AibHUL
BMPOGHMLTBA /159 YaCTUHM ab0 BCbOro BUPOBGHMYOro npoLiecy
roTOBOrO JIiKaPCbKOro 3acoby (4iIbHULSA AN BTOPUHHOTO
nakyBaHHs) - 3MiHW 3 AKOCTIi. [0TOBWUIA NikapCbknin 3aci6. 3MiHN
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOT AifIbHUL
BMPOGHMLTBA /15 YAaCTMHM abo BCbOro BUPOGHMYOro npoLiecy
roTOBOrO MiKapCbKOro 3acoby (A4iIbHUUA 4715 NePBUHHOMO
nakyBaHHs) - BBE,E€HHS AOAATKOBOI BUPOGHMNYOT AibHUL
ApTypa PapmacbtoTtikans MeT. T4, H4ia (BBegeHHSA 3MiH
nNpoTArom 3-x MiCALIB MiC/A 3aTBEPLKEHHS); 3MiHN | Tvny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHwi
3MiHK) - PegaryBaHHs IHCTPYKLUIT 4719 MeANYHOTro
3acTocyBaHHsA /13 3a p. «BnpobHuK» Ta «Micue3HaxomKeHHs
BMPOGHMKa» [/19 MOX/IMBOCTI APYKyBaTW iHCTPYKLiT Ans
KOXHOro BUPO6HYMKa J13 okpemo.

BBefeHHs 3MiH NpoTArom 3-x MiCALIB MiC/sA 3aTBEPKEHHS

6e3
peyenma

UA/2730/01/02

512.

TUPO3YP

rens, Imr/rno5r, 25r
y Ty6i, no 1 1y6i B
KapTOHHIli KopoobLi

EHrensrapg
ApuHaiimitren
b M6X &
Ko.KI

HimeyunHa

EHrenbrapg
ApuHaiimiTTens
M6X & Ko.KI

Himeuy
nHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy

thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHo! ocobu,

BiANOBIAA/IbHOI 3@ 3iicCHEHHS ddapmakoHarnsay; KOHTakTHol

6e3
peuyenma

UA/7786/02/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
0cobu 3 chapmakoHarnsagy 3asaBHUKa A1 34iINCHEHHSA
hapmakoHarnsgy B YKpaiHi, KW BOHa BiMiHHA Bif,
YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (Bkouakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MilLEHHI MacTep-haiina cucteMun papmakoHarnsgy) -
3MiHa KOHTaKTHOT 0cobu BifNoBiAanbHOT 3a hapmakoHarnsg;:
nponoHoBaHa pefakuis - BoliteHko AHTOH eopriioBuY. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0Cco6Y BignoBiganbHOI 3a
dhapmakoHaring,
513. TIAMIHY PO3YMH ANS iH'EKLN, MpuBaTHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/12783/01/01
Xnoeunpg, 50 mr/mnno 1 mn B akuioHepHe akujioHepHe 3MiHa y MeTogax BunpobyBaHHSA rOTOBOrO NikapcbKoro 3acoby | peyenmom
(BITAMIH B1) amnyni; no 10 amnyn B TOBapUCTBO TOBapUCTBO - NpVBeAEeHHA MeToAUKN «CynpoBigHi AOMILLKW» [0 BUMOT
naJi 3 KapToHy 3 "Jlekxim- "Jlekxim-Xapki" MoHorpadii €Bponeiicbkoi thapmakonei, a came:
neperopogkamu; no 1 Xapkis" NPUrOTYBaHHA PO34MHY NOPIBHSAHHSA Ta NEPEBIPKN NPUAATHOCTI
M B amnysii; no 5 XpomaTtorpadiyHoi cuctemu AN Airoyoi peqyoBuHN TiaMiHy
amnyn B 04HO6IYHOMY rigpoxnopug
6nictepi; no 2
6nicTepy B nayuj 3
KapTOHY
514. TIAMIHY PO3YMH ANS iH'EKLi, ToBapucTso 3 Ykpaina TosapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/7787/01/01
Xnopeuna- 50 mr/mn, no 1 mn B obmexeHo 06MexeHo 3MiHa y napameTpax crneumdikaiii Ta/abo onyCTUMUX MeX, peyenmom
340POB'A amnyni; no 5 amnyny BignoBigasIbHI Bi4NoBiAa/IbHICTIO BM3HauYeHux y cneuucpikauisx Ha Adl, abo
6nicTepi; no 2 cTIO "®apmaLieBTnyHa BUXIiAHWA/NPOMDKHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYOThCSA
6nicTepy B KapPTOHHIA "papmaueBTu KoMnais "3popos'a” y npoueci Bupo6HuuTBa A®| (4ONOBHEHHS cneuudikawii
Kopobui; no 1 mn B YHa KOMMaHis HOBWM MOKa3HMKOM SIKOCTi Ta BigNnoBigHMM METO40M
amnyni; no 10 amnyn y "3po0pos'a” BMNPOBYBaHHS) - AONOBHEHHSA cneundikauii APl TiamiHy
6nicTepi; nol 6nictepy xnopug 1. "3anmLKoBa KifibKiCTb kaTanidatopis” 3rigHo CEP;
B KapTOHHIi KopobLj; 3MiHM | TUNY - 3MiHA Y NEPBUHHII ynakoBLi roTOBOro
no 1 mn B amnyni; no NiKapCcbKoro 3acoby - BUIYyYeHHS NEPBUHHOT YNakoBKK, WO He
10 amnyn y KapTOHHIl Npy3BOAUTL [0 NOBHOTO BUTYYEHHS NiKapCbKoro 3acoby 3
Kopobui NeBHOK CWU/IOK Al abo Y NeBHiil nikapcbkiii popMi; 3miHM |
TUMY - 3MiHKW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii 4PY abo €Bponeiicbkol
hapmakonei, abo iHLWOT HauioHaNbHOT thapmakonei fepxasu
€C; cynyTHs 3MiHa: 3MiHa y MeToAax BUNpobyBaHHS
[L0MOMDKHOT PEYOBMHU (HE3HAUHI 3MiHW Y 3aTBEPIKEHUX
MeTofax BUNpobyBaHb); 3MiHU | TUNy - 3MiHKW, NOB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0 MOHOrpadii
[dY abo €sponelicbkoi hapmakonei, abo iHLWOT HaLioHaNbHOT
hapmakonei gepxasu €C; CynyTHS 3MiHa: 3MiHa Y MeToAax
BunNpobyBaHHA APl abo BMXiAHOrO MaTepiany/npomMiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLLEC
BUpPO6HMLUTBa AP| (HE3HAUHI 3MiHM Y 3aTBEPIKEHUX MeToLax
BMNPOGYBaHHS)
515. TIOTPUASO/IH® | po3unH A5 iH'eKUIN, MAT Ykpaina MAT "Tannudpapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/2931/01/02
25 Mr/mnno 2 mn B "Tanuudgapm" 3MiHM Yy NpoLeci BUPOGHULTBA rOTOBOTO JTIKapCbKOro 3acoby, peyenmom

amnyni; no 10 amnyn y

BK/10YAKOYM NMPOMiXKHUIA MPOAYKT, L0 3aCTOCOBYETLCS MPU




283

Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
KOHTYPHIli YapyHKOBIlA BMPOBHULTBI rOTOBOrO NikapCbKoro 3acoby (He3HauyHa 3miHa y
ynakosui; no 1 npotieci BUPo6HMLTBA); 3MiHK | TUNY - 3MiHa po3mipy cepii
KOHTYPHIll YapyHKOBIl (BKItOMAKOUM Aiana3oH po3mipy cepii) roTOBOro NikapCbKoro
ynakosLi B naydi; no 4 3acoby. MNponoHoBaHa pefakLis: TeopeTuyHuii po3mip cepil
M B amny”ni; no 5 N3 - 45,454 tnc. ynak. Ne 10 (no 2 mn B amnynax), 23,809
ammnyn y KOHTYpPHIiA Tuc. ynak. Ne 5x2 (no 4 mn B amnynax)
YapyHKOBIli ynakoBLi;
N0 2 KOHTYPHI
YapyHKOBi YNakoBK/ B
nayui
516. TIOLUETAM® PO3YMH ANS iH'EKLN, MAT Ykpaina MAT "rannuchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/0693/02/01
no5wmnBamnyni,no5 | "ranuudapm” 3MiHM Y npoueci BUPOGHNLTBA FOTOBOrO flikapCbKoro 3acoby, peyenmom
amnysn y KOHTYPHiiA BK/THOH@I0UM NPOMiXKHWIA NPOAYKT, L0 3aCTOCOBYETHLCA NPU
YapyHKOBIli ynakoBLii, BMPOGHULITBI FOTOBOrO MiKapCbKOro 3acoby (He3HayHa 3MiHa y
MOKPWTI NNIBKOKO; NO npoteci BUpo6HMLTBA); 3MiHK | TUNYy - 3MiHa po3mipy cepii
2 KOHTYpPHi YapyHKOBI (BKKOYalOUM giana3oH po3Mipy cepii) roToBOro Nikapcbkoro
YyNakoBKK y Mmauyli; no 3acoby - 3MiHa TEOPETUYHOro PO3Mipy Cepiil roTOBOro
10 mn B amnyni, no 5 nikapcbkoro 3acoby ansa 06'emy no 5 mn B amnynax B
amnyn y KOHTYpHIiA pe3ynbTaTi 36iblUeHHs 06'EMY HAMOBHEHHS aMnys, npu
YapyHKOBIli ynakoBLii, LbOMY 3MIHIOETbCS /INLLE KibKICTb PO3/IMTOrO B aMny v
Mo 2 KOHTYpHI npenaparty (NPONoHOBaHWA 06'€M HANOBHEHHS - 5,3 MT).
YapyHKOBI YNaKkoBKU y TeopeTuyHuii po3Mip cepii FOTOBOro NiKapcbKoro 3acoby -
nadui, no 10 mn B 18,867 Tuc. ynak. Ne 5x2 (no 5 mn B amnynax)
amnyni, no 10 amnyn y
Kopobui
517. TOBPEKC® Kpanni oyHi, 0,3% no 5 HosaprTic LLisefiuapis AnkoH-KyBpbop Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |l Tuny - 3a UA/11364/01/01
MN Y chnakoHi- dapma Al 3MiHW A0 IHCTPYKLi AN18 MeAMYHOro 3aCTOCYBaHHA [0 po34inis | peyenmom
KpanensHuui"dpon- "Oco61BOCTI 3aCTOCyBaHHA", "3acTOCyBaHHS Y nepiog,
TeiiHep®"; no 1 BariTHOCTi abo rogyBaHHs rpyaaro”, "Mob6iuHi peakwii.
hN1akoHy-KkpanenbHUL BBepeHHs 3miH npoTsrom 3-x micsiyis nicns
y KOpoG6Lii 3 KapToHY 3aTBEPAKEHHSA
518. TONNEPIN- TabneTkn, BKPUTI ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/9556/02/01
340POB'A NNiBKOBOIO obMexeHo BMPOGHULITBA, AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKOt0, MO 50 Mr BiANOBIAa/TbHI KOHTPO/Ib AKOCTI, 3asBHUKA (B1aCHVKa PEECTPALiiHOro NOCBIAYEHHS) - 3MiHA
no 10 TabneTtok y cTHO BMNYCK Cepil: agpecy 3asBHMKa (BBe4eHHSA 3MiH NpOTSArom 6-Tu MicsiuiB
6nicTepi; no 3 "papmaueBTu ToBapucTBO 3 nicns 3aTBepKEHHS); 3MiHW | TUNY - AQMIHICTPaTUBHI 3MiHW.
6nicTepu y kopobui 3 YHa KoMnNaHis obmexeHoro 3MiHa HalimeHyBaHHA Ta/abo afpecu MicLs NPOBaKEHHS
KapTOHYy "3popoB'a” Bi4MNOBiAA/IbHICTIO LiSNIbHOCTI BUPOOHMKa/iMnopTepa roToBOro /ikapCbKoro
"bapmMaueBThyHA 3aco0y, BKIOYAKUN AiNbHUL BUNYCKY cepil abo micue
KOMMaHis NpPoOBefEHHs KOHTPOJIIO AKOCTI. (fiANbHICTb, 3a AKY BifNoBifae
"3popos's’, BMPOGHMK/IMMOPTEp, BKIOUAKYM BUMYCK Cepiil) - 3MiHa agpecu
YKpaiHa,; BMPOGHMKA rOTOBOrO NikapCbKoro 3acoby ToBapucTBo 3
BCi cTagii 06MeXeHoI0 BiANoBifasIbHICTIO “PapMaLieBTUYHa KOMNaHis
BMPOGHULITBA, “3p/0poB’A”, YKpaiHa, 6e3 3MiHW1 Micust BUpOOHMLTBA

KOHTPO/Ib SKOCTI:
ToBapucTBO 3
06MEXEHO

(BBEAEHHS 3MiH MPOTAroM 6-T1 MicALIB NiCNSA 3aTBEPLYKEHHS);
3MiHU | TNy - AQMIHICTPaTWBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus NPOBafKeHHs AisIbHOCTI
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BiANoBiAa/IbHICTIO BUPOGHMKa/iMnopTepa roToBoro Jiikapcbkoro 3acoby,
"®APMEKC IrPyn", BK/THOYAOUM AiNbHWLI BUMYCKY cepii abo Micue npoBefeHHs
YkpaiHa KOHTPOJO SIKOCTI. (AisiNIbHICTb, 3a 5Ky BiAnoBigae
BMPOGHUK/IMNOPTEP, HE BK/TKOYAKUM BUMYCK CEpIl) - 3MiHa
azpecy BUpobHMKa roTOBOrO Jlikapcbkoro 3acoby ToBapucTBo
3 06MeXeHOoH BiAnoBigaIbHICTIO “OPAPMEKC 'PYI”, YkpaiHa
519. TONMNEPIN- TabneTku, BKPUTI ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/9556/02/02
3400POB'A NAiBKOBOIO 06MEXEHO0 BMPOGHULITBA, AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHA Ta/abo agpecu peyenmom
060n0HkKot0, No 150 Mr | BiAMNOBIAA/TbHI KOHTPO/Ib SKOCTI, 3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) - 3MiHa
no 10 TabneTok y CTHO BMNYCK cepil: afpecu 3asaBHUKa (BBeLeHHA 3MiH NPOTArom 6-Tu MicsiLiB
6nicTepi; no 3 "®hapmaveBTu ToBapucTso 3 nicns 3aTBepmXeHHs); 3MiHW | Tuny - AOMIHICTPaTUBHI 3MiHN.
6nicTepn y kopobui 3 YHa KOMNaHis o6MexeHo 3MiHa HalimeHyBaHHS Ta/abo agpecu Micusa NpoBafKeHHS
KapToHy "3p0pos'a" BiANOBiAa/IbHICTIO LisIbHOCTI BUpOOHUKa/iMnopTepa roToBoro ikapcbkoro
"®GapmaLieBTnyHa 3aco6y, BKIOYAUM AiNbHUL BUNYCKY cepii abo micue
KOMMaHis NpPOBeAEHHS KOHTPOJIO SIKOCTI. (fisNbHICTb, 32 SKy BignoBigae
"3popos'sa”, BMPOGHUK/IMNOPTEp, BK/IOYaOUM BUMYCK Cepiii) - 3MiHa agpecu
YKpaiHa,; BMPOBHMKA rOTOBOrO JlikapCbKoro 3acoby ToBapuCTBO 3
BCi cTagii 06MeXeHo10 BignoBigasbHICTIO “DapMaLieBTUYHa KOMNaHis
BMPOOHULITBA, “3p0poB’a”, YkpaiHa, 6e3 3MiHu Micusi BUpobHULTBA
KOHTPO/1b SKOCTI: (BBEegeHHsA 3MiH MPOTAroM 6-Tv MicALiB NiCNsA 3aTBEPAYKEHHS);
ToBapucTBo 3 3MiHY | TRy - AAMiHICTPaTWBHI 3MiHU. 3MiHA HaliMeHyBaHHS
06MEeXeEHO Ta/abo agpecun Micusa NPOBaIXeHHs LisNIbHOCTI
Bi4MNOBiAA/IbHICTIO BUPOBHMKa/iMnopTepa roToBOro Jikapcbkoro 3acoby,
"®APMEKC IPyn", BK/IO4A0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
Ykpaina KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHUK/IMNIOPTEP, HE BKIHOYAKOUM BUNYCK CEpiit) - 3MiHa
aipecu BUPOOHYVKa roTOBOrO NikapCbkoro 3acoby ToBapucTBO
3 06MexeHoto BignosigasibHicTio “PAPMEKC M'PYI”, YkpaiHa
520. TOPIKAPL TabneTtky no 5 mr no AHaHTa Benuka leTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny - 3a UA/14844/01/01
10 TabneTok y Megikeap BpuTaHis NimiTes, IHAiA 3MiHu 3 sKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHN y peyenmom
6nictepi; no 3 nra. BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHTbCA
6nicTepu y KapTOHHIN ApTtypa BMNYCKY Cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro
Kopobui dapmacbioTikan3 3acoby (3aMiHa abo fofaBaHHA BUPOOHMKa, LLO BignoBigae 3a
MeT. N14., IHAiA BBE3€eHHs Ta/abo Bunyck cepii) - Bknovatoun

KOHTPONb/BMNPOGYBaHHSA cepii - BBEAEHHS A04aTKOBOI
BMPOGHUWYOT AinbHULi ApTypa ®apmacbtoTikana MNeT. 174,
IHAjs | K HAcNifOK NosiBa e OLHOro BUAY NaKyBaHHS
(BBegeHHs 3MiH NPOTAroM 3-X MicsLiB Nicns 3aTBEpPAKEHHS);
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnaay (iHwi 3MiHW) - po3aiNeHHs IHCTPYKUIT ans
MeAUYHOro 3actocyBaHHs /13 Ha ABi OKpeMi 418 KOXKHOro
BMPO6HMKa (BBEAEHHS 3MiH NpOTArom 3-x MicsAUiB micas
3aTBEPMKEHHS); 3MiHU | TMNY - 3MiHK 3 iKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[0AaTKOBOI AiNbHULL BUPOBHMLTBA A/151 HACTUHN ab0 BCbOro
BUPOGHMYOrO NpoLiecy roToBOro MikapCbKoro 3acoby
(4inbHUUA, Ha AKi NpoBOAATLCSA ByAb-AKi BUPO6HUUI cTagil, 3a
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

BUHATKOM BUMYCKY Cepiii, KOHTPO/IIO AKOCTi, NEPBMHHOTO Ta
BTOPVHHOTIO NaKyBaHHS, /151 HECTEPUbHUX NiKapCbKUX
3aco6iB)

CynyTHA 3MiHa
- 3MiHK 3 AiKOCTi. FOTOBMIA Nikapcbkuid 3aci6. 3MiHN y
BVMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL,
BMPOGHMLTBA /159 YAaCTMHM abo BCbOro BUPOGHMYOro npoLiecy
rOTOBOrO JIiKAPCbKOro 3acoby (4ibHULS A1 BTOPUHHOTO
nakyBaHHs) - 3MiHN 3 AKOCTi. [0TOBUIA Nnikapcbkuid 3aci6. 3MiHW
y BUPOGHMLTBI. 3aMiHa ab0 BBEAEHHSA A0AATKOBOT AiNIbHULL
BMPOBGHULTBA 415 YACTMHU abo BCbOro BUPOGHNYOro npoLiecy
rOTOBOrO /1iKapCbKoro 3acoby (AiNbHULSA A58 NEPBUHHOIO
nakyBaHHs) - BBE,eHHS 40A4AaTKOBOI BUPOOHUNYOI AiNTbHUL
ApTtypa ®apmacbtoTikans MeT. /T4, IHAis (BBeAeHHS 3MiH
npoTsirom 3-X MicsLiB Nic/is 3aTBEPAKEHHS)

521.

TOPIKAPL

Tabnetky no 10 mr no
10 TabneToKk y
6nicTepi; no 3
6nicTepy y KapTOHHiIl
Kopobu,i

AHaHTa
Megikeap
nro.

Benvka
BpuTanis

leTepo /1a63
Nimitea, IHgia

ApTypa
dapmacbioTikan3
Met. N14., IHAiA

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
3MiHu 3 sKocTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOTbCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LU0 BignoBigae 3a
BBE3EHHA Ta/abo BMMNycCK cepii) - Bkoyaroun
KOHTPONb/BUNPOGYBAHHSA cepil - BBEAEHHS A,04ATKOBOI
BMPOGHWYOI AinbHuL ApTypa ®apmacbtoTikans MNet. 114,
IHAiA | AK HacNifoK MosiBa We OAHOro BUAy nakyBaHHs
(BBeAEHHs 3MiH NPOTAroM 3-X MiCAILIB MiCNs 3aTBEPOKEHHS);
3MiHM | Tuny - 3MiHK Wwoao 6e3nekn/ethekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) - pO34i/TeHHS IHCTPYKLT ANns
MeAMYHOro 3acTocyBaHHs /13 Ha [Bi OKpPEMi A/151 KOXHOrO
BMPO6HUKa (BBEAEHHS 3MiH NpOTArom 3-x MicsALiB nicas
3aTBEpPMXEHHS); 3MiHU | TMNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHMYOro NpoLecy roTOBOrO MiKapCbKOro 3acoby
(ZinbHUUSA, Ha AKi NnpoBOASATLCS ByAb-sKi BUPOGHUUI cTagjl, 3a
BMHATKOM BUMYCKY Cepiii, KOHTPOO SAKOCTi, MEPBNHHOTO Ta
BTOPVHHOIO NakKyBaHHSA, A1 HECTEPUBbHUX NiKapCbKUX
3acobiB)

CynyTHS 3miHa
- 3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BUPOGHMLTBI. 3amiHa abo BBeAeHHA A0A4ATKOBOI AiNbHULL
BMPOBGHMLTBA 4715 YACTVHU abo BCbOro BUPOGHNYOro npolecy
rOTOBOrO J1iKapCbKOro 3acoby (ZiIbHULSA 471 BTOPUHHOTO
nakyBaHHs1) - 3MiHW 3 AKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. 3MiHW
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHS A0AATKOBOT AifIbHUL
BMPOGHMLTBA /159 YaCTUHM ab0 BCbOro BUPOBGHMYOro npoLiecy
roTOBOro NikapcbKoro 3acoby (Ai/IbHUUA 4718 NePBUHHOMO
nakyBaHHs) - BBE[,EHHA A0AATKOBOI BUPOBGHMYOI AibHUL

3a
peyenmom

UA/14844/01/02
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
ApTypa PapmacbtoTikans MeT. N1T4., H4ia (BBegeHHSA 3MiH
npoTArom 3-x MicAUIB MiC/1A 3aTBEPKEHHS)
522. TPABA BIMHUKA | TpaBa (cybcTaHuis) y TOB"HBK" YkpaiHa TOB "HBK YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - - UA/13368/01/01
HA3EMHOIO Millkax ans "Ekocpapm” "Ekochapm” AAMIHICTPaTVBHI 3MiHW. BunyyeHHs1 BUPOOHWYOT AiNbHULL
BMPOGHULTBA (Bkntovatoum ginbHuLi gns APl nPoMiKHOTO NPOAYKTY abo
HecTepuIbHNUX roTOBOrO /liKapCbKOro 3acoby, AiNbHUL ANS NPOBEAEHHS
nikapcbkux popm nakyBaHHs1, BUpOOHYKa, BiNOBiAabHOIO 3a BUMYCK CEpiid,
MicLie NpOBEAEHHS KOHTPO/IHO cepii) abo noctayanbHMKa
BMXigHOro Marepiany, peareHTy abo AONOMiXHOI peHOBUHN
(SIKLLO 3a3HAYEHO Y JOCbE) BUSTYYEHHSI BUPOOHMYOT AiNbHULL
ans A®l (Tpasu BiliHnka HazemHoro) TOB «HBK «Ekochapm»,
posTalwloBaHol 3a agpecoto YkpaiHa, 03045, m. Kuis, Byn.
Hab6epexHo-KopuyBatchka, 136-b
523. TPABA LLYYKN TpaBa (cy6cTaHuis) y TOB"HBK" Ykpaina TOB "HBK YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - - UA/13369/01/01
DEPHUCTOI MilKax ans "Ekocpapm” "Exodpapm” AZMiHICTpaTMBHI 3MiHU. BuyyeHHsI BUPOGHMYOI AinbHNL
BMPOGHULITBA (BKNtovatoum ginbHULi ons APl NPOMXKHOIO NPOAYKTY abo
HecTepu/IbHUX roTOBOrO /iKapcbkoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nikapcbknx popm nakyBaHHs, BUpO6HYKa, BiANoBiAaNbHOro 3a BUMYCK Cepiid,
MicLie NpoBeAEeHHS KOHTPO/IO cepil) abo noctavasnbHuKa
BMXiQHOro Martepiany, peareHTy abo A0NOMiIKHOI peYOBUHN
(KO 3a3HAYEHO Y AOCHE) BUTYYEHHS BUPOOHNYOT AiNbHUL
ons A®l (Tpasu LWyukun aepHuctor) TOB «HBK «Ekodhapm»,
po3TalloBaHoi 3a agpecoto YkpaiHa, 03045, m. Kuis, Byn.
HabepexHo-KopuyBaTtcbka, 136-b
524. TPUAKYTAH® Kpem no 15 r y Ty6i, no MNAT YKpaiHa MAT YKpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/4454/01/01
1 1y6i B mavuy,i "Knismegnpen "Knismegnpenapat” 3MiHa Ha3BM BMPOGHUKa AD| 6eTameTasoHy AMNpomnioHary, peyenmom
apar” 6€e3 3MiHM Micusl BUPOGHMLTBA
525. TPNAKYTAH® masb no 15 ry Ty6i; no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TRy - 3a UA/4454/02/01
1 1y6i B nayui "KviBmegnpen "KviBmegnpenapat” 3MiHa Ha3BU BNPOGHMKa AD| beTameTasoHy AUNponioHaTy, peyenmom
apart" 6e3 3MiHN Micusa BUPO6HMLTBA
526. TPNHOMIA® kancynu Teepgi no 100 Peppep Icnanis Peppep Icnanis BHECEHHS 3MiH [0 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/15410/01/01
mr/20 mr/2,5 mr no 7 IHTepHaujoHa IHTepHaujioHasb, 3MiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
Kancyn y 6nictepi; no nb, C.A. C.A. BBeneHHs abo 3MiHU A0 y3araslbHEHUX JaHWX NPo cucTemy
4 6nictepun B hapmakoHarnsgy (BBefeHHs y3ara/lbHeHUX faHux npo
KapTOHHIli KopoobLi cuctemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
BiANOBIAANLHOI 3a 34iicCHEHHS (hapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsgy 3asBHVKa 415 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOT 32 34iACHEHHS
hapmakoHarnsagy (Bkvaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa KOHTaKTHOT 0CO6U 3asiBHYKA, BifnoBiganbHOI 3a
3piicHeHHs hapmakoHarnagy B Ykpaidi. [ponoHosaHa
pegakuis: Kyuma Bonogumup OnekcaHgposuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6U 3asABHNKa,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA ddapmakoHarnsgy B YKpaiHi
527. TPUHOMIA® Kancynm Teepgi no 100 Ddeppep IcnaHis deppep IcnaHis BHECEHHs! 3MiH 10 peecTpauiiHux maTtepianiB: 3miHu | Tuny - 3a UA/15409/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Mr/20 mr/5 mr no 7 IHTepHauioHa IHTepHaujoHab, 3MiHV Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsagy. peyenmom
Kancyn y énictepi; no nb, C.A. C.A. BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo cucTemy
4 6nictepu B hapmakoHarnsgy (BBeLEeHHs y3ara/ibHeHUX faHux Npo
KapTOHHIli KopooLi cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiNOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asaBHVKa ANs 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, AKLWO BOHa BifMiHHA Bif,
YNOBHOBaXXEHOI 0c06M, BiANOBIfA/ILHOT 3a 34iNCHEHHS
hapmakoHarnsgy (Bkouvalouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLeHHI MacTep-haiina cucteMu papmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asiBHKKA, BifnoBigasibHOI 3a
3pificHeHHs hapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pepakuis: Kyuma Bonogumup OnekcaHgpoBuy. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHMKa,
Bi4NoBiAa/IbHOI 3a 3AiICHEHHST hapMakoHarnsay B YKpaiHi
528. TPUHOMIA® Kancynu Teepai no 100 deppep IcnaHis Peppep IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/15408/01/01
mr/20 mr/10 mr no 7 IHTepHauioHa IHTepHaujoHab, 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peyenmom
kancyn y 6nictepi; no nb, C.A. C.A. BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NMPO cucTemy
4 6nictepu B thapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHux npo
KapTOHHIli Kopoobui cuctemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
BiANOBIAA/LHOI 32 34iiCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 hapMakoHarnsay 3asBHuUKa aisi 34iicHeHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6u, BigNOBIAaNLHOT 3a 34iiCHEHHS
hapmMakoHarnagy (BKiovaoUun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MiLeHHI MacTep-halina cuctemun hapmakoHarisgy) -
3MiHa KOHTaKTHOT 0CO6U 3asiIBHKKA, BigMnoBigasibHOI 3a
3pificHeHHst hapmakoHarnsgy B Ykpaidi. [ponoHoBaHa
pegakuis: Kyuma Bonogumup OnekcaHgpoBuy. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6W 3aABHNKa,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA dapMakoHarnsay B YkpaiHi
529. TPUTTIKO Tabnetkn AsieHge ITanisa AsieHge Kimike ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/9939/01/01
NPOIOHIOBaHOT Aji No Kimike PiyHiTe PiyHiTe AHxeniHi AfMiHiCTpaTuBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo agpecu peyenmom
75 mr no 10 TabneTtok AHXENiHI dpaHyecko MicLsi NPOBaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa
y 6nicTepi; no 3 PpaHyecko AK.P.A®. C.nA. roTOBOrO /iKaPCbKOro 3acoby, BKIOYaoUn AiNbHULI BUMYCKY
6nicTepy B KapTOHHIA AKP.A®. cepii abo micLie NpoBeAEHHS KOHTPOJIIO AKOCTI. (AisNbHICTb, 3a
naJui; no 15 Tabnetok C.n.A. SIKy BiANOBiga€e BUPOGHMK/iMNOPTEpP, BK/OYAOUM BUMYCK Cepild)
y 6nicTepi; no 2 3miHa Ha3BuM Ta agpecu BUPobHuKa, 6e3 3MiHM Micus
6nicTepy B KapTOHHIA BMPOGHMLTBA: BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsLiB nicns
nauui 3aTBEPAKEHHS.
530. TPUTTIKO TabneTkn AsieHge ITanis AsieHge Kivike ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx matepiasnis: 3MiHu | Tuny - 3a UA/9939/01/02
NPOIOHIOBaHOT Aji No Kimike PiyHiTe PiyHiTe AHxeniHi AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
150 mr no 10 Tabnetok AHXeENiHI dpaHyecko MicLsi MPOBaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa
y 6nicTepi; no 2 dpaHyecko AK.P.A®. C.nA. roTOBOrO /liKapCbKOro 3acoby, BK/IYAKUMN AiNTbHULL BUMYCKY
6nicTepy B KapTOHHIiA AKP.A®. cepii abo micLie NpoBeAEHHSI KOHTPOJIIO SKOCTI. (AisNbHICTb, 3a
nauuj C.n.A. AKy BignoBigae BUPOOHMK/IMNOPTEP, BKIKOHYAOUM BUNYCK Cepiit)

3MiHa Ha3BW Ta agpecy BUPOOHMKA, 6e3 3MiHN Micus
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BMPOGHULTBA: BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPKEHHS.
531. TPOKCEPYTUH MOPOLLOK MNiCieieC dpaHLis EKCMAHCIA ®paHuisa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - - UA/16608/01/01
KpucTaniyHmi nofaHHs OHOBJ/IEHOro cepTuddikara BiANOBILHOCTI
(cybeTaHuis) y €sponelicbkin hapmakonei Ne R1-CEP 2005-263-Rev 04 ans
noABINHMX A®I Troxerutin Big, BXe 3aTBEPAXEHOTO BUPOOHUKA, AK
nonieTnIeHoBux Hacnigok, 3MiHM y cneuudikauii Ta metogax koHTposno Ad|
naketax, BKIageHux y (BUNYyYEHHA NOKa3HMKa «Baxki MeTasin» BignoBigHO 40
KapTOHHi 6apabaHu MoHorpadii EP) Ta 3MiHM B MeToAax KOHTPOJIO 3a NMOKa3HUKOM
ansa «3aNLLKOBI KiSIbKOCTI OpraHiyHmMX PO3UMHHUKIB»
hapmavLeBTUYHOro
3aCTOCYBaHHSA
532. TPOCAH TabneTku, BKpUTI AypobiHgo IHAiA Aypobingo ®apma IHAia BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/11737/01/01
M/1iBKOBOIO Papma JITa Nimiten - OHIT 1 AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
06010HKO0, No 25 Mr MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
no 10 TabneTtok y roTOBOrO NiKapCbKOro 3acoby, BKIYAKUMN AiNbHULL BUNYCKY
6nictepi; no 3 cepii abo MicLe NpoBeAEHHS KOHTPOSTHO AKOCTI. (Qis/IbHICTb, 3a
6nicTepy B KapTOHHIA AKy BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK Cepiid)
Kopobui - YTOYHEHHS Ha3BW Ta agpecu BUpo6HuKa MN13 AypobiHao
dapwma Jlimiteq, - FOHIT lIl, IHAjA, 6€3 3MiHn MicLa BUPOGHULTBA
(BBefeHHs 3MiH NpoTAromM 6-Tv MicsLIB MiCNA 3aTBEPMKEHHS)
533. TPOCAH TabneTku, BKpUTI AypobiHao IHAain Aypobingo ®apma IHAjisA BHECEHHS 3MiH 10 peecTpaLiiiH1x maTepianis: 3miHu | TRy - 3a UA/11737/01/02
NAiBKOBOIO dapma /ITg Nimiteq - HOHIT I AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peyenmom
060n0HkKot0, No 50 Mr MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
no 10 TabneTtok y roTOBOrO NiKapCbKOro 3acoby, BKIYAKUMN AiNbHULL BUNYCKY
6nictepi; no 3 cepii abo MicLe NpoBeAeHHS KOHTPO/THO SKOCTI. (Qis/IbHICTb, 3a
6nicTepy B KapTOHHIiA AIKy BiANOBiAAe BUPOGHMK/IMNOpPTEpP, BK/OYAOUM BUMYCK Cepiid)
Kopobui - YTOYHEHHS Ha3BU Ta agpecu BUpo6HuKa M3 AypobiHao
dapma Jlimiteq - FOHIT I, IHZis, 6€3 3MiHM Micusi BUPOGHULTBA
(BBefeHHst 3MiH NpoTSAromM 6-Tv MicsLB MiCNA 3aTBEPAKEHHS)
534. TPOCAH TabneTku, BKpUTI AypobiHao IHAaia Aypobingo ®apma IHAjisA BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TRy - 3a UA/11737/01/03
M/1iBKOBOIO dapma JlTg Nimiten - OHIT 1 AfMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKO10, N0 100 Mr MicUs NpOBaMKEHHS AiNIbHOCTI BUPOGHMKa/imnopTepa
no 10 TabneTtok y roTOBOrO MiKapCbKOro 3acoby, BKIYAKUMN AiNbHALL BUMYCKY
6nicTepi; no 3 cepii abo micLie NpoBeAEHHS KOHTPOJIIO SKOCTI. (4is/IbHICTD, 3a
6nicTepy B KapTOHHIiA AIKy BiANOBiAA€E BUPOGHMK/IMNOpPTEpP, BK/OUAOUM BUMYCK Cepild)
KopoobLi - YTOUHEHHS Ha3BW Ta agpecy BUpo6Huka M3 AypobiHao
dapwma Jlimiteg, - FOHIT lIl, IHgiA, 6€3 3MiHM MicLa BUPOGHULTBA
(BBefieHHs 3MiH NpPOTAroM 6-T1 MicsILiB NiCNs 3aTBEPYKEHHS)
535. TYBEPKY/IH PO34MH ANS iH'EKLA 2 CraTeHc [aHis Evi Oxen Bakupnec [aHis BHECEHHS 3MiH [0 peecTpaLjiiiHnX maTepianis: BUNpaB/IeHHS 3a UA/16739/01/01
nnAa RT 23 SSI TO/0,1 mano 1,5 mn Cepym EW/Ec TEeXHIYHOT MOMUIIKWN Y TEKCTi MapKyBaHHS BTOPVMHHOI YNakoBKN peyenmom
po3unHy (15 0o3) y IHCTUTYT 015 NikapcbKoro 3acoby y donakoHax Ne 1. 3a3HauveHHs y n.15
cpnakoHi; no 1 a6o 10 Homep cepii nikapcbkoro 3acoby TEKCTY MapKyBaHHS
(h/1aKOHIB B KApTOHHiIlA iHchopmawii "Cepis Ne"
Kopobui
536. YNbTPABICT 300 | po3unH Ans iH'exuili Ta Baiep Al HimeuunHa Baiiep Al Himeuy BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/1986/01/01
iHoy3iiA, 300 mr/ma no NHa 3MiHM 3 siKocTi. [0TOBMIA Nikapcbkuii 3aci6. Cnuctema peyenmom
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
100 mn y chnakoHi; no KOHTeliHep/3aKynoptoBasibHKA 3aci6. 3MiHa po3mipy ynakoBKu
1 chnakoHy y roTOBOro NiKapCbKOro 3acoby (BWU/TyYEHHS1 YNakoBKM NEBHOMO
KapTOHHI nauui PO3Mipy) - BUyYEHHS ynakoBku Mo 50 mn y donakoHi Ne 1; no
50 mn Ta no 100 mn y dpnakoHi Ne 10 3 BigNOBIAHNMY 3MiHAMU
y po3gini “Ynakoska”
537. YNbTPABICT 370 | po3unH Ana iH'ekuili Ta Baiiep Al HimeuunHa Baiiep Al Himeuy BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/1987/01/01
iHdpysii, 370 mr/mn no nHa 3MiHK 3 siKoCTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema peyenmom
50 mn a6o 100 mny KOHTelHep/3aKkynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBku
thnakoHi; no 1 rOTOBOrO Jlikapcbkoro 3acoby (BUTy4YeHHS ynakoBK/ NeBHOro
(h1aKoHY Y KapTOHHilA po3mipy) - BunyyeHHs ynakosok rno 50 mn ta 100 mn y
nauuj; no 500 mny chnakoHax Ne 10; no 500 mn y conakoHi Ne 1 3 BignosigH1Mm
chnakoHi; no 8 3MiHamMu y po3gini “YnakoBka”
(h/1aKOHIB Y KapTOHHii
nauui
538. YHOEBIT Apaxe; no 50 gpaxe y AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/7922/01/01
KOHTelHepax "KNIBCbKW BITAMIHHW BUYyYeHHS BUpobHMKa AP (Kncnotn ackop6iHOBOI); cynyTHS peuenma
(6aHoukax); no 50 BITAMIHHWIA 3ABO" 3MiHa: 3MiHa y napameTpax cneuudikauiii Ta/abo gonycTuMmx
[Apaxe y KoHTelHepi 3ABO4" MeX, BU3Ha4YeHuX y crneumdikayisax Ha Adl, abo
(6aHoui); no 1 BUXiAHWIA/NPOMDXHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYOTHCS
KOHTeWHepy (6aHouL) y npoueci Bupo6HuuTea Ad| (iHwi 3MiHN)
y nayui
539. YPOHE®POH® Kpanni no 25 mn a6o MAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - 6e3 UA/11226/02/01
no 50 mn y chNakoHi, "®apmak” 3MiHM A0 IHCTPYKUii 4N MeguyYHOro 3acTocyBaHHS A0 po3giny peyenma
no 1 conakoHy y nauui "3acTocyBaHHs y nepios BariTHOCTi abo rogyBaHHs rpyaar”
(YyTOUHEeHHS) Woao 6e3nekn 3acTocyBaHHSA BifnoBigHO A0
MaTepianiB peecTpauiiHoro gocke. BBegeHHs 3MiH NpoTArom
6-TV MicAUiB Nicaa 3aTBEPAKEHHS
540. YPOHE®POH® rens no 100 ry Ty6i; MAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - 6e3 UA/11226/01/01
no 1 Ty6i y nauui "®apmak” 3MiHM A0 IHCTPYKLiT 4719 MeAMYHOro 3aCTOCyBaHHS A0 po3ainy peyenma
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHs rpyaa”
(YyTOYHEHHS) LWoao 6e3nekn 3acTocyBaHHS BifgnoBigHO 40
Marepianis peecTpaujiiiHoro Aocbe. BBeAeHHS 3MiH NPOTArom
6-TW MicALIB Nicna 3aTBEPKEHHS
541. YPOHE®POH® cupon no 100 mny MAT Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpavliiHux maTepianis: 3miHu Il Tuny - 6e3 UA/11100/01/01
thnakoHi, no 1 "®apmak” 3MiHM A0 IHCTPYKLIT 4719 MeAMYHOro 3acTOCyBaHHS [0 po3ainy peyenma
hnakoHy pasom 3 "3acTocyBaHHSA y nepiof BariTHOCTi abo rofgyBaHHs rpyaa”
[,03YH0UOI0 JIOXKKOIO Y (YTOYHEHHs1) Wwoao 6e3neky 3acToCyBaHHSA BifMoBigHO A0
nauuj Marepianis peecTpaujiiiHoro Aocbe. BBeAeHHS 3MiH NPOTArom
6-TN MicALIB Nic/ia 3aTBEPKEHHS
542. YPOTO/I® TabneTkn, BKPUTI TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/6706/01/02
060/10HKOI0, N0 2 MF ABEHTIC Pecny6 3MiHa po3mipy cepil (BKNoYaoum aiana3oH po3Mipy cepir) peyenmom
Ne 28 (14x2), Ne 56 YkpaiHa" nika roTOBOro NikapcbKoro 3acoby - BBEAEHHS 404aTKOBOro

(14x4): no 14
TabneTok y 6nictepi;
no 2 a6o no 4
6nicTepy B KapTOHHIN
KOpOoo6Li

po3mipy cepii 192,000 kr (1000 000 (s4ep))
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
543. DPAMOTUNANH- TabneTku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/8956/01/01
OAPHUUA 06010HKO0, MO 20 Mr; "papmaueBTu "®GapmaLeBTyHa 3MiHK 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. peyenmom
no 10 Tabnetok y yHa chipma ipma "JapHnus" 3miHa y TepmiHax npugatHocTi abo ymoBax 36epiraHHs
KOHTYPHIli YapyHKOBIlA "NapHuus” roTOBOrO liKapCbKOro 3acoby (36iNbLUeHHS TepMiHY
ynakosLi; no 2 nNpuAaTHOCTI FOTOBOTO JliKapCbKOro 3acoby) - 4N Toprosoi
KOHTYPHI YapyHKOBI yMakoBKM (MiATBEPMAXYETbCA 4AHUMMN PEATBHOTO Yacy) -
yrnaKkoBKW y navuj 36i/1bLLEHHS TepPMiHY NPUAATHOCTI FOTOBOTO NikapCbKoro
3ac06y Ha OCHOBI NO3UTUBHWX pPe3ynbTaTiB AOBrOCTPOKOBUX
JocnigpkeHb cTabifIbHOCTI Y peaslbHOMY Yaci: 3aTBepKeHO:
TEPMIH NPUAOATHOCTI 2 poku 3anponoHosaHo: TEPMIH
MPUOATHOCTI 3 poku (BBefeHHst 3MiH NpoTArom 6-Tu
MiCSLIB NiCNs 3aTBEPAYKEHHS); 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabisbHICTb. 3MiHa Y TEpMiHaxX
npugaTHocTi abo ymoBax 36epiraHHs roToBOro /likapcbKoro
3aco0y (3miHa y 3aTBEep)KEHOMY NPOTOKO/Ii CTabINbHOCTI) -
3MEHLUEHHS1 4YacToTW AOCNifKeHHS cTabinbHocTi MN3
DPAMOTUNLNH-JAPHULA, Ha OCHOBI aHaui3y CTaTUCTUYHNX
JaHunx
544, DAPMALNTPOH NnopoLIoK ANns dapmacaiiHc KaHapa dapmacaiiHc IHK. KaHapa BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu Il Tuny - 6e3 UA/6249/01/02
OPa/ILHOIO PO34MHY NO IHK. 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenma
23 1 NOpoLKy y BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BuAAdi
nakeTax; no 23 r peecTpauiiHoro NocBifYeHHs, BKIoYaoumn MNnaH ynpasniHHA
MOPOLLIKY Y NakeTi; no pv3vnkamm (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€)
10 nakeTiB y KapTOHHIi NoAaJsTbLIOro 06r'pyHTYBaHHS HOBVMU [OAATKOBUM AaHUMU,
KOpOO6Li LU0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/TbK/
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoM)
BriKoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1, nignyHKTy 2.3 NyHKTY 2 gofatky 15 go Mopsaky
NPOBELEHHS EKCNEPTU3M peECTpaLiiHUX MaTepianis Ha
nikapcbki 3acobu, L0 NoAarTbCA Ha AepXaBHy peecTpawiio
(nepepeecTpaduito), a Takox ekcnepTnsn martepiasnis npo
BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauliB NpoTArom gji
peecTpauiiHoro NocBifg4YeHHs, 3aTBepAxeHoro Hakazom MO3
Bif, 26.08.2005 Ne 426 (y pefakuii Hakasy MO3 Big 23.07.2015
Ne 460)
545. DPAPMALNTPOH NMopoLIoK ANns dapmacaiiHc KaHapa dapmacaiiHc IHK. KaHapa BHECEHHS 3MiH [10 peecTpauiitHux maTepianis: 3miHu Il Tuny - 6e3 UA/6249/01/01
DOPTE OP&a/ILHOIO PO34MHY NO IHK. 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsaay. peuenma

23 T NopoLuKy y
naketax; no 23 r
MOPOLLKY Y NakeTi; no
10 nakeTiB y KapTOHHIi
Kopobui

BHeceHHs abo 3miHa(u) 4o 3060B'I3aHb Ta YMOB Buaadi
peecTpauiiHoro NocBifYeHHs, BK/IOYaoum MNnaH ynpasiiHHA
pu3nKamm (3acTocyBaHHs 3MiH(1), Siki(a) BUMararoTb(€)
NoAasTbLIOro 06rpyHTYBaHHSA HOBMMU [OAATKOBUM AaHUMU,
L0 MalTb HaJaBaTNCA KOMNETEHTHUM OpraHOM, OCKI/TbK/
BUMaraeTbCs CyTTEBA OL|iHKa KOMMNETEHTHUM OpraHoMm)
BrikoHaHHA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1, nignyHKTy 2.3 NyHKTY 2 gogaTky 15 go Mopsaky
NpoBefEeHHA ekcnepTu3n peecTpauiiHnx matepiaslis Ha
NiKapcbki 3aco6Mu, W0 NoAalThCa Ha AePXaBHY peecTpaLiiio
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
(nepepeecTpaduito), a Takox ekcnepTnsn martepianis npo
BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis NpoTarom aii
peecTpauiiHoro NocBifg4YeHHs, 3aTBepiKeHoro Hakasom MO3
Bif, 26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015
Ne 460)
546. PEBAPUH® TabneTkn, BKpUTI AG6OTT HinepnaHpg, MaiinaH ®paHuisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu Il Tuny - 3a UA/7599/01/01
NAiBKOBOIO Xernckea " Nab6opaTtopiz CAC 3MiHW B IHCTPYKLI 418 MeAUYHOro 3aCTOCyBaHHSA B PO34i/v peyenmom
06010HKO0, MO 50 wMr, MpopakTc b.B. "MpoTrnoka3aHHs", "B3aeMogis 3 iHLWMMU NiKapCbKUMu
no 15 tabnetok y 3aco6amMu Ta iHLWi BUAY B3aEMOZI". BBeeHHS 3MiH NpoTArom
6nictepi; no 1 a6o no 6-TN MicALIB Nic/A 3aTBEPAKEHHS
2 6nictepu B
KapTOHHiI kopobuj; no
20 Tabnetok y
6nictepi; no 3
6nicTepy B KapTOHHIA
KopooLi
547. DPEBAPUH® TabneTku, BKpUTI AG6OTT HigepnaHpg, MaiinaH ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/7599/01/02
NAiBKOBOIO Xenckea " Na6opaTtopiz CAC 3MiHW B IHCTPYKLi AN MeAUYHOro 3aCTOCyBaHHA B PO34i/in peyenmom
060/10HKO10, No 100 MNpopaktc b.B. "MpoTunokasaHHsA", "B3aemMogis 3 iHLIMMKU NiKapCbKuMu
mr, no 15 TabneTok y 3aco6amu Ta iHLWi BUAY B3aEMOAIN". BBeAEHHS 3MiH NPOTArom
6nicTepi; no 1 abo no 6-TW MicALIB NicNA 3aTBEpXKEHHS
2 6nictepu B
KapTOHHiI kopobuj; no
20 TabneTtoK y
6nictepi; no 3
6nicTepy B KapTOHHIN
KOpOoo6Li
548. DEMAPA® TabneTku, BKpUTI HosaprTic LseliLapis HosapTic ®apma LBeliua BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 3a UA/2721/01/01
NAiBKOBOIO dapma Al LWTenH Al pis 3MiHa y ckiagi (4oNoMiXkKHMX peyoBnHaX) roTOBOro fikapcbkoro | peyenmom
060n0HkKot0, No 2,5 Mr 3acoby (cmakoBi 106aBku abo 6apBHMKM) - f0AaBaHHS,
no 10 Tabnetok y BU/yYEHHs abo 3amiHa; 3MiHW | TUMY - HE3HAYHI 3MiHK Y
6nictepi; no 3 BMpPO6HUYOMy npoueci (p. 3.2.P.3.3 Onuc BUMpOo6GHNYOro
6nicTepy y KapTOHHiIl npoLecy Ta KOHTPO/II0 NPOLEeCy) roTOBOro /iKapCbKoro 3acoby,
Kopoo6Li Y 3B’AA3KY i3 3MIHOIO CycneHsii AN NoKpuTTs TabneTku.
BBefeHHs 3MiH NpoTarom 3 MicsiliB Nic/s 3aTBepAKEHHSs
549. ®EHTAHIN PO3UMH NS iH EKLN, AT "Kanuekc" Nartsis BCi cTagii CnoBay BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasiB: TeXHiYHa 3a UA/15323/01/01
KANUEKC 0,05 mr/mn no 2 mn B BUPOBHMYOrO ynHa/ NoMMU/IKa B TEKCTi MapKyBaHHS Yy Nn. 2 "KinbkicTb gjtoyoi peyenmom
amnyni; mo 5 amnyn B npovecy, Kpim Natsis peyoBmHN"

KOHTYpHIli YapyHKOBI
ynakosui (MiggoHi); no
1, 2 a60 20 KOHTYPHUX
YapyHKOBUX YNaKkoBOK
(nipgpoHiB) y nayi i3
KapTOHY

BMNycky cepii: X6M
$apma c.p.o.,
CnosayuuHa;

BMPOGHUK, KNI
Bignosigae 3a
KOHTPO/b

cepii/BuNpobyBaHHs:

AT "I'piHagekc",
J1aTBisi; BUPOGHUK,
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
AKWIA BigNoBigae 3a
BUNyck cepii: AT
"Kanuekc", JlatBis
550. DEPPYM NEK PO3YMH NS iH'EKLNA, CaHpo3 CnoseHis Nek CnoseHi BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/9347/01/01
100 mr/2 mn no 2 mn B dapmacbioTik PapmaueBTUYHA A 3MiHW, MOB'A3aHi 3 HEOOXIHICTIO NPMBEAEHHS Y BiANOBIAHICTbL peyenmom
amnyni; no 5 amnyn 'y an3 a.n. KOMMaHis 4.4. [0 moHorpadii ®Y abo €Bponelicbkoi hapmakonei, abo
6nictepi; no 1 iHLWOT HauioHabHOT thapmakonei fepxasu €C - 3MiHa B p.
6nicTepy y KapTOHHIi 3.2.5.4.2. AHaniTuuHi MeToaukn ans airoyoi peyosuHn Iron (1)
kopobLi; no 2 mn B hydroxide dextran complex 3a nokasHukom «bakTepianbHi
amnyni; no 10 amnyn y ©HA0TOKCUHU», a came BUANEHO NOCUNAHHS Ha BHYTPILLHIl
6nicTepi; no 5 meToz BunpobyBaHHsA ans Ad|
6nicTepiB y KAPTOHHIN
Kopobui
551. ®DEPCIHON PO3YMH ANS iH'EKLi, YOPNA Benuvka lgon Inay fonym Typeuy BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/14652/01/01
100 mr/2 mn no 2 mn MEAOMUWH BpuTaHis CaH. Be Tigx. A.LL., nHa 3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
pPO34KHy B amnyni; no NIMITEL TypeuunHa, BUPOGHMUTBI. 3amiHa abo BBeAEHHSA A0AATKOBOI AiNbHULL
5amnyny dapmaBixH CaH. Be BMPOOHMLTBA 4715 YacTMHU abo BCbOro BUPOGHNYOro npolecy
YyapyHKOBOMY /10TKy Ta Tigk. AL, roTOBOrO /iKapCbKOro 3acoby (AinbHULA, Ha AKiii NPOBOAATLCA
KapTOHHIli KopooLi TypeyunHa 6yAb-Ki BUpOOHUUI CTagji, 3a BUHATKOM BUNYCKY cepii,
KOHTPOJIO SIKOCTi Ta BTOPUHHOIO NakyBaHHA A/151 CTEPUSIbHUX
nikapcbKnx 3acobiB (BKOYA0UY BUPOGEHI acenTUiHUM
MEeTOA0M), KPiM STiKapCbkMx 3aco6iB
6i0/10r4YHOro/iMyHOONYHOTO MOXOLKEHHS)
CynyTHA 3MiHa
- 3MiHU 3 siKocTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHM y
BVMPOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI AiTbHUL
BMPOGHMLTBA [/19 YaCTUHM ab0 BCbOro BUPOBGHMYOTro npoLiecy
roTOBOrO JIiKapCbKOro 3acoby (4iNbHULSA AN BTOPUHHOTO
nakyBaHHS) - BBE,eHHS A0AATKOBOI BUPOBGHMNYOIT AiNbHUL
®apmaBixH CaH. Be Timk. A.LL., TypeyuunHa; 3miHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTbCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LU0 BignoBigae 3a
BBE3€EHHS Ta/abo BMnyck cepii) - Bknrovatoum
KOHTPO/b/BMNPOGYBaHHSA cepii -
[ofaBaHHA BMpPOOHUKa - PapmaBixH CaH. Be Tigx. A.LL.,
TypeuumnHa, K HacnigokK nossa A0AATKOBOI BTOPUHHOI
YNaKoBKM
552. ®IEPO-BEVH PO34MH ANA iH'eKL;ii CTA Benuvka Bupo6HuLTBO Himeuy BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | TNy - 3a UA/12096/01/01
02%no5mny dapmacbioTik BpuTaHis Hepo3gracoBaHoi nHa/ AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peyenmom
dhnakoHi; no 10 en MpopgakTc npoayKuii, KOHTpPONb | Benuka MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
h1aKoHiB y Kopoo6Li nrh AKOCTI Ta NepBUHHE BputaHi roTOBOrO /iKAPCbKOro 3acoby, BKOYaoUn AiNbHULI BUMYCKY
nakyBaHHs: A cepii abo MicLe NpoBeAeHHS KOHTPOSTHO SKOCTI. (Qis/IbHICTb, 3a
3irdopig XamenoH SIKy BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKOUM BUMYCK

'm6X, HimeuyunHa;

BTopuHHe

cepii)
3MiHa Ha3BW BUPOGHKMKa /13, 6e3 3MiHM MicLA BUPOGHNLITBA
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
nakyBaHHS:
®apwmallak FOK T,
Benuka BputaHis;
Bunyck cepii:
CTh
dapmacbloTiken
Mpopaxtc 114,
Benuka BputaHis
553. ®IBPO-BEVH PO34YMH ANS iH'EKL CTA Benuka Bupo6HMLTBO Himeuy BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/12096/01/02
05%no2mny dapmacbioTik BpuTtaHis Hepo3dacoBaHoi nHa/ AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peyenmom
amnyni; no 5 amnyn y en MpopakTc npoaykuii, KOHTponb | Benuka MiCLiA MPOBa)KEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa
KOpoo6Li nTp, AKOCTi Ta nepBuHHe | BputaHi roTOBOrO JIiKaPCbKOro 3acoby, BKOUaoUn LiNbHULi BUMYCKY
nakyBaHHs: A cepii abo MicLe NpoBeAEeHHS KOHTPOSIO AKOCTI. (HiSNbHICTb, 3a
3irdpig, XamenbH AKy BiANOBIAAE BUPOGHMK/IMNOPTEP, HE BK/THOYAKOYM BUMYCK
v6X, HimeuyuuHa; cepii)
BTOpuHHE 3MiHa Ha3BW BUPOGHYVKa /13, 6e3 3MiHM MicLA BUPOBHULITBA
naxyBaHHs:
dapmallak FOK NiTg,
Benvka bputaHis;
Bunyck cepii:
CTh
dapmacbloTiken
Mpopaktc N14,
Benvika bpuTaHisi
554. ®IEPO-BEMH PO3YMH ANs iH'eKLiA 1 CTA Benvka Bupo6HULTBO Himeuy BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/12096/01/03
% no 2 mn B amnyni; dapmacbHoTiK BpuTaHis Hepo3cacoBaHoi nHa/ AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
no 5 amnyn y kopo6ui en MpopgakTc npoayKuii, KOHTpPoONb | Benuka MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
nta AKOCTi Ta NEePBUHHE BpuTaHi roTOBOrO NiKapCbKOro 3acoby, BKIYAKUMN AiNbHULL BUNYCKY
nakyBaHHs: A cepii abo micLe NpoBeAeHHS KOHTPOO SKOCTI. (AiSNbHICTb, 3a
3irdopig XamenoH AKy BiANOBIAAE BMPOGHMK/iMNOpTEP, HE BK/THOYAUM BUMYCK
vm6X, HimeyunHa; cepii)
BTopuHHe 3MiHa Ha3BW BUPOGHMKa /13, 6e3 3MiHM MicLa BUPOGHMLITBA
nakyBaHHS:
®apwmallak FOK T,
Benuka BputaHis;
Bunyck cepii:
CTh
dapmacbloTikesn
MpopaxTtc /14,
Benvka BpuTaHis
555. ®IBPO-BEVH PO34MH NS iH'eKin 3 CTA Benvka Bupo6HMLTBO Himeuy BHECEHHS 3MiH 4,0 peecTpaviiHnx matepiasnis: 3MiHu | Tuny - 3a UA/12096/01/04
% no 5 M1y doN1aKoHi; PapmacbioTik BpuTtaHis Hepo3dhacoBaHol nHa/ AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
no 10 chnakoHis y en MpopakTc npoAyKuii, KOHTponbL | Benuka MiCLiA NPOBaKEHHSA AiSNIbHOCTI BUPO6HMKa/iMnopTepa
Kopo6Ui; No 2 M1 B ntg SIKOCTi Ta NEPBUHHE BpuTaHi roTOBOrO /liKapCbKOro 3acoby, BK/IYAKUMN AiNTbHULL BUMYCKY
amnyni; no 5 amnyny nakyBaHHs: A cepii abo micLie NpoBeAEHHSI KOHTPOJIIO SKOCTI. (AisNbHICTb, 3a
Kopoo6Li 3irdopig, XamensH AKY BiANOBIAAE BUPOGHUK/IMNOPTEP, HE BK/IKOYAOUN BUMYCK

'M6X, HimeyunHa,;

cepiin)
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
BTOpuHHE 3MiHa Ha3Bu BUPOGHYKKa 13, 63 3MiHW MicLst BUPO6HULITBA
nakyBaHHS:
dapmallak FOK fiTg,
Benvka bputaHis;
Bunyck cepii:
CTh
PapmacbloTiken
Mpopakrtc 114,
Benvika bpuTaHisi
556. DITONIT POPTE Kancynu no 10 kancyn ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TNy - 6e3 UA/3650/02/03
H y 6nicTepi; no 3 abo 6 06MEXEHOI0 06MEXEHO0 AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHA Ta/abo agpecu peuyenma
6nicTepiB y KAPTOHHIN BiAMNOBIAa/TbHI BiAMOBIAA/ILHICTIO 3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) 3miHa
Kopoou,i CTHO "®apmaLeBThYHA aapecu, BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicas
"papmaueBTu KomnaHis "3gopos's"” 3aTBEPKEHHA
YHa KOMNaHis 3MmiHu | TMny - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
"3p0pos'a" Ta/abo agpecun micusa NPOBaIXeHHs LisNIbHOCTI
BUPOBHMKa/iMnopTepa roToBOro JikapcbKoro 3acoby,
BK/IO4A0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOpTEp, BK/OYa4M BUMYCK cepili) 3MiHa agpecu
BMPOGHMKa TOBapNCTBO 3 0OMEXEHOI0 BiAMOBIAAbHICTIO
dapmaueBTUYHA KOMNaHia “340poB’'a”, YkpaiHa, 6e3 3MiHu
Micus BUPO6HULTBA. BBEAEHHS 3MiH MPOTArom 6-Tv MicsLiB
nicns 3aTBepayKeHHs.
557. ®IABOBIP® cupon no 30 mn a6o TOB "HBK YkpaiHa TOB "HBK YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/5510/01/01
no 50 mn, a6o no 60 "Ekochapm” "Ekochapm” AOMIHICTPaTMBHI 3MiHU. BuyyeHHst BUPOGHNYOI AinbHUL peyenma

My donakoHax 3 ckna
abo nnactuky; no 1
pnakoHy pasom 3
[103YI04O0 EMHICTIO B
naJui 3 KapToHy

(Brrovatoum ginbHuui Ans A®l, npoMixHOro NpoaykTy abo
roToOBOro Nikapcbkoro 3acoby, AiNbHULi 4715 NPOBEAEHHS
nakyBaHHs, BUPOOHYKa, BiANoBiAanbHOro 3a BUMYCK Cepiid,
MicLie NPOBeAEHHS KOHTPO/IIO cepil) abo nocTavasibHuKa
BMXIAHOrO MaTepiany, peareHTy abo fOMNOMDKHOI pe4OBUHM
(SKLLLO 3a3HAYEHO Y AOCHE) - BUyYEHHS BUPOOHMKa AD|
(pigkoro ekctpakTy MpoTtednasig) MpAT "®iTodhapm”, YkpaiHa
(3anuwwmnnu 3aTBepaxeHoro BupobHuka A®l TOB "HBK
"Ekochapm”, YKpaiHa , L0 BUKOHYE Ti cami OyHKLT, Lo
BUTYYEHUIA).

BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
3MiHN | TURY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI
OinbHUU] (BKIOYaOUN AinbHUL 418 AP, NPOMiDKHOTro
npoAayKTy abo rotoBOro Nikapcbkoro 3acoby, AinbHuULI Ans
npoBefeHHs NakyBaHHS, BUPOOHYKa, BiANOBIAaIbHOTO 3a
BUMYCK Cepiid, MicLie NpoBeLEHHSI KOHTPO/IO cepil) abo
noctavasnibHUKa BUXiZHOro matepiasny, peareHTy abo
[0NOMDKHOT PEYOBMHY (SIKLLLO 3a3HAYEHO Y AOCHE) - BUTYYEHHS
BMPOGHUWYOI AinbHui ans MN3 (PnaBoBip®, cupomn) BUPOGHMKa
MAT "dapmak”, YkpaiHa (3a1mwmnm 3aTBepakKeHoro
BMpo6Huka TOB "HBK "Ekodpapm", YkpaiHa , Lo BUKOHYE Ti
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

cami (pyHKLT, Lo BUYYeHWi1). BBeAEHHS 3MiH MpOTSAroM 6-Tu
MiCAUIB Micnsa 3aTBepKeHHs. 3MiHu | TUny - AgMiHICTpaTUBHI
3MiHW. BrnyyeHHsi BUPO6HMYOI AinbHUL (BKIHOHYAKUN AiMbHAL
ans A®l, npomixHOro NpoAykTy abo rotoBoro Nikapcbkoro
3acoby, AinbHULI ANA NPOBEAEHHS NakyBaHHSA, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BUMNYCK CEPIi, MiCLie NPOBeAEHHS
KOHTPONIO cepii) abo nocTavasibHMKa BUXIGHOTO Matepiasy,
peareHTy ab0 AONOMIKHOI PEYOBUHY (SKLLO 3a3HA4YEHO Y
[0CbE) - BUTyYeHHSs BUpo6HuKa M3 (dnasosip®, cupon) TOB
“TepHochapM “, YkpaiHa (3annwmnnv 3aTBepayKeHoro
BMpo6HUKa 13 TOB "HBK "Ekochbapm”, YkpaiHa , L0 BUKOHYE
Ti cami doyHKLUii, WO BUyYeHnid). BunyyeHHs Bupo6Hrka AdI
(pigkoro ekctpakty MNpoTedinasig) TOB “TepHodapm “,
Ykpaina (3anvwnnu 3atsepkeHoro supobHrka A®| TOB
"HBK "Ekochapm”, YkpaiHa , Lo BUKOHYE Ti cami hyHKLji, Lo
BUyYeHUIA). BBEAEHHS 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHSA. 3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUPOGHMYOT AinbHNL (BKIHOHYAKUN AiNbHULI ANS
A®|, npomiXHOro NpoaykTy abo roToBOro JlikapcbKoro 3acooy,
AiNbHULI ANA NPpoBeAEeHHS NakyBaHHS, BUPOOHNMKa,
BiANOBIAA/ILHOIO 3a BUMNYCK CEPIi, MiCLie NPOBEAEHHS
KOHTPONIO cepii) abo nocTavasibHMKa BUXIGHOTO Matepiasy,
peareHTy ab0 AONOMIKHOI PEYOBUHY (SKLLO 3a3HA4YEHO Y
[0CbE) BUTyYEHHS! BUPOGHMKa AD| (pigKoro ekcTpakTy
MpoTtednasia) MNpAT "Bionik", YkpaiHa (3a1mwmnm
3atBepxeHoro supobHuka A®l TOB "HBK "Ekochapm”,
YkpaiHa , L0 BUKOHYE Ti caMi qoyHKL,T, L0 BUYYEHUIA).
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS.

558.

DO/TAMMETIC®

niogpinisat gna
PO34MHy ANs iHAY3ii
no 100 Mr y donakoHi
Ne 1

CennTtpioH
Xenskeap Ko.,
nTg

Pecny6nika
Kopes

CENNTPIOH, IHk.,
Pecny6nika Kopes
(BUpOGHMLTBO
roToBOroO
npenapary,
nepBuHHe
nakyBaHHs1,
BTOPVHHE
nakyBaHHs1, BUMyCK
cepii);
CENNTPIOH, IHk.,
Pecny6nika Kopes
(BMpPOGHMLTBO
aKTUBHOTO
chapmaLeBTUYHOro
iHrpegieHTa);
3AT
dapmaLeBTUYHNIA
3aBog ElIC,

Pecny6
nika
Kopesi/
YropLum

BHECEHHS 3MiH 10 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny -
3MiHM 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. CTabifbHICTb.
3MiHa y TepMiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
npuaaTHOCTI TOTOBOTO JIiKAPCbKOro 3acoby) - 36inbLUeHHSs
TepMiHy NpUAATHOCTI NikapCcbKoro 3acoby
6i010ri4HOro/iMyHOOMNYHOTO MOXOZ)KEHHS HA OCHOBI
pe3ynbTaTiB AOC/igKeHb CTabiNbHOCTI, NpoBeAEeHNX
Bi4NOBIAHO 40 3aTBEPIKEHOr0 MPOTOKOSY - 36i/IbLUEHHS
TEepMiHy NpuAAaTHOCTI NikapcbKoro 3acoby Ha niacTasi
npoBefeHnX A0CigKeHb CTabinbHOCTI (3aTBepaXeHO: 3 poky;
3anponoHoBaHo: 5 pokiB) TepMiH BBEAEHHS 3MiH - MPOTArOM
6-TV MiCALIB MiCNA 3aTBEPAKEHHS; 3MiHM | Tuny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo agpecu
MicLsi NPOBaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO /iKAPCbKOro 3acoby, BKIOYaUM AiNbHUL BUMYCKY
cepii abo micLie NpoBeAEeHHS KOHTPOJIIO SKOCTI. (AisNIbHICTD, 3a
SIKy BiANOBiAA€E BUPOGHMK/iMNOPTEpP, BK/OUAOUM BUMYCK Cepild)
- 3MiHa agpecu Micus NPOBaPKEHHS AiSNIbHOCTi BUPOOHMKA

3a
peyermom

UA/13090/01/01




296

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

YropLmHa
(BTOPUHHE
nakyBaHHs1)

roTOBOrO slikapcbkoro 3acoby (TepMiH BBEAEHHS 3MiH -
NPOTAroM 6-T MICALIB MiCNA 3aTBEPLKEHHS); 3MiHU | TNy -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLi
3MiHK) - 3aMiHa rpad)iyHOro ohopMIEHHS YNakoBOK Ha TEKCT
MapKyBaHHS 3 METOI0 NPUBEAEHHS Y BiANOBIAHICTb 40O BUMOT
Haka3y MO3 Ykpainn Ne 426 Big 26.08.05 (y pepakuii Hakasy
MO3 Ykpainu Ne460 Big 23.07.2015 p.). TepMiH BBEAEHHSA
3MiH - MPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS; 3MiHW |
TUny - 3miHu 3 skocTi. A®l. BUpobHULTBO (iHLUi 3MiHN) -
MprBeaeHHsA dyHKUi BUpo6Huka CENITPIOH, IHK.,
Pecny6nika Kopes, y BignoBsigHicTb 0 MaTepianis
peecTpauiiiHoro gocke (TepmiH BBEAEHHS 3MiH - NPOTArom 6-
TV MiCALIB Nicnsa 3aTBepXEeHHS); 3MiHu | Tuny -
AaMiHICTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLii NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA (BK/THOYAtOUM, 3a
HeobXiAHOCTI, MicLie NPOBELEHHS KOHTPOJI AKOCTI), abo
B/lacHMKa macTep-haiina Ha A®Il, abo noctavyasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/NPOMIXHOTO NPOAYKTY, LLO
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y A0CbE
Ha nikapcbkuii 3acib) 3a BifCcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponelickkiin hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIKHOI pEHOBUHU (AKLLO
3a3HayeHo y A0CbE) - 3MiHa apecyn MicLs NPOBafKEHHS
AiSNIbHOCTI BUPOOHUKA aKTMBHOTO thapMaLeBTUYHOro
iHrpesieHTa (TepMmiH BBeeHHS 3MiH - NPOTArom 6-Tu MicsiLiB
nicns 3aTBepkKeHHs)

559.

DIOKCIYM®

PO34unH ANns iHdysii, 5
mr/mn no 100 mny
nAaswyi, no 1 naswui 8
nauui

MAT
"Kuismegnpen
apart"

YKpaiHa

MAT "ranuucpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny -
3MiHuM Wwopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsamy.
3MiHM Y KOPOTKIil XapaKTepuCcTUL,i Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT 4115 MeANYHOro 3aCTOCyBaHHS
reHepuyHUX/riopuaHnx/6ionodibHMX NikapcbkMx 3aco6iB nicns
BHECEHHS TiEl caMoi 3MiHM Ha pedhepeHTHUIA Npenapar (3miHa
He noTpebye HafaHHA XO4HWX HOBMX A0AATKOBUX AAHVX)
3MiHV BHECeHI [0 IHCTPYKLi Ta KOPOTKOI XapakTepUCTUKLN Y
po3ginu: "MokasaHHsA";

a TakoX y posginu: "®apmakosnoriyHi BnactueocTi”,
"MpoTunokasaHHsa", "Ocobnumsi 3axoan 6e3nekn", "B3aemogis 3
IHLIMMKM NikapcbkMK 3acobamu Ta iHWi B1uan B3aemogiii',
"Oco6nMBOCTI 3acTocyBaHHS", "3acTocyBaHHs y nepios
BariTHOCTI abo rogysBaHHA rpyaat”, "Cnocib 3acTocyBaHHA Ta
no3n", "MepeposysaHHsa", "Mob6iuHi peakuii”, "HecymicHicTb"
3rigHO 3 iHhopMaLielo WoA0 MeAUYHOT0 3aCTOCYBaHHS
pedrepeHTHOro nikapcbkoro 3acoby (Tavanic 5mg/ml solution
for infusion, B YkpaiHi He 3apeecTpoBaHuii).
BBefeHHs1 3MiH NPOTAroM 6-TW MicALIB Nic/1a 3aTBEPAXEHHS.

3a
peyenmom

UA/11163/01/01

560.

DJTYKOHA3O0N

PO34unH NS iHQy3il
0,2 % no 50 mn, 100

MNpuBatHe
akuioHepHe

YKpaiHa

MpuBatHe
akuioHepHe

YKpaiHa

BHECEHHS 3MiH [J0 peECTpaLjiiiHUX MaTepiasiB: TeXHIYHA
nomMu/IKa B 3aTBEPAKEHOMY PO3MIpy Cepii roTOBOro

3a
peyenmom

UA/14390/01/01
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
My nNAawLi; no 1 TOBapuCTBO TOBapUCTBO nikapcbkoro 3acoby (3aTeepmxeHo: 2000,00 n ta 500,00 A,
NAAWLi Y navwi "Indpysia” "lHdpy3ia” 3anponoHosaHo: 1000,00 n Ta 500,00 1) - npuBeAeHHSA Y
BIANOBIAHICTb A0 peecTpauiiHux (apXiBHNX) MaTepiasiis, AKi
noAaBa/IMCb Ha BHECEHHS 3MiH
561. DJTYKOHA3ON - PO34mnH ANs iHdy3ii, 2 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/14391/01/01
AAPHNLUA mr/mn no 100 mny "papmaueBTu "apmMaueBThyHa BHECEHHS 3MiH fo p. 3.2.P.7. Cuctema peyenmom
dhnakoHi, no 1 yHa hipma ipma "OapHuus” KOHTeliHep/3aKynopoBasibHWiA 3aci6, a caMe [JONMOBHEHO
chnakoHy B nauuyj; no "fapHuus” cneuudikauito Ha MoninponineH y rpaHynax HOBYMM
100 mn y chnakoHax nokasHukamu BignosigHo Bumor A®Y, 3.1.6. BBeAeHHs 3MiH
NpOTArom 6-Tv MicALiB Micns 3aTBEPAKEHHS
562. ®/TYOPOYPALIN PO3YMH ANS iH'EKLi, Mictpan AHrnis Xaynt ®apma Himeuy BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/15418/01/01
n- BICTA 50 mr/mn no 5 mn abo Kenitan BonbparcxayseH nHa AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo agpecu peyenmom
10 mn, a6o 20 mn MeHeXMeHT 6X 3asBHMKa (BNacHyKa peecTpauiiHoro NocBigYeHHs!) - 3MiHa
PO3UMHY 415 IH'EKL Y Nimiteq ajipecu 3asBHUKa
hnakoHax; no 1
hnakoHy y Kopobui 3
KapToHy
563. P/TYOPOYPALN PO34MH NS iH'eku;iin 50 Mictpan AHrnisA Xaynt ®apma Himeuy BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/15418/01/01
Nn- BICTA mr/mn; no 5 mn aéo 10 Kenitan BonbpatcxayseH nHa 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsaay. peyenmom
M, abo 20 mn MeHemKMeHT m6X BBefieHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux nNpo cuctemy
PO34YMHY NS iH'EKLA Y Nimiteq thapmakoHarnagy (BBefeHHs y3arasibHeHVX JaHux npo
thnakoHax; no 1 cuctemy dhapmakoHarnsgy, 3MiHa ynosHoBaxeHoi ocobu,
oNakoHy y Kopobui 3 BIANOBIAA/IbHOT 32 34iICHEHHS hapMakoHarisay; KOHTakTHOT
KapTOHY ocobu 3 thapmakoHarnsagy 3asBHUKa A1 34iINCHEHHA
hapmakoHarnsagy B YKpaiHi, Ko BOHa BiMiHHA Bif,
YNOBHOBaXXEHOI 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovatouy KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa yNnoBHOBa)XKeHOI 0C06M 3asiBHMKA, BiAMNOBIAa/IbHOT 32
34ilicHeHHA hapmakoHarnagy: NponoHoBaHa peAakLis:
CotHikoBa CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXXEHOT 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy. 3miHa MicLs 34iliCHEHHSI OCHOBHOI
OisnbHOCTI 3 dhapmakoHarnagy. 3MiHa agpecu mactep-calina
cuctemu dpapmakoHarnsgy
564. dTIOKONA®-N Tabnetkv no 4 Ha6poc IHais Ha6poc ®apma lMBT. IHais BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu Il Tuny - Ne 4; Ne 12 | UA/6266/01/01
TabneTkv y cTpuni; no ®apma lMeT. nrp. 3MiHu Wwoao 6esnekn/ethekTMBHOCTI Ta hapmakoHarnsgy. — 6e3
1 cTpuny B nra. BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB BMAAdi peyenma,
nanepoBoMy KOHBepTI; peecTpauiiHoro NocBigYEHHs, BKIOYakum MnaH ynpaeniHHSA Ne 200 —
no 4 TabneTtkn y pv3vnkamMmm (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€) 3a
cTpuni; No 3 cTpunu y noAasibLIOro 06I'PYHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK, peyenmom

KapTOHHIA KOopoo6Lii; no
4 TabneTkn y cTpuni;
no 1 ctpuny B
nanepoBoMy KOHBEpTi;
no 50 KoHBepTIB Y
KapPTOHHI KOpOOLii

LU0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/TbK/
BMMAaraeTbCsa CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
BMKOHaHHS 3060B'A3aHb BigNoBiAHO A0 MignyHKTy 1.13 nyHKTY
1 pogatky 15 fo MNMopAagky NpoBeAeHHA ekcrnepTusu
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
noJalTbCs Ha AepXaBHY peecTpalito (nepepeecTpadii), a
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TaKoX eKCnepTM3n MaTepiasliB Npo BHECEHHA 3MiH [0
peecTpauiiiHix mMaTepiasiB NpoTsArom Aii peectpauiiioro
NocBiAYEHHS, 3aTBepAxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
565. DOKOPT®- kpem, 1 mr/rno 15ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/4936/01/01
OAPHUUA Ty6i; o 1 Ty6i B nayuyj "®bapmaueBTu "®apmaveBTUYHa 3MiHM 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. peyenmom
yHa hipma ipma "OapHuus” 3MiHa y TepMiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
"fapHuus” rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
npuaaTHOCTI FOTOBOrO fiKapcbKoro 3acoby) - [11s Toprosoi
ynakoBku (MiATBEPLKYETLCSA AaHUMM peasibHOro vacy) -
36i/bLLEHHSA TEPMiHY NMPUAATHOCTI FOTOBOTO NiKapCbKOro
3ac00y Ha OCHOBI NO3WUTVBHYX pe3y/bTarTiB 4OBrOCTPOKOBUX
nocnigpkeHb cTabinbHOCTI y peasibHOMY Yaci. BBeieHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/A 3aTBEPMAXEHHSA. 3MiHK | TNy -
3MiHM 3 sKocTi. [oToBWMIA Nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHoOCTI abo ymoBax 36epiraHHs
rOTOBOrO /iKapCbKOro 3acoby (3miHa y 3aTBepaKeHOMY
NPOTOKO/i CTabiNbHOCTI) 3MEHLLEHHS YaCTOTW AOC/iHKEHHS
cTabinbHocTi 13, Ha OCHOBI @aHani3y CTaTUCTUYHUX SaHUX
3aTBepAXEHO0: KOHTpONb 06pa3LioB OCYLLECTBSETCS C
nepuogmyHocTtbio: 0 mec., 3 mec., 6 mec., 9 mec., 12 mec., 18
Mec., 24 mec. 3anponoHoBaHo: KOHTpo1b 06pasLoB
NPOBOAUTCA C NEPUOANYHOCTBLIO: 0 Mec., 12 mec., 24 mec., 36
mec.
566. DOPTE3A cnpeii gnsi poToBO| [enbta Lseiiuapis | ABAI IBPAXIM Inay Typeuy BHECEHHS 3MiH [J0 pEECTPaLiiiHMX MaTepiasiB: yTOUHEHHSA 6e3 UA/13797/02/01
nopoXHuHK 0,15 % no Megiken CaHai Be TigxapeT MHa HanucaHHsA ynakoBKu (BUNpaB/ieHHA rpaMaTUyHoOl peyenma
15 mn a6o 30 mn MpomoyLIH3 A.LL. nomunku) B Hakasi MO3 Ykpaiuu Ne 6 Big 02.01.2019 B
PO34KHY Yy h1akoHi 3 Al npoLeci BHECEHHSI 3MiH A0 peecTpaLiiiHux matepianis (3MiHu |
posnuntoBayem; no 1 TUMY - OHOBJ/IEHHS TEKCTY MapKyBaHHS ynakoBOK BifnoBigHO [0
h1akoHy B KapTOHHIlA BMMOT Haka3y MO3 Ykpainu Big 23.07.2015 p. Ne 460.
Kopobui BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.).
Pedakyisi 8 3amsepoxxeHoMy Hakasi — cripel 07151 pomosor
nopoxHuHu 0,15 % ro 15 ma a6o 30 M1 po34UHy y ¢h/1aKoHI 3
po3snusrosaydemM; o 1 ¢hsiakoHy 8 kKapmaHHil kopobyi. BipHa
pedakyisi — crnipel 0/151 pomosoi NopoxHuUHU 0,15 % no 15 mn
a6o 30 ms1 po3yuHy y ¢haakoHi 3 posnusaosaqem; ro 1
h1aKOHY B KapMOHHIU KOpobyi.
567. ®POPTE3A cnpeii gnsi poToBOI [enbta LWseliyapis | ABAl IBPAXIM lnay Typeuu BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3miHu Il Tuny - 6e3 UA/13797/02/01
nopoxHuHn 0,15 % no Megiken CaHai Be TigxapeT nHa 3MiHa BUPOGHMKA BUXiAHOr0/NPOMIXKHOTO NPOAYKTYy/peareHTy, peyenma
15 mn a6o 30 mn poMOoyLLH3 A.LL. L0 BUKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®l, abo
PO34MHY Yy h/1aKkoHi 3 Al 3MiHa BMPOGHHMKa (BKOUatoun, ge HeobxigHo, micue
posnunoBayem; no 1 npoBeeHHA KOHTPOsIo AkocTi) A®I (3a BigCyTHOCTI
dhnakoHy B KapPTOHHIl cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonei y
Kopobu,i 3aTBEepAKEHOMY [0CbE)(BBEAEHHS HOBOTO BUPOGHMKa AdI 3
HafaHHAM macTep-ghaiina Ha A®l) - BBe4EHHSA A0AATKOBOrO
BMpo6HUKa AP (BeHsngaminy rigpoxnopuay)
568. POCTEP aepo30/b Ansi K'esi ABCTpisi BMPOGHULITBO, ITanis/ BHECEHHS 3MiH 10 peecTpauiiHux maTtepiasniB: 3miHu | Tuny - 3a UA/16438/01/01
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iHransuii, 1o30BaHWi, $apmac'toTike KOHTpO/b, 36ip ABCTpIs 3MiHV Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsagy. peyenmom
100+6 mkr/gosy, no n3 rméexX HanoBHEHUX BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo cucTemy
120 po3 y KOHTEeliHepi; KOHTelHepiB Ta hapmakoHarnsgy (BBeLEeHHs y3ara/ibHeHUX faHux Npo
no 1 a6éo 2 nakyBaHHs: K'esi cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
KOHTelHepw 3 dapmaueyTuui BiNOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsaay; KOHTaKTHOI
[03y04MM KNnanaHom i C.n.A., Itanis; 36ip ocobu 3 hapmakoHarnsay 3asaBHVKa ANs 34iCHEHHS
PO3NUIIOIYO0I0 HanoBHEHMX hapmMakoHarnagy B YkpaiHi, AKLWO BOHa BifMiHHA Bif,
HacafKolo Ta KOHTelHepiB Ta YNOBHOBaXXEHOI 0c06M, BiANOBIfA/ILHOT 3a 34iNCHEHHS
3aXVCHM KOBMA4koM y nakyBaHHs: .J1. hapmakoHarnsgy (Bkouvalouy KOHTakKTHI gaHi) Ta/abo 3miHn y
KapTOHHIlA Kopoo6Lii; no dapma 'M6X, pO3MilLeHHI MacTep-haiina cucteMu papmakoHarnsgy) -
180 f03 y KOHTeliHepi; ABCTPIst; BUMYCK 3MiHa YNoBHOBaXKEHOT 0COBM 3aBHUKA, BiAMNOBIfa/IbHOI 3a
no 1 KoHTeliHepy 3 cepil: K'esi 3[jicHeHHs hapmakoHarisgy: MponoHoBaHa pefakuis - Ap.
[03YH0UUM K1anaHoM i dapmac'toTikens [xaH Hikono KacTinbiioHe. 3MiHa KOHTaKTHUX AaHUX
pPO3NUIOIYO0I0 M6X, ABCTpis YyNOBHOBaXeHOT 0c0obu, BigNoBiAaNbHOT 3a hapmakoHarnsg,
Hacafkol Ta 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0CObM 3asaBHUKa A1
3aXMCHM KOBMAa4yKoMm y 3fiicHeHHs chapmakoHarnagy B YkpaiHi. 3miHa agpecu
KapPTOHHIli KopoobUi MacTtep-caiina
569. PPOMINIA® YHO | Tabnetku 3 KPKA, a.4a., CnoBeHis KPKA, a.4., Hoso CnoseHi BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/9540/01/01
MOAMIKOBAHUM HoBo mecTo MecTo A nofaHHs OHOBJ/IEHOro cepTudiikara BiANOBIAHOCTI peyenmom
BMBiNIbHEHHSAM No 500 €ponelicbkiii hapmakonei Ne R1-CEP 2004-148-Rev 03 ans
Mr no 5 TabneTtok y aitovoi peyosuHy Clarithromycin Bif BXe 3aTBepXeHoro
6nictepi; no 1 BMPOOHUKA; 3MiHM | TUNY - NOAAHHSA OHOBIEHOTO cepTudikaTa
6nicTepy B KapTOHHIN BigNoBiAHOCTI €Bponelicbkiii hapmakonei Ne R1-CEP 2004-
kopobui; no 7 148-Rev 04 gns gitouoi pevosuHu Clarithromycin Big Bxe
Tabnetok y 6nictepi; 3aTBEPKEHOro BUPOGHYKA 3 BiANOBIAHMMM 3MiHaMKN B aapeci
no 1 abo 2 6nictepn B BUPOBHMYOT AiNAHKN; 3MiHW | TURY - NOAaHHS OHOB/IEHOTO
KapTOHHIli Kopoobui cepTudpikaTa BignoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2004-148-Rev 05 ans gitoyoi pevosuHy Clarithromycin
Bifl BX€ 3aTBEPKEHOr0 BUPOOHUKA, SIK HACNIAOK BBEAEHHS
NPOMIiXXHOI BUPOGHMYOI AinibHUL AD|
570. ®OCME-IMYH CycneHsist ans iH'ekuiii MNOAN3EP CWA BUPOBHULTBO ABCTpist BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/16695/01/01
BAKUUHA Ana no 2,4 mkr/0,5 mn (1 EWY. CI. M. npoaykTy y opmi in 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMNOBIAHICTb peyenmom
MPO®PINAKTUKWN | posa ans oopocnumx), KOPMOPEWLL bulk; HanoBHeHHsA [0 moHorpadpii ®Y abo €Bponelicbkoi hapmakonei, abo
KniwoBoro no 0,5 mn cycneHsii y H wnpuuis: bakctep IHLWWOT HaLioHanbHOT hapmakonei aepxasu €C - npuBeAeHHs
EHUE®PANITY nonepeaHb0 Al', ABCTpiSi; nokKasHukiB cneyudikauii 415 KOHLEHTPOBaHOro
KYNbTYPAJIbHA | 3anoBHeHOMY KOHTPO/1b SAKOCTI; chopmanbgerigy y BignoBigHICTb A0 BUMOr €BpOMNencbKoi
IHAKTUBOBAHA | ogHopa3oBoMy nakyBaHHs; $apmakonei Ta chapmakonei CLUA
OYUNLLEHA wnpuui; no 1 wnpuuy MapKyBaHHA:
COPBOBAHA BKNafeHoOMy y BakcTep AT,

6nictep; no 1 6nictepy
Ta OKPEMOIO FOJIKOK Y
KapTOHHIli KopoobLi

ABCTpIsl; KOHTPONb
sKoCTi: BakcTep Ar,
ABCTpIfl; KOHTPONb
AKOCTI; BUNYCK cepil:
Mdparizep
MeHtodhek4ypuHr
ABCTpist TM6X,
ABcTpis
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571. ®dCME-IMYH CycneHsis ons iH'ekuiii MNOAN3EP CWA BUPOBHULTBO ABCTpIs BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - 3a UA/16694/01/01
MKYHIOP no 1,2 mkr/0,25 mn (1 EWY. CI. M. npoaykTy y opmi in 3MiHW, NOB'A3aHI 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMNOBIAHICTb peyenmom
BAKUVHA And [o03a ans gitei), no KOPMOPENLL bulk; HanoBHeHHs [0 moHorpadii 4®Y abo €sponelicbkoi hapmakonei, abo
NMPO®DITAKTUKN 0,25 MmN cycneHsii y H wnpuuis: bakctep IHLWOT HaLioHasIbHOT hapmakonei gepxasu €C - npuBefeHHs
KniwoBoro nonepeaHb0 Al', ABCTpisi; nokKasHWkiB cneyudikauii 4ns KOHLEHTPOBaHOro
EHUE®ANITY 3arnoBHEHOMY KOHTPO/Ib SKOCTI; dhopmanbgerigy y BignoBigHICTb A0 BUMOT €BPOMNENncbKoi
KYNbTYPA/IbHA | opHopa3oBoMy nakyBaHHs; $apmakonei Ta chapmakonei CLUA
IHAKTUBOBAHA wnpuui; no 1 wnpuuy MapKyBaHHA:
OYUNLLEHA BK/1aZieHomy y Bakctep AT,
COPBOBAHA 6nicTep; no 1 6nictepy ABCTpIsi; KOHTPO/1b
Ta OKPEMOIO TO/IKO Y AKoCTi: bakcTep Ar,
KapTOHHIli Kopoobui ABCTpISi; KOHTPO/b
AKOCTI; BUNYCK cepil:
Mcpaiizep
MeHohek ypuHr
ABCTpist TM6X,
ABcCTpis
572. PYPALUNIH® Tabnetkv gns MAT YkpaiHa MAT "Fanuudcpapm”, | YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 6e3 UA/5187/01/01
NPUroTyBaHHA po3ynHy | "Tanuudapm” YkpaiHa; MAT 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy - peuyenma
NS 30BHILLHLOTO "Knismegnpenapart”, 3MiHM A0 IHCTPYKLIT 4718 MeANYHOro 3aCTOCyBaHHA A0 po3ainy
3acTocyBaHHs o 20 YkpaiHa "[iTn" (yTOYHEeHHS (hOpPMY/TIHOBaHHS), Y 3B'A3KY i3 MOXJ/IMBICTIO
mr no 10 TabneTok y HEeOAHO3HAYHOTO TPaKTyBaHHS TEKCTY iHCTPYKLT Ans
cTpvnax; no 10 MeAMYHOro 3acTocyBaHHs. BBeieHHs 3MiH NpoTArom 6-tm
TabneTok y bnictepax; MicALiB nicnsa 3aTBepAKeHHA
no 10 TabneTtok y
6nictepi, no 2
6nicTepy B nayLj
573. XAPBOHI TabneTku, BKpUTI lneapn CWA BUMYCK Cepii, IpnaHgj BHECEHHS 3MiH [0 peecTpauiitHux martepianis: 3miHu Il Tuny - 3a UA/15873/01/01
NAiBKOBOO CaiieHcms, [HK. BTOPMHHA ynakoBkKa, al 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peyenmom
o6onoHkoto, no 90 KOHTPO/b cepii: KaHnapa/ 3MiHM Y TepaneBTUYHUX MoKa3aHHAX (4oAaBaHHA HOBOro
mr/400 mr; no 28 lneapn CaiieHcus CLWA TepaneBTUYHOro NokasaHHsA abo 3MiHa y 3aTBEpPAXKEHOMY

TabneToK y h1akoHi;
no 1 chnakoHy B
KapTOHHIli KopooLi

AvieneHg HOC,
IpnaHgis;
BMPOBHULITBO,
nepBrHHa Ta
BTOPUHHA YNaKoBKa,
KOHTPO/b cepii:
MaTeoH IHK.,
KaHaga;
BTOPUHHA YNaKoBKa:
lneap CaiteHcus,
IHK., CLUA;
KOHTPO/b cepii:
lneap CaiteHcus,
IHK., CLUA;
BTOPUHHA YNaKoBKa:
MinmayHT Xenckea

nokasaHHi) 3MiH1 BHECEHO A0 IHCTPYKLiT Ans MeAnyHOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainy "lMNokasaHHsa",
Ta, K HacnigoK, Ao po3ainis "®apmakonorivyHi BactusBocTi”,
"Oco6nuBi 3axogu 6e3nekn", "Cnoci6 3acTocyBaHHs Ta go3n",
"OiTn", "Mo6iyHi peakuii”.

BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
3minn |l Tuny - 3MiHK Wopao 6esnekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUiT ons
MeJMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU JaHUMU 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHAMW AaHUMK Ta faHUMK 3
hapMakoHarnsagy - 3MiHM BHECEHO A0 IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby [0 po3Ainis
"®apmakonoriyHi BnactusocTi", "Ocobnusi 3axoam 6esnekn”,
"Cnoci6b 3acTocyBaHHA Ta fo3un", "Mo6iyHi peakuii" (Ha OCHOBI
KMiHIYHUX faHux gocnipkeHHs SOLAR-1 1a SOLAR-2).




301

Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Nta., Ipnangis; BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
KOHTpONb cepil: 3MiHn |l TURYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
MnA fesenonveHt, thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuui
nn, CWA nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
Me[IMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMU JaHUMK 3
SIKOCTi, AOK/IHIYHUMMU, KNIHIYHUMW JaHUMK Ta AaHUMK 3
hapMakoHarnagy - 3MiHM BHECEHO A0 IHCTPYKUiT Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao posainy
"B3aemogis 3 iHWVMK fikapCbkuMK 3acobamu Ta iHLWi BUAN
B3a€EMOfji" (CTOCOBHO NOTeHUiasly B3aemogii,
onocepefkoBaHoro umtoxpomom P450 3A (CYP3A).
BBefeHHs1 3MiH NPOTAroM 6-TW MiCALIB NiC/1A 3aTBEPAKEHHS.
574. XIBEPUKC™ | niogpinizat ans nakcoCmiTKn Benuvka "nakcoCmiTKNAiiH Benebris BHECEHHS 3MiH [0 peecTpayiiiH1ux maTtepianis: 3miHu | Tuny - 3a UA/13048/01/01
HIBERIX™ PO3UNHY NS iH'EKLiA anH Ekcnopt BpuTanis Bionogxikans C.A. 3MiHa y MeTogax BunpobysaHHa APl abo BuXigHOTo peyenmom
BAKUVHA AnA no 1 gosiy cpnakoHi Ne Nimiteq Marepiany/npoMiXXHOro NpoAyKTy/peareHTy, Lo
MPO®INTAKTUKU 1 B KOMNNEKTI 3 BUKOPUCTOBYETLCA Y npoLieci BUpo6HuLTBa ADI (iHLWi 3MiHNK) -
3AXBOPIKOBAHb, | po34MHHUKOM Y BMMNpPaB/IEHHS aHaNiTUYHNX NocunaHb 3 MoHorpadii Eur.Ph. Ha
3BYAHUNKOM nonepeaHbO MoHorpadito GSK Biologicals ans Agar (Sobigel) gns
AKNX € HanoBHEHOMY LUNPULL NociBHOro marepiasny, Lo BUKOPUCTOBYETLCA NPU BUPOOHULITBI
HAEMOPHILUS Ne 1 Ta gBOMa npasLeBoro aHatokcuHy (TT) Ha BUpo6bHMYoMy cainTi Godollo.
INFLUENZAE ronkamu; no 1 gosiy BHeceHHs pefakuiiiHux npaBok o po3giny 3.2.S.2.3
TUny B hnakoHax Ne 100 y
KOMMNEKTi 3
PO3UYVHHUKOM Y
amnynax Ne 100 B
OKpPeMUX KopobKax
575. LENEBPEKC® kancynu no 200 mr, no Mdpaiizep IHkK. CWA BMPOGHMLTBO CLlA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/4463/01/02
10 kancyn y 6nicTepi; npenaparty in bulk: Himeuy | 3MiHWM 80 IHCTPYKUiT 415 MeguyYHOro 3acTocyBaHHSA A0 po34inis | peyenmom
no 1, a6o no 2, abo no Heondhapma IHk., nHa "®apmakonoriyHi BnactubocTi", "Oco6AMBOCTI 3aCTOCyBaHHA",
3 6nictepu y CLUA,; MNdpaiizep "3acTocyBaHHs y nepioA BariTHOCTi abo rogyBaHHs rpyaar”.
KapTOHHIli KopooLi $apwmactoTikana Buny4yeHHs KOPOTKOT XapaKTepPUCTUKM NiKapCbKOro 3acooby,
NNC, CWA,; Bunyck 3aTBepMXEHOI B YkpaiHi. BBeAeHHS 3MiH NpoTarom 3-x Micauis
cepii, NaKyBaHHs, nicnsa 3aTBepiKeHHs
MapKyBaHHS,
KOHTPOMb AKOCTi Npn
Bunycky: P-®apm
[xepmaHi TM6X,
HimeuunHa
576. LEPBAPUKC™ cycneHsis ons iH'ekuji nakcoCmitKn Benuvka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/16310/01/01
BAKUVHA AnA no 0,5 mn (1 posa) y AliH EkcnopT BpuTaHis Bionogxikans C.A. 3MiHW, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTbL peyenmom
MPO®INTAKTUKUN nonepegHL0 NimiTeq [0 MoHorpadgii oY a6o €Bponelicbkoi hapmakonei, abo
3AXBOPHOBAHb, | HanoBHeHOMY LIMpuLi iHLWOT HaujioHanbHOT thapmakonei aepxasn €C (3MiHa Y
o Y KOMM/IEKTi 3 rofiKoto cneumdikauii HechbapmakoneitHoro A®| Ans npuBefeHHs y
BUK/TMKAKOTbLC (y 6nicTepi) abo y BignoBigHicTb fo Bumor dY abo €sponelicbkoi hapmakoner,
1 BIPYCOM hnakoHi; no 1 ab0 iHWOi HauioHasIbHOI dhapmakonei aepxasn €C) -
NANIIOMUA nonepeaHb0 [onomixHa peyoBrHa/BUXigHWI MaTepian a5t BUpo6HULTBA

NOANHUN TUNIB

HaMNoBHEHOMY LUNPULY

ADI
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
16 TA 18 3 ronkoto abo no 1
(h1akoHy B KapTOHHIlA
Kopobui
577. LEPE3NM® 400 NnopoLIoK ANns [xeHzalim HigepnaHg, KOHTpPO/b cepii, Benuvka BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/8659/01/02
on NMPUroTYBaHHSA tOpon B.B. " nakyBaHHs, BputaHi | OHOBNEHHs CTPYKTYpw po3giny 3.2.P roToBuii nikapcbknii 3acié | peyenmom
KOHLEeHTpaTy ans MapKyBaHHs, a/ AN yA0CKOHaNEHHS NOC/iA0BHOCTI MiAPOo34inis; 3miHu | Trny -
PO34mnHy ANns iHdy3iii MiCLLe3HaX0KEHHS Ipnangi 3MiHM BUNpPobyBaHb abo JOMYCTUMUX MEX Y NPoLeci
no 400 Of1, no 1 a6o 5 YMNOBHOBaXKEHOT a/ CLUA BMPOGHMLTBA ADI, L0 BCTaHOBNEHI y creymdikayisx (iHwi
(h/1aKOHIB 3 MOPOLLKOM ocobu, B1NycK cepii: 3MiHW); 3MiHK | TUNY - 3MiHN BUNPOOYBaHb y NpoLieci
Y KapTOHHIi kopobui IPKEH3ANM BMPOGHMLTBA Ai0H0I peyoBUHM (iMirnoLepasa) 3aMiHa MeToay
NIMITE[, Benuka noslimepasHoi aHLIroBoi peakuji 3i 3BOPOTHO
BpuTaHis; TpaHckpunTasot Apabigoncucy ans Vesivirus V2117 Ha
BUPOGHMLITBO MeTop, cekBeHyBaHHAM 3a CeHrepom; 3miHu | Tuny - BBEAEHHS
KIHL,EBOro NPoAyKTY AinbHULUI Ansa 36epiraHHa FonosHoro baxky knitnH (WCB) Ta
(fill/finish), koHTpONb Po6ounx 6aHkiB kniTH (MCB) ons fjitoyoi pevyoBuHU
cepii, nakyBaHHs, (imirntouepasa) Genzyme Flanders (BVBA), Cipalstraat 8,
MapKyBaHHS, 2440 Geel, Belgium fo BXxe 3aTBEpAXEHOI AinbHuLi Genzyme
MiCLLe3HaX04KEHHS corporation, USA; 3miHu | Tvny - BuganeHHs 4oaaTkoBol
YNOBHOBaXEHOT LiNbHUL (TECTYBaHHSA CTEPU/ILHOCTI) FOTOBOrO NiKapCbKoro
ocobu, BUNycK cepii: 3aciby; 3minm Il TMNYy - foAaBaHHA 4OAATKOBOI AiNbHUL ANS
[xeHzaiim IpnaHg KOHTPO/I0 Ailo4oi peyoBMHY Ha TecTyBaHHs BesiBipycy VV2117
NimiTes, lpnaHais; [0 BXe 3aTBepaKeHOIl AinbHULI
chopmyntoBaHHsS
npenaparty: /loHua
Bionogxikc, IHK.,
CLUA;
chopmystoBaHHS
npenapary:
[xeHzainim
KopnopeiiwH, CLUA
578. LEPE3NM® 400 nopoLUIoK ANns [xeHzalim HigepnaHg, KOHTPO/b cepii, Benvka BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/8659/01/02
(o)1} NMPUroTyBaHHSA tOpon B.B. " nakyBaHHs, BputaHi 3MiHa BUPOGHMKa BUXIAHOrO/NPOMIKHOTO NPOAYKTYy/peareHTy, peyenmom
KOHLleHTparty Ans MapKyBaHHS, al LLI0 BUKOPUCTOBYIOTLCSA Y BUPOGHMYOMY npoueci AP, abo
PO34mnHy ANs iHdy3iii MiCLLe3HaX04KEHHS Ipnangi 3MiHa BMPOGHWMKa (BKNOYatouu, ae HeobxigHo, mMicue
no 400 O/1, no 1 a6o 5 YMNOBHOBaXEHOT a/ CLUA npoBefeHHS KOHTPOI0 AKocTi) ADI - fogaBaHHA AiNbHUL
(01aKOHIB 3 NOPOLLKOM ocobu, B1NycK cepii: Lonza Biologics, Inc., 101 International Drive, Portsmouth, NH
Y KapTOHHIi kopobui IPKEH3ANM 03801-2815, USA y sikocTi AinbHWL BignosigansHoi 3a A 280
NIMITE/A, Benuka Total Protein test gnsa gito4oi peyoByHY; pefakuiiHi npaBkn y
BpuTaHis; po3gini 3.2.S.2.1; nogasaHHA AinbHUUI Lonza Biologics, Inc.,
BUPOBHULTBO 101 International Drive, Portsmouth, NH 03801-2815, USA 'y

KIHL,EBOro NPoAyKTy
(fill/finish), kOHTpO/b
cepil, nakyBaHHs,
MapKyBaHHS,
MiCLie3HaXOMKEeHHSA
YNOBHOBaXeHOI
ocobu, BUNycK cepii:

AKOCTI AiNbHUL BiANOBIAAUIbHOI 3@ TECTYBaHHS MaHiTony An1s
cchopmoBaHoro 6asiky Aito4oi peHoBUHU
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
[xeHzalim IpnaHg
Nimiten, Ipnangis;
chopmysntoBaHHS
npenaparty: /loHua
Bionogxikc, IHK.,
CLUA;
hopMy/ItOBaHHS
npenapary:
[xeH3aiim
KopnopeiiwH, CLUA
579. LUETPUNEB cupon 2,5 mr/5 mn no €Bpo Benvka $AC NimiTepq, IHais BHECEHHS 3MiH 40 peecTpauiiHux matepiani: TexHiyHa 6e3 UA/9079/02/01
cupPon 30 mn abo no 50 mn Navidokep NTa, BpuTaHis nomwuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) peyenma
a60 no 100 mn cupony NOMU/IKM NOB'A3aHi 3 NepeknagoM abo nepeHeceHHsaM
y thnakoHi; no 1 iHchopmawuii, ski 6ynn gonyLieri nig yac NpoBeAeHHs
dh1akoHy 3 MipHUM npoueaypw peecTpadii ikapcbkoro 3acoby (Hakas Ne711 Big
KOBMaykoMm y 10.09.2012p.), y po3gini Ckniag 6yno fonyweHo noMusky npu
KapTOHHI KOpOoobLii 3a3HayvYeHHi apomaTtunsaTopy anesibCuHy, NOMUIKOBO
3a3HaunNy «6apBHUK OpaHXeBNii»: 3asHaveHe BUNpaB/IeHHs
BiANOBigae MaTepianam peecTpauiiHoro Aocke, Siki
npeacTasfeHi B apxisi. B opuriHasnibHin gokymeHTawji
BMpPO6HMKa 3a3Ha4YeH0: «Orange Flavour RS 15215».
580. LE®PTPUAKCOH NOPOLUOK A1 PO3UUHY MpuBaTHe YkpaiHa Ksiny KuTai BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny - - UA/13156/01/01
ans iH'ekuiimo 1, in akuioHepHe dapmaveyTikan Ko., 3MiHa napameTpiB cneumdikauiii Ta/abo fonyCTUMUX MexX
bulk: 50 dpnakoHis 3 TOBapuCTBO nrp, NepBUHHOT YNakoBKM FOTOBOTO NiKApCbKOro 3acoby (BUyYEHHS
NMOPOLLUKOM Y KOpo6L,i 3 "Jlekxim- HEe3Ha4YHOro nokasHuka (Hanpukiag, 3actapifioro NoKasHuKa));
KapToHYy Xapkis" CynyTHSA 3MiHa: 3MiHa y MeTogax BUnNpobyBaHHSA NEPBUHHOI
yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (He3HauHi 3MiHW y
3aTBEPKEHNX MeTofax BUNPO6YBaHb); 3MiHM | Tuny - 3MiHa
napameTpiB cneundikayiii Ta/abo AONYCTUMUX MEX NEePBUHHOT
yNaKoBKW FOTOBOTO NiKapCbKOro 3acoby (4OMOBHEHHS
crneundikavii HOBUM MOKa3HWKOM 3 BiANOBIAHUM METOA0M
BMNPOGYBaHHSA); 3MiHM | TUMY - 3MiHX Y NpoLieci BUPO6HMLITBA
roTOBOrO NiKaPCbKOro 3acoby, BKIOUAUN MPOMDKHUI
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHULTBI FOTOBOrO
nikapcbKoro 3acoby (HesHayHa 3MiHa y NpoLeci BUPOOHMLTBA);
3MiHM | TUNy - 3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3HAYeHMX Y cneumdikauisx Ha A®l, abo
BUXIiAHWA/NPOMDKHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYOThHCSA
y npoLieci BUpo6HMUTBa AD| (BUNYYEHHSI HE3HAYHOTO
nokasHuka SKOCTi (Hanpuknag BUyYeHHs 3acTapifioro
NoKasHUKa)); CynyTHSA 3MiHa: 3MiHa y MeToAax BUNpobyBaHHS
A®I| abo BMxigHOro Matepiany/npoMixXHOro
NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMPOG6HMLTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPAKEHNX MeTofax
BMNPOGYBaHHS)
581. LUE®PTPUNAKCOH MOPOLLOK A1 PO3UUHY AnemMO6IK IHAain CeHc Jlabopatopic IHAjisA BHECEHHS 3MiH [0 peecTpauiitHux martepianis: 3miHu Il Tuny - 3a UA/6158/01/01
ansiiH'ekuiinolr, 1 dapmac'toTike Mer. /174. 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peyenmom
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
(h1aKOH 3 MOPOLLKOM Y ne Nivitep, BHeceHHs abo 3miHa(1) 4o 3060B'si3aHb Ta YMOB BUAAv
KapTOHHI/ nauyui; no 10 peecTpauiiHoro NocBifYeHHs, BKIOYaoumM MNnaH ynpasniHHA
NayvokK y KapTOHHIl pvi3nkamMm (3acTocyBaHHS 3MiH(M), ki(a) BUMaratoTb(€)
Kopobui; 1 chnakoH 3 noJanbLIoro 06rpyHTyBaHHA HOBMMU A0AaTKOBUM AaHUMU,
MOPOLLKOM Y KapTOHHIl LLIO Mal0Tb HaAaBaTUCA KOMMNETEHTHUM OPraHoM, OCKiSTbKM
nauui BUMaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHoMm)
BukoHaHHs 3060B'A3aHb BiAMNOBIAHO A0 NigNYHKTY 1.13 NyHKTY
1, nignyHkTy 2.3 NyHKTY 2 gogatky 15 fo Mopsgky
NPOBeLEHHS EKCNEPTU3M pPeECTpavLiliHiX MaTepianis Ha
nikapcbki 3ac06m, L0 NOAATLCA Ha AepXKaBHy peecTpaLiio
(nepepeecTpau,ito), a TaKoX ekcrnepTu3n matepianis Npo
BHECEHHS 3MiH O peecTpaLjiiiHuX MaTepiasliB NpoTArom Aii
peecTpauiiHoro NocBig4YeHHs, 3aTBepaAxeHoro Hakasom MO3
Bif 26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015
Ne 460).
582. LE®PTPUAKCOH NOPOLUOK A1 PO3UUHY Anemb6ik IHais CeHc Jlabopartopic IHais BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu Il Tuny - - UA/6159/01/01
ans iH'ekuyiimo 1 r, in dapmac'ioTike Mer. /174. 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
bulk: no 100 chnakoHiB nc Nimiteq, BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BuAAdi
3 MOPOLLKOM Y peecTpauiiHoro NocBigYeHHs, BKIOYaoumn MNnaH ynpasniHHA
KapTOHHIli Kopoobui pv3nkamm (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€)
noAasibLIOro 06I'PYHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK,
LU0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKINTbK/
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoM)
BriKoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1, nignyHkTy 2.3 NyHKTY 2 gofatky 15 go Mopsaky
NPOBELEHHS EKCNEPTU3MN peECTpaLiiHMX MaTepianis Ha
nikapcbki 3acobu, L0 NoAarTbCA Ha AepXaBHy peecTpawiio
(nepepeecTpauito), a Takox ekcnepTnsn martepiasnis npo
BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasliB NpoTArom gji
peecTpauiiHoro NocBifguYeHHs, 3aTBepixeHoro Hakasom MO3
Bif, 26.08.2005 Ne 426 (y pefakuii Hakasy MO3 Big 23.07.2015
Ne 460).
583. LE®PTPUAKCOH NMOPOLUOK A1 PO3YUHY AneMO6IK IHais CeHc Jlabopatopic IHais BHECEHHS 3MiH [10 peecTpauiitHux maTepianis: 3miHu Il Tuny - 3a UA/11230/01/01
ans iv'ekuiino 2r, 1 dapmac'toTike MeT. N14. 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsagy. peuyenmom
h/1aKoH 3 NOPOLLKOM Y nc Nimiteq, BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BMAAv

KapTOHHI nayyi; no 10
NnayokK y KapTOHHIl
kopobui; 1 donakoH 3
MOPOLLKOM Y KapTOHHIl
nauui

peecTpauiiHoro NocBifYeHHs, BK/ItYaoum MNnaH ynpasiiHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), Siki(a) BUMararoTb(€)
NoAasTbLIOro 06rpyHTYBaHHSA HOBMMU [OAATKOBUM AaHUMU,
L0 MalTb HaJaBaTNCA KOMNETEHTHUM OpraHoOM, OCKI/TbK/
BUMaraeTbCs CyTTEBA OL|iHKa KOMMNETEHTHUM OpraHoMm)
BriKkoHaHHA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1, nignyHKTy 2.3 NyHKTY 2 gogaTky 15 go Mopsaky
NpoBefEeHHA ekcnepTu3n peecTpauiiHnx matepiaslis Ha
niKapcbki 3aco6um, WO NoAaTLCA Ha AEPXaBHY peecTpaLiiio
(nepepeecTpaduito), a Takox ekcnepTnsn martepiaslis Npo
BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis npoTsarom gii
peECTpaLiiHOro NOCBiAYEHHS, 3aTBEPAKEHOr0 Hakazom MO3
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
Bif, 26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015
Ne 460).
584. LUMNPANEKC TabneTku, BKpUTI NyHpbek [OaHis BMPOGHMLTBO [OaHis BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/8760/01/01
NAiBKOBOIO Ekcnopt A/IC Hepo3dghacoBaHoro AfMiHIiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peyenmom
06010HKO0, MO 10 wMr, NPOAYKTY, NEPBUHHE MiCLiA MPOBa)KEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa
no 14 Tabnetok y Ta BTOPUHHE roTOBOrO /liKapCbKOro 3acoby, BKIOYaUN AiNbHULL BUMYCKY
6nictepi; no 2 nakyBaHHs1, BUMYCK cepii abo MicLe NpoBefEeHHS KOHTPOSIO AKOCTI. (QiSNbHICTb, 3a
6nicTepy B KapPTOHHIi cepiii: AKy BiANOBIAAE BUPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK CEpilf)
Kopobui X. Nlynpbek A/C, - 3MiHa agpecu Bupo6Huka M3 X. NlyHabek A/C, 6e3 3MiHu
[aHis; MicLisi BUPOBHULITBA; 3MiHM | Ty - 3MiHM WOoA0
BunpobysaHHs 3a 6e3nekn/edekTBHOCTI Ta hapmakoHarnsagy (iHwi 3MiHu) -
NOKa3HNKOM 3aMiHa rpadpiyHoro ohopMIEHHS NEPBUHHOT Ta BTOPUHHOT
«Mikpob6ionoriyHa yNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3 BiAMNOBIAHUMMU
yucToTar: 3miHamu o po3ginis MKA N3 (po3gin «padivHe
EypodpiHc Biochapma 0hOpMIEHHS» 3aMiHEHO PO3Ai/T0M «MapKyBaHHS»)
MpopakT TecTiHr
Jenmapk A/C, [aHisi
585. LUMNPANEKC TabneTku, BKpUTI NyHp6ek [Oanis BMPOGHMLTBO [anis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3miHu | TUny - 3a UA/8760/01/01
nAiBKOBOIO Ekcnopt A/IC Hepo3dghacoBaHOro AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKO0, Mo 10 wMr, NPOAYKTY, NePBUHHE MiCLiA MPOBa)KEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa
no 14 TabneTtok y Ta BTOPWHHE roTOBOrO JliKapCbKOro 3acoby, BKIOYaun AiNbHULL BUMYCKY
6nictepi; no 2 nakyBaHHs1, BUMYCK cepii abo MicLe NpoBeAEeHHS KOHTPOSIO AKOCTI. (BiSNbHICTb, 3a
6nicTepy B KapTOHHIN cepiii: AKY BiANOBIAAE BUPOGHMK/IMNOPTEP, HE BK/THOYAKOYM BUMYCK
Kopobui X. Nlynpbek A/C, cepiii) 3miHa Ha3BW Ta afpecu AiNbHULj, SKa Bignosigae 3a
[anis; MiKpOGioNoriYHUIA KOHTPOb, 63 3MiHM MicLst KOHTPOtO (B
BunpobyBaHHs 3a 3aTBepMxeHomMy po3gini 3.2.P.3.1. BUpobHUkn 3a3Ha4yeHo
NOKa3HUKOM AiNbHMLO 3 HACTYMHOK Ha3Bot Ta agpecoto: Eurofins Pharma
«Mikpob6ionoriyHa A/S Strandesplanaden 110 DK-2665 Vallensbaek Strand
yncToTar: Denmark). BuHeceHHs1 BUpo6HKKa, WO BiAnoBigae 3a
EypodhiHc Biodhapma BMNPOGYBaHHSA 3a NokasHUKoM «MikpobiosioriyHa yncrota» B
MpopakT TecTiHr MKS$A N13 (aaHnii BUpo6HKK 6yB NpUCYTHIl B MaTepianax
[Jenmapk A/C, laHis peecTpauiiHoro Aocbe). 3a3HaveHHs BUPOOHNUMX PyHKLii
[ANs 3aTBEpAXEHNX BUPOOHWMKIB. 3MiHM | Tuny -
AAMIHICTpaTVBHI 3MiHW. BunyyeHHs1 BUPOOHWYOT AiNbHUL
(Brtovatoun ginbHuui 4ns A®l, npoMixXHOro NpoaykTy abo
roTOBOrO /iKapCbKoro 3acoby, AiNbHWL NS NPOBEAeHHS
nakyBaHHs, BUPOOHYKa, BiNOBiAaIbHOIO 3a BUMYCK Cepiid,
MicLie NpoBeAEHHS KOHTPO/IO cepii) abo nocTayanbHMKa
BUXIZHOTO MaTepiasy, peareHTy abo 4OMOMiIXHOI PeHOBWHM
(AKLLO 3a3HAYEHO Y 0CbE) BUTYHYEHHS BUPOOHYMKa MaTeoH
®paHc C.A.C., dpaHuis
586. LUNDPPAH OD Tabnetkn CaH IHais CaH IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/2897/03/01
MPOJIOHIroBaHoI Aj, dapmacbloTUK PapmacbioTuKas 3MiHu Woao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy. peyenmom
BKPUTI NNIiBKOBOIO an lHgacTpi3 IHgacTpi3 NlimiTep, BHeceHHs abo 3miHa(u1) 4o 3060B'si3aHb Ta YMOB Bugadi
060n0Hkot0, No 500 Mr NimiTeq peecTpauiiHoro NocBigYeHHs, BKIOYakum MnaH ynpaeniHHA

no 5 TabneTok y
6nictepi; mo 1

pu3nkamm (3acTocyBaHHs 3MiH(M), Aki(a) BUMaratoTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM [OAATKOBUM [aHUMK,
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
6nicTepy B KapTOHHii LU0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/TbK/
KopoobLi BMMAaraeTbCsa CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
BrikoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1 poaatky 15 fo MNMopAagky NpoBefeHHA ekcrnepTusu
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
noAalTbCs Ha AepXaBHy peecTpauiio (nepepeecTpaldio), a
TaKOoX eKCnepTM3n MaTepiasliB Npo BHECEHHA 3MiH [0
peecTpauiiiHix mMaTepiasiB NpoTsArom Aii peectpauiiioro
NnocBiAYEHHS, 3aTBepAxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
587. LUNDPPAH OD Tabnetkn CaH IHAain CaH IHAisa BHECEHHS 3MiH 0 peecTpaLliiHux maTepianis: 3miHu Il Tuny - 3a UA/2897/03/02
MPOJIOHrOBaHoI A, dapmacbloTuK dapmacboTVKas 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
BKPWTI NNiBKOBOIO an lHpacTpi3 IHaacTpi3 NimiTeq BHeceHHs abo 3miHa(u) 4o 3060B'A3aHb Ta YMOB Buaadi
06010HKOt0, Mo 1000 Nimiteq peecTpauiiHoro NoceigYeHHs, BKIoYaun MnaH ynpasniHHA
Mr no 5 TabneTtok y pvi3nkamm (3acTocyBaHHS 3MiH(M), Ski(a) BUMaratoTb(€)
6nictepi; no 1 noJanbLIoro 06r'pyHTyBaHHA HOBUMU A0AaTKOBUM AaHUMU,
6nicTepy B KAPTOHHIN LLIO Mal0Tb HaA4aBaTUCA KOMMNETEHTHUM OPraHoOM, OCKiSTbKM
Kopobui BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
BukoHaHHs 3060B'A3aHb BIAMNOBIAHO A0 NigNYHKTY 1.13 NyHKTY
1 popatky 15 fo MNopagky NPoBefeHHA ekcnepTnsmn
peecTpauiiHnx MaTepianis Ha nikapcbki 3acobu, Lo
noJaloTbCs Ha AepXaBHy peecTpalitio (nepepeecTpadii), a
TaKOX eKCnepTusn mMaTepiasiiB MPO BHECEHHS 3MiH A0
peecTpauiiHnux mMaTepiasniB NPOTArom fii peecTpawiiiHoro
NnocBiJYEeHHSs, 3aTBepAKeHoro Hakazom MO3 Big, 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
588. LLIAHOKOBA/IAM | po3yvH Ans iH'exuin, MAT Ykpaina MAT "Tannudapm* YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu | Tuny - 3a UA/7360/01/01
IH (BITAMIH B12) | 0,5 mr/mnno 1 mnB "Tanuucgapm" 3MiHa NnapameTpiB cneyudikauiii Ta/abo AONYCTUMMX MEX peyenmom
amnyni; no 10 amnyn y roTOBOrO /liKaPCbKOro 3acoby - BUTyYEeHHSI NoKa3Huka
KOHTYPHIll YapyHKOBIl «AHOMaJIbHa TOKCUYHICTb»; CYyNyTHA 3MiHa: 3MiHa y MeTogax
ynakosLi; no 1 BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
KOHTYPHIll YapyHKOBIi
ynakoBLi B nayui
589. LUTYYHI Kpanni 04Hi no 5 mn AsKOH- Benbrisa AnkoH-KyBpbop Benbris BHECEHHS 3MiH 10 peeCTpaLiiiHux maTepianis: 3MiHW | TUNy - 6e3 UA/11015/01/01
CNbO3U a60 10 mn, a6o 15 mn KyBpbop 3MiHM Wogo 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peuyenma

y hnakoHi-
KpanensHuui "fpon-
TeliHep®"; no 1
hNakoHy-kpanenbHUL
Y KOpOO6Lji 3 KApTOHY

BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cucTemy
hapmakoHarnsagy (BBefeHHs y3araslbHeHUX faHux npo
cuctemy hapmakoHarnisgy, 3miHa ynoBHoBaXKeHoT ocobu,
BiANOBIAANLHOI 32 34iiCHEHHS (papMakoHarnsay; KOHTakTHOT
0ocobu 3 chapMakoHarnsay 3asBHUKa gist 3ilicHEHHS
chapMakoHarnisagy B YkpaiHi, SKLO BOHA BigMiHHA Big,
YMOBHOBaXeEHOT 0co6U, BiANOBIAANLHOT 3a 34iiCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MiLeHHI MacTep-haiina cucteMmu hapmakoHarisagy) -
3MiHa KOHTaKTHUX AaHNX YNOBHOBaXEHOI 0co6H,
BifNOBigaNbHOI 3a thapmakoHarnag. 3miHa MicLs 34iiCHeHHS
OCHOBHOI AisiNIbHOCTI 3 dhapmakoHarnsgy. 3miHa agpecu
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Ne Hassa dopma BunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGH Bionycky | peecmpayitiHo
3acoby yrnakoska) uka 20
nocsioYeHHs1
MacTtep-chaiina
590. FOHIBIT TabneTku, BKpUTI AT Ykpaina AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - 6e3 UA/5450/01/01
MN/1iBKOBOIO "KUIBCbKWI BITAMIHHWIA BUy4eHHs BUpo6bHuka A®I (Kucnotu ackop6iHOBOT); CymyTHS peyenma
060/10HKO10; M0 10 BITAMIHHW 3ABO4" 3MiHa: 3MiHa y napameTpax cneuudikadii Ta/abo AonycTUMmx
TabneTtok y 6nictepi; 3ABO/" MeX, BU3HaYeHnX y cneumdikayisx Ha Ad®l, abo
no 3 6nictepun y nauui BVXIiAHWIA/NPOMDKHUIA NPOAYKT/peareHT, WO BYKOPUCTOBYOTHCS
y npoueci Bupo6HuuTea AP| (iHLWi 3MiHW)
591. FOHIMAK® PO3YMH ANS iH'EKLi, "FOHiK IHAaia "HOHiK IHAjisa BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/9838/01/01
300 mr/mn no 20 mn B dapmacbloTnkK dapmMacbloTUKas OHOBJ/IEHHSA BX€e 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS peyernmom
amnyni; no 5 amnyn Ha an Na6opaTopiz" BTOPWHHOI YNAKOBKM 3 BHECEHHAM 3MiH 40 TEKCTY MapKyBaHHS.
NOTKY; Mo 1 /1OTKY B Na6opatopiz" (BiggineHHs cipmmn
KapTOHHIA Kopo6Li; no (BipAineHHn "Ox. B. Kemikan3 BBefeHHA 3MiH NpoTAroM 3-x MicsAUiB NicnsA 3aTBepKeHHS
50 mn, a6o no 100 mn, | doipmu "Ox. B. eHf
abo no 200 mny Kemikans eHg dapmacbloTmkans
hnakoHi; no 1 PapmMacblTHK nrp.)
dN1akoHy B KOPOO6LL an3 Jita.")
592, FOHIMAK® PO34MH ANs IH'EKL, "HOHiK IHais "HOHiK IHais BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/9838/01/02
350 mr/mn no 20 mn B dPapmacboThK dapmMacboTuKan OHOBJ/IEHHA BXE 3aTBEPA)KEHOro TEKCTY MapKyBaHHS peyenmom
amnyni; no 5 amnyn Ha an Na6opaTopiz" BTOPUHHOI YNaKoOBKN 3 BHECEHHSAM 3MiH [0 TEKCTY MapKyBaHHS.
NOTKy; Mo 1 /TI0TKY B JTabopatopis" (BigaineHHs dipmmn
KapTOHHIA KopobLii; no (BipLineHHs "x. B. Kemikana BBefeHHA 3MiH NpOTArom 3-x MicsUiB Nicnsa 3aTBepKEHHS
50 mn, a6o no 100 mn, | doipmu "Ox. B. eHf
a6o no 200 mny Kemikans eHg, dapmacboTrKan3
hnakoHi; no 1 PapmMacbloTHK nrp.)
h/1akoHy B KOpoo6Li ans3 /itg.")

B.o. HayanbHUKa Bigainy 3 nutaHb hapmaueBTUYHOI
pisnbHOCTI lenapTaMeHTy BNpoBagKeHHs pedopm

H.B. lNyyan




NEPENIK

Aopartok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

21.03.2019 Ne 629

NIKAPCbKUNX 3ACOBIB (MEAUYHUX IMYHOBIONIOTYHUX MPEMAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH O PEECTPALUIMHNX MATEPIANIB

TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa dopma BUMYCKY 3assBHUK KpaiHa Bupo6HuUK KpaiHa lliocmasa lMpoyedypa
n/n JNliKapcbKo20
3acoby
1. | APKOKCIA® TabneTku, BKPUTI NNIBKOBOKO Mepk LWapn LBeiiapis Mepk Wapn i Joym B.B., HigepnaHgn | 3acigaHHs BigMoBUTN y 3aTBEpPMXEHHi - BUNPaBfIEHHS TEXHIYHUX
060n0Hkoto, no 30 wmr; no 60 i foym Higepnangy (nakyBaHHs, /lcnaHis HTP Ne 5 Big, nomunok y MKA, siki 6ynn gonyuieHi npu nepepeectpadii /13
mr; no 90 wmr; no 7 TabneTok y I0EA, IHK BUNYyCK cepii); PpoccT 31.01.2019 (Hakaz Ne 257 Big 30.04.2015 p.), npu nepeHeceHHi
6nictepi; no 1 a6o 4 6nictepn 16epuka, C.A., IcnaHis iHchopmauii 3 maTepianiB peecTpauiliHoro gocbe (po3gin
Y KapTOHHIli KopobL; (BUPOGHMK Hepo3thacoBaHoI 3.2.P.51 ). 3a BciMma nokasHukamy creundikauii y
TabneTkv, BKpUTI NNiBKOBOO NPOAYKLUIl, KOHTPONb AKOCTI, NoCUMaHHAX Ha MeToaukm €@ 6yno npomyweHo “*" 3
060/10HKO0 M0 120 mr; no 7 nakyBaHHs NPUMITKOIO «*filoye BUAAHHS »., 3a3HAaYeHe BUMPaB/IEHHS He
TabneTtok y 6nictepi; no 1 BiAMOBifae Martepianam  peecTpauiiHoro  Jocbe,  SKi
6nicTepy y KapTOHHiIl kopobLi npeacTaB/ieHi B apXiBi, OCKi/IbKM B HUX JaHa npumiTka Ta
NOCW/IaHHA Ha Ajloyve BUAAHHS € BigCyTHIMU
2. | BEHO®DEP® pOo34nH oNns Bidhop LLseliyapis BANIJA, HaByasibHO- LLiselinapi/ 3acigaHHs BigMoBUTN y 3aTBepmKEHHi - BUMNPaB/IEHHS TEXHIYHUX
BHYTPILLUHEOBEHHMX iH'EKLIilA, (IHTEepHeLWwH BMPOBHUYA MaicTepHA AN HimewunHa/ | HTP Ne 6 Big nomunok y MKS, ski 6ynun gonyuieHi npu nepepeectpadii /13,
20 mr/mn no 5 mna B amnyi; n) IHK. nopaeli 3 06MexeHnMn ABCTpist 07.02.2019 npu NepeHeceHHi iHopmaLlii 3 maTepianis peectpauiliHoro
no 5 amnyn y KapTOHHIl MOXNMBOCTAMM, LLIBeuapis pocbe (po3gin 3.2.P.5.1 ): Ha3By po3ainy «HoOMUHaNbHbIN
Kopoou,i (BTOpPUHHA ynakoBka); Bidop 06beM» 3a3HauUUTK 5K «/13BNekaeMblii 06BEM»; 3a PO3AiIoM
(IHTepHewwHN) IHK., «LLlenoyYHoCcTb» 3a3HaunTK y 3HOCL BUNPOBYBaHUiA po3umH; y
LLBeliyapisi (BTOpUHHA B3HOCLi 40 po3diny «MexaHiuHi BK/IYEHHS» BUAIUTU
ynakoBka, [03Bif1 Ha BUMYCK nponopLuiiiHicTb  po3BefAeHHs “1:20”, OCKiNbkM 3a3HayeHe
cepii); IAT Bionorika M'M6X, BUMpPaB/IEHHs1 He BIAMNOBIAaE MaTepiasam peecTpaviiiHoro
HimeuyunHa (BUpOGHMLTBO [OCbE, SKi NpeAcTaBfeHi B apXiBi
Hepo3dhacoBaHOT NPOAYKL;i,
nepBuHHa Ta BTOPYHHA
ynakoBka); Takega ABCTpist
M6X, ABCTpis (BUPOGHULITBO
Hepo3chacosaHol NpoayKuii,
nepBUHHA Ta BTOPUHHA
ynakoBka); Takega Mm6X,
HimeuynHa (BUPOGHULITBO
Hepo3dhacoBaHOT MPoAYKL;i,
nepBUHHA Ta BTOPUHHA
yrnakoBka)
3. | BEHTAKOPT aepo3osb Ans iHransuin YOPNA Ipysis YOPNA4 MEOMLINH 1N1AY TypeuunHa | 3acigaHHsA BiamoBuTM y pAepxaBHili peecTpauii - peectpauis Ha 5
[030BaHuWi no 100 mMkr/go3y MEAOVMUWVH CAH. BE TIOX. A.LL. HEP Ne 2 Big, POKiB;
no 200 f03 B iHransATopi 3 nra, 24.01.2019 BigMOBa Ha eTani cnewianizoBaHoi ekcnepTv3n BignoBigHO A0

[03YH0UMM NPUCTPOEM, 3 a0
6e3 iHaMKaTopy KiNIbKOCTi 103

BMCHOBKY [lenapTameHTy dhapmaleBTUYHOT
"MaTtepianu peecTpadiiiHoro [ocbe 3

LisiNbHOCTI:
XiMiYHOT,
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

lMiocmasa

lMpoyedypa

thapmaueBTUYHOT Ta 6iosoriyHOl AokymeHTauii (Matepianu
00 SAKOCTI nikapcbkoro 3acoby) He BignoBigalTb BUMOram
Mopsigky NpOBeAEHHA eKcnepTv3n maTtepianiB Ha Nikapcbki
3acobu, WO NOAAalTbCA Ha  [epxaBHy peecTpauilo
(nepepeecTpauilo), a TakoX ekcnepTusn martepianis npo
BHECEHHSA 3MiH [0 peecTpauiiiHix maTtepianis npoTarom Ajf
peecTpaLiiHoro NOCBifYEHHS, 3aTBEPAKEHOro Hakazom MO3
Ykpainu Ne 426 Big 26.08.2005 (y pepakuii Haka3y Ne 460 Big
23.07.2015)"

IHCMIPOH®

TabneTku, BKpUTI NNIBKOKO
060/10HKO10, N0 80 Mr no 10
Tabnetok y 6nictepi, no 3
6nictepy B navw,

MAT
"Kuismegnp
enapart”

YkpaiHa

MAT "KuiBmegnpenapart"

YkpaiHa

3acigaHHs
HTP Ne 7 Big
14.02.2019

BiagmoBUTM y 3aTBEpMKEHHi - 3MiHM | TuUMy - KOHTpO/b
roToBOro nikapcbkoro 3acoby (iHwi 3miHn) (B.ILr. (x) IB) -
BBEJEHHS NepiOAVMYHOCTI KOHTPOMK B creundikauiio Ha
Bunyck /13 3a nokasHukamu: "OAHOPIZHICTb [030BaHMX
OAMHULb", "PO34YMHEHHSA": KOHTPOJIETLCA KOXHa 10-Ta cepis;
nokasHukn skocti N3 «Po3unHeHHs», «OfHOPIAHICTb
[030BaHVX OAMHULB>» BiHOCATLCSA A0 KPUTUYHUX MOKA3HUKIB
AKOCTI  TBepAMX Nikapcbkvx popM, OCKibKM Ha eTani
BMPOGHMLTBA - Hepo3(acoBaHOro MPOAYKTY MOKA3HUKN
«PO34MHEHHs»,  «OAHOPIAHICTE  [O30BaHUX  OAWHULb»
KOHTPO/IOKTLCA NEPIOAUYHO, SK KoXHa 10-a cepis, TOMy Ans
rapaHTii IKOCTi KOXHOT cepii MikapcbKoro 3acoby HeobxigHwWiA
060B’'A3KOBWIA, PYTUHHUIA KOHTPO/Mb 3a 3a3HayeHVMK BULLE
nokasHukamu SKocTi abo Ha eTtani Hepo3acosaHoro
npoaykTy, abo Ha KiHLeBOMy eTani BUMpPOOHWULTBA FOTOBOrO
nikapcbkoro 3acoby y BignosigHocTi fo HactaHoBu 42-
3.2:2004 «Cneumdikauii: KOHTPONbHI  BUMNpobyBaHHA Ta
KpuTepii NPUAHATHOCTI»

KANbUWKEP

CycrneHsis opanbHa, no 120
My chnakoHi; no 1 donakoHy
pa3oM 3 MipHOO JIOXKKOH Y
KapTOHHIA ynakoBL,i

€Bpo
Naiidokep
nrp,

Benuka
BpuTaHis

IHaoko Pemegic flimiTepq,

IHAja

3acigaHHs
HTP Ne 5 Bif
31.01.2019

BigmoBuTn Yy 3arBepgpkeHHi - 3miHM Il Tuny - 3MmiHa
BMPOGHMKA BUXIAHOTO/NPOMIKHOTO NPOAYKTy/peareHTy, Lo
BMKOPVCTOBYIOTbCA Y BUPOOHMYOMY npoueci A®l, abo 3miHa
BUPOOHMKa (BKOYaOUN, e HeobXigHO, Micle npoBefeHHs
KOHTpOMO  sikocTi) APl (3a BigCyTHOCTI  cepTudpikata
BiANOBIAHOCTI €Bponelichbkii hapmakonei y 3aTrBepaykeHoMy
[OCbE)(BBEAEHHS HOBOrO BUpPOOHMKA A®l 3 HajgaHHAM
Mactep-chaiina Ha A®l) (B.la.l. (6) Il); (BBeaeHHs
[,04aTKOBOro BUPOGHKMKA KasibLito kapboHaTy Sudeep Pharma
Private Limited, India. 129/1/A, 129/12 G.I.D.C. Estate,
Nandesari — 391 340. Vadodara, Gujarat, OCKi/lbkn Yy
BIAMOBIAb Ha BWCYHYTI 3ayBaXeHHs He O6yna HagaHa
HeobXxigHa AOKYMeHTaLis, a YacTvHa HajaHoi JoKyMeHTauji €
HEKOPEKTHOO, B TOMY  4uC/li  OHOBMIEHI  METOAUKM
BMNpobyBaHHA A®l, yacTvHa 3 skux He Bignosigae EP i He
BaigoBaHi

KETOTU®EH

Kpanni oyHi, 0,25 mr/mn no 5
My chrakoHi, no 1 donakoHy
B KOPOO6LLi y KOMMN/IEKTI 3
KpULLIKOO-KpanenbHULEe

ToBapucTs
03
06MexeHo
10
Bignosigan

YkpaiHa

ToBapnCTBO 3 06MEXEHOID
BiANOBIAA/IbHICTIO
"[NocnigHnii 3aBog "THLJIC,
YkpaiHa (Bci ctagil
BUPOBHMLTBA, KOHTPO/Tb

YkpaiHa

3acifaHHs
HTP Ne 4 Big
24.01.2019

BiamMOBUTY y 3aTBEepPAKEHHI - 3MiHM | TUNy - 3MiHa Y cknagi
(AONOMDKHMX pevyoBMHAX) FOTOBOrO MiKapCbKoro 3acoby (iHLwi
[LOMOMDKHI PeYOBMHM) - 3aMiHa OAHIET AONOMDKHOT peYOBUHN
Ha iHLY 3 VMU caMmmmu PYHKLiOHATbHUMU
XapakTepucTnkamm 1a Ha Tomy camomy piHi (B.1l.a.3. (6)-6.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa lliocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby

BHICTIO SIKOCTI, BUNYCK cepi); IB) - 3miHa [OonomikHOI pevyoBUHU «Boga ounlieHa» Ha
"focnigHnia ToBapuCTBO 3 0OMEXEHOI0 «Bopy ans iHexuili», OCKi/bK/ 3asiBfieHa 3MiHa NoB’si3aHa 3i
3aB0O/, BiANOBIAA/LHICTIO 3MiHOO TexHonorii 13 woho 3MiHM pexvmMy cTepunizauii,
"rHUnNC" "®APMEKC I'PYIT", YkpaiHa AKa He PeKOMEHAYETbCA [0 3aTBEPKEHHS; 3MiHu | Tuny -
(Bci cTagjii BUpo6HULTBA, BWTYYEHHSI BUPOOHMYOT AiNbHULI (BKIOYAKOUW AiTbHULI ANS
KOHTPO/Ib SKOCTI, BUMYCK A®I, NpoOMIKHOTO nNpPoAyKTy abo [rOTOBOrO NiKapCbKOro
cepii) 3aco0y, AiNbHWLj A58 NPOBEeAEHHSI MakyBaHHS, BUPOGHKKA,
BiAMNOBIiAa/IbHOrO 3a BWMYCK Cepili, Miclue npoBeAeHHS
KOHTpO/t0 cepil) abo noctavasibHUKa BUXIAHOTO marepiany,
peareHTy abo [OMOMDKHOI PEYOBUHWU (SKLWO 3a3HAYeHo Yy
pocbe) (A.7. 1A) - BwayyaloTbCa yHKUil: BCi cTagil
BMPOGHULTBA | KOHTPO/Ib SIKOCTI BUPOGHMKA TOBapuCTBO 3
06MeXeHoW BignoBigasnbHicTio "AocnigHnii 3aBog “MHLUJIC",
YKpaiHa), OCKinbky 3asiBfeHa 3MmiHa MoB’A3aHa 3i 3MiHO
TexHonorii MN13 wWwoAo 3MiHM pexumy cTepunisauii, ska He
PeKOMEeHAYETbCA [0 3aTBEPKEHHS; 3MiHM |l Tuny - 3MiHn y
npoueci BUMPOGHMLTBA TrOTOBOIMO  JliKAPCLKOrO  3acoby,
BK/IOYAKOUM NPOMDKHUIA NPOAYKT, LU0 3aCTOCOBYETLCA MpW
BVMPOGHMLTBI FTOTOBOrO JliKapCbKoro 3acoby (CyTTeBa 3miHa Y
npoueci BUPOGHULITBA, KA MOXEe MaTW iCTOTHWIA BAMB Ha
AKiCTb, 6e3neky Ta e(EeKTUBHICTL iKapCbKoro 3acoby)
(6.11.6.3. (6) Il) - 3miHa BMPOGHULTBA 3 BUKOPUCTAHHSM
(iHIlWHOT cTepunisauii Ha cTepwunisylody inbTpauilo B
acenTMYHWX  ymMoBax BUPOOHULTBA), OCKiNbKM  Micns
BUCYHYTUX  3ayBaxkeHb He Oyn0 HajaHO  HanexHe
06r'pyHTYBaHHSA BignosigHo o Ad®Y 5.1.1. i AepeBa pilleHb,
3a3HavyeHoro B gogatky A HactaHoBu 42-3.1: 2004
«/likapcbki 3acobu. ®dapmaueBTUYHA PO3pPO6Ka» i MOBHWIA

KOMMNEKT BiANOBIAHOI AOKYMeHTaLi.

7. | KnonigorrPenb TabneTku, BKpUTi 060M10HKO0, | ToBapucTs Ykpaina ToBapuCTBO 3 0OMEXEHOI0 Ykpaina 3acifaHHs BiagmoBuUTM y 3aTBepMKeHHi - 3MiHM | Tuny - 3MiHa
no 75 mr no 10 TabneTok y 03 BiANOBiAA/IbHICTIO HTP Ne 5 HalimeHyBaHHs Ta/abo agpecs MicuA  npoBaKeHHS
6nictepi: no 1 a6o 2, abo 3 o6MmexeHo "NocnigHnii 3asog "THLJIC, Bif, LisiNbHOCTI BUPOOHUKA (BKNtOYaKuM, 3a HeobXigHOCTI, micue
6nicTepy B KOPO6Li 3 KAPTOHY 10 YkpaiHa (Bci ctagil 31.01.2019 NpoBEfEHHS KOHTPOJIK0 SKOCTI), abo BnacHuWka macTtep-

Bignosigan BMPOGHMLTBA, KOHTPO/b aiina Ha A®Il, abo nocrtavanbHuka A®Il/BYXigHOrO
bHICTIO SAKOCTI, BUMYCK cepii); MaTepiany/peareHTy/npoMibKHOro NPOAYKTY, o
"focnigHnii ToBapnCTBO 3 0OMEXEHOID 3aCTOCOBYIOTLCSl Y BUPOGHMLTBI APl (AKWO 3a3Ha4YeHo Yy
3aBof, BiANOBIAA/TLHICTIO OOCbe Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudiikata
"rHUNC" "apmaleBTMYHA KOMMNaHis BiANOBIAHOCTI €Bponelichbkiii hapMakonei y 3aTBepKeHOMY

"3p0pos's”, YkpaiHa (BCi
cTagii BUpo6HMLTBA,
KOHTPO/b SKOCTI, BUNYCK
cepii); ToBapucteo 3
0bMexeHot
BiANOBIAA/ILHICTIO
"OAPMEKC I'PYI", YkpaiHa
(Bci cTagji BMpo6bHMLTBA,
KOHTPO/b SKOCTI, BUNYCK
cepii)

[0Cbe, abo BMPOGHMKA HOBOI AOMOMDKHOI PEYOBUHM (SIKLLO
3a3HaveHo y gocke) (A.4. IB) ; 3MiHa agpecu 3aTBepAKEHOro
BUpo6HMKa APl Knonigorpento 6icynbcaty. 3MiHa He
pekomeHAoBaHa [0 3aTBEPAYKEHHS, OCKIIbKU HE BUKOHYETbCSA
€AMHa yMOBa CTOCOBHO TOrO, L0 BUPOGHUYA AiNbHULA Ta YCi
BMPOGHMYI onepauii 3a/nLaTbCs HE3MIHHUMUW Ta 3asiB/1IEHO
BignosigHi 3miHn B.1.a.1.(a), 1B, B.l.a.2.(a), IA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa lliocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
8. | CEBE/NTAMEP- TabneTkv, BKpUTI NIIBKOBOO Mictpan Benuka PoTtTengopd ®apma MrméX, Himeuunna/ | 3acigaHHs BiagmMoOBUTM y 3aTBepMKEHHi - BUMPAaB/IEHHS TEXHiYHOI
BICTA 060/10HKO10, No 800 Mr no Kenitan BpuTaHis HimeuyunHa (nepBuHHe, Icnanis/ HTP Ne 6 Big NOMW/IKM B MeTofdax KOHTPOM SAKOCTI Y po3gini «YMoBU
180 TabneToK y KOHTelHepax MeHepxme BTOPWHHE NaKyBaHHS); MonbLa 07.02.2019 36epiraHHa» , OCKiflbKM 3a3HayeHe BWMNPaB/IEHHS He
(baHOouKax) 3 KPULLEYKOLO; MO HT JlimiTeq, CiHTOH Xicnarnis, C.J1., BiANoOBigae Matepianam BMPOGHMKa
1 KoHTelHepy (6aHouLi) ¥ IcnaHis (BMpOGHMLTBO,
KapTOHHI KOpo6Li BK/1HOYAIOUN NEPBUHHE,
BTOPVHHE NakKyBaHHA Ta
BUNYyCK cepii); Papmac'toTikan
Yopkc MONTIb®APMA C.A,,
MonbLa (BUpo6HNLTBO
Hepo3sdhacoBaHOl NPoAyKLii)
9. | PEHOBAPBITAN MOPOLLIOK (Cy6CcTaHLis) y MAT Ykpaina XapmeH ®iHoxem /174, IHAjs 3acifaHHs BiagmoBUTM y 3aTBEepPMKEHHi - 3MiHWM | Tuny - 3MmiHa Y
NoABINHMX NOMIEeTUNEHOBUX "®apmak” HTP Ne 7 Big MeTogax BMNPOGYBaHHSA AD| abo BUXiAHOTO
MiLKax Ansi BUpobHULTBa 14.02.2019 MaTepiany/npomiKHOro npoaykTy/peareHTy, o
HECTEPU/IbHUX JTiKapCbKnX BMKOPWCTOBYETLCA Yy Mpoueci BUpo6HMUTBa APl (HesHauHi
chopm 3MiHM Y 3aTBEpAXeHNX MeTodax BunpobysaHHs) (B.1.6.2. (a)
IA) - BMKNafeHHA MeTOAMKW BU3HAYEeHHA Ana AeTanisauii
NPOBEAEHHS  KOHTPOO  MOKasHWKa «PO3YMHHICTb» Ta
pefakuiiiHi yTouHeHHs y Crneuudikalii Ans BCTaHOBEHUX
KpUTEpIiB  NPUIAHATHOCTI, OCKiNIbkM BUPOOHUK APl XapmeH
®iHoxem N114., IHAis mae CEP, y 38'A3ky 3 uum Cneuundikauis
Ta MeToau KOHTponio A®| malTb MOBHICTIO BiAMoBigaTn
Ailo4oMy BMAaHHIO E€Bp.Papm. 30Kkpema i 3a NOoKasHWKOM
«PO34nHHICTb»
10. | PEHOBAPBITAN MOPOLLIOK (CybCTaHLis) y NAT Ykpaina XapmeH ®iHoxeMm J1T4. IHais 3acigaHHs BigmoBuTN Yy 3arBepmKeHHi - 3MiHM | Tuny - 3MmiHa Yy
noABiiHMX NONIeTUIEHOBUX "papmak” HTP Ne 7 Bif, meTofax BMNPOGYBaHHS ADI abo BUXIAHOTO
MilLKax Ans 14.02.2019 mMarepiany/npoMixXHOro npoaykTy/peareHTy, Lo

thapmayeBTUYHOTO
3aCTOCYBaHHs

BUKOPWUCTOBYETLCA Yy npoueci BUpobHuuytBa A®| (He3HauHi
3MiHM Yy 3aTBepMKeHUX meTogax BunpobysaHHs) (B.1.6.2. (a)
IA) - BUMKNaAEHHA METOAMKM BW3HAYEHHs AN AeTanisauii
NpPOBELEHHS KOHTPO/IK0 MOKa3HMKa «PO3UYMHHICTb», OCKI/IbKU
BUPOGHMK ADl XapmeH diHoxem J1T4., IHpia mae CEP, y
3B'A3Ky 3 uuMm Creuudikauis Ta MeToau KoHTpono AdI
MaloTb MOBHICTIO Bignosigatu AitodoMy BuAaHHIO €Bp.Papm.
30KpeMa i 3a NOKa3HUKOM «PO3YMHHICTb»

B.o. HayanbHUKa BigAiny 3 nutaHb hapmaleBTUYHOI
pisnbHOCTI lenapTaMeHTy BNpoBagKeHHs pedopm

H.B. N'yyan
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