MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
03.10.2016 Ne 1023
Kuis

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

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

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosnoriuHi mperrapaTv) 3rigHO 3
riepestikoMm (go#aTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>KaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHud JfiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTtd) 3riHO 3
riepesikoM (JJoAaToK 2).



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

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

B.o. MinicTpa Y. CYIIPYH



3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIONOIN4YHNX NPENAPATIB), AKI

NMEPENIK

Aopatok 1

[0 Haka3y MiHicTepcTBa OXOPOHU
340pPOB’s YKpaiHu
03.10.2016 Ne 1023

BHOCATLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa ®opma sunycky (nikapcbka gpopma, 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayi Ymosu Peknamys Homep
n/n NliKapcbKo20 ynakoska) 3asBHUKA BUPOGHU UHa BionycKky aHHS peecmpayitiHo
3acoby Ka npoyeadypa 20
nocsio4YeHHs
1. rPUNAYT NMOPOLLOK A1 OP&/TbHOTO PO3YMHY N0 6 Ty €Bpo Benuka ®AC NimiTen IHAin peecTpauis 6e3 nionsieae UA/15361/01/01
rAPSUNIA nakeTukax Ne 10 Naiicbkep BpuTaHis Ha 5 pokiB peyenma
HAMIA ntg
2. IHCYNIH NOPOLLOK (CybCcTaHUis) ans Eni Ninni CLIA Eni Ninni eHg CWA peecTpauis - He UA/15372/01/01
NIOACBKUIA (hapMaLeBTUYHOIO 3aCTOCYBaHHS y HaHKax eHn KomnaHi KomnaHi Ha 5 pokiB nionsieae
BIOCUHTETNY | cknsaHux
HU
3. YPO®POCLUUH® | rpaHynun Ansa opanbHOro posuuHy, no 3,0ry MAT YkpaiHa MAT YkpaiHa peecTpauis 3a He UA/15454/01/01
nakeTi-cawle, 1 nakeT-calle B nayui «KuiBmeanp «KuiBmegnpenap Ha 5 pokiB peyenmom nionsieae
enapar» am»
4, LE®YPOKCUM | nopoLoK A8 po3unHy A5 iH ekuii no 0,75 AT "Nlekxim- Ykpaina AT "Nekxim- Ykpaina peecTpauis 3a He UA/15365/01/01
r,no 1, 5 a6o 50 ¢hnakoHiB 3 MOPOLLKOM Yy Xapkis" Xapkis" Ha 5 pokiB peyernmom nionsizae
nauui (nakysaHHs i3 coopmu in bulk cipmu-
BMpo6Huka Keiny ®apmaveyTikan Ko., /174.,
Kutait)
5. LE®PYPOKCUM | nopoLloK A4nsi PO34nHY N8 iH ekuii no 1,5 ; AT "Jlekxim- YkpaiHa AT "Jlekxim- YkpaiHa peecTpauis 3a He UA/15365/01/02
no 1, 5 a6o 50 h/1akoHiB 3 NOPOLLKOM Y Xapkis" Xapkis" Ha 5 pokiB peyenmom nionsieae
nauui (nakysaHHs i3 coopmu in bulk cipmu-
BMpo6Huka Keiny ®apmaveyTikan Ko., /114.,
Kutait)

HayanbHUK YnpasiHHA
thapmaneBTUYHOT AiANBHOCTI Ta
AKOCTI (hapmaLeBTUYHOI NPOAYKLT

T.M. IacKoBCbKUn




NEPENIK

Aopatok 2

[0 Haka3y MiHicTepcTBa OXOPOHU
340pPOB’s YKpaiHu

03.10.2016 Ne 1023

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

MiCLLe3HaXOMKEHH
A BUPOGHMKa
roToBOroO
nikapcbKoro
3acoby,
BK/IOHAKUN MicLe
npoBefeHHSA
KOHTPOJI0 SIKOCTI
(Bnpo6HMYa
AiNbHULSA BUMYCKY
cepii). 3MiHu |
Tmny: FoToBwit
nikapcbkuii 3aci6.
Cuctema
ynakoBka/ykynopk
a. 3miHa po3mipy
yrnakoBKu
roToBOro
niKapcbKoro

Ne Hassa Popma surnycKy 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyedypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
1. BIFTA®/IOH® pO34MH ANs iHya3ii 4 TOB "HOpis- YkpaiHa TOB "tOpia-Papm” YkpaiHa nepepeectpauis 3a He UA/4554/01/01
mr/mn no 100 mn, 200 dapm" Ha 5 pokiB y peyernmom nionsizae
My nnswkax Ne 1, 3B'A3KYy i3
no 100 mn, 200 mny 3aKiHYEHHSIM
KOHTeiHepax Ne 1 TepMiHy aii
peecTpavujiintHoro
NOCBiAYEHHS;
3MiHn | Tuny:
3miHa
HaliMeHyBaHHs
Ta/abo
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
3acoby
(BUNyyeHHn
yNaKoBKU MEBHOIO
po3mipy)
(BUnyuyeHHs

ynakoBku rno 50
ms1). 3MiHu | Tuny:
AOMiHiCTpaTUBHI
3MiHW. BunyyeHHs

BMPOGHUYOI
AinbHUL
(BKNtOYarOUM
AinbHuLi ana Adl,
NPOMDKHOIO
npoaykTy abo
roTOBOrO
nikapcbKoro
3acoby, AinbHWLj

ONs NpoBefeHHA

nakyBaHHs,
BUPOGHUKA,

BiANOBifa/IbHOTO

3a BUMYCK Cepil,
micue
npoBefeHHs

KOHTPOHO cepil)

a6bo
nocravasibHvKa
BUXiZAHOTO
MaTepiany,
peareHTy abo
[LOMOMDKHOT
peyvoBUHU (AKLLO
3a3HayeHo y
[OCbE),
(BunyueHHs
BMPOOHUKA Ajtoyoi
peyoBuHM). 3MiHK

| Tuny: 3MiHm 3

AKocTi. FoToBWMiA
nikapcbkuii 3aci6.

KoHTponb
roToBOro
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs

nikapcbkuii 3aci6.

nikapcbKoro
3acoby. 3miHa
napameTpis
cneuudikauii
Ta/abo
JONyCTUMUX MeX
roToBOroO
nikapcbKoro
3ac006y (3BY)XEHHS
[OMNyCTUMNX MEX),
(3miHa kpuTepiiB
NPUAHATHOCTI B
po3gaini «KinbkicHe
BU3HAYEHHSA).
3MmiHm | Tuny:
3MiHM 3 SKOCTI.
roToBMiA
nikapcbkuii 3aci6.
KoHTposb
roToBOro
nikapcbKoro
3acoby. 3miHa y
mMeTofax
BMNPOOGYBaHHSA
roToBOro
nikapcbKoro
3aco0by (iHLwi
3MiHM Yy MeTogax
BMNPO6YBaHb
(BKNtOYaKOUM
3amiHy abo
[OMOBHEHHS),
(3amiHa posginy
«[iporeHu» Ha
po3ain
«BbakTepianbHi
€HAOTOKCUHU).
3MiHun | Tuny:
3MiHM 3 SKOCTI.
lroToBMiA

KoHTponb

roToBoro
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs

nikapcbKoro
3acoby. 3miHa
napameTpis
cneuudikauii
Ta/abo
LONyCTUMUX MEX
roToBOroO
nikapcbKoro
3acoby
(BUNyyeHHn
He3Ha4yHoro
nokKasHvka
(Hanpuknag,
3acTapinoro
nokasHukKa, Takoro
AK 3anax Ta cMmak,
abo
iAeHTudikauin
6apBHUKIB Um
CMaKoBUX
[06aBok),
(BunyueHHs
posginy
«AHOMasIbHa
TOKCUYHICTb> i3
crneymndikawii Ta
MeTOo/,iB
KOHTPOJI0 SIKOCTI
rN3. HagaHo
pesynbTaTtu
aHanisis gn1s ABOX
cepii N3 3a
NOKa3HUKOM
«AHOManbLHa
TOKCUYHICTb» 3a 2
pokwn). 3MiHu |
TMny: 3MiHuM 3
skocTi. FoToBMIA
nikapcbkuii 3aci6.
KoHTpob
roToBOro
nikapcbKoro

3aco6y. 3miHa
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
napamMeTpis
cneumdikawin
Ta/abo
JONyCTUMUX MeX
roToBOro
nikapcbKoro
3acoby
(BONOBHEHHSA
cneyudpikaui
HOBUM
NOKa3HUKOM 3
BiANOBIAHMM
MeToA0M
BMNPOOYBaHHS),
(BBEAEHHS
po3gainy «CynyTHi
[LOMILLIKN»)
2. FIAPOXOPTIA | kpucTaniyHuia ToBapucTso 3 YkpaiHa CTX Naiicp IHais nepepeectpauis - He UA/12064/01/01
3ua, MOPOLLOK 06MeXeHo CaiieHces INBT. JITL4. Ha HeoBbMeXeHuiA nionsieae
(cybeTaHuin) y BiANOBIAA/bHI TepMiH
noaBIiHNX CTHO
nonieTUIeHOBNX "dapmauesTny
nakeTax ans Ha KoMnaHis
thapmaueBTUYHOTO "3p0poB'a”
3acTOoCyBaHHs
3. FIHIYM TabneTKn, BKPUTI CaHpo3 CnoseHist Cantotac Papma HimeuunHa nepepeectpauis 6e3 nionsizae UA/11869/01/02
NNiBKOBOKO dapmacbloTika M6X Ha HeEOOMEXEHWIA peuyenma
06010HKOI0, N0 120 n3 a.Aa. TepMiH
mr no 10 TabneTtok y
6nictepi; no 3 a6o no
6, abo no 12
6nicTepiB y KAPTOHHIl
Kopobui
4. FIHIIYM TabneTkn, BKPUTI CaHpo3 CnoseHis Cantotac dapma HimeuunHa nepepeectpauis 6e3 nionsizae UA/11869/01/01
nAiBKOBOH dapmacbioTika 6X Ha HeobmexeHuii peuyenma
060/10HKO0, M0 80 Mr n3 a.Aa. TepMiH
no 10 TabneTok y
6nictepi; no 3 a6o no
6, abo no 12
6nicTepiB y KAPTOHHIl
Kopobui
5. ENIPAMAT® TabNEeTKN, BKPUTI TeBa 13painb MNAIBA XpBatcka Xops.aris nepepeectpauis 3a He UA/5391/01/02
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

N/1iBKOBOKO
060/10HKO10, o 50 mr
Ne 28 (14x2), Ne 60
(10x6) y 6nictepax

dPapmaueBTika
n lHpacTpi3
Nrp.

[.0.0.

Ha 5 pokiB y
3B 43Ky i3
3aKiHYEHHAM
TepMmiHy aii
peecTpadjiiiHoro
NoCBigYeHHS;
3MmiHn | Tuny:
3MiHu wozao
6e3nekn/edhekTrB
HOCTi Ta
hapmakoHarnsagy.
BeefeHHs abo
3MiHM go
y3arasibHeHux
AaHnx npo
cucrtemy
thapmakoHarnagy
(BepeHHs
y3arasibHeHux
[aHux npo
cuctemy
hapmakoHarnsgy,
3MiHa
YNOBHOBaXXeHOT
ocobu,
BiZNoBiga/IbHOT 3a
3[jACHEHHS
hapmakoHarnsagy;
KOHTaKTHOi 0cobu
3
thapmakoHarnsgy
3asBHVKa AN
3iiCHEHHS
thapmakoHarnagy
B YKpaiHi, AKLLO
BOHa BigMiHHa Bif
YNOBHOB&XXEHOT
ocobw,
BiANoBiAa/IbHOI 3a
3iAiCHEHHS
thapmakoHarnagy
(BKNtOYaroum
KOHTaKTHi faHi)

peuerimom

niosisieae
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs

Ta/abo 3MiHn y
PO3MilLleHHi
MacTep-goaiina
cuctemu
hapmakoHarnngy)
. 3MiHu | THNy:
3MiHM 3 SKOCTI.
lroToBMiA
nikapcbkuii 3aci6.
KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa y
mMeTofax
BMNPOOYBaHHS
roTOBOrO
nikapcbKoro
3acoby (iHwi
3MiHM y MeToAax
BMNPO6YyBaHb
(BKNtOYAKOUM
3aMiHy abo
[LOMNOBHEHHSA)) -
HaBefleHHs onucy
MeTOAMKM
BMNPOOYBaHHA 3a
po3gainom
«OpfHOPIaHICTb
[030BaHnX
OANHULIb»,
OCKiNbKY B
3aTBEPIKEHNX
MKA N3
HajaBasioCb
nocunaHHA Ha
Jitoye BuaHHA
€b; - MeToANKN
BMNPOBYBaHHA 3a
po3ginamu:
«KinbkicHe
BM3HAYEHHS»;
«CynpoBigHi

[LOMILLIKN»;
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

«PO34YnHEHHA»
[OMNOBHEHO

XpomMatorpamamu.

)

ENIPAMAT®

TabneTkn, BKPUTI
nAiBKOBOH
06010HKot0, no 100
mr Ne 28 (14x2), Ne
60 (10x6) y bnicTepax

TeBa
dapmaueBTika
n lHpacTpi3
nrp.

I13painb

MAIBA XpBaTcka
4.0.0.

XopBarTis

nepepeecTpauis
Ha 5 pokiB y
3B 43Ky I3
3aKiHYEHHAM
TepMiHy aii
peecTpavujiiHoro
NoCBiAYEHHS;
3MiHun | Tuny:
3MiHu Wozao
6e3neku/etekTvs
HOCTi Ta
chapmakoHarnsgy.
BBeneHHs abo
3MiHWN 0o
y3arasibHeHux
[aHux npo
cuctemy
thapmakoHarnsgy
(BepeHHs
y3araslbHeHnX
[aHux npo
cuctemy
hapmakoHarnsagy,
3MiHa
YNOBHOBaXXeEHOT
ocobn,
BiZnoBigasbHOT 3a
3iiCHEHHS
chapmakoHarnsagy;
KOHTaKTHOI 0cobu
3
thapmakoHarnsgy
3adBHMKa ANA
3[jiACHEHHSA
thapmakoHarnsgy
B YKpaiHi, AKLLO
BOHa BigMiHHa Bif
YNOBHOBAaXEHOT
ocobu,

3a
peyenmom

He
niossi2ae

UA/5391/01/03
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs

BiAnNoBiga/IbHOT 3a
3iAiCHEHHS
hapmakoHarnsgy
(BKNtOYaKOUM
KOHTaKTHi faHi)
Ta/abo 3MiHn y
PO3MiLLEHHI
MacTep-goainna
cucTemu
hapmakoHarnagy)
. 3MiHu | THNy:
3MiHu 3 AKOCTI.
lFoToBui
nikapcbkuii 3aci6.
KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa y
mMeTogax
BUNPOOYBaHHA
roToBOro
nikapcbKoro
3aco0y (iHwi
3MiHN y MeTogax
BMNPOOGYyBaHb
(BKNtOYaroum
3aMiHy abo
[ONOBHEHHS)) -
HaBefeHHs onuncy
METOAUKN
BMNPOGYBaHHSA 3a
po3gaisniom
«OHOPIAHICTb
[030BaHnX
OANHULIb»,
OCKiNbK/ B
3aTBEPKEHNX
MKA TN3
HaJaBasioCb
nocunaHHA Ha
Jitoye BUaaHHs
E€D; - MeToaNKM

BMNPOGYBaHHA 3a
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

posginamu:
«KinbkicHe
BU3HAYEHHS»;
«CynposigHi
LOMILLKN;
«PO34YNHEHHA»
[OMNOBHEHO

XpomaTtorpamamu.

)

ENIPAMAT®

Tab1eTKn, BKPUTI
NNiBKOBOK
060/10HKO10, no 200
mr Ne 28 (7x4), Ne 60
(10x6) y 6nictepax

Tesa
PapmaueBTika
n IHpacTpi3
nrp.

I13painb

MNIBA Xpsatcka
[.0.0.

Xopsaria

nepepeecTpauis
Ha 5 pokiB y
3B A3KY i3
3aKiHYEHHAM
Tepminy aii
peecTpavuiiiHoro
MOCBiAYEHHS;
3MiHn | Tuny:
3MiHM Woao
6e3neku/etekTrs
HoCTi Ta
hapmakoHarnsgy.
BeegeHHs abo
3MiHWN 0
y3arasibHeHux
JaHnx npo
cuctemy
thapmakoHarnsgy
(BeaeHHs
y3araslbHeHux
[aHnx nNpo
cucrtemy
chapmakoHarnsgy,
3MiHa
YNOBHOBAaXEHOT
ocobw,
BiANOBIA&/IbHOT 3a
3iAiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOi 0cobu
3
thapmakoHarnagy
3anBHVKa AN
30iICHEHHS

3a
peyernmom

He
niosnsi2ae

UA/5391/01/04
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
hapmakoHarnsgy

B YKpaiHi, AKW0
BOHa BigMiHHa Bif
YMNOBHOB&XKEHOT|
ocobn,
BiANOBIA&/IbHOT 3a
3iiCHEHHS
hapmakoHarnsgy
(BKNtOYaroUM
KOHTaKTHi AaHi)
Ta/abo 3MiHn y
pO3MiLLEHHI
MacTep-gpainna
cuctemu
thapmakoHarnsgy)
. 3MiHK | Trny:
3MiHM 3 AKOCTI.
lroToBwuiA
nikapcbkuii 3aci6.
KoHTposb
roToBOro
nikapcbKoro
3acoby. 3miHa y
mMeTofax
BMMNPOOYBaHHS
roToBOro
nikapcbKoro
3aco6y (iHwi
3MiHM y MeToAax
BMNPO6YyBaHb
(BKNtOYAKOUM
3aMiHy abo
[OMOBHEHHSA)) -
HaBeeHHs onucy
METOAMKM
BMNPOGYBaHHA 3a
po3gaisniom
«OpHOPIAHICTb
[030BaHNX
OAVHULb>,
OCKi/IbK/ B
3aTBEPIKEHNX

MKSA N3
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

Hagasasiocb
nocuiaHHA Ha
Jitoye BuaHHA
€b; - MeToANKN

BMNPOBYBaHHA 3a

posginamu:
«KinbkicHe
BU3HAYEHHS»;
«CynpoBigHi
[LOMILLIKN;
«PO34YNHEHHA»
[ONOBHEHO
XpomartorpaMamu.

EMNIPAMAT®

TabneTkn, BKPUTI
N1iBKOBOKO
060/10HKOI0, Mo 25 Mr
Ne 28 (14x2), Ne 60
(10x6) y 6nictepax

TeBa
dapmaueBTika
n lHpacTpi3
nrp.

I13painb

MMIBA Xpsatcka
4.0.0.

XopsarTis

nepepeectpauis
Ha 5 pokiB y
3B A3KY i3
3aKiHYEHHAM
TepMmiHy aii
peecTpaujitHoro
NOCBiAYEHHS;
3MiHum | Tuny:
3MiHM Woao
6e3neku/edekTrB
HOCTi Ta
dhapmakoHarnagy.
BeeseHHs abo
3MiHU 80
y3araslbHeHux
[aHux npo
cucrtemy
thapmakoHarnsgy
(BepeHHs
y3arasibHeHux
[aHux npo
cuctemy
hapmakoHarnsgy,
3MiHa
YNOBHOBaXEHOT
ocobwu,
BifNoBifa/IbHOI 3a
3iiCHEHHS
hapmakoHarnsay;

3a
peyenmom

He
niossi2zae

UA/5391/01/01
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs

KOHTaKTHOI 0cobu
3
hapmakoHarnsgy
3asBHVKa ANA
3iiCHEHHS
hapmakoHarnsgy
B YKpaiHi, AKLLO
BOHa BigMiHHa Big
YNOBHOBAXEHOT
ocobu,
BiANOBIA&/IbHOT 3a
3[jACHEHHS
hapmakoHarnsgy
(BKNtOYaKOUM
KOHTaKTHi AaHi)
Ta/abo 3MiHN y
PO3MiLLleHHi
mMacTep-goaiina
cuctemu
thapmakoHarnagy)
. 3MiHu | THNy:
3MiHN 3 AKOCTI.
roToBwiA
nikapcbkuii 3aci6.
KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa y
mMeTozax
BUNPOOYBaHHSA
roToBOro
nikapcbKoro
3acoby (iHwi
3MiHM Y MeTofax
BMNPOBYyBaHb
(BKNtOYaKOUM
3aMiHy abo
[ONOBHEHHS)) -
HaBeZeHHs onuncy
METOAUNKN
BMNPOOYBaHHSA 3a
po3gainom
«OfHOPIaHICTb
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

[,030BaHnX
OANHNLb»,
OCKINbKM B
3aTBEPLYKEHNX
MKA N3
HaJaBasioCb
NOCUNaHHA Ha
Jitoye BngaHHs
€D; - MmeToaNKN
BMNPOOYBaHHSA 3a
posginamu:
«KinbkicHe
BU3HAYEHHS»;
«CynpoBigHi
OOMILLKN;
«P0o34YnHeHHA»
[OMNOBHEHO
Xpomarorpamamu.

KAAYET 10/10

TabneTkn, BKPUTI
NiBKOBOKO
060/10HKOt0, Nno 10
Mr/10 mr Ne 30 y
6nictepax

Mcpaiizep IHK.

CLWA

Mdpaiizep
MeHhek1ypuHr
Joiuneng rmox

HimeuunHa

nepepeectpauis
Ha 5 pokiB y
3B A3KY i3
3aKiHYEHHAM
TepMmiHy aii
peecTpaujiitHoro
NOCBIAYEHHS;
3MiHun | Tuny:
3MiHK 3 AKOCTI.
loToBMiA
nikapcbkuii 3aci6.
KoHTponb
roToBOroO
nikapcbKoro
3aco6y. 3miHa
napameTpis
cneuudikai
Ta/abo
LONyCTUMUX MeX
roTOBOro
nikapcbKoro
3acoby
(8ONOBHEHHA
cneumdikawii

3a
peuenmom

He
niossizae

UA/5635/01/01
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Ymosu

Peknamys

Homep

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

BionycKy

aHHSA

peecmpayitiHo
E2)
nocBiO4YeHHs

HOBUM
NoKa3HUKOM 3
BiANOBiAHUM

MeToA0M
BUMPOOYBaHHSA) —
[OMOBHEHHSA
cneundikauii N3
Ha BUMYCK
NOKa3HUKOM
«laeHTudikauis
iHOUroKapMmiH
aloMiHiEBOro
naky». 3MiHu |
TMny: 3MiHu 3
AKoCTi. FoTOBMIA
nikapcbkuii 3acib6.
KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa
napameTpis
cneumdikauin
Ta/abo
JONyCTUMUX MeX
roToBOro
nikapcbKoro
3acoby
(BunyyeHHs
He3HauyHoro
noKasHuKa
(Hanpuknag
3acTapinoro
nokasHwuka, Takoro
AK 3anax Ta cmak,
a6bo
iaeHTndIKaLia
6apBHVIKIB UK
CMaKoBWX
[o6aBok)) —

BUJTyYEHO 3
cneumdikauii M3

Ha TepMiH

npuAaTHOCTI
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
NoKasHUK
«OpfHOopIgHICTb
po3noaineHHs

Macu». 3MiHu |
TMny: 3MiHuM 3
SIKOCTi. FOTOBUNA

KoHTpob
roToBOro
nikapcbKoro
3aco6y. 3miHa
napameTpis
cneumdikadin
Ta/abo
JONyCTUMUX MEX
roTOBOrO
nikapcbKoro
3acoby
(8ONOBHEHHSA
cneumdikawii
HOBMM
NOKa3HNKOM 3
Bi4NoOBiAHMM
MeToA0M
BMNPOGYBaHHS—
[OMNOBHEHHS
cneumdikauii M3
Ha TepMiH
npuaaTHoCTI
NOKa3HUKOM
«MikpobionoriyHa
ynucToTar. 3MiHu |
Tmny: 3MiHn 3
SaKocTi. [oToBuiA
nikapcbkuii 3aci6.
KoHTposb
roToBOro
nikapcbKoro
3acoby. 3miHa
napamMeTpis
cneumdikawin
Ta/abo

A0NYyCTUMKUX MEX

nikapcbkuii 3aci6.
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
roToBOro

nikapcbKoro
3aco6y (BHECEHHS
3MiH 10 JOCbE
nicnis OHOBNEHHS
3arasibHoi cTaTTi
Ha roToBy
nikapcbky opmy

y
JoY/EBponeiicbki
i dhapmakoner) —
posgin
«MikpobionoriyHa
yucToTa»
npuBeLeHo y
BiAMOBIAHICTb A0
BUMOT fit040ro
BUAAHHA €O,
3MiHun | Tuny:
3MiHu 3 AKOCTI.
roToBuiA
nikapcbkuii 3acio6.
KoHTponb
roTOBOroO
nikapcbKoro
3acoby. 3miHa
napameTpis
cneuudikauii
Ta/abo
JONyCTUMUX MeX
roToBOroO
nikapcbKoro
3ac06y (BHECEHHs
3MiH Y AOCbE ANng
npuBELEHHS Y
BiANOBIAHICTL A0
3arasibHOi cTaTTi
2.9.40
«OpHOpIgHICTb
[1030BaHNX
OAVHNLb»
JoY/EBponeiicbk
ol thapmakonei




Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

®opma BUMycKy
(nikapcbka chopma,

Kpaina
3asiBHUKa

21
Bupo6Huk

KpaiHa

ynaKkoska)

BUPOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo
20

BMNPO6YBaHHA He

3aMicTb
3aTBEPKEHMNX
3arajibHuX cTaTel
295
«OfHOPIAHICTb
macu» Ta/abo
2.9.6
«OaHopigHICTb
[031») —
BBEAEHHA po34iny
«OpAHOpiaHICTb
[030BaHnX
OAMHNLIb>» 3aMiCTb
posginy
«OHOPIAHICTL
po3noineHHs
Macu». 3MiHu |
Tmny: 3MiHn 3
AKOCTI. FoTOBMIA
NikapcbKuii 3aci6.
KoHTponb
roToBOro
nikapcbKoro
3aco0y (iHLwi
3MiH) —
npuBefeHHsA
onucy MeToauk 3a
nokasHvkamm
«lgeHTudikavis»,
«KinbkicHe
BM3HAYEHHS»,
«P0O3YNHEHHSA»,
«[Mpoayktn
po3naay» oo
mMaTepianis
peecTpauiiiHoro
[OCbE, a came
pepakuiiiHi
npasku Ta
YTOYHEHHS.
MeTogm

3MiHMIUCA.)

nocsio4YeHHs
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Ne

Ha3zsa

dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
10. KAAYET 5/10 TabneTkn, BKpUTI Mdpaiizep IHk. CLWA Mdpaizep HimeyunHa nepepeectpavis 3a He UA/5635/01/02
NNiBKOBOKO MeHtodek4ypuHr Ha 5 pokiB y peyernmom nionsizae
060/10HKO0, N0 5 Joiuneng M6 X 3B A3KY i3
Mmr/10 mr Ne 30 y 3aKiHYEHHAM
6nictepax TepMmiHy aii
peecTpaLjiitHoro
MOCBiAYEHHS;
3MiHn | TMny:
3MiHM 3 AKOCTI.
lroToBwuiA
nikapcbkuii 3aci6.
KoHTposb
roToBOro

nikapcbKoro
3acoby. 3miHa
napamMeTpis
cneumdikawin
Ta/abo
[ONYyCTUMUX MEX
roToBOro
nikapcbKoro
3aco0y (BHECEHHS
3MiH [0 J0CbE
nicnst OHOBNEHHS
3arasibHol cTaTTi
Ha rotoBy

nikapcbKy thopmy

y
[LoYy/Eponelicbki
i dhapmakoner) —
po3gin
«Mikpo6ionoriyHa
ymcroTa»
npuBeaeHo y
BiANOBIAHICTL A0
BMMOT A1il0H0ro
BUAAHHA €.
3MiHun | Tuny:
3MiHM 3 SKOCTI.
lroToBMiA
nikapcbkuii 3aci6.
KoHTponb
roToBOro




23
Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
nikapcbKoro

3acoby. 3miHa
napameTpis
cneuudikauii
Ta/abo
JONyCTUMUX MeX
roToBOro
nikapcbKoro
3acoby (BHECEHHS
3MiH Y AOCbE ANng
npuBELEHHS Y
BiANOBIAHICTL A0
3arasibHOi cTaTTi
2.9.40
«OpHOpIgHICTb
[030BaHnX
oOMHNLB»
JoY/EBponeiicbk
ol thapmakonei
3aMmicTb
3aTBEPAKEHNX
3arasibHux ctartei
2.9.5
«OAHOpIgHICTb
macu» Ta/abo
2.9.6
«OpfHOPIAHICTb
[03Un») —
BBEAEHHS po3ainy
«OpfHOPIAHICTb
[030BaHnX
O[IMHULb» 3aMiCTb
posgainy
«OpfHopigHICTb
po3noaineHHs
Macu». 3MiHu |
TMny: 3MiHuM 3
AKocTi. FoToBWUiA
nikapcbkuii 3aci6.
KoHTpob
roToBOro
nikapcbKoro

3aco6y. 3miHa
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

napamMeTpis
cneumdikawin
Ta/abo
JONyCTUMUX MeX
roToBOro
nikapcbKoro
3acoby
(BONOBHEHHSA
cneyudpikaui
HOBUM
NOKa3HWKOM 3
BiANOBIAHMM
MEeToA0M
BUNPOBYBaHHSA) —
[OMNOBHEHHSA
cneuncpikayii M3
Ha TepMiH
npuaaTHoCTI
NMOKa3HWKOM
«MikpobionoriyHa
yucToTa». 3MiHu |
TMny: 3MiHu 3
AKoCTi. FoTOBMIA
nikapcbkuii 3aci6.
KoHTponb
roToBOro
nikapcbKoro
3aco6y. 3miHa
napameTpis
cneuudikawiii
Ta/abo
JONyCTUMUX MeX
roToBOro
nikapcbKoro
3acoby
(BunyueHHs
He3Ha4yHoro
nokKasHvka
(Hanpuknag,
3acTapinoro
nokasHwuka, Takoro
AK 3anax Ta cmak,
a6bo




11.

Ne Hazsa
n/n

JliKapCbKO20

®opma BUMycKy
(nikapcbka chopma,

3asBHUK

Kpaina

25
Bupo6Huk

KpaiHa

3acoby

ynaKkoska)

3asiBHUKa

BUPOGHUKa

npoyedypa

ineHTudikaujn

PeecmpayitiHa

Ymosu

Bionycky

Peknamys
aHHsA

Homep
peecmpayitiHo
20
nocsio4YeHHs

KNIMAAVHOH
®

TabneTku, BKPUTI
06010HKOt0, Ne 60

BioHopvka CE

HimevyunHa

BioHopvika CE

HimeuunHa

6apBHYKIB UK

CMaKoBUX
[06aBoK))( —
BU/TyYEHO 3

Ha TepMiH
NPUAATHOCTI
NoKa3HMK
«OaHOpIgHICTL
po3noaineHHs
mMacu». 3MiHu |
Tmny: 3MiHn 3
sKoCTi. FoTOBMIA
nikapcbkuii 3acib6.
KoHTpob
roToBOro
NiKapcbKoro
3aco0y (iHui
3MiHK) —
npuBeaeHHA
onvcy MeToAuK 3a
MoKasHMKamm
«lgeHTudikavis»,
«KinbkicHe
BU3HAYEHHSI»,
«PO3YMHEHHSA»,
«lMpopykTu
po3naay» oo
mMaTepianis
peecTpauiiiHoro
[ocCbE, a came
pefaKuiiHi
npaBku Ta
YTOYHEHHSA.
MeTtoan
BUNPOBYBaHHSA He
3MiHWAnCS.)

cneumdikauii M3

(15x4) y 6nicTepax

nepepeecTpauis
Ha 5 pokiB y
3B'A3KYy i3
3aKiHYEHHAM

6e3
peyenma

TepMiHy aii

niossieae

UA/5021/01/01
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

peecTpavujiiHoro
NOCBIAYEHHS;
3MiHun | Tuny:
AfMiHICTpaTuBHI
3MiHn. 3MiHa koay
ATX, 3MiHeHO Koz
ATX BignoBigHo
[0 MXHapPOAHOro
knacudikatopa
BOO3. 3miHu |
TMny: 3MiHu 3
sikocTi. FoToBMIA
nikapcbkuii 3aci6.
CTabinbHicTb.
3miHa y TepmiHax
npuagaTHocTi abo
ymoBax
36epiraHHs
roToBOro
nikapcbKoro
3acoby (3miHa B
ymoBax
36epiraHHs
roTOBOroO
nikapcbKoro
3acoby abo nicns
PO3YMHEHHA/BIAHO
B/IEHHA), 3MiHa 3a
po34inom «YMOoBK
36epiraHHa»

12.

MEKCUKOP®

PO34MH ANS iH'EKLIN,
50 mr/mn, no 2 mn B
amnyni; no 5 amnyn B
KOHTYPHIil YapyHKOBIi
ynakosL,i; no 2
KOHTYPHi YapyHKOBI
yNakoBKWU B Naul,i 3
KapToHYy

TOB
"30PABO"

YkpaiHa

AT "Jlekxim-XapkiB"

YkpaiHa

nepepeectpawis
Ha HeobMeXeHuiA
TepMiH; 3MiHu |
TMny: 3MiHK WoA0
6e3neku/etekTrs
HOCTI Ta
hapmakoHarnsgy.
3MiHa y KOpOoTKiii
XapakTepucTui
nikapcbKoro
3aco0y, TekcTi
MapKyBaHHs Ta

IHCTPYKUT Ans

3a
peyenmom

He
niossi2zae

UA/4971/01/01
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

MeLUYHOro
3acTOCyBaHHS Ha
nigcrasi
perynspHo
OHOB/IOBAHOIO
3BiTy 3 6e3nekn
nikapcbKoro
3acooby, abo
[OCNIOKEHDb 3
6e3nekn
3acToCcyBaHHsA
nikapcbKoro
3acoby B
nicnapeecTpauiiH
uiA nepiog, abo sk
pe3ynbTaT OLiHKM
3BITY 3
[OCNIoKEHD,
npoBeeHnx
BiANOBIAHO A0
nnaxy
nepjiaTpuyHUX
pocnigxeHns (PIP)
(iHWi 3MiHK) -
BHECEHO [0
IHCTPYKUiT Ansa
MeJNYHOro
3acTocyBaHHsA
npenapary o
po3ainy «Mo6iyHi
peaxuii»
Big4NoBiaAHO A0
iHdhopmadii
CTOCOBHO 6e3nekm
[iH040i pe4oBMHU

13.

ME®EHAMIHO
BA KUC/IOTA

Kancynv no 250 wr,
no 10 kancyny
6nictepi, no 2
6nicTepu B KOpoobUi

dnamiHro
PapmacbloThK
anc Jitg,.

IHais

dnamiHro
PapmacboTUKasc
nra.

IHais

nepepeectpawis
Ha HeobMmexeHuiA
TepMiH; 3MiHun |
TMny: 3MiHK WoA0
6e3neku/edekTrB
HOCTi Ta
chapmakoHarnsgy.
3MiHa y KOpOoTKiit

6e3
peuenma

niosnsi2ae

UA/4974/01/01
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
XapakTepucTui

nikapcbKoro
3aco0y, TekcTi
MapKyBaHHs Ta
IHCTPYKUT ans
MeLMNYHOro
3acTOCyBaHHs Ha
nigcTasi
perynspHo
OHOB/TIOBAHOIO
3BiTy 3 6e3nekun
nikapcbKoro
3acoby, abo
[ocnigpKeHb 3
6e3nekn
3aCTOCYBaHHA
nikapcbKoro
3acoby B
nicnapeecTpauiiH
uii nepiog, abo sk
pe3ynbTaT OLUiHKK
3BiTY 3
OOCNiAXKEHb,
npoBefeHnx
Bi4NOBIAHO 80
nnaxy
nepjiaTpuyHUX
pocnigxeHs (PIP)
(3MiHy y3romxeHo
3 KOMMETEHTHUM
YMNOBHOBaXXEHVNM
opraHom), 3mMiHn
BHECEHO [0
IHCTPYKUiT Ansa
MeJMNYHOro
3acTocyBaHHsA
npenapary o
posginis
"MpoTnnokasaHHA
", "B3aemogis 3
HLIMMUY
nikapcbknmmn
3aco6amu Ta iHLi
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHSA

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

BMAW B3aemogiii",
"Oco6/1MBOCTi
3acTocyBaHHSA",
"fOitn" (6yno: 35
pokis, ctaso: 3 12
pokiB),
"MNepepno3syBaHHA",
"Mo6iyHi peakuyji”
Bi4NOBIAHO 80
iHbopmadii 3
6e3neku ajityorl
peyoBuHU 3a
pekomMeHAaLieto
[JenaptameHTy
nicnspeecTpavyiinH
oro Harnagy.
3rigHo 3 n.1.13 Ta
n.2.3 gopatky 15
Haka3ly MO3
YKpaiuu Big,
23.07.2015 Ne460
HafaHo rapaHTiliHi
nncTn Big
3asBHMKa LLOA0
HagaHHA MYP Ta
[LONOBHEHHS A0
ornagy KniHivHmx
AaHux ao
30.10.2017 p.)

14.

ME®EHAMIHO
BA KNC/TOTA

kancynv no 500 wmr,
no 10 kancyny
6nicTepi, no 2
6nicTepu B KOpoobUi

®namiHro
dapmacboTUK
anc Jitg,.

IHais

dnamiHro
dapmacboTUKasIC
nra.

IHais

nepepeectpawis
Ha HeobMeXeHuii
TepMiH; 3MiHu |
TMny: 3MiHK WoA0
6e3nekn/edekTrB
HOCTi Ta
hapmaxoHarnagy.
3MiHa y KOpOTKiiA
XapaKkTepucTuLi
nikapcbKoro
3aco0y, TeKCTi
MapKyBaHHs Ta
IHCTPYKUT AnA
MeAMYHOro

6e3
peyenma

niossi2ae

UA/4974/01/02
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

3acTocyBaHHS Ha
nigcrasi
perynspHo
OHOB/IOBAHOIO
3BiTy 3 6e3nekn
nikapcbKoro
3acoby, abo
[ocnigpKeHb 3
6e3nekn
3acTOCyBaHHS
nikapcbKoro
3acoby B
nicnspeecTpavuiinH
i nepiog, abo sk
pesysibTaT OLiHKM
3BITY 3
[OCNIoKEHD,
npoBeAeHnX
BiANOBIAHO A0
nnavy
nepjiaTpuyHUX
pocnipxeHs (PIP)
(3MiHy y3romxeHo
3 KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom), 3mMiHn
BHECEHO [0
IHCTPYKUT ANnA
MeAMYHOro
3acTOCyBaHHSA
npenapary Lo
posginis
"MpoTnnokasaHHA
", "B3aemogis 3
HLIMMUY
nikapcbknmmn
3aco6amu Ta iHLWi
BMAW B3aeMogiin",
"Oco61BOCTi
3acTocyBaHHs",
"Oitn" (6yno: 35
pokis, cTano: 3 12
poKiB),
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

"MNepepno3syBaHHA",
"Mo6ivHi peakuii”
BiANOBIAHO A0
iHcpopmawii 3
6e3neku gitoyoi
peyoBuHU 3a
pekoMeHpaLlieto
JenaptameHTty
nicnspeecTpavuiinH
oro Harnagy.
3rigHo 3 n.1.13 Ta
n.2.3 gopgatky 15
Hakaszy MO3
YKpainu Big
23.07.2015 Ne460
HaAaHO rapaHTiiHi
NnNCTK Big
3asBHMKA LLOA0
HafaHHA NYP Ta
[ONOBHEHHSA A0
ornagy KniHivYHMX
AaHux no
30.10.2017 p.)

15.

MIKOHA30/Y
HITPAT

NOPOLLOK
(cy6eTaHuin) y
noaBiiHNX
nonieTUIeHoBUX
nakeTax ans
hapmaLeBTUYHOro
3aCTOCYBaHHs

NAT
"®itocpapm"”

YkpaiHa

lNycpik BiocaiHcec
Nimitepn,

IHais

nepepeectpawis
Ha 5 pokiB y
3B A3KY i3
3aKiHYEHHAM
TepMmiHy aii
peecTpadjiiiHoro
NOCBiAYEHHS;
3MiHn | TUny:
3MiHM 3 SKOCTI.
A®I. KoHTponb
A®I (iHLWIi 3MiHN)
(B.1.6. (x),IB),
(NpvBeaeHHA
posgainy
«CynposigHi
OOMILLIKU» [0
BMMOT fil0H0r0o
BuaaHHA EP.
CynyTHS 3MiHa:
3MiHM 3 AKOCTI.

He
niossieae

UA/11632/01/01
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

A®I. KoHTponb
A®I. 3viHay
mMeTogax
BUNPOOYBaHHA
A®| abo
BUXiAHOTO
marepiany/npomik
HOro
npoaykTy/peareHT
Yy, o
BMKOPUCTOBYETLC
Ay npoueci
BMPOGHMLTBA ADI
(iHWi 3MiHK y
mMeTogax
BMNPOOGYBaHHA
(BKNtOYaroum
3amiHy abo
[OONOBHEHHS) AdPI
a6o
BUXIAHOro/NpoMix
HOro NPoAyKTy).
3MmiHm | Tuny:
3MiHM 3 SKOCTI.
A®I. KoHTponb
A®I. 3viHay
mMeTogax
BUNPOOYBaHHA
A®| abo
BUXiAHOTO
marepiany/npomik
HOro
npoaykTy/peareHT
Yy, o
BMKOPUCTOBYETLC
Ay npoueci
BMPOGHMLTBA ADI
(iHWi 3MiHK y
mMeTofax
BMNPOOGYBaHHA
(BKNtOYaroum
3amiHy abo
[JONOBHEHHS) AdPI
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

abo
BUXiZHOro/npomix
HOro NPoaykTy),
(3MiHM y meToAML
3a NoKa3HMKOM
«3anmLiKkosa
KINbKICTb
OopraHiyHnx
PO3UUHHKKIB:
3MiHa y MeToauLi
NPUroTyBaHHI
pO34nHYy
NOPIBHSAHHSA,
BMNPO6OBYBAHOIro
PO34MHY, 3MiHU B
ymoBax
Xpomarorpadysa
HHSA Ta 3MiHa
po3paxyHKoBOT
hopmynn).
MpvBeaeHHA
BMKOPUCTaHHSA
cybcTaHuii
Big4MNoBiaAHO A0
sumor Py

16.

MOBA/IC®

Tabnetkn no 15 mr Ne
10 (10x1), Ne 20
(10x2) y 6nictepax

BepiHrep
IHrenbxaim
IHTepHeLHA

6X

HimeuunHa

BepiHrep
IHrenbxaiim ®apma
Mm6X i Ko. KI,
HimeuunHa
a6bo
BepiHrep
IHrenbxaim Ennac
A.E., I'peuis

HimeyunHa/
peuis

nepepeecTpauis
Ha HeobMexeHwui
TepmiH; 3rigHo 3
nl1.13Ttan.2.3
popatky 15
Haka3y MO3
YKkpaiHu Big
23.07.2015 Ne460
HagaHo
rapaHTiiiHnin ancT
Bif, 3aBHMKa
00 HaflaHHSA
MYP po
29.10.2017 p. Ta
rapaHTiiHuiA nncT
Bif, 3asiBHMKA
040 HaAaHHSA
[JONOBHEHHS A0

3a
peyenmom

He
niosnsi2ae

UA/2683/02/02
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

ornany KNiHiYHKX
JaHnx o
28.04.2017 p.)

17.

MOBAJIC®

Tabnetkm no 7,5 mr
Ne 20 (10x2) y
6nictepax

BepiHrep
IHrenbxam
IHTEepHeLwHN

rv6X

HimeuunHa

BepiHrep
IHrenbxaim d®apma
m6X i Ko. KI,
HimeuunHa
a6bo
BepiHrep
IHrenbxaiim Ennac
A.E., I'peuis

HimeyunHa/
Ipeuis

nepepeectpawis
Ha HeobMeXeHuii
TepMiH; 3rigHo 3
n.1.13tan.2.3
popatky 15
Haka3y MO3
Ykpainu Big
23.07.2015 Ne460
HajaHo
rapaHTinHMiA AncT
Bif, 3asBHMKa
040 HaAaHHSA
MnypP po
29.10.2017 p. Ta
rapaHTiiiHuiA nncT
Bi[, 3a8BHMKa
LLOA0 HafAaHHSA
[OMNOBHEHHA [0
ornApy KNiHiYHMX
JaHnx o
28.04.2017 p.)

3a
peuenmom

He
niossizae

UA/2683/02/01

18.

OCETPOH®

PO34UH A5 iH'EKLN,
2 mr/mn no 2 mn (4
mr), 4 mn (8 mr) B
amnynax Ne 5

A-p Peppi'c
Nab6opatopic
nTg

IHaisA

f-p Peppi'c
Na6opatopic /114
(BupobHuua
AinbHuuA 1)

IHais

nepepeectpawis
Ha 5 pokiB y
3B'A3KY i3
3aKiHYEHHAM
TepMiHy Al
peecTpadjiiiHoro
NOCBIAYEHHS;
3MiHa y KOpOTKiiA
XapakrepucTui
nikapcbKoro
3aco0y, iHCTpYKU,i
0N MeAnyHOoro
3acToCcyBaHHsI abo
MapKyBaHHi
ynakoBOK
(noTpebye
BHECEHHSA
Bif4NOBIAHO A0
iHpopmauii

3a
peyenmom

He
niossieae

UA/4886/01/01




35

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHSA

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

pedepeHTHOro/op
UriHasIbHoro
nikapcbKoro
3acoby 6e3
Haf,aHHA XOOHMX
HOBMX
[04aTKOBMX
OaHNX 3as1BHUKOM)
- 3MiHWN BHECEHO
[0 IHCTPYKUii ans
MeJMNYHOro
3acTocyBaHHsA
npenapary o
po3ainy "Cnoci6
3aCTOCYBaHHA Ta
[osun" BignoBigHo
[0 pedoepeHTHoro
nikapcbKoro
3acoby
30DPAH™;
lFoToBui
nikapcbkuii 3acio6.
KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa
napameTpis
cneuudikauii
Ta/abo
JONyCTUMUX MeX
roToBOro
nikapcbKoro
3acoby (iHwi
3MiHK); FoToBUIA

nikapcbkuii 3aci6.

KoHTposb
roToBOro
nikapcbKoro
3acoby. 3miHa y
mMeTofax
BMMNPOOYBaHHS
roToBOro
nikapcbKoro
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs

3aco6y (He3HauHa
3MiHa y
3aTBEPKEHNX
mMeTogax
BMNPOBYBaHHS) -
3MiHW [0 po3ainis
«Onue» Ta
"O6'em, WO
BUNyvyaeTbCa";
AAMiHiCTpaTUBHI
3MiHK. 3MiHa
HaliMeHyBaHHs
Ta/abo agpecu
MicuA
NPOBaKEHHS
LisANbHOCTI
BMPOGHUKa/imnopT
epa rotoBoro
nikapcbKoro
3acoby,
BK/IOHAOUM
JiNbHWL BUNYCKY
cepii abo micue
npoBefeHHs
KOHTPOJIO SKOCTI.
(BisnbHicTb, 3a
AKY Bignosigae
BMPOGHUK/iMnopTe
p, BKIHOYa0un
BUMYCK Cepiid) -
npuBefeHHs
Ha3BW Ta agpecu
BMPOGHUKa y
Bi4NOBIAHICTb A0
BMCHOBKY LLOJO
nigTBEPLKEHHSA
BignoBigHOCTI
BMPOOHULTBA
nikapcbKoro
3acoby BMMoram
GMP, BngaHoro
Lepxnikcnyx60t0
YKpaiHu;
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Homep

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHSA

peecmpayitiHo
E2)
nocBiO4YeHHs

BUMNpPaB/IEHHS
TEeXHIYHOI
NOMWSIKM 3rigHO
n.4.2.3 (r) Hakasy
MO3 Ykpainu Big,
26.08.2005p. Ne
426 (y pepakuii
Hakaszy MO3
Ykpainu Big
04.01.2013 Ne 3) -
npvBeAEeHHS YMOB
36epiraHHsa y
BiNOBIAHICTL 10
marepianis
BMPOGHUKA

He

UA/4006/01/01

19.

CcunisorP

MOpOLLIOK
(cy6eTaHuis) y
nonieTMNeHoBmx
naketax Ass
thapmaresTyHoro
3aCTOCyBaHHA

ToBapucTso 3
06MexXeHo
BiANOBiA&/TbHI
CTi0
"®apmauesTny
Ha KoMnaHis
"3popos'a”

YkpaiHa

ToBapucTso 3
06MmexXeHo
BifNOBiJ&/LHICTIO
"®apmMaLieBTUYHa
KomMaHis
"3popos'a”

YkpaiHa

nepepeectpavis
Ha 5 pokiB y
3B A3KY i3
3aKiHYEHHAM
TepMiny Al
peecTpaujitHoro
NOCBIgYEHHS;
3MiHn | TUny:
3MiHa
HaliMeHyBaHHS
Ta/abo
MiCLLe3HaXOAKEHH
A 3a9BHNKA
(BnacHuka
peecTpadjiiiHoro
NOCBIAYEHHS) —
YTOUHEHHSA Y
BUKNALEHHI
MiCLLe3HaXOXEHH
A 3asaBHNKa AdI.
3MiHn | Tuny:
3MiHa
HaliMeHyBaHHSA
Ta/abo
MiCLLe3HaXOKEHH
A BUPOGHMKa
(Bkovatoun 3a

HeobXifHOCTI

niossieae
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Homep

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHSA

peecmpayitiHo
E2)
nocBiO4YeHHs

micue
npoBefeHHs
KOHTPOJII0 AIKOCTI)
a6o
nocravyasibHuka
Adl abo gjtoyoi
pevoBUHW/BUXIAHO
ro
MaTepiany/peareH
Ty/MPOMIXHOro
NpoAykTy, Wo
3aCTOCOBYIOTbCA Y
BMPOGHULTBI ADI
abo gitoyoi
peyoBuHY (3a
BiACYTHOCTI
ceptudikara
Bi4NoOBiAHOCTI
€Bponeicbkii
dhapmaxkonei y
3aTBepKEHOMY
peecTpauiitHomy
[OCbE) —
YTOUYHEHHA
agpecu micus
NPOBaKEHHS
[isNbHOCTI
BMPOGHUKa AdDI
a6o gitoyoi
peyoBUHM
BifMNoBiAHO A0
niyeHsii Ha
BMPOOHULITBO
NiKapcbKnx
3aco6iB.
Bupo6Huua
OiNbHULA Ta BCI
BUPOGHUYI
onepauii
3a/IMLLNINCE
HE3MIHHUMMW.
3MiHn | Tuny:
3MiHM 3 AKOCTI.
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
Al

CTabinbHicTb.
3miHa nepiogy
NOBTOPHMX
BMNPO6YBaHb/nepi
opy 36epiraHHs
abo ymoB
36epiraHHa AdI
(3a BigcyTHOCTI Y
3aTBEPLKEHOMY
bocbe
cepTtucpikata
BignoBigHOCTI
€Bponeiicbkili
chapmakonei, wo
BK/THOYAE nepiog,
NOBTOPHOrO
BUNPOOGYBaHHS)
(nepiog,
NOBTOPHOTO
BMNpPOGyBaHHsA/Ne
pio 36epiraHHs) -
3miHa ymoB
36epiraHHa AdI -
3MiHa ymMoB
36epiraHHA gitoyoi
peyoBUHN Y
3B'A3KY i3
akTyanisauiero
maTepianis DMF
B BUPOGHMKa —
pesynbTaris
[ocnigpKeHb
cTabinbHOCTI.
3MiHun | Tuny:
3MiHu 3 AKOCTI.
A®I. KoHTponb
Ad®l. 3viHa y
napameTpax
cneuncpikaui
Ta/abo
JONYCTUMUX MEX,

BU3HAYEHUX Y
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs

cneundikalisax Ha
A®l, abo
BUXiAHWIA/NPOMIKH
nii
npoayKT/peareHT,
Lo
BMKOPUCTOBYHOTbLC
sy npoueci
BMPOGHMLTBa ADI
(iHWi 3MiHK) —
npuBeaeHHs
HOpPMYyBaHHS
NOKa3HWKiB
«3anmLiKkosa
KINbKICTb
OpraHiyHnx
PO3UUHHKKIB.
+ MNpuBegeHHsA
BMKOPUCTaHHA
cy6cTaHuil
BiANOBIAHO A0
Bumor Y.
CynyTHS 3miHa:
3MiHM 3 SKOCTI.
A®I. KoHTponb
A®I. 3viHay
mMeTogax
BUNPOOYBaHHA
A®| abo
BUXiAHOTO
marepiany/npomik
HOro
npoaykTy/peareHT
Yy, o
BMKOPUCTOBYETLC
Ay npoueci
BMPOGHMLTBA ADI
(iHWi 3MiHK y
mMeTofax
BMNPOOGYBaHHA
(BKNtOYaroum
3amiHy abo
[JONOBHEHHS) AdPI
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs1

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

a6bo
BUXiZHOro/npomix
HOro NpoayKTy)

20.

CKonPUn®

Tabnetkm no 10 mr Ne
20 (10x2), Ne 30
(10x3) y 6nicTepax

Ankanoig Al-
Ckom'e

Pecny6nik
a
MakefoHis

Ankanoig Al-
Ckom'e

Pecny6nika
MakefoHis

nepepeectpawis
Ha 5 pokiB y
3B A3KY i3
3aKiHYEHHAM
TepMmiHy aii
peecTpaujiitHoro
NOCBIAYEHHS;
3MiHn | Tuny -
BunyyeHHs
BUPOGHNYOT
AinbHWL
(BKNtoyvaroum
OinbHuui ana Adl
abo pgjtoyor
pPeyoBuHM,
NPOMDKHOIO
npoaykTy abo
roToBOro
nikapcbKoro
3acoby, AinbHWLj
AN NpoBeeHHA
nakyBaHHs,
BMPOGHUKA,
BiANOBiga/IbHOTO
3a BUMYCK Cepiid,
micue
npoBefeHHSA
KOHTPOO cepir)
abo
noctavasibHuka
BUXiQHOrO
martepiany,
peareHTy abo
[LOMOMDKHOT
peyoBUHM (AKLLO
3a3Ha4yeHo y
peecTpaujiinHomMy
[ocCbe)
(BUNyYeHHA
aNIbTEPHATMBHOIO

3a
peuenmom

He
niossizae

UA/4283/01/01
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
BMPOGHUKa AdI
nisuHonpuny
avrigparty —
«Ranbaxy

Laboratories
Limited», IHais);
3miHm | Tuny - AdI
abo gjtoua
peyoBuHa.
KoHTponb AdI
abo pgjtouol
peyvoBuHU. 3MiHa
y napameTpax
cneuudikawii
Ta/abo
JONYCTUMUX MEX,
BU3HAYEHUX Y
cneundikauisax Ha
A®l abo gjtouy
peyoBuHYy, abo
BUXIZAHWA/NPOMIXH
ni
npoayKT/peareHT,
Lo
BMKOPUCTOBYHOTbLC
Ay npoueci
BMPOGHMLTBA ADI
abo pgjtouor
peyoBuHU
(3BY>XEHHS
JONYCTUMUX MEX,
BU3HAYEHUX Y
cneymdikauir)
(3BY>XEHHS
LONyCTUMUX MEX
y crneundikavii
Adl 3a
NMOKa3HWKOM
«3aNnLLKoBI
KifIbKOCTI
opraHiuyHux
PO3UYMHHUKIB.
ETaHon»); 3miHn |
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

Tuny - FoToBwiA
nikapcbkuii 3aci6.
KoHTposb
roToBOro
nikapcbKoro
3aco6y. 3miHa
napameTpis
cneuncpikauin
Ta/abo
JONyCTUMUX MeX
roToBOro
nikapcbKoro
3acoby
(BONOBHEHHSA
cneumdikaui
HOBUM
NoKa3HUKOM 3
Bi4NoBIiAHMM
MeToA0M
BUNPOOYBaHHSA) (B
MeXax NokasHuka
«CynpoBigHi
[LOMILLKIN»
BBE/IEHHSA
[OMOBHEHHS «IHLLI
BiZlOMi/HeBigOMI
LOMILLKU»», 3
BiANOBiAHUMN
Kputepisamm
NPUAHATHOCTI);
3MiHu | Tuny -
lroToBMiA
nikapcbkuii 3aci6.
KoHTponb
roToBOro
nikapcbKoro
3aco6y. 3miHa
napameTpis
cneumdikawin
Ta/abo
JONyCTUMUX MeX
roToBOro
niKkapcbKoro
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHSA

Homep

peecmpayitiHo
E2)

nocBiO4YeHHs

3acoby
(BunyyeHHs
He3Ha4yHoro
nokKasHvka
(hanpuknag,
BUYYEHHS
3acTapinoro
nokKasHuka)
(BvnyueHHs
nokasHuka
"OfHOopIAHICTb
[1030BaHnX
OAMHULB" 3i
cneumadikauii Ha
TepMiH 36epiraHHs
N3; BUNy4YeHHs
nokasHuka
«CepefgHa maca
Ta OfHOPIAHICTb
mMacu» y
cnevudikavii npu
BUMYCKY Ta Ha
NpoTA3i TEPMiHY
npuaaTHoCTI);
3MiHK | Tuny -
roToBMiA
nikapcbkuii 3aci6.
KoHTposb
roToBOro
nikapcbKoro
3acoby. 3miHa y
mMeTofax
BMMNPOOYBaHHS
roToBOro
nikapcbKoro
3aco6y (He3HayHa
3MiHa y
3aTBEPKEHNX
mMeTofax
BUMPOBYBaHHS)
(He3HauHi 3MiHK
3an.

«OfHOPIaHICTb
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
[030BaHNX
OAVHWLb> -
BMNPOBaAXEeHHS
KpuTepiie ans
NPUAMasbHOro

yncna (AV) 3rigHo
Bumor € 2.9.40;
npasku y
BMMNPOBOYBaHHI Ha
PO3YMHEHHS
TabneTokK 3rigHo
BuMor €& 2.9.3;
He3HauHi 3MiHK
meTogy BEPX
[ONS KiNbKICHOrO
BU3HAYEHHSA
nisuHonpuny i
ofHopigHOCTI
[030BaHnX
OAVHWLb; 3MiHU 3a
n.
«MikpobionoriyHa
yncToTa» 3rigHo
BUMOT € 2.6.12 i
2.6.13); 3miHu |
Tmny - FoToBwii
nikapcbkuii 3aci6.
KoHTposb
roToBOro
nikapcbKoro
3acoby. 3miHa y
mMeTofax
BMMNPOOYBaHHS
roToBOro
nikapcbKoro
3aco6y (iHwi
3MiHM y MeToAax
BMNPO6YyBaHb
(BKNtOYAKOUM
3aMiHy abo
[OMOBHEHHS)
(3mMiHM Y

3aTBepKEHIN
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs

MeToaudi, Ta
BBE/EHHSA
popartkoBoro/ansT
epHaT1BHOro
meToay BEPX
NS BU3HAYEHHS
CTOPOHHIX
[OOMILLIOK;
[ONOBHEHHS
aNlbTepHaTMBHOIO
meToay TLIX 3a
po3gaisniom
«lpeHTudikauisn»);
3MiHu | Tuny -
roToBwiA
nikapcbkuii 3aci6.
CTabinbHicTb.
3MiHa y TepMiHax
npuaatHocTi abo
ymoBax
36epiraHHs
roToBOro
nikapcbKoro
3acoby:
(36inbLUEHHSA
TepMiHy
NpuAAaTHOCTI
roToBOro
nikapcbKoro
3aco06y:) - nicns
nepLuoro
PO3KPUTTA
(nigTBEPOXYETHCSA
AaHnMm
cTabinbHoCTI
peasibHOro yacy)
(36inbLIeHHs
TEepMiHy
36epiraHHa /13 3
3-X 0o 4-X poKiB);
3MiHK | Tuny -
CepTudikat
BiANOBiAHOCTI
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
€Bponeiicbkili
hapmakonei/Cept

ucikar
BiANoOBiAHOCTI
€Bponelicbkii
thapmakonei
wozo ryéuaroi
eHuedhanonarii.
NopgaHHA HOBOrO
ab0 OHOBIEHOIrO
cepTtucpikata
BiANOBiAHOCTI
€Bponelicbkii
hapmakonei gns
Adl abo gjtoyoi
peyvoBuHW/ AN
BUXiQHOrO
MaTepiany/peareH
TY/NPOMiXHOTO
NpoAyKTy, Wo
BMKOPWUCTOBYIOTBC
Ay BUPOOHULLTBI
Adl abo gjtoyoi
peyvoBunHW/ AN
[0NOMDKHOT
peYoBUHU
(cepTudhikaT
BiANoOBiAHOCTI
€Bponelicbkii
thapmakonei) -
OHOBJIEHUIA
cepTtudikat

Aitoyoro
BMPOGHUKa
(nogaHHsa

Ha A®I
nisyHonpuny
aurigpar Big,

BiZANOBIAHOCTI Bif,

oHoBneHoro CEP

3aTBEPIKEHOr0
BMpo6HUKa "Lupin
Limited" — R1-




Bepcia R1-CEP
2001-311-Rev
00); 3MiHn | Tuny -
3MiHM 3 SKOCTI.
lroToBMiA
nikapcbkuii 3aci6.
KoHTponb
roToBOro
nikapcbKoro
3aco6y. 3miHa
napameTpis
cneumdikawin
Ta/abo
JONyCTUMUX MeX
roToBOro
nikapcbKoro
3aco06y (3BY)XEeHHS
[ONyCTUMUX MeX)
(3BY>XEHHS
JONyCTUMUX MEX
ONA KiNbKICHOrO
BW3HAYEHHS
nisuHonpuny B
cneumadikauii Ha
NpoTA3i TEPMiHY
npuaartHocTi N13;
3BY)XXEHHSA
JONyCTUMUX MEX
[N BUSHAYEHHS
CTOPOHHIX
AOMILLOK, a came
nisuHonpuny
AvikeToninepasuHy
Ta CyMu AOMILLOK
y crneundikavii
npu BUNYyCKy Ta Ha
npoTA3i TEPMiHY
npugartHocTi /13);
3MiHu | Tuny -

3MiHW 3 SAKOCTI.
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
CEP 2001-311-
Rev 02
(nonepepnHs
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
lroToBwuiA
nikapcbkuii 3aci6.
KoHTposb
roToBOro
nikapcbKoro

3aco6y. 3miHa
napameTpis
cneuncpikauin
Ta/abo
LONYyCTUMUX MEX
roToBOro
nikapcbKoro
3acoby
(BONOBHEHHSA
cneumdikaui
HOBUM
NOKa3HUKOM 3
Bi4NoBIiAHMM
MeToA0M

BUNPOGYBaHHS)
(BONOBHEHHSA
cneumadikauii Ha
BUMYCK TECTOM
«MikpobionoriyHa
yncToTa» 3rigHo
Bumor EP, Ta
«CynpoBigHi
OOMILLIKU» 3
BiANOBIAHUMN
mMeTofamm
BMNPOGYBaHHS:
[itoua pegakuis
3anpornoHoBaHa
pefakuis

TepMiH
npuaaTHoCTI

BUMYCK

TepMiH

Cneuudikauis Ha

Cneymdikauis Ha

Cneuymdpikauis Ha

npuaaTHocTi -
JInsnHonpuna
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
AviKeTonvnepaswH
— He 6onee 1,5%;
- Apyrue
eNHNYHbIE

npumMecu — He
6onee 0,3%; -
CyMMa Apyrux
npumMeceii — He
6onee 0,6%:; -
CcymMMa npumecei
— He 6onee 2,0% -
NnsnHonpuna
AVKeTonunepasuH
— He 6onee 0,3%;
- Apyrne
N3BECTHbIE
e[ VHNYHbIE
npumMecu — He
6onee 0,3% -
apyrue
Hen3BecTHble
eiNHNYHbIE
npumecu — He
6onee 0,2%
CymMmma gpyrux
npumeceri — He
6onee 0,6%;
CyMmMma npumeceit
— He 6onee 0,8%
NnsnHonpuna
AvikeTonvnepasuvH
— He 6onee 0,5%;
- Apyrue
N3BECTHbIE
eVNHNYHbIE
npumecu — He
6onee 0,3% -
apyrue
Hen3BecTHble
e UHNYHbIEe
npumecu — He
6onee 0,2%
Cymma apyrux
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

npumeceri — He
6onee 0,6%;
CyMmMma npumeceii
— He 6onee 1,0%);
3MiHu | Tuny -
3MiHu 3 AKOCTI.
roToBwiA
nikapcbkuii 3aci6.
KoHTponb
roToBOro
nikapcbKoro
3aco6y. 3miHa
napameTpis
cneuudikawii
Ta/abo
JONyCTUMUX MeX
roToBOro
nikapcbKoro
3aco0by (iHLwi
3MiHW)
(BupganeHHs
«3M1erka noMiTHMUX
BKpanieHb
NirMeHTy» y
po3gini «Onuc»
npu BUNYyCKy Ta Ha
npoTA3i TEPMiHY
npugartHocTi N3;
YTOUYHEHHS Y
cneuuaikauii npu
BUMYCKY Ta Ha
npoTA3i TEPMiHY
npuaaTHoCTI
nokasHuka
«lpeHTundikavis
3as1i3a okenay» 3a
[0noMOorot
KO/1bOPOBOI
peakuii 3 kanito
thepouiaHigom
10%: 3'aBNAETLCA
CUHE
3a6apBfieHHs, WO
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

BKasye Ha
NPUCYTHICTb
3aniza okcuay;
3MiHa yactoTu
BMNPOBYBaHHA 3a
NMOKa3HWKOM
«lgpeHTudikauis
3aniza okcuay» y
creymdikaii npu
BUMYCKY)

21.

CKonpPnn®

Tabnetkm no 20 mr Ne
20 (10x2), Ne 30
(10x3) y 6nicTepax

Ankanoig AL-
Ckon'e

Pecny6nik
a
MakefoHist

Ankanoig Al-
Ckon'e

Pecnyb6nika
MakefoHis

nepepeectpawis
Ha 5 pokiB y
3B A3KY i3
3aKiHYEHHSIM
TepMmiHy aii
peecTpavujiintHoro
NnocBiAYeHHS;
3MiHK | Tuny -
BunyuyeHHs
BUPOBHUYOT
AinbHWLi
(BKNtOYAKOUM
LinbHuLi gna Adl
abo pgjtoyoi
PEYOBUHM,
NPOMDKHOro
npoaykTy abo
roToBOro
nikapcbKoro
3acoby, AinbHULj
ANsi NpoBefeHHSA
nakyBaHHs,
BUPOGHUKA,
BigNoBigaIbHOIro
3a BUMYCK Cepiid,
micue
npoBefEeHHSA
KOHTPONIO cepii)
abo
nocravasibHuKa
BUXigHOro
martepiany,
peareHTy abo

3a
peyenmom

He
niosnsi2ae

UA/4283/01/02
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
[0NOMDKHOT

peyvoBUHU (AKLLO
3a3HayveHo y
peecTpaujiiiHomy
[0CbE)
(BunyueHHs
a/lbTEPHATMBHOIO
BUPOGHMKa AdI
nisuHonpuny
purigpary —
«Ranbaxy
Laboratories
Limited», IHais);
3MmiHn | Tuny - Adl
abo gitoua
peyosuHa.
KoHTponb AdI
a6o gjtoyoi
peyvoBuHU. 3MiHa
y napameTpax
cneumdikadin
Ta/abo
JONYCTUMUX MEX,
BU3HAYEHUX Y
cneundikalisax Ha
Al abo gjtouy
pevoByVHYy, abo
BUXIiAHWIA/NPOMIKH
ni
npoayKT/peareHT,
Lo
BMKOPUCTOBYHOTLC
Ay npoueci
BMPOGHMLTBa ADI
abo pgjtouorl
peyoBuHU
(3BY>KEHHS
JONYCTUMUX MEX,
BU3HAYEHUX Y
cneymdikauir)
(3BY>XEHHS
JONyCTUMUX MeX

y cneundikauii
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
A®l 3a
NMOKa3HNKOM
«3a/IMLLKOBI
KiNTIbKOCTi
OopraHivyHnx

PO3YMHHUKIB.
ETaHo/1»); 3MiHK |
TMny - FoToBUIA
nikapcbkuii 3aci6.
KoHTponb
roToBOro
nikapcbKoro
3aco6y. 3miHa
napameTpis
cneumdikawin
Ta/abo
JONyCTUMUX MeX
roToBOro
nikapcbKoro
3acoby
(BONOBHEHHSA
cneumdikawi
HOBUM
NoKa3HUKOM 3
Bi4NOBIiAHMM
MeToA0M
BMNPOBYBaHHSA) (B
MeXax nokasHuka
«CynpoBigHi
[OOMILLIKM»
BBE/EHHS
[ONOBHEHHS! «IHLLI
BifOMi/HeBIgOMI
LOMILLIKN»>», 3
BiANOBiAHUMN
Kputepiamm
NPUAHATHOCTI);
3MiHu | Tuny -
roToBwiA
nikapcbkuii 3aci6.
KoHTponb
roToBOro
niKkapcbKoro
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs

3aco6y. 3miHa
napamMeTpis
cneuudikaui
Ta/abo
LONyCTUMUX MeX
roToBOro
nikapcbKoro
3acoby
(BUNyYeHHn
He3HauyHoro
nokKasHvka
(Hanpuknag,
BU/TyYEHHS
3acTapinoro
nokKasHuKa)
(BUNyYEHHS
nokasHuka
"OpfHOpIgHICTb
[030BaHnX
oavHULBL" 3i
cneumadikauii Ha
TepMiH 36epiraHHsA
N3; BunyyeHHs
noKasHuka
«CepefgHa maca
Ta OfHOpPIAHICTb
mMacu» y
cneumaikauii npu
BWMYCKY Ta Ha
npoTA3i TEpMiHY
npuaaTHocTi);
3MiHK | TNy -
lroToBwuiA
nikapcbkuii 3aci6.
KoHTposb
roToBOro
nikapcbKoro
3acoby. 3miHa y
mMeTofax
BMNPOOGYBaHHA
roToBOro
nikapcbKoro

3aco6y (He3HayHa




Ne
n/n

Ha3zsa

Popma sunycky

3asBHUK

Kpaina

56

JliKapCbKO20
3acoby

(nikapcbka hopma,
ynakoska)

3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
20

3MiHa y
3aTBEPKEHMNX
mMeTogax
BUMNPOBYBaHHA)
(He3HauHi 3miHK
3anm.
«OpHOpIgHICTb
[030BaHnX
OAVHNLb> -
BMNPOBaKEHHS
KpuTepiiB ans
NpUMasibHOro
uncna (AV) srigHo
Bumor € 2.9.40;
npaskn y
BMNPOBYBaHHI Ha
PO3YMHEHHSA
Tab1eTokK 3rigHo
Bumor €& 2.9.3;
He3HauHi 3MiHu
meToay BEPX
ONA KinbKICHOrO
BM3HAYEHHS
nisyHonpuy i
ofHopigHOCTI
[030BaHnX
OAMHULL; 3MIHU 3a
n.
«MikpobionoriyHa
yncToTa» 3rigHo
BUMOT € 2.6.12 i
2.6.13); 3MiHu |
Tuny - FoToBwiA
nikapcbkuii 3aci6.
KoHTpo/ib
roToBOro
nikapcbKoro
3acoby. 3miHa y
mMeTozax
BMNPOOGYBaHHA
roToBOro
nikapcbKoro

3aco06y (iHLwi

nocBio4YeHHs
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
3MiHM Y MeTofax

BMNPOGYBaHb
(BKNtOYarOUM
3aMiHy abo
[ONOBHEHHS)
(3MiHM y
3aTBEPKEHIN
MeToamui, Ta
BBE/EHHS
JofaTtkoBoro/anbT
€epHaTUBHOIO
meTogy BEPX
NS BU3HAYEHHS
CTOPOHHIX
[OOMILLIOK;
[OMOBHEHHSA
anbTepHaTMBHOIO
meTtoay TLX 3a
po3gainom
«lpeHTudikauisa»);
3MiHu | Tuny -
lroToBMiA
nikapcbkuii 3aci6.
CTabinbHicTb.
3MiHa y TepMiHax
npuaaTHocTi abo
ymoBax
36epiraHHs
roToBOro
nikapcbKoro
3acoby:
(36inbLIeHHs
TepMiHy
npuaaTHoCTI
roToBOro
nikapcbKoro
3aco06y:) - nicns
nepLuoro
PO3KPUTTA
(niaTBEPMKYETHLCS
AaHnMm
cTabinbHoCTI

peasibHOro yacy)
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs
(36inbLUEHHSA
TepMiHy

36epiraHHA /13 3
3-x [0 4-X poKiB);
3MiHu | Tuny -
CepTudikat
Bi4MOBIAHOCTI
€Bponelicbkii
hapmakonei/Cept
ndpikat
BiANoBigHOCTI
€Bponeiicbkili
thapmakonei
wofo ryéuaroi
eHuedaionarii.
NopaHHsA HOBOrO
ab0 OHOBIEHOIO
cepTudpikata
BiANoBiAHOCTI
€Bponeiicbkili
hapmakonei gns
A®l abo gjtouoi
pevoBuHW/ons
BUXi4HOro
MaTepiany/peareH
Ty/MPOMIXHOrO
NpoAykTy, Wo
BMKOPWUCTOBYIOTLC
Ay BUPOOHULLTBI
A®l abo gjtouoi
pevoBuHW/ons
[LOMOMDKHOT
peyoBUHM
(cepTtudpikar
BiANoBigHOCTI
€Bponeiicbkili
thapmakonei) -
OHOBJ/IEHWIA
ceptudikat
BifNOBIAHOCTI Big
Aitoyoro
BMPOGHUKaA

(nogaHHs
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Ne Hassa dopma surnycKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocBiO4YeHHs

oHosneHoro CEP
Ha A®I
nisuHonpuny
avrigpar Big,
3aTBEPKEHOIO
BMpOGHUKa "Lupin
Limited" — R1-
CEP 2001-311-
Rev 02
(nonepepHs
Bepcia R1-CEP
2001-311-Rev
00); 3MiHn | Tuny -
3MiHK 3 AKOCTI.
roToBwiA
nikapcbkuii 3aci6.
KoHTponb
roToBOro
nikapcbKoro
3aco6y. 3miHa
napameTpis
cneuudikawiii
Ta/abo
JONyCTUMUX MeX
roToBOro
nikapcbKoro
3aco06y (3BY)XEeHHS
JONyCTUMUX MeX)
(3BY>KEHHS
LONyCTUMUX MEX
[ONS KiNbKICHOrO
BU3HAYEHHSA
nisuHonpuny B
cneumdikauii Ha
npoTA3i TEPMiHY
npugartHocTi N3;
3BY)XXEHHS
LONyCTUMUX MEX
0N BUSHAYEHHS
CTOPOHHIX
[OMILLOK, a came
nisuHonpuny

AvKeToninepasuHy




¢opMa BUITYCKY

3asiBHUK

Kpaina
3asBHUKa

60
Bupo6Huk

Kpaina
BUPOGHUKA

Peecmpayitina

npoyedypa

Ta Cymu AOMILLIOK

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayitiHo

20
nocsi04YeHHs

Ne
n/n

Hassa
”ikapcb’(oeo
3aco6y

(nikapceka gpopma,
ynakoska)

y cneumdikadii
npy BUNYyCcKy Ta Ha
NpoTA3i TepMiHy

npuaatHocTi N13);

NiKapcbKuii 3aci6.

3MiHu | Tuny -
3MiHK 3 SKOCTi.
roToBwit

KoHTposnb
roToBOro
NiKapcbKoro
3acoby. 3miHa
cneyudikai
Ta/abo
[ONYCTAMUX MeX
roToBOro
NiKapcbKoro
3acoby
(BONOBHEHHSA
cneLLqu)iKa”-iT
HOBUM
MOKa3HUKOM 3
BiZANOBIAHUM
MeToA0oM

BMNPOOGYBaHHS)
(8ONOBHEHHSA
cneyydikauii Ha
BUMYCK TECTOM
«Mikpo6iosioriuHa
yycToTa» 3|'i,U,H0
Bumor EP, Ta
«CynpoBigHi
OOMILLIKU» 3
BiANOBIAHNUMN
MeToaamMu

Bano6yBaHHﬂ:
Aitoua pepaxuis
3anponoHoBaHa
penakujs
Cneuypndikais Ha
TEepMiH
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

npuaaTHoCTI
Cneuudikauisa Ha
BUMYCK
Cneumdikauis Ha
TepMiH
npuaaTHocTi -
NnsnHonpuna
AvikeTonunepasuvH
— He 6onee 1,5%;
- Apyrue
eVNHNYHbIE
npumecu — He
6onee 0,3%; -
cymma Apyrmx
npumeceri — He
6onee 0,6%; -
cymMMa npumecei
— He 6onee 2,0% -
NnsnHonpuna
AvikeTonunepasuH
— He 6onee 0,3%;
- Apyrne
N3BECTHbIE
e UHNYHbIEe
npumecu — He
6onee 0,3% -
apyrue
HensBecTHble
eiNHNYHbIEe
npumecu — He
6onee 0,2%
CymMmma gpyrmx
npumeceri — He
6onee 0,6%:;
CymMmMma npumeceii
— He 6onee 0,8%
JlnsuHonpuna
AvikeTonunepasuH
— He 6onee 0,5%;
- Apyrne
N3BECTHbIE
e[ VHNYHbIE
npuMecu — He




3asasHUK

KpaiHa
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Bupo6Huk

KpaiHa
BUPOGHUKa

Ymosu

Peecmpayitiina
BionycKy

npoyedypa

Peknamys
aHHA

Homep
peecmpayitiHo
20
nocBio4YeHHs

Ne
n/n

Ha3zsa
JliKapCcbKO20
3acoby

®Popma surycKy
(nikapcbka hopma,
ynakoska)

3asBHUKA

60nee 0,3% -
Apyrve

HeunsBecCTHble
eVHNYHbIEe
npumecu — He
6onee 0,2%
Cymma fpyrvx
npumMeceii — He
6onee 0,6%;
Cymma npumecel
— He 6onee 1,0%);
3MiHK | Tuny -
3MiHU 3 SIKOCTi.
roToBuiA
NiKapCbKuii 3acio.
KoHTponb
roTOBOro
nikapcbKoro
3aco6y. 3miHa
napameTpis
cnevmdikaLyii
Ta/abo
O0MyCTUMUX MeX
roToBOro
nikapcbKoro
3ac06y (iHLi
3MiHW)
(BMOaneHHs
«3nerka noMiTHMX
BKpansieHb
NirMeHTy» y
po3aini «Onuc»
npu BUMYCKy Ta Ha
npoTA3i TEPMiHY
npugatHocTi N13;
YTOUHEHHSA Y
cneumcbikauii npu
BUMYCKY Ta Ha
NpoTA3i TEpMiHY
npuaaTHoCTI
rokasHukKa
«lpeHTudikauis

3a/1i3a oKcuay» 3a
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Ne
n/n

Ha3ssa
JNliKapcbko20
3acoby

dopma surnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayitiHa
npoyeadypa

Ymosu
BiOnycky

Peknamys
aHHs

Homep
peecmpayitiHo
E2)
nocBiO4YeHHs

Jonomoroto
KOJ1bOPOBOT
peakuii 3 kanito
hepodiaHigom
10%: 3'aBNAeTLCA
CVHE
3ab6apBieHHs, Wwo
BKa3ye Ha
NPUCYTHICTb
3asni3a okcuay;
3MiHa yacToTu
BMNPOGYBaHHA 3a
NMOKa3HMKOM
«lpeHTundikais
3asisza okcuay» y
cneymdikauii npu
BUMNYCKY)

HavyanbHUK YnpaBniHHA

thapmaneBTUYHOT AiANBHOCTI Ta

AKOCTI (hapmMmaueBTUYHOI NPOAYKLT

T.M. NIacKoBCbKUu




NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOI4YHUX MPEMAPATIB), LLOAO AKX BY/I BHECEHI 3MIHU AO

MEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHn

03.10.2016 Ne 1023

PEECTPALINHNX MATEPIANIB, AAKI BHOCATbLCSA A0 AEP)XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

KOHTPO/Ib SIKOCTI:
ToBapucTBO 3
06MexeHot
BigNOBiga/IbHICTIO
"XapkiBcbke
hapmaveBTuyHe
nigNPUEMCTBO

"340poB'a Hapoay",

YkpaiHa

mMartepiany/npomikHOro NPOAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA y NpoLieci BUpo6HMLUTBa AP (iHLWi
3MiHM Y MeTogax BUNPOOyBaHHA (BKIOYaoUM 3aMiHy
a60 fonoBHeHHs) APl abo BMXigHOr0/MPOMIXKHOTO
NPOAYKTY); 3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudpikat
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiickkiin papmakonei/moHorpadii. NMogaHHs
HOBOro cepTudikaTa BignoBiAHOCTI EBpoONeEChKii
thapmakonei ana A®| sif Bxe 3aTBepAkKeHoro
BMPOGHUKA; 3MiHM | TUNY - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLUTBO. 3MiHM B npoueci BupobHuutea Adl;
CYNyTHS 3MiHa: - 3MiHK 3 fKkocTi. APl. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo AonycTUMmnX
MEX, BU3HAYEHNX Y crneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y Npoueci BUpobHuuTBa AP (iHLWi
3MiHW); - 3MiHK 3 KOCTi. A®Il. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHsa A®| abo BUXigHOro
mMartepiany/npomMikHOro NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETbLCA Y NpoLieci BUpo6HMLUTBa AP (iHLWi
3MiHM Y MeTogax BUNPOOyBaHHA (BKIOYaoUM 3aMiHy
a60 fonoBHeHHs)) APl abo BMXigHOrO/MPOMIXKHOTO
NPOAYKTY); 3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudpikat
signosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiii hapmakonei/MmoHorpadii (3miHa y
crneunqikauisx, nos'a3aHa 3i amiHamu B AdY, abo

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK BionycKy peecmpayitiHo2o
3acoby ynakoska) a rnocsio4eHHs
1. ANNEPFOMAKC cupon, 0,5 mr/mn no 50 ToBapuncTBO 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/10913/02/01
M a6o no 100 mn y 06MexeHo BMPOGHMLITBA, 3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikar peyenma
hnakoHax pas3om 3 BiANoOBIgasIbHICT KOHTPO/Ib AIKOCTI, signosigHocTi/l E-cepTudikar BignosigHoCTi
[03YHUUM LUNPULLOM- 10 BMNYCK Cepil: €Bponeiicbkili thapmakonei/moHorpadii. 3miHu,
nineTkoto Ne 1 "PapmaueBTUYH ToBapucTBO 3 NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMNOBIAHICTb
a KoMnaHist 06MexeHot [0 MoHorpadii dY abo EBponeiicbkoi hapmakoner,
"3p0poB'a” BigNOBiga/IbHICTIO abo iHWOI HauioHasbHOI chapmakonei gepxasmn €C
"GapmMaueBTUYHa (3miHa y cneuudpikauisix, nos'sasaHa 3i 3miHamu B J®Y,
KoMnaHis abo €sponeiicbkii hapmakonei, abo iHLil
"3p0poB's”, HauioHasbHIN dhapmakonei gepxasu €C); cynyTHs
YkpaiHa; BCi cTagii 3MiHa: 3MiHK 3 AkocTi. APL. KoHTposnb A®L. 3miHa y
BMPOGHMLITBA, mMeTofax BunpobysaHHsa A®| abo BUXigHOro
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

€Bponelicbkiin hapmakonei, abo iHLIA HaLioHaNbHI
thapmakonei gepxasu €C); cynyTHA 3MiHa: 3MiHN 3
AkocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PEeYOBVH. 3MiHa Y MeToAax BUNPOGyBaHHS
[ONOMDKHOT Pe4OBUHN (HE3HAUHI 3MIHW Y 3aTBEepIKEHNX
MeTofax BUNPOo6yBaHb); 3MiHW | TUMy - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI E€Bponeiickkili hapmakonei/MmoHorpadil
(3miHa y cneyucpikauisix, NoB'sA3aHa 3i 3aMiHOK BUMOT
MoHorpadii 4®Y abo iHLWOoi HauioHanbHOT hapmakonei
AepxaBu €C Ha BUMOrM MoHorpadii €BponeiicbKoi
chapmakonei); cynyTHsi 3MiHa: 3MiHW 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOb JOMOMIXHVX PEYOBUH.
3MiHa y MeTogax BUNpobyBaHHsA [OMNOMKHOI PeHOBUHM
(He3HayHi 3MiHN Y 3aTBEPKEHNX MEeToAaX
BMNPOGYBaHb); 3MiHN | TUNY - 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb JOMOMIXHUX PEYOBUH.
3MiHa napameTpiB cneumdikauiii Ta/abo gonycTUMmx
MEX 4151 LONOMIKHOT PEYOBUHM; 3MiHM | Tuny - 3MiHKW 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpiB cnevumdikadii
Ta/abo [OMYyCTVMUX MeX roTOBOro /iKkapcbKoro 3acoby;
CynyTHs1 3MiHa: 3MiHK 3 IKOCTi. FOTOBMIA NiKapCbKuii
3aci6. KOHTpos1b roTOBOro MikapcbKoro 3acoby. 3MiHa y
MeToAax BUNPo6YyBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax BUNpobyBaHb (BK/IOYaKUN
3aMiHy abo [ONOBHEHHS)); 3MiHW | TUNY - 3MiHKN 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6. KOHTPOb roToBOrO
nikapcbkoro 3aco6y. 3miHa napamMeTpiB cneuudikadliii
Ta/abo foNyCTMMUX MEX rOTOBOrO MiKapCbKoro 3acoby
(BHECEHHSA 3MiH [0 [OCHE NiC/A OHOB/IEHHA 3arasibHOl
CTaTTi Ha roToBY NiKapcbky dopmy y
LoY/EBponelichbkiin hapmakoner); cynyTHs 3MiHa:
3MiHu 3 sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOBYyBaHHA rOTOBOrO MiKapCbKOro 3acoby
(OHOBMEHHS MpoLleAypy BUNPOOYBaHHA A1
npuBeLeHHs Y BiANOBIAHICTb 3i 3MIHEHOO 3arasibHO
ctarTeto AdY abo €Bponeiicbkoi hapmakoner)

ANMATENb®

CyCMeH3is opasibHa, Mo
170 mn y cpnakoHi
CKNsAHOMY a60 3
nonietuneHtepedTanar
y; no 1 donakony 3
MipHOIO JTOXKOIO B
KapTOHHIA KopobLi; no
10 mn y nakeTuky; no 10
ab6o 20 nakeTukis y

BankaHapma-
TposiH AT

Bonrapis

BankaHdapma-
TposiH AT

Bonrapis

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
BUMPAaB/IEHHS TEXHIYHMX NOMWU/IOK B TEKCTi MapKyBaHHS,
LLIO NPM3BOAUTbL A0 Pi3HOUUTAHHS 3aTBEPLKEHOT
NikapcbKoi (POPMU B MEXax OfHOT0 AOKYMEHTY

6e3
peyenma

UA/3264/01/01
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KOHTPO/Ib SIKOCTI:
ToBapucTBO 3
06MexeHo
BiANOBIAA/TIbHICTIO
"®APMEKC Irpy1",
YKpaiHa

BMPOO6HULTBI. 3amiHa abo BBEEHHA [0AaTKOBOI
AiNbHUUI BUPOBHMLTBA [/18 YacTHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro MikapCbKoro 3acoby
(8inbHULA O4NA BTOPMHHOIO NakyBaHHS) (BBEAEHHS
[04aTKoBoT AinbHuui 13 go 3aTBepmxeHoro uexy Mo
(ToBapuncTBO 3 06MEXEHOIO BifNOBIAANBHICTIO
"®apmaveBTMyHa KomnaHia "340pos'a"). - 3MiHu 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBEEHHS 40AaTKOBOI
AiNbHULI BUPOBHMLTBA [/19 YacTUHW abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapCbKoro 3acoby

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
KapPTOHHI KOpoOLii
3. AMOKCUKNAB® NOPOLUOK A1 PO3UUHY CaHpo3 CnoseHis CaHpo3 M'm6X ABCTpis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/7064/03/01
Ans inv‘exuin, 500 mr/100 dapmachbtoTikan 3MiHK | TUNY - NoAaHHs OHOBMIEHOrO cepTudikara R1- peyernmom
Mr; 5 do1akoHiB 3 34.4. CEP 1998-142-Rev 07 ans kasito knaBynaHarty Bif, BXe
MOPOLLKOM B KapTOHHil 3aTBepKeHoro BUpo6Hrka Sandoz Industrial Products
Kopobu,i S.A., Spain
4, AMOKCUKNAB® NMOPOLUOK A1 PO3YUHY CaHpo3 CnoseHis CaHpo3 'mbX ABCTpif BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/7064/03/02
ans iv'ekuiidi, 1000 dapmacbioTikan 3MiHM | TUNY - NOAAaHHA OHOBNEHOrO cepTudikaTa R1- peyenmom
Mr/200 mr; 5 donakoHiB 3 34.40. CEP 1998-142-Rev 07 gns kanito knaBynaHarty Big BXe
MOPOLLKOM B KapTOHHil 3aTBepxeHoro BupobHunka Sandoz Industrial Products
Kopobui S.A., Spain
5. AHXXENIK TabneTkn, BKPUTI Baiiep ®apma HimeyunHa nepBrHHa Ta HimeuunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/2242/01/01
060n0HkKo0 Ne 28 (28x1) Al BTOPWHHA 3MiHu |l TNy - 3MiHW 40 IHCTPYKUIT 418 MeANYHOro peyenmom
y 6nictepax ynakoBKa, 3aCcTOCYyBaHHSA y po3ainu: "®apmakonoriyHi
KOHTPO/b Cepil, BacTUBOCTI", "B3aemMopist 3 iHLIMMM NiKapCbKNMun
BiANoBiganbHuii 3a 3acobamu Ta iHWi BUAK B3aemogiii”, "Oco61mMBOoCTi
BUNYCK cepil: 3acTocyBaHHs", "Cnoci6b 3acTocyBaHHA Ta 403Kn"
Baiiep ®apma Al (peparyBaHHsi po3giny), "MobivHi peakwii”
HimeuunHa,;
BMPOGHMLTBO
Hepo3g)acoBaHo|
npoaykuii: baiep
Baiimap Mm6X i Ko.
KI, HimeuunHa
6. APBIBIP- Kancynu rno 100 mr Ne TOB YkpaiHa Bci cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/10506/02/01
340POB'A 10 (10x1), Ne 20 (10x2) "GapmaueBTU4H BMPOBGHULTBA, TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK peyenma
y bnictepax a KoMnaHis KOHTPO/Ib SIKOCTI, y BUpO6HMLTBI. 3amiHa abo BBeAEHHSA A0AATKOBOT
"3popos'a” BUNYCK cepil: AiNbHULUI BUPOBHMLTBA [/19 YacTUHK abo BCbOro
ToBapucTBO 3 BMPOBHMYOrO NpoLEeCy roTOBOrO /liKapCbKoro 3acoby
obMexeHot (@inbHUUSA, Ha AKi NpoBOAATLCSA OyAb-AKi BUPOGHUYI
BigNoBigasIbHICTIO cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOSIHO AKOCTI,
"®apmMaLeBTnyHa NepBUHHOIO Ta BTOPUHHOIO NakKyBaHHA, ANA
KoMnaHis HeCTepW/IbHUX JTiKapCcbknx 3acobiB) (BBEAEHHS
"3aopos'a", [ofaTtkoBoi AinbHuui M3 fo 3atBepmkeHoro uexy Mo
YkpaiHa,; (ToBapmCcTBO 3 06MEXEHOI BifNOBIfABHICTIO
Bci cTagii "®apmaueBTUYHa koMnaHis "3gopos'a”) CynyTHA 3MiHa
BMPOBGHULTBA, - 3MiHK 3 SKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHW y
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n/n

JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

APBIBIP-

Kancynu no 100 wmr in

(AinbHULA A8 NEPBUHHOTO NakyBaHHs); 3MiHn | Tuny -
3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHULTBI. 3MiHa po3mipy cepii (BkIroYaoun
JianasoH po3Mipy cepii) roTOBOro /ikapCbKoro 3acoty
(iHWi 3miHW) (BBEAEHHA [OAATKOBMX PO3MIpiB cepil
npenapary gns uexy N3 (goaatkosa AinbHULA) Ta Ans
uexy [N®. BuknageHHs 3aTBEpAXEHOro po3mipy cepii B
Kinorpamax, Lo € BuMmoramu ctaHgapty MO3 YkpaiHu
42-01-2003 HacTaHoBa. Jlikapcbki 3acobu.
TexHonoriyHuii npouec. JokymeHTauis); 3miHu | Tuny -
3MiHK 3 sKoCTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa hopmu abo
pO3Mipy KOHTe/Hepa Yy 3aKynoploBasIbHOro 3aco6y
(nepBUHHOI ynakoBKu) (HeCTepusbHi Nikapcbki 3acobu)
(BBEAEHHA [OAATKOBOrO TMNOPO3MIpY NEPBUHHOIO
nakyBaHHs (6nictep Nel0), wo Bk1agaeTbCs B KOPOOKY
Ne10(10x1) Ta Ne20(10x2) (418 BUPOOGHMYOT AiNTbHUL
ToBapuCTBO 3 06MEXEHO BiANOBIAA/IBHICTIO
"apmaueBTMyHa KoMNaHisa “"3ao0poB'a”)

nocsi04YeHHs

3/10POB'AA

bulk Ne 4000 y nakeTi
nonieTuIeHoBOMY Y
KOHTEliHepi
nnacTykoBoMy

TOB
"dapmaueBTuyH
a KoMnaHis
"3popoB'a”

YKpaiHa

TOB
"PapmaueBTnyHa
KoMnaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [O0TOBWIA NikapcbKnii 3aci6.
CucTema KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
pPO3Mipy ynakoBK/ roTOBOrO NikapCbKoro 3acoby (iHLi
3MiHW) (BBeAEHHS ynakoBku in bulk gns BupobHuka
ToBaprCTBO 3 0GMEXEHOIO BiAMOBIAA/ILHICTIO
"apmaleBTMYHA kOMNaHisa "3a0pos'a”) CynyTHA 3MiHa
- 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa Yy NepBUHHIl
yNakoBLii FOTOBOrO /iKapCbKoro 3acoby (Tun
KOHTeliHepa abo foAaBaHHS HOBOrO KOHTENHepa) -
TBepAi, M'ski Ta HecTepunbHI pigki ikapcbki hopmun
(BBEAEHHA 40AATKOBOrO BUAY nakyBaHHs in bulk
Ne4000 y nakeTi NONieTUIEHOBOMY Y KOHTEWHepI
n1acTMKOBOMY, 3i 3MIHOK po3Mipy Ta macu/o6'emy
BMICTY YNakoBKv Ta MaTepiasly NepBUMHHOT yNaKkoBKu
'N3. - 3miHKW 3 AKocTi. FOTOBWUIA NiKapcbkuii 3aci6.
CucTema KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
noctavasnibHUKa nakyBasibHUX Matepiasiis abo
KOMMNEKTYOUMX (SKLWO 3a3HaYeHo B A0CLE) (3amiHa abo
[0AaBaHHA noctavasibHuKa), fo4aBaHHS
nocTavasibHVKa nakyBasibHUX MaTepianis(naketu 3
nniskn nonimepHoi/nonietnneHosoi): TOB «MacTep-
Mak», Ykpaina; TOB «MONI-TPYM ATl », YkpaiHa i3
nonietuneHa cipmun Arabian Petrochemical Company,
Saudi Arabica. - 3MiHM 3 SKOCTi. [0TOBWIA NikapCbKni
3aci6. CtabinbHICTb. 3MiHa y TepMiHax NpuAaTHOCTI
a60 ymoBax 36epiraHHs roTOBOr0 J1ikapCbKOro 3acoby

(3MEHLLEHHSI TEPMiHY NPUAATHOCTI rOTOBOro

UA/15471/01/01
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no 5 mr no 10 Tabnetok

BMPOGHULTBA,

3acTOCyBaHHs y po3ainu: MNpoTunokasaHHs. B3aeMogisi

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
NiKapcbKoro 3acoby) - [nsi TOproBoi ynakoBKu)
8. ACMAPKAM Tabnetku, no 10 abo no MNAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/5459/01/01
50 Tabnetok y 6nictepi, "Ximchbapm3zasog "Ximchapmsasos TMNy - AGMIHICTPaTVBHI 3MiHK. 3MiHa kogy ATX (3MiHK peyenma
no 1 6nictepy y nauuj; "UepBoHa 3ipka" "YepBoHa 3ipka" [0 iHCTPYKUiT y po3gin dapmakoTepaneBTuyHa rpyna,
no 10 a6o no 50 BigNoBiAHO A0 knacudikartopa koais ATC BOO3)
TabneTok y brictepi
9. BETA-KAPOTUH NMopOLLOK ACM LLiBeiiuapis OCM HyTpiweHan LLiBeiiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: - UA/5498/01/01
10% CWS [ApiGHOrpaHynbLoBaHui HyTpiweHan Mpopaktc NTg, 3MiHu | TUNY - 3MiHa y NnapameTpax cneuudikauiii
(cybeTaHuin) y Mpogaktc Al Ta/abo [onyCcTUMUX MEX, BUSHAUEHNX Y creundikaLisx
aNIOMIHIEBMX NakeTax Ha Adl, abo BUXigHWI/MPOMIKXHWIA NpoAyKT/peareHT, LWo
[ANsi BUPOGHMLTBA BUKOPWCTOBYIOTLCS y Npoueci BUpobHMUTBa ADI -
HeCTepUIbHUX 3amiHa Ha3Bu M. "PO34MHHICTB" Ha "[lucnepryBaHHsA y
nikapcbknx oopm BoAi". MpuBeAeHHs Y BiANOBIAHICTb cneyndikauii Ta
MEeTOZIB KOHTPO/IO 3a NokasHukoM "MikpobionoriyHa
yucToTa" A0 BUMOT Ailo4oro BuaaHHsa EP ta fo
OHOBJ/IEHMX MaTepianiB BUpo6HMKA
10. BICENTONI® Tabnetky no 100 mr/20 Ma6'aHiLbKuii Monbwa Mab6'aHiLbKni MonbLia BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/3028/01/01
mr in bulk: no 5 kr hapmMavueBTUYHN hapmaueBTUYHUI 3MiHK | TUNY - BBEAEHHS ab0 3MiHM A0 y3ara/ibHeHNxX
TabneTok y 1 3aB0f, 3asog Monbha A.T [JaHux npo cuctemy chapmakoHarnsgy (Bkiovaoum
nonieTuaeHoBomy Monbha A.T. KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
MiLLKY, BMiLLLEHOMY Y thaiina cuctemun chapmakoHariagy
nonieTnneHoBuii
KOHTEliHep
11. BICENTON® Tabnetkn no 400 mr/80 Mab6'AHiLbKuiA Monbwa Mab'sHiybKniA Monblia BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis: - UA/3028/01/02
Mr in bulk: no 5 kr hapmaueBTUYHN hapmaLleBTUYHNI 3MiHM | TUNY - BBeAEHHA ab0 3MiHW [0 y3arasibHeHnx
Tabnetok y 1 3aBof 3aBog, Monbha OaHux npo cuctemy hapmakoHarnsgy (Bkaovarum
nonieTuseHoBoOMy Monbcha A.T. AT. KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
MiLLKY, BMiLLEHOMY Y thaiina cuctemun chapmakoHarnsgy
nonieTnneHoBuii
KOHTeiHep
12. BIconPONON TabneTku, BKPUTI KPKA, a.4., CnoseHis BiANoBiganbHUii 3a CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13869/01/01
KPKA NAiBKOBOK 060/IOHKOIO, HoBso mecTo NOBHWI LMK HimeuunHa 3MiHK | TUNY - 3MiHW O IHCTPYKLUiT 419 MegMYHOro peyernmom
no 2,5 mr no 10 BUPOGHMLITBA, 3acTocyBaHHA y po3ginu: MNpoTtunokasaHHs. Baaemogis
Tabnetok y 6nictepi; no BK/1HOYA0UN BUMYCK 3 iHWKMMK NiKapcbKrMK 3acobamu Ta iHLWi BUAn
1,2,3,5,6,9a60 10 cepii: KPKA, a.4., B3aeMogiin. Oco6MBOCTI 3acToCyBaHHs. Cnocib
6nicTepiB y KAPTOHHIl HoBo mecTo, 3acTocyBaHHs Ta A03u. MobiyHi peakujl, 3rigHo 3
Kopob6ui; no 14 TabneTok CnoBeHis; iHbopmaLieto o0 6e3nekn 3acToCyBaHHA Aito4oi
y 6nicTepi; no 2, 4 abo 6 BiANOBIga/IbHUI 3@ peyosuHu bisoprolol. BBegeHHA 3miH npoTsarom 3-x
6nicTepiB y KAPTOHHIl nepBuUHHE Ta MicAWiB nicnsa 3aTBepAKeHHA
Kopob6ui; no 15 TabneTok BTOPUHHE
y 6nicTepi; no 2, 4 abo 6 nakyBaHHs,
6nicTepiB y KAPTOHHIl KOHTPO/Ib Ta
Kopobui Bunyck cepii: TAL
dapma N'vbX,
HimeyunHa
13. BICONPONON TabneTku, BKpUTI KPKA, a.4., CnoseHis BiANOBifaIbHWIA 32 CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13869/01/02
KPKA NAiBKOBOK 060/IOHKOIO, HoBso mecTo NOBHWI LMK HimeuunHa 3MiHK | TRy - 3MiHW O IHCTPYKLUiT 419 MegnMYHOoro peyernmom




69

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
y 6nicTepi; no 1, 2, 3, 5, BK/IO4AI0UM BUMYCK 3 iHWVMK fikapcbkMMK 3acob6amu Ta iHLWi BUAn
6, 9 a6o 10 6nicTepiB y cepii: KPKA, a.4., B3aemogiii. OcobnmBocTi 3acTocyBaHHsA. Cnoci6
KapTOHHIA Kopo6Lii; no HoBo mecTo, 3acTocyBaHHSA Ta 03K, MNobivHi peakwil, 3rigHo 3
14 TabneTok y 6nicTepi; CnoBeHis; iHchopMmauieto WoA0 6e3nekn 3acToCyBaHHS AiloyOoi
no 2, 4 a6o 6 6nictepis BiANoBiganbHUii 3a peyoBuHM bisoprolol. BBegeHHsA 3MiH NpoTArom 3-x
Y KapTOHHiiA KopobLyi; no nepBrHHe Ta MicALiB nicnsa 3aTBepaKeHHA
15 TabneTok y 6nictepi; BTOPUHHE
no 2, 4 a6o 6 6nictepis nakyBaHHs,
Y KapTOHHiii Kopobuj KOHTpONb Ta
Bunyck cepii: TAL
$apma N'vbX,
HimeuynHa
14. BICONPONON TabneTkn, BKpUTI KPKA, a.4a., CnoBeHisi BignoBiganbHMA 3a CnoseHis/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/13869/01/03
KPKA NNiBKOBOK 060/IOHKOHO, HoBo mecTo NOBHUIA LWKN HimeyunHa 3MiHK | TUNY - 3MiHW 00 IHCTPYKLUIT 418 MeAMYHOro peyenmom
no 10 mr no 10 TabneTok BMPOGHMLITBA, 3acTocyBaHHs y po3ginu: MNpoTunokasaHHs. Blaemogis
y 6nicTepi; no 1, 2, 3, 5, BK/IO4AI0UM BUIMYCK 3 iHWVMU NikapcbKMMK 3aco6amu Ta iHLWi BUAn
6, 9 a6o 10 6nicTepiB y cepii: KPKA, a.4., B3aemopiii. OcobmBoCTi 3acTocyBaHHsA. Cnoci6
KapTOHHI/ kopobLi; no HoBo mecTo, 3acTocyBaHHSA Ta A03u. MNobivHi peakwil, 3rigHo 3
14 TabneTok y 6nicTepi; CnoBeHis; iHcbopMmaieto WoA0 6e3nekn 3acTocyBaHHS Ailoyol
no 2, 4 abo 6 6nictepis BiANoBiganbHUii 3a peyoBuHM bisoprolol. BBegeHHsA 3MiH NpoTArom 3-x
Y KapTOHHI kopobuj; No nepBrHHe Ta MicALiB nicnsa 3aTBepAKeHHA
15 TabneTok y 6nicTepi; BTOPUHHE
no 2, 4 abo 6 6nictepis nakyBaHHs,
Y KapTOHHI kopobu KOHTpONb Ta
Bunyck cepii: TAL
$apma N'vbX,
HimeuunHa
15. BPOHXOBA/N® Tabnetku no 30 Mr no CaHpo3 CnoseHis BMPOGHULITBO in HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/9256/02/01
10 TabneTok y 6nictepi, dapmacbioTikan bulk, nakyBaHHs, / NonbLa 3MiHK | TUNY - 3MiHW 00 IHCTPYKLUIT 418 MeAnYHOoro peuyenma
no 2 6nictepu B 34.4. BUWMYCK Cepii: 3acTocyBaHHs y po3ginn: OcobMBOCTi 3aCTOCYBaHHS.
KapTOHHIlA KopoobLi Cantotac dapma 3acTocyBaHHS y nepiof BaritTHoCTi abo rogyBaHHs
'M6X, HimeuyuunHa,; rpyaato. Mo6iyHi peakuii, 3rigHo 3 iHopMaUieto Woao
nakyBaHHs1, BUMYCK 6e3nekun 3aCToCyBaHHA Aito40i pevyoBUHM aMbpoKCoTy
cepii: Nlek C.A., rigpoxnopus. BeegeHHs1 3MiH CKOPOTUTU A0 3-X
Monbwa MicauiB nicnA 3aTBepAXeHHSA
16. BPOHXOBA/I® cupon, 15 mr/5 mn no CaHpo3 CnoBeHisi BTOPUHHE HimeuunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/9256/01/01
100 mn y dpnakoHi, no 1 dapmacbioTikasn nakyBaHHs1, BUMYCK 3MiHK | TUNY - 3MiHW [0 IHCTPYKLUIT 418 MeANYHOro peyenma
dpN1akoHy 3 MipHOI 3A4.4. cepii: Cantotac 3acTocyBaHHSA y po3ainu: OcobAnBOCTI 3aCTOCYBaHHS.
JIOXKKOIO B KQpPTOHHIA dapma N'vbX, 3acTocyBaHHs1 y nepiog, BariTHOCTi abo rogyBaHHs
KopoobLi HimeyunHa,; rpyaAato. Mo6ivHi peakuii, 3rigHo 3 iHhopMauieto Lwoao
BMPOBHMLTBO in 6e3nekun 3acTocyBaHHA Aito40i pevyoBUHY aMbpoKcoy
bulk, nakyBaHHs: rigpoxnopug. BBegeHHsi 3MiH CKOPOTUTU [0 3-X
NixTenxenbar MicauiB nicnAa 3aTBepaKeHHSs
v6X,
dapmauoiiTiwe
Pabpik, HimeyunHa
17. BPOHXONITUH cupon no 125ry AT "Codcpapma" Bonrapis BVMPOGHMLTBO Bonrapis BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 6e3 UA/10064/01/01
CKsiHOMY a60 3 Hepo3dglacoBaHoi 3MiHK | TMNY - 3MiHa HaliMeHyBaHHS1 BUPOOHKKa AP| Ta peuyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
nonieTuneHtepedTanar NpPOAyKLUii, 3MiHa agMiHICTpaTMBHOI agpecu, 6e3 3miHM micus
y chnakoHi Ne 1 3 MipHUM nepBrHHa Ta BMPOOHULTBA; 3MiHK | TUNY - 3MiHa Nepioy NOBTOPHUX
CTakaH4MKoM BTOPUHHA BMNpobyBaHb/nepiody 36epiraHHa abo yMoB 36epiraHHs
ynakoBKa; [03BiN A®I - 36inblUEHHS Nepiogy NOBTOPHOIO
Ha Bunyck cepii: AT BMNPO6OBYBAHHS aKTUBHOI CybCcTaHLUil rnayuuHy
"Cocpapma" rigpobpomiay BifnoBigHO A0 OTPUMAHUX AaHWX
CTabifIbHOCTI
18. BEHTO/IH™ PO34UH ANS iHransuii, nakcoCmiTKns Benuka AcneH bapg, HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/1798/01/01
HEBYNN 2,5mr/2,5 mano 2,5 vn H ExcnopTt BpuTaHis Ongecno Mv6X 3MiHW | TUNY - 3MiHWM BHOCSITLCSI B TEKCT MapKyBaHHS peyernmom
y Hebynax Ne 40 (10x4) Niviten NepBUHHOT yakoBKM (Hebynn): gofaBaHHs iHhopmaw,i
L1010 HOMepy cepii flikapcbkoro 3acoby Ta Aatu
3aKiHYEHHSA TePMiHy NPWAATHOCTI NikapCbKoro 3acoby
19. BECAHOI[, Kancynu no 10 mr no YENNADAPM HimeyunHa BVPOGHMLTBO HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/1956/01/01
100 kancyn y chnakoHi; ApuHaiimiTTens Hepo3gacoBaHo! / 3MiHu | TUNY — nogaHHsA oHoBneHux CEP NeNe R1-CEP peyenmom
no 1 dpnakoHy B 6X NPOAYKLi: Lsenuyapis | 2000-050-Rev 02, R1-CEP 2000-116-Rev 02, R1-CEP
KapTOHHI navwi KaTtaneHt | dpaHuis 2003-172-Rev 01 ans fonomikHOT peHOBUHN
HimeuyunHa >KenatuHy Big 3aTBepaKeHoro BupobHmka GELITA
E6epbax Mm6X, Group Germany
HimeuuunHa,;
nepBuHHE
nakyBaHHs:
& . XodhdpmaHH-/15
Pow 114,
Llseiiyapis;
LleHekci, ®paHuis;
BTOPVIHHE
nakyBaHHs:
®.XodhdpmaHH-/15
Pow 114,
Llseiiuapis;
LleHekci, ®paHuis;
YEMNJADPAPM
ApuHalimiTTens
M6X, HimeuwunHa,;
BUNPOGYBaHHSA
KOHTPO/O SIKOCTi:
KatasieHTt
HimeuunHa
E6epbax Mm6X,
HimeuunHa,;
®.XodpdpmaHH-/15
Pow tg,
Liseliuapis; BuMyck
cepil:
YEMJADAPM
ApuHaiimiTTens
'mM6X, HimeuynHa
20. FEAE/INMKC® Kpan/i opasibHi, pO34MH KpeBesnb HimeyunHa KpeBesnb HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 6e3 UA/8463/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
KPAMNNI BE3 no 50 mn y chnakoHi- Moiizenbbax Moiizenbbax Mm6X 3MiHU | TUNy - BBEAEHHA ab0 3MiHW [0 y3arasibHEHNX peyenma
CrnuPTyY KpanensHuui; no 1 6X [aHux npo cuctemy hapmakoHarnsgy (Bkaoyaroum
hnakoHy-kpanenbHuL y KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLieHHI MacTep-
KapPTOHHI KOpOoOLi dpalina cuctemun chapmakoHarasgy
21. FEAENTNKC® cupon, 0,04 r/5 mn no KpeBenb HimeyunHa KpeBsenb HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/3521/01/01
cunPoOnNn BIA, 100 mn y chnakoHi; no 1 Molizenbb6ax Moiizenbbax MmM6X 3MiHK | TUNY - BBEAEHHS ab0 3MiHM [0 y3arasibHeHNX peyenma
KALUMKO chnakoHy pasom 3 M6X [aHnx npo cuctemy capmakoHarnsagy (Bkaovanum
MipHOIO JTOXKOIO B KOHTaKTHI faHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
KapTOHHI/ Kopobui dhaiina cuctemmn hapmakoHarnsgy
22. FEM3AP® niodpinisar A4na po3vnHy Ninni ®paHc C. PpaHuis Eni Ninni eHg CLA/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/7794/01/01
Ans iHdy3iii no 200 mry A.C. Komnasi, CLUA; PpaHuin 3MiHM | TUNY - BBEAEHHA ab0 3MiHW [0 y3arasibHeHUX peyenmom
chnakoHax Ne 1 Ninni ®paxc C. A. [aHvx npo cuctemy chapmakoHarnsagy (Bkaoyaroum
C., ®PpaHuis KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
chaiina cuctemu hapmakoHarnsgy
23. FEM3AP® niogpinisat 4na po3umHy Ninni ®paHc C. dpaHuis Eni Ninni eHg CcuA/ BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/7794/01/02
ans iHgysiino1ry A.C. Komnasi, CLUA, PpaHuis 3MiHN | TUNY - BBEAEHHS ab0 3MiHW [0 y3araslbHEHUX peyenmom
thnakoHax Ne 1 Ninni ®paxc C. A. [aHux npo cuctemy chapmakoHarnsagy (Bkaoyaroum
C., dpaHujs KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
(paiina cuctemu chapmakoHarnagy
24. FIKAMTUH™ niodinizat ansa posunHy | Hosaptic ®apma | LUBeiiuapis nakcoCmiTKnsiiH ITanis BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/9121/01/01
Ans iHdysin no 4 wr, 1 Al MaHythakTypuHr 3MiHM | UMy - 3amiHa rpadivyHOro 306paxeHHs peyenmom
dhnakoH 3 niodpiniizaTom C.n.A. YyNaKkoBKW Ha TEKCT MapKyBaHHA A5 NEPBUHHOT Ta
Y KapTOHHiii Kopobuyj BTOPUHHOT YNakoBKK, BUAaNEHHs iHdopmMadii woao
B/1aCHVKa TOProBOi Mapku 3 ynakoskv. BBeeHHsA 3MiH
NpPoTArom 3-X MicsiLjiB nicns saTrBepAKeHHsA
25. FICTACNOBYNIH- | niocpinizaT gns po3unHy NAT YkpaiHa MAT YKkpaina BHECEHHS 3MiH 40 peecTpavyiiHux martepianis: 3a 32/11-300200000
BIONIK Ans iH'exuiii B amnyni 'y "®APMCTAHOA "®APMCTAHOAPT 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
KOMMNIeKTi 3 PT-BIONIK" -BIONIK" thapmakoHarnsagy. BeefeHHs abo 3miHn fo
PO3UYMHHMKOM (HaTpito y3arasibHeHVX faHux Npo cuctemy dpapmakoHarnagy,
Xnopuay po3yvH 9 3MiHa YNOBHOB&XEHOI 0c06M, BiANOBIAA/IbHOI 3a
Mr/mn) no 2 Mn B 3[jiCHEHHSs1 hapMakoHarisay
amnyni; No 5 KoMnnekTis
y nayuj
26. FPUNNOCTAL® Kpanni Ha3asibHi, po3ynH CTALA HimeyunHa CTALA HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/3090/02/02
PWHO 0,05%, 0,05 % no 10 mny ApuHaiimiTTens ApuHaiimittens Al BMNPAB/IEHHSI TEXHIYHOT MOMUIKM B cnevumdikau,i peyenma
HA3ANbHI dhnakoHi; no 1 dpiakoHy Al nikapcbkoro 3acoby 3a po3ginom «KinbkicHe
KPAMN/I B KApTOHHIi Kopobui BU3HAYEHHA»
27. AAKCAC® TabneTkn, BKPUTI Takega M'm6X HimeyunHa Takega M'm6X, HimeuunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/11261/01/01
N/1iBKOBOK 060/IOHKOHD, Mmicue 3MiHu |l TNy - 3MiHW 0 IHCTPYKUIT 415 MeANYHOro peyenmom
no 500 mkr no 10 BMPOGHULITBA 3aCTOCYBaHHA Yy po3giun: "®apmakoorivHi
TabneTok y 6nictepi; no OpaHieHbypr BnactuBocTi", "OcobnmBoCTi 3acTocyBaHHs", "Cnocib
3 abo no 9 6nicTepiB y 3acTocyBaHHs Ta fo3u", "MobiuHi peakuii”. BBegeHHSA
KapTOHHI KOpo6Li 3MiH npoTtsrom 3-X MicsilliB Nicns 3aTBepAKeHHSA
28. OANALVH Cyno3unTopii BariHasibHi Mdpaiizep IHK. CLWA dapmaus i CLIA BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a UA/11124/01/01
no 100 mr Ne 3 (3x1) y AnmpKoH KomnaHi 3MiHM | TUNy - 3MiHa napameTpiB cneuudikauiii Ta/abo peuyenmom

cTpunax 3 annikaTopom

A0MNYyCTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby —
[LOMNOBHEHHS creumdikaL,ii roTOBOro likapCbKoro
3ac06y NPUAHATHUMU MEXaMU ANsi BUSHAYEHUX,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
HeBM3HAYEHNX Ta 3arasibHUX JOMILLOK (MPOAYKTY
po3snagy) 3 Bi4noBigHOK METOAMUKOI 3riL4HO 3 BUMOraMun
KepisHuyTBa ICH Topic Q3B (R2) Impurities in New
Drug Product. PegakuiiiHi npaBkv BHECEHI 10
cneumdikavii rotToBoro Jsiikapcbkoro 3acoby n. «Mb4Y» 3
OOfAaHHAM MeTo/iB TecTyBaHHA Ta Bumor EP 5.1.4.
00 Npenaparie 415 BariHa/lbHOro 3aCTOCYBaHHS.
BBeAeHHA 3MiH NpoTArom 3-x MicAuiB nicns
3aTBepAKEHHsA
29. AENATIN Tabnetky no 250 Mr no MEJA ®apma HimeuunHa | Ankanoiga Kemikan | YroplmHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/0327/01/01
10 TabneTok y 6nictepi, 'M6X eHg Ko. KomnaHi 3AT 3MiHK | TUNY - 3MiHW 0 IHCTPYKLUIT 418 MeAUYHOro peyenmom
no 3 6nictepu B nayuj 3 Kr 3acTocyBaHHs y po3ginn: OcobmMBOCTi 3aCTOCYyBaHHS.
KapToHY Mo6iuHi peakuji, 3rigHo 3 iHchopmaLieto Woao 6e3neku
3acTocyBaHHsA fitoyoi pevosuHu chloroquine
30. AEPMOBENT™ kpem 0,05 % no 251y nakcoCmitKns Benvka nakcoCmiTKnsiiH MonbLia BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/1600/02/01
Ty6ax Ne 1 H Ekcnopt BpuTaHis dapmacboTuKan3 3MiHu | TUNY - 3MiHW 0 IHCTPYKUIT 415 MeANYHOro peyernmom
NimiTen C.A. 3acTocyBaHHA y po3ainu: "MpoTunokasaHHsA",
"B3aemogis 3 iHWWMK NikapCbKMMM 3acobamm Ta iHLLUi
BVAW B3aemogiit”, "OcobnmMBOCTi 3acTocyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHsA
rpyaato”, "Cnocib 3actocyBaHHA Ta f031". BBegeHHA
3MiH NpoTArom 3-x MicsLiB nicnsa 3aTrBepMKeHHSA
31. DEPMOBENT™ Ma3sb 0,05 % no 25ry nakcoCmitTKns Benvka FnakcoCmiTKnsiiH MonbLia BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1600/01/01
Ty6ax Ne 1 H ExcnopTt BpuTaHis dapmacbloThkans 3MiHM |l TURY - 3MiHW A0 IHCTPYKUIT 415 MeANYHOT0 peuyenmom
Nimiten C.A. 3acTocyBaHHA y po3ginu: "MpoTunokasaHHA",
"B3aemogis 3 iHWMMK NiKapCbKMMK 3acobamm Ta iHLLi
BMUAM B3aeMogiin”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepios BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnoci6 3actocyBaHHs Ta fo3n", "Mo6iuHi
peakuii". BBeA€HHA 3MiH NPOTArom 3-x MicsLiB
nicnsa 3aTBepKEeHHs
32. ANrOKCWH PO34MH ANS iH'EKUIN, ToBapucTBo 3 YkpaiHa KOHTPO/Ib SIKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHu | 3a UA/5751/02/01
0,25 mr/mn, no 1 mn B obmexeHo BUWMYCK Cepii: TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkuii 3acib. peyenmom
amnyni; no 10 amnyn y BignoBigasibHICT ToBapucTBO 3 CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
naJui 3 KapToHy; no 1 10 "[ocnigHwnii 06MeXeHo PO3Mipy ynakoBKv roTOBOro MikapCbKoro 3acoby
M B amnysi; no 10 3aBog "rHU/IC" BiAMNOBIAA/TbHICTIO (BWTyYEHHST YNaKoBKM NMEBHOTO PO3Mipy) (BUTyYEHHS
amnyn y 6nictepi; no 1 "[locnigHnii 3aBof yrnaKkoBKW rOTOBOrO /iKapcbKoro 3acoby - no 1 mn B
6nicTepy B nauui 3 "THUNC", YkpaiHa,; amnyni, no 5 amnyn y 6nictepi, no 1 6nictepy B naui;
KapToHy; Mo 1 mn B BCi cTagil in bulk: mo 1 mn B amnyni, no 100 amnyn y Kopo6uj; in
amnyni; no 5 amnyny BMPOBGHULTBA, bulk: no 1 mn B amnyni, no 10 amnyn y 6nictepi, no 10
6nicTepi; no 2 6nictepu KOHTPO/Ib SIKOCTI, 6nicTepis y kopobu,i); 3MiHu | TUNY - AgMIHICTPATUBHI
B Mauylj 3 KapToHyY BUWMYCK Cepii: 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
ToBapucTBO 3 NpoBapKeHHSA AisIbHOCTI BUpoOHUKa/imnopTepa
06MeXeHo rOTOBOrO /iKapCbKOro 3acoby, BKIYaoun AiflbHUL
BiAMNOBIAA/TbHICTIO BMMYCKy cepii abo micLe NpoBeAeHHS KOHTPOJIHO SKOCTI.
"papMaueBTUYHa (misnbHiCTb, 3a Ky BignoBigae BUPO6GHUK/iMnopTep,
KOMNaHis BK/1tOUAKOUM BUMYCK cepiii) (NpyBEAEHHS HAa3BK Ta
"3p0poB's”, MicLie3HaxoMpKeHHs1 BUpobHukiB /13 y BignoBigHIiCTb A0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
YkpaiHa opuriHasIbHMX AOKYMEeHTIB (Komii NiLeHsii Ha
BMPOGHUUTBO Ta cepTucpikaty HBIM), 6e3 3miHn Micus
BMPO6HULTBA) (TEpMiH BBEAEHHS 3MiH MPOTAroM 3-X
MicAUIB Micna 3aTBepMXEHHS); 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo
agpecy 3asBHKKa (B1lacHMKa peecTpauiliHoro
nocBigyeHHs) (3MiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa) (TepMiH BBEEHHSA 3MiH NPOTAromM 3-X
MicAUIB Nicnsa 3aTBepMKEHHS); 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHWN. BuyyeHHs1 BUPOGHUYOT
OinbHUUI (BKNHOYaUX AinbHUL Ana APl TPOMKHOIO
npoAayKTy abo roToBOro Nikapcbkoro 3acoby, AiNbHULI
AN NPOBEfeHHsA NaKyBaHHS, BUPOOHUKA,
BiANOBIAA/ILHOrO 3a BUMYCK CEPIii, MiCLie NPOBeAEHHS
KOHTPO/IIO cepii) abo nocTavasibHMKa BUXifHOro
marepiany, peareHTy abo AOMOMIKHOI PEHOBVHM (SKLLO
3a3HayeHo y 0Cbe) (BUNYYEHHS QyHKLT — BCi cTagil
BUPOGHMLITBA — 3 BUKOHYBaHUX OyHKLIA(BCI cTagil
BVMPOGHMLTBA, KOHTPOJIb SIKOCTI, BUNYCK cepii) Ans
BUPOGHMKa TOBApMCTBO 3 0GMEXEHOI0
BifnoBiganbHicTio "AocnigHuii 3aBog, «THLU1C»,
YKpaiHa)
33. AVNKNO®DEHAK- pO34uH ANA iH'eKUil, 25 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/1539/02/01
340POB'A Mr/Ma Mo 3 M B amnyri; obmexeHor 06MexeHo 3MiHW | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NTiKapCbknii peyenmom
no 5 amnyn y KapTOHHii BiAMOBIgabHICT BiANOBIAA/TLHICTIO 3aci6. KoHTposib roTOBOro Mikapcbkoro 3acoby. 3MiHa y
Kopobui 3 10 "GapMaueBTUYHa MeToAax BUNpPobyBaHHSA rOTOBOTO JiKapCbKOro 3acoby
neperopogkamu; no 3 "dapmaueBTuyH KoMnaHis (He3HayHa 3MmiHa y 3aTBEpMKEHNX MeTofax
M B amnysii; no 5 a KoMnaHis "3nopos'a” BMNPOOYBaHHS)
amnyn y 6nictepi; no 1 "3p0pos'a"
6nicTepy B KapTOHHIl
Kopo6ui
34. AONAPEH® Tabnetkn Ne 4 (4x1), Ne Habpoc ®apma IHAisa Habpoc ®apma IHAis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1004/02/01
200 (4x50), Ne 10, Ne 10 Met. /114. Mer. N14. 3MiHM | TRy - 3MiHa y MeToAax BUNpobyBaHHSA roToBOro |  peyenmom
(10x1), Ne 100 nikapcbKoro 3acoby (iHWi 3MiHM y meToax
((10x1)x10), Ne 100 BMNPO6YBaHb (BK/OHAKOUM 3aMiHy ab0 AONOBHEHHS))
(10x10) y 6nictepax
35. AYAKTUH® kancynu no 5 mr Ne 30 Papma VioppaHis Papma VoppaaHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/8752/01/01
(10x3) y 6bnicTepax y IHTepHeLeHan IHTepHelleHan 3MiHK | TURY - 3MiHW 0 IHCTPYKLUIT 418 MeanYHOoro peyernmom
Kopobu,i 3acToCyBaHHSA y po3dinu: Baemogisi 3 iHWnMmn
nikapcbk1UMK 3acobamu Ta iHLWi BUAM B3aEMOSIN.
Cnioci6 3acTocyBaHHsA Ta fo3u. [itn. Mo6iuHi peakuii,
3rigHO 3 iHhopmaLieto WoA0 MeANYHOro 3acToCyBaHHs
pedpepeHTHOro (HOPBACK) nikapcbkoro 3acoby
36. ECKYBEH® renb 1 % no 30 r a6o 50 TOB YkpaiHa TOB "TepHodchapm" Ykpaina BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/5105/01/01
ryTy6i; no 1 1y6iy "TepHodhapm" 3MiHW | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbKuWii peyenma

naJui 3 KapToHy

3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo AoNYyCTUMMX MEX
roTOBOrO MiKapcbKoro 3acoby (iHWi 3MiHK); CynyTHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
3MiHa: 3MiHUM 3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6.
KOHTpO/b roTOBOrO NikapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6YyBaHHS rOTOBOIO JliKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BUNpobyBaHb (BKIOYaUN
3aMiHy ab0 AONOBHEHHS))
37. SUMPEKCA® TabneTku, BKpUTI Ninni C.A. Icnanis BVMPOGHMLTBO MyepTo- BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/7871/01/01
N/1iBKOBOK 06GO/IOHKOMO, roTOBOI NiKapCbKoi Piko BUMNpPaB/IEHHS TEXHIYHOT MOMUJIKU, MOB’A3aHO 3 peyenmom
no 5 mr Ne 28 (7x4) y chopmu: Jlinni gens (CwA)/ HEBIANOBIAHICTIO 3a3HAaYeHHS IHAEKCIB, SKi BKa3yloTb Ha
6nicTepax Kapi6e IHk., Icnanis HEPYTUHHICTb po3giny «MikpobionoriyHa unctota» Ta
MyepTo-Piko 3a3HayeHHs B LbOMY PO3Ai/li KpUTepiiB NPUAHATHOCTI
(CLUAY);
BMPOOHULITBO 3a
MOBHUM LIIK/TOM:
Ninni C. A., IcnaHis
38. SUMNPEKCA® TabneTku, BKpUTI Ninni C.A. Icnanis BVPOGHMLTBO MyepTo- BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/7871/01/02
N/1iBKOBOK 060/IOHKOMD, roToBOI NiKapCbKOi Piko BUNPAB/IEHHS TEXHIYHOI NOMW/IKK, NOB’A3aHO0 3 peyernmom
no 10 mr Ne 28 (7x4) y copmu: Nlinni gens (CwA)/ HEBIANOBIAHICTIO 3a3HAYeHHS IHAEKCIB, SKi BKa3yloTb Ha
6nicTepax Kapi6e IHk., Icnanis HEepYTUHHICTb po3giny «MikpobionoriyHa unctota» Ta
MyepTo-Piko 3a3HayeHHs B LIbOMY PO3Ai/li KpUTepiiB NPUAHATHOCTI
(CLUAY);
BMPOGHULITBO 3a
MOBHUM LIIK/TOM:
Ninni C. A., Icnanis
39. SUMNPEKCA® TabneTkn, BKPUTI Ninni C.A. Icnanis BUPOOHMLTBO MyepTo- BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: - UA/14531/01/01
N/1iBKOBOK 060/IOHKOHD, roToBOI NiKapCbKOi Piko BUNPAB/IEHHS TEXHIYHOI NOMW/IKK, NOB’A3aHO0 3
no 5 mr in bulk Ne dopmu: Nlinni genb (CWA)y/ HeBIANOBIAHICTIO 3a3HAYEHHS IHAEKCIB, AKI BKA3yOTb Ha
118000 y mikax- Kapi6e IHkK., IcnaHis HEPYTUHHICTb po3ainy «MikpobionoriyHa YicToTa» Ta
BKNaguLax y KapTOHHUIA MyepTo-Piko 3a3HayeHHs B LIbOMY PO3Ai/i KpUTepiiB NPUAHATHOCTI
6apabaHax (CWA);
BMPOGHULTBO 3a
MOBHUM LIIK/TOM:
Ninni C. A., Icnanis
40. SUNPEKCA® TabneTku, BKpUTI Ninni C.A. Icnanis BVPOGHMLTBO MyepTo- BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - UA/14531/01/02
NNiBKOBOK 060/IOHKOHO, roToBOI NiKapCcbKoi Piko BUNPAB/IEHHS TEXHIYHOI NOMW/IKK, NOB’A3aHO 3
no 10 wr in bulk Ne dopmu: Nlinni genb (CWA)y/ HeBIANOBIAHICTIO 3a3HAYEHHS IHAEKCIB, AKi BKA3yOTb Ha
58000 y miLkax- Kapi6e IHk., Icnanis HEepPYTUHHICTb po3ainy «MikpobionoriyHa uynctota» Ta
BKNagMLax y KapTOHHUIA MyepTo-Piko 3a3Ha4YeHHs B LIbOMY PO3Ai/li KpUTEpIiiB NPUAHATHOCTI
6apabaHax (CWA);
BMPOGHULITBO 3a
MOBHUM LIIK/TOM:
Ninni C. A., Icnanis
41. 30PPAH™ pO34MH ANS iH'EKUIN, 2 HoBaprTic ®apma | LUBeiiuapis nakcoCmiTKnsiiH ITanisa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/7426/01/01
Mmr/mn no 2 ma a6o no 4 Al MaHydakTypuHr 3MiHM | TUNY - 3MiHa rpadiyHOro ohopMIEHHS peyenmom
MmNy amnynax Ne 5y C.n.A. BTOPVHHOI YNAKOBKM Ha MapKyBaHHS; BUOIEHHA
n1acTMKoBOMYy GnicTepi iHchopmaw,ii LLoA0 B1ACHMKA TOProBOI Mapku 3 TEKCTY
B KOpOO6L MapKyBaHHS BTOPMHHOT yNakoBKM
42. IBY®EH® AN cycneHsis opasibHa, 100 MEOAHA MonbLa MEOAHA ®APMA MonbLa BHECEHHS 3MiH [0 peecTpaLljiiiHux maTtepianis: 6e3 UA/11881/01/01
DITEN mr/5 ma no 100 mn a6o PAPMA AKuUioHepHe 3MiHK | TMNY - 3MiHa po3Mipy cepii (BKIYa4mn peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
nonyHuusa 120 mn1y n1acTMKoBOMY AkuUioHepHe ToBapucTBO JianasoH po3Mipy cepii) roTOBOro /ikapCbKoro 3acoby

hnakoHi; no 1 dpnakoHy ToBapucTBO (36inbLueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
3i LUNPULIOM-[,03aTOPOM po3mipom)
Y KApTOHHIl nayui

43. KNOBENT® Masb, 0,5 mMr/rno 25ry TOB "BANTEAHT YkpaiHa $apmsasog Enbha Monbua BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3512/02/01
Ty6ax Ne 1 PAPMACBHIOTIK AT. BUMNpPaB/IEHHS TEXHIYHOT NMOMUSIKN B METOAAX KOHTPO/HO peyenmom

AN3" AKOCTI B MeToAMLi BUNPoOyBaHHSA 3a PO34i/1IoM
«BusHaueHHsa pH»

44, KOAKT MOPOLLIOK A/15 OPa/1bHOI Aypo6iHao IHAiA Aypobingo ®apma IHAjis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/13884/02/01
cycneHsii, 125 mr/31,25 dapwma /114 Nimiten, FOHIT-XII 3MiHN | TUNY - BBEAEHHS ab0 3MiHW [0 y3arasibHEHUX peyenmom
mr B 5 mn, 1 conakoH 3 [aHux nNpo cuctemy chapmakoHarnsgy (Bkaovaoum
[03yBaUTbHUM KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
KOBMaYKOM Y KapTOHHii dhavina cuctemu hapmakoHarnagy
Kopobui

45, KOAKT NMOPOLLOK A1 OPa/TbHOT AypobiHao IHais Aypob6iHgo dapma IHgis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/13884/02/02
cycneHsii, 250 mr/62,5 $apwma /114 Nimiten, FOHIT-XII 3MiHN | TUNY - BBEAEHHS ab0 3MiHW [0 y3araslbHEHUX peyenmom
mr B 5 mn, 1 conakoH 3 [aHux nNpo cuctemy chapmakoHarnsgy (Bkaovaoum
[03yBa/TbHUM KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
KOBMaYKOM Y KapTOHHii dhavina cuctemu chapmakoHarnagy
Kopoobui

46. KOMAKCOH 40 pO34nH A4NA iH'ekuiid, 40 TeBa I3painb Brpo6HMLTBO 3a I3pains/ BHECEHHS 3MiH [0 peecTpaLiiiHuix matepianis: 3MiHu | 3a UA/6307/01/02
Mr/MA o 1 MA po3unHy dapmaueBTikan MOBHUM LIIK/TOM: Benvika TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkunii 3acio. peyenmom
B nonepegHL0 IHpacTpis /T4, TeBa BpuTtaHis/ KOHTposb roToBOro fikapcbkoro 3acoby. 3miHa 'y
HarnoBHEHOMY LUNPULL; dapmaueBTikas HigepnaHpg, MeToJax BUMPOOYBaHHS rOTOBOTO JlikapCbKoro 3acoby
no 1 wnpuuy B 6nicTepi; IHpacTpi3 N14,, n/ (He3HayHa 3MiHa y 3aTBEpPIKEHUX MeTofax
no 12 wnpwuuis B 13paine; YropwmHa BUNPOOYBaHHS) (He3Ha4YHa 3MiHa Y MeToax

KapTOHHIlA KopoobLi

Brpo6HMLTBO 3a
MOBHUM LIMIK/TOM:
AVBEKC
PapmacbloThKan3
IOK, Benuka
BpwuTaHis;
KoHTponb cepii
(aHaniTnyHi
BMNPOGYBaHHA Ta
BUBYEHHSA
cTabinbHoCTI):
MnaHtekc N14,,
13pains;
KoHTposb cepil
(Tinbkn
MikpobionoriyHe
TeCTyBaHHs):
TeBa
dapmaueBTikas
IHpacTpi3 N14,.,
13paine;
KoHTposb cepii

BMNPOBYBaHHSA rOTOBOrO /TiKapCbKOro 3acoby: p.
"BakTepianibHi eHAO0TOKCUHK" (3amiHa 3 Version 6, 0 Ha
Version 13,0) (TepMiH BBEAEHHA 3MiH MPOTATOM 3-X
MiCALIB MiCNA 3aTBEPKEHHS); 3MiHM | TUNy - 3MiHKW 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3MiHa y MeToiax BUnpobyBaHHs
roTOBOrO JliKapCcbkoro 3acoby (He3HavyHa 3miHa y
3aTBepXeHVX MeTofax BUNPo6yBaHHS) (He3HauyHa
3MiHa y MeTogax B1nNpobyBaHHA rOTOBOTO NiKapCbKoro
3acoby "CtepunbHictb"( 3 Version 8, 0 Ha Version 10,0)
- 3MiHa B npo6oniarotosui) (TepMiH BBEAEHHS 3MiH
nNpoTArom 3-x MiCALIB MiCNA 3aTBEPMKEHHS); 3MiHN |
TUny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN
Yy BUPOGHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHOTbCSA BUMYCKY cepii Ta KOHTPO/IIO SAKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo JofaBaHHsA AiNbHULI,
Ha SIKill 34iACHI0ETLCA KOHTPO/L/BUNPOBYBaHHSA cepil)
(mopasaHHsA BUpo6HYKa MN3 BignosiganbHOro 3a
KOHTPO/b cepii (aHaNiTuYHe TECTYBaHHA Ta BUBYEHHS
ctabinbHocTi) Assia Chemical Industries Ltd. BHeceHHs
pefakLiiiHi npaskm LWoA0 yHKLT BUpobHMKa Plantex
Ltd. B MKH /13 3 MeTO0 NpuBeAeHHs A0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
(Tinbkn GionoriyHe OpUriHaNIbHUXA0KYMEHTIB BUPOOHUKA); 3MiHu | Tvny -
TeCTyBaHHs): AIMIHICTpaTVBHI 3MiHW. 3MiHa AaTy NpOBeAeHHsA
AGik NTA., 13paine; ayauTy Woao BignoBigHOCTI BUpo6Huka APl BuMoram
KoHTponb cepii Has1eXHOI BUPO6HUYOI npakTukm (MogaHHsA HOBOI
(noBHe nexknapaduii KO ansa nignpnemctsa Teva Pharmaceutical
TEeCTyBaHHs, Industries Ltd., Kfar Saba); 3mitu | Tvny - 3miHu 3
BK/IOYAK0UM Ha AKocTi. [0TOBWIA Nikapcbknii 3aci6. KOHTpOb roTOBOrO
CTepWIbHICTb Ta nikapcbkoro 3acoby (iHwi 3MiHW) (3MiHa 3BITY Npo
6akTepiasnibHi Banigauio T. «JoMILKU/NPoAYKTV po3knagy»
€HJO0TOKCUHK, ane aKTyasIbHOI Bepcieto (nonepeaHs Bepcis B 3BIT Npo
OKpim 6iosoriyHoro Banigauito 6yno BkiroyeHo nomunkoso (QD P 0037248
TeCTyBaHHS): version 2.0) (3 Edition 01 Ha Edition 03); 3minu | Tuny -
dapmaxewmi b.B., 3MiHu 3 sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTposb
Higepnanay; roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTofax
KoHTponb cepii BMNPOGYBaHHS TOTOBOrO NiKapCbKOro 3acoby (He3HayHa
(Tinbkn GionoriyHe 3MiHa y 3aTBEpPMKEHNX MeTofax BUNpobyBaHHs)
TeCTyBaHHs): (OHoBREHHA Hymepauii cneundikauii( QD P
AT 0041465/6.0) 3 OHOB/IEHHAAM HyMepaLii MeToAiB
dapmaleBTUYHNI KOHTPO/O (3anponoHoBaHo: |aeHTudikalis maHity: QD
3aBof TEBA P 0059386/2.0 ; pH po3unHy QD P 0060480/1.0 ;
YropLumHa; 06’em W BuTAraeTbea QD P 0060487/4.0; KinbkicHe
KoHTponb cepii BM3HAYEHHS AOMILIOK / npoaykTy po3knagy QD P
(aHaniTnyHe 0059486/1.0; BunpobyBaHHsi Ha 610kyBaHHA QD P
TecTyBaHHsA Ta 0060 873/1.0; bakTepiasibHi eHgoTokenHn QD P
BMBYEHHS 0001316/13.0; CtepunbHicTs QD P 0000882/10.0)
cTabinbHoCTI): (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
Asia Kemikan 3aTBEPMXEHHS); 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA
IHpacTpis N174., nikapcbkuii 3aci6. KOHTpoNb roToBOro NikapCbKoro
I3painb 3aco6y. 3miHa napameTpiB cneyudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO JliKapCbKOro 3acoby
(3BY)XEHHSI fONYCTUMUX MEX) (3BY)KEHHS MEX BMICTY
[OOMILLOK | NpOAYKTIB po3knaay B crieundikadii M3 3
METOI0 NMPUBEAEHHS iX A0 MEX, 3aTBEPAKEHUX ANA
npoaykty 20 mr/Mn Ta A0 3aTBepAXeHOl peecTpauii B
I3paini i €C) (TepMmiH BBeAeHHS 3MiH NPOTArom 3-x
MiCALIB MiC/1A 3aTBEPLKEHHS)
47. KCUNO-ME®A cnpeii HasasbHWIA, TeBa I13painb Mepkne MM6X, HimeuunHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 UA/8161/01/01
po3uuH 0,5 mr/mn no 10 dapmaLeBTikan HimeuyunHa 3MiHK | TUNY - 3MiHW 0 IHCTPYKLUIT 418 MeAMYHOro peyenma
MmNy chriakoHax 3 IHgacTpi3 114, (ainbHULA, SKa 3aCTOCYBaHHSA y po3ainu: HanexHi 3axoan 6e3neku npu

posaropom Ne 1

Bignosigae 3a
BUPOGHMLTBO
npenapary in bulk,
nakyBaHHs Ta
BUMYCK Cepiif);
Mepkne M'v6X,
HimeyunHa
(ainbHULA, aKa
Bignosigae 3a

3actocyBaHHi. Mepego3yBaHHS. MMobiuHi edhekTn.
B3aemogisa 3 iHWMMKM Nikapcbknumy 3acobamu Ta iHLLi
BMAMN B3AEMOIi, 3rigHO 3 iHchopmMaLieto LWoao 6e3neku
3aCTOCYBaHHSA [it0H0T PeYOBUHY KCUTOMETA30MiHY
rinpoxnopu. BBegeHHs 3MiH npoTsarom 3-x micauis
nicnA saTBepAKeHHA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
KOHTPO/1b SIKOCTI)
48. KCUNO-ME®A cnpeii HazasbHWiA, TeBa 13painb Mepkne M'vbX, HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/8161/01/02
po3unH 1 mr/mn no 10 dapmauesTikan HimeuunHa 3MiHM | TUMY - 3MiHW A0 IHCTPYKUiT 4719 MeANYHOro peyenma
My dhyiakoHax 3 IHpacTpis /T4, (@inbHUUSA, ska 3acTocyBaHHs y po3ginu: HanexHi 3axoam 6e3neku npu
posatopom Ne 1 Bignosigae 3a 3acTocyBaHHi. [MepenosyBaHHs. MobivHi echekTn.
BVMPOGHMLTBO B3aemogis 3 iHWMMKU nikapcbkvMu 3acob6amm Ta iHLi
npenapary in bulk, BWAW B3aEMOZiA, 3riaHO 3 iHhopmaLjieto Wwoao 6esneku
nakyBaHHs Ta 3aCTOCYBaHHSA [it0H0T PeYOBUHY KCUTOMETA30MiHY
BUMYCK Cepii); rigpoxnopvg,. BeepgeHHs 3miH npoTarom 3-x mMicauis
Mepkne MM6X, nicnAa 3aTBepAKeHHA
HimeuunHa
(@inbHUUSA, AKa
Bignosigae 3a
KOHTPO/1b SIKOCTI)
49, NAMAN® Tabnetky no 25 mr Ne 30 Ankanoig AL - Pecny6nika Ankanoig AL - Pecny6nik BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/9679/01/01
(10x3) y 6nicTepax Ckon'e MakefoHis Ckon'e a 3MiHK | TUNY - 3MiHW [0 IHCTPYKLUIT 4719 MeANYHOro peyenmom
MakefoHist 3acTOCyBaHHSA y po3ainu: Baemogis 3 iHWmnMm
nikapcbknMn 3acobamu Ta iHLWi BUAM B3aEMOSIN.
3acTocyBaHHS y nepiof BaritTHoCTi abo rogyBaHHs
rpyAato. 34aTHICTb BNAMBATY Ha WBMAKICTL peakLii npu
KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWMMK
MexaHismamu. Cnocib 3acTocyBaHHS Ta 403M.
MepenosyBaHHs. MobivHi peakwii, 3rigHO 3
iHhopmaLi€eto WwoA0 MeguyHoro 3acTocyBaHHs
pedyepeHTHoro (JIAMIKTA) nikapcbkoro 3acoby
50. NAMAN® Tabnetky no 50 mr Ne 30 Ankanoig Af - Pecny6nika Ankanoig AL - Pecny6nik BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9679/01/02
(10x3) y 6nicTepax Ckon'e MakefoHist Ckon'e a 3MiHK | TURY - 3MiHW O IHCTPYKLUiT 4719 MegnNYHOoro peuyenmom
MakefioHist 3acTOoCyBaHHA y po3ainu: B3aemogis 3 iHWmnMmu
NikapcbK1MMU 3aco6amMu Ta iHLLi BUAW B3aeMOSili.
3acTocyBaHHs1 y nepiog, BariTHOCTi abo rogyBaHHs
rpyAato. 34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMK
MexaHiamamu. Cnocib 3acTocyBaHHA Ta 03U,
Mepeno3yBaHHs. Mob6iyHI peakuii, 3rigHo 3
iHhbopMmaLieto WoA0 MeguyHOro 3acTocyBaHHs
pedpepeHTHoro (JIAMIKTA) nikapcbkoro 3acoby
51. NAMAN® Tabnetkn no 100 mr Ne Ankanoig AL - Pecny6nika Ankanoig AL - Pecny6nik BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/9679/01/03
30 (15x2) y 6nictepax Ckon'e MakefoHis Ckon'e a 3MiHW | TUNY - 3MiHW [0 IHCTPYKUIT 4719 MeANYHOro peyenmom
MakenoHis 3acTocyBaHHA y po3aiu: Baaemogis 3 iHWnMK
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOSIN.
3acTocyBaHHs y nepiog, BariTHOCTi abo roayBaHHs
rpyAato. 34aTHICTb BNAMBATU Ha WBWUAKICTL peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMU
MexaHisMmamu. Cnoci6 3acTocyBaHHA Ta 403MU.
Mepepno3yBaHHs. Mob6iyHI peakuii, 3rigHo 3
iHbopmaLieto WoA0 MeguyHOro 3acTocyBaHHs
pedyepeHTHoro (JJAMIKTA) nikapcbkoro 3acoby
52. NAMAN® Tabnetkn no 200 mr Ne Ankanoig AL - Pecny6nika Ankanoig AL - Pecny6nik BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/9679/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
30 (15x2) y 6nictepax Ckon'e MakepoHis Ckon'e a 3MiHM | TUMY - 3MiHW A0 IHCTPYKUiT 4719 MeANYHOro peyenmom
MakefoHist 3aCcTOCyBaHHSA y po3ainu: B3aemogis 3 iHWmnMm
NikapcbK1MMU 3aco6amMu Ta iHLLi BUAW B3aeMOSili.
3acTocyBaHHS y nepiof BaritTHOCTi abo rogyBaHHs
rpyaato. 34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npu
KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMK
MexaHizmamu. Cnocib 3acTocyBaHHS Ta 403M.
MepeposyBaHHs. MobivHi peakwii, 3rigHO 3
iHhopmaLieto WoA0 MeguyHOro 3acTocyBaHHs
pedyepeHTHoro (JIAMIKTA) nikapcbkoro 3acoby
53. NEBETUPALETA | Tabnetku, BKpUTI TeBa 13painb Bupo6bHMLTBO 3a I13pains/ BHECEHHS 3MiH [J0 peecTpaLiiiHu x Matepianis: 3MiHu | 3a UA/14125/01/03
M 750-TEBA NAiBKOBOK 060/TI0HKO0 dapmaueBTikan NOBHUM LUK/IOM: YropwyHa | Tvny - AGMIHICTpaTBHI 3MiHW. 3MiHa Ha3BM NiKapCbKoro peyernmom
no 750 mr Ne 30 (10x3), IHpacTpis /T4, TeBa 3acoby (3aTBepmxeHo: JleBeTupaumTam-Tesa).
Ne 60 (10x6) y dapmaueBTikas BBeneHHs 3MiH NpoTarom 3-x micsuiB nicns
6nicTepax IHpacTpis N14., 3aTBep/KeHHs. 3MiHu | Tuny - 3MiHK Woao
13paine; 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
MepBuHHA Ta 3MiHW) - [0 IHCTPYKUT 418 MeAUYHOro 3aCTOCyBaHHS
BTOPUHHA pO34iNeHHs TEKCTIB IHCTPYKLIA ANA pi3HUX [03 Ta Ha3B,
yrnakoBKa, Ta BifgMNOBigHI 3MiHM Y MapKyBaHHi yNnakoBOK
KOHTPO/b AKOCTI,
[03BiN Ha BUMYCK
cepii:
AT
dapmaueBTUYHNN
3asof TEBA,
YropuimHa
54. NIAA3A- MOPOLUOK A1 PO3UUHY TOB "®3 YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/5773/01/01
BIO®APMA ONst iH'exuin no 64 O/, "BIOPAPMA" "BIOPAPMA", 3MiHY | TRy - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
10 amnyn 3 NOPOLLKOM Y YkpaiHa; TOB "3 hapmakoHarnsgy. 3mMiHa y KopoTkili xapakTepucTuui
nauuj 3 KapToHy; 5 "BIODAPMA", NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
dpnakoHiB 3 MOPOLLKOM Y YkpaiHa ANA MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi perynsapHo
6nictepi; no 2 6nictepu OHOBJIHOBAHOrO 3BiTY 3 6e3MeKkun NiKapcbkoro 3acooby,
y nayui 3 kKapToHy; no 5 abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS Jlikapcbkoro
ammnyn 3 NOpOoLLKOM y 3acoby B mic/iApeecTpaviiiHvii nepiod, abo sk
6nictepi; no 2 6nictepu pesynbTaT OLiHKM 3BITY 3 [OCAIMKEHb, NPOBEAEHUX
y nayui 3 KapToHy BiANOBIAHO A0 NiaHy negiatpuyHux gocnimpxerb (PIP)
(3MiHy y3ropkeHo 3 KOMMETEHTHUM YNOBHOBaXKEHNM
OpraHoMm) - 3MiHV 40 iIHCTPYKLiT 418 MeguyHoro
3acToCyBaHHSA y po3ain MobivHi peakwii, 3rigHo 3
iHchopMmalieto 3 6e3nekn 3acTocyBaHHS AikHoi
peyoBvHY
55. NIOrenb 1000 refib 4151 30BHILLUHBLOrO NAT YkpaiHa MAT "®iTodhapm” YKpaina BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/5922/01/01
3acTtocyBaHHA o 30T, "®iTochapm” 3MiHM | TUNY - 3MiHK 3 SIKOCTi. [OTOBWIA NikapCbKuii peyenma

a6o no 50 r, abo no 100
rytybax Ne 1

3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo 4oNyCTUMUX MEX
rOTOBOrO JliKapCbKOro 3acoby (BHECEHHS 3MiH 10 [OCbE
nic/ist OHOBJIEHHS 3arasibHOI CTATTi HA FOTOBY NiKAPCbKy
dopmy y PY/EBponeiickkii dhapmakonei). BBegeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
3MiH NPOTAroM 3-X MiCALB NicNs 3aTBEpAKEHHS; 3MiHM |
TMNy - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3mMiHa y
MeToAax BUNPo6YyBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(iHWi 3MmiHM y MeTogax BUNpobyBaHb (BKIOUaKUN
3aMiHy ab0 [JONOBHEHHS))
56. NOPAHIH cnpeii gns poToBoi TOB YkpaiHa TOB "Mikpochapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 UA/14801/01/01
NOPOXHUHM No 50 MN'y "Mikpochapm" 3MiHM | TUNY - 3MiHK 3 iKOCTi. FOTOBWIA Nikapcbkuii peyenma
thnakoHax Ne 1 3aci6. KOHTposib roToBOro nikapcbkoro 3acoby (iHLi
3MiHW) - BUNPAaB/IEHHS TEXHIYHOT MOMUIIKN B pO34ini
«CKknag» MeTo/iB KOHTPOJIIO SIKOCTi FOTOBOrO
NiKapCcbKoro 3acoby — 3a3HavyeHHs a/ibTEPHATUBHOIO
BMPOGHUWKa xnopbyTtaHony remirigpaty JCK “Olainfarm”,
Natsisi, Aknii NOMWUIKOBO He ByB 3a3HauveHuii nig vac
peecTpauii
57. NOPAEC® cupon 2,5 mr/5 mn no HOBEN INAY TypeyunHa HOBE/ INAY TypeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/11552/01/01
150 mn y cpnakoHax Ne 1 CAHAI BE CAHAI BE BUNPAB/IEHHS TEXHIYHOI NOMW/IKM NPU NepPeHEeCceHHi peyenma
pa3oMm i3 N1acT1KoBO TIIKAPET TIOXKAPET A.LL. iHchopmauii B MeToaMLj BUNPOGYBaHHS 3a NOKa3HUKOM
MipHOIO JTOXKOIO B A.LL «laeHTudikauis. XXoBTWiA 3axig», B 3a3HaYEHHI 0ANHNLL
KapTOHHIiA ynakoBL,i PO3MIpPHOCTi MacK HaBaXKW, sika BUKOPUCTOBYETLCS A/1A
NPUroTyBaHHA CTaHAAaPTHOTO PO34YNHY
58. MAKPOMNEH® rpaHynu ana 115 mn KPKA, a.4., CnoseHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/1963/01/01
opasibHOi cycnensii (175 HoBo mecTo MecTo 3MiHK | TUNY - 3MiHa NapameTpiB cneuudikayiin Ta/abo peyenmom
Mr/5 M) y donakoHi Ne 1 LOMYCTUMMX MEX rOTOBOTO JTiKapCbKOro 3acoby
(8oNOBHEHHS cneumaikavii HOBUM NOKa3HUKOM 3
BiAANOBIAHUM MeTOA0M BUNPOBYBaHHSA) (BBEAEHHS
po3giny «lgeHtudikauisi. BapBHUK»); 3MiHK | TUMY -
3MiHa NapameTpiB cneuudikauii Ta/abo AonycTUMmX
MEX roTOBOrO /1iKapCbKOro 3acoby (3BY>XEHHS
LONyCTUMUX MeX) (3a3HaueHHs1 KpUTepiiB NPUIRHATHOCTI
po3ainy "KinibkicHe BU3Ha4YeHHs. KoHcepBaHTU" Ha piBHI
+ 10 % Ha MOMEHT BUMNYCKY)
59. METPOrIN renb gnsisiceH no 20 r B TOB "[>XOHCOH i YkpaiHa HOHik IHgis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 UA/2871/01/01
AEHTA® Ty6i Ne 1 J>KOHCOH PapmacboTuKan 3MiHM | TUNY - FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb peyenma
YkpaiHa" Na6opaTtopi3 roToBOro MikapcbKoro 3acoby. 3miHa napameTpis
(BippineHHs dipmu cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOrO
«x. B. Kemikans NiKapcbKoro 3acoby (40NOBHEHHSA cneuudikaLii HoBUM
eHf NOKa3HUKOM 3 BifMOBIAHNM METOAOM BUMPOOYBAaHHS)
PapmacbloThKan3
Nta.»)
60. MINICTAH Kannetu, BKpUTI Mini Xenckepe Benvka Bingnac Xenckepe IHgis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/6458/01/01
MYNbTUCUMNOT 060/10HKOH0, M0 12 NimiTen BputaHis MeT. 114, IHAIN; 3MiHM | TUMy - 3MiHW A0 IHCTPYKUiT 4719 MeANYHOro peyenma
OMHUI Kannet y 6nictepi, no 1 Menpo 3acTocyBaHHA y po3ainun: dapmakonoriyHi BNacTuBoCTi.

6nicTepy y KapTOHHIl
Kopobui

dapmactoTikan3
MBT. NTA., IHgis

MpoTunokasaHHsa. HanexHi 3axogm 6e3nekun npu
3actocyBaHHi. Mepego3yBaHHS. MMobiuHi edhekTn.
B3aemogisa 3 iHWMMKM Nikapcbknumy 3acobamu Ta iHLLi
BMAMN B3AEMOIi, 3rigHO 3 iHchopmMauieto LWoao 6e3neku
3aCTOCyBaHHSA fil040i pe4yoBMHY nNapaleTamon.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
BBefeHHA 3MiH npoTsirom 3-x MicauiB nicns
3aTBepAXKEHHSA
61. MINICTAH Kannetu, BKpUTI Mini Xenckepe Benvka Bingnac Xenckepe IHgis BHECEHHS 3MiH 40 peecTpavyiiHux martepianis: 6e3 UA/6459/01/01
CUHYC 060/10HKOH0, M0 10 NimiTen BputaHis Met. 14 3MiHM | TUMy - 3MiHW A0 IHCTPYKUiT 4719 MeANYHOro peyenma
Kannet y 6nictepi, no 2 3acTocyBaHHA y po3ainun: dapmakonoriyHi BNacTuBOCTi.
6nicTepu y nauuj 3 MpoTunokasaHHsa. HanexHi 3axogm 6e3nekun npu
KapToHY 3actocyBaHHi. Mepego3yBaHHS. MMobiuHi edhekTn.
B3aemogisa 3 iHWMMKM Nnikapcbknumy 3acobamu Ta iHLLi
BMAMN B3AEMOIi, 3rigHO 3 iHchopmMaLieto LWoao 6e3nekn
3aCTOCyBaHHS fjl040i pevyoBKHY napaleTamon.
BBeAeHHA 3MiH NpoTArom 3-x MicAuiB nicnsa
3aTBepAKEHHs
62. HALLWATUPHO- Kpansi opasibHi, pO34nH TOB YkpaiHa TOB "TepHodhapm" Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/8828/01/01
AHICOBI KPAN/I | no 25 mn 'y dhnakoHax "TepHodhapm" 3MiHU | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii peuyenma
abo y chnakoHax- 3aci6. CtabinbHICTb. 3MiHa y TepMiHax npuAaTHOCTI
KpanenbHULUAX y navkax abo ymoBax 36epiraHHA roTOBOro /1ikapCbKoro 3acoby —
a60 6e3 nayvok 3MiHa yMOB 36epiraHHsi roTOBOrO JlikapCcbKoro 3acoby
63. HITPOCNPEU cnpeli cybniHrBaNbHUiA BAT Pociiicbka BAT Pociiicbka BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/12544/01/01
[o30BaHwuii no 0,4 "apmcTaHfapT- depnepauis "®apmcTaHgapT- Pepepauis 3MiHuM | TUNY - 3MiHa po3mipy cepii (BKNoYaoum peyenmom
mr/go3sy, no 200 fo3y Nekcpepctsa" NekcpepcTtea” JianasoH po3mipy cepii) roToBOro /likapcbkoro 3acoby
oNakoHi 3 fO3yUnM (3mMeHLweHHs go 10 pasiB); 3MiHu | TMRY - 3MiHNK,
HacocoMm, Hacajkot Ta NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMNOBIAHICTb
3aXMCHMM KOBMavKoM [0 MoHorpadii dY abo EBponelicbkoi hapmakoner,
a60 iHWOI HaLioHa/TbHOT hapmakonei agepxasu €C -
cneumgikaLis SKocTi LONOMKHOT pe4yoBuHN ETaHoN 96
% npusefeHa y BigNoBigHICTb A0 BUMOr EP YsHHOro
BUAAHHSA
64. HoPMOAuMNIH Tabnetkn no 5 mr Ne 30 BAT "T'efeoH YropwuHa BAT "leneoH YropwuHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/2777/01/01
(10x3) y bnicTepax PixTep" PixTep" 3MiHW | TUNY - 3MiHW [0 IHCTPYKUIT 4719 MeANYHOro peyenmom
3acToCyBaHHA y po3Aiv: PapmakosioriyHi BNacTUBOCTI.
B3aemogisa 3 iHWMMK NniKapcbknumy 3acobamu Ta iHLLi
BUAW B3aemogiii. Oco6/IMBOCTI 3aCTOCYBaHHS.
3acTocyBaHHS y nepiof BaritTHOCTi abo rogyBaHHs
rpyaato. Cnocib 3actocyBaHHS Ta fo3u. MobiuHi
peaxuii, 3rigHo 3 iHhopmalvieto Woa0 MegnyHoro
3actocyBaHHs pechepeHTHOoro (HOPBACK) nikapcbkoro
3acoby. BBegeHHs 3miH npoTarom 3-x micsauiB nicna
3aTBepAKEHHsA
65. HOoPMOAMMNIH Tabnetky no 10 mr Ne 30 BAT "l'efeoH YropwuHa BAT "leneoH YropLlmHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/2777/01/02
(10x3) y 6nicTepax PixTep" PixTep" 3MiHK | TUNY - 3MiHW [0 IHCTPYKLUIT 418 MeAnYHOro peyenmom

3acTOCyBaHHSA y po3ginu: dapmakosiorivyHi BAacTUBOCTI.
B3aemogis 3 iHWMMKU NikapcbkvMu 3acob6amMm Ta iHLWi
BUAW B3aemogiii. Oco6/MBOCTI 3aCTOCYBaHHS.
3acTocyBaHHs y nepiog, BariTHOCTi abo roayBaHHs
rpyaato. Crnocib 3actocyBaHHS Ta fo3u. MobiuHi
peaxuii, 3rigHo 3 iHhopmaLieto Woa0 MegnyHoro
3acTocyBaHHA pedpepeHTHOro (HOPBACK) nikapcbkoro
3aco6y. BBefeHHs1 3MiH npoTsArom 3-x micsliB nicns
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
3aTBepAXKEHHSA
66. HYTPUHIN NA4 3 | po3unH ans BakcTep Ipnangis BakcTtep Xenckea IpnaHgis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/4981/01/01
1,1% BMICTOM nepuToOHeas1bHOro Xernckea C.A. C.A. 3MiHK | TUNy - BBEAEHHS ab0o 3MiHM [0 y3arasibHeHNX peyernmom
AMIHOKUCNOT fianisyno2 ny [aHnx npo cuctemy chapmakoHarnsagy (Bkaovanum
NAacTUKOBOMY MILLKY, KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
obnagHaHomy thaiina cuctemmn hapmakoHarnsgy
iH EKLiiHMM NOpPTOM i
3'elHyBayeM,
BKNafieHoOMY B
iHAVBIAyanbHW NakeT;
no 5 KOMNAeKTiB y
KapTOHHI/ KopobLi; no 2
Ny NNacTMKoBOMY
MiLLKy, 061agHaHoMy
iH EKLiiHMM NOpPTOM, 3
iHTErpoBaHMm 3a
[10NOMOrot0 BOX
marictpanei i Y-
3’eiHyBaya NopoXHim
MILLKOM A1 ApEHaxy,
BKaJEHNX B
iHAVBIAyanbHW NakeT;
no 5 KOMNAeKTiB y
KapTOHHI Kopobui
67. O3YPAEKC™ iMnnadTart 4ns AnnepraH Ipnangis AnnepraH IpnaHgis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12292/01/01
iHTpaBiTpeasIbHOro dapmacbioTikan dapmacbioTikans 3MiHu | TRy - 3MiHW 40 IHCTPYKUIT ANS MeANYHOro peyenmom
BBefieHHs no 700 MmKr, 3 Ipnangis Ipnangis 3acToCyBaHHA y po3aiun: dapmakosioriyHi BNacTUBOCTI.
no 1 annikaropy, Lo MpoTtunokasaHHa. Ocobnvei 3axoam 6e3neku.
MIiCTUTb iMNIaHTaT, Oco6MBOCTI 3aCTOCYBaHHSA. 3acToCyBaHHSA y nepiog,
pas3om 3 NakeTom- BariTHOCTi abo rogyBaHHs rpyAAato. 34aTHiCTb BNAMBATH
nornnHa4yem Bonoru, y Ha LWBMAKICTb peakLii Npu kepyBaHHi aBTOTPaHCMOPTOM
nakeTi i3 dponbru; no 1 ab6o iHWKMK MexaHisMamu. Cnocib 3acTocyBaHHS Ta
nakety i3 chonbru B nosn. flitn
KapPTOHHI KOpOoOLi
68. MAHTEHON niHa HawkipHa, 50 mr/r TOB YkpaiHa TOB "Mikpochapm" Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/8333/01/01
AEPO30/1b no58ra6ono116ry "Mikpochapm" 3MiHK | TUNy - FOTOBWIA NikapcbKuii 3aci6. KOHTponb peyenma
KOHTelHepax Ne 1 roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOGYBaHHS rOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM y MeToAax BUNpPobyBaHb (BKIoHakoum 3amiHy abo
[OMOBHEHHS))
69. NEKTO/IBAH® Kpanni opasibHi no 25 mn MAT "dapmax” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 UA/10685/01/01
cTon y thnakoHi, no 1 3MiHW | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbKunii peyenma

hnakoHy B nauui 3
KapToHy

3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa y
MeTofax BUNpo6yBaHHSA rOTOBOrO JliKapCbKOro 3acoby;
3MiHM | Tuny - 3miHK 3 skocTi. ADI. KoHTponb AdI.
3miHa y napameTpax cneyudikadii Ta/abo gonycTummx
MeX, BU3Ha4YeHnX y crneumndikauiax Ha Ad®l, abo
BVXIAHWA/NPOMIXXHMIA NpoAYyKT/peareHxT, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
BMKOPVCTOBYHOTbCS y Npoueci BUpobHuuTea Ad|
70. NMEPCEH® Kancynu teepai Ne 20 CaHpo3 CnoseHis Nex CnoBeHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/2838/02/01
DOPTE (10x2) y 6nictepax dapmacbioTikan PapmaLeBTnyHa 3MiHu Il Tvny - 3MiHa BUPOGHMKA BUXIAHOrO/MPOMIKHOTO peyenma
34.4. KomnaHis 4. . NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
BUpo6HMYOMY npoueci APl abo Aitoyoi peyoBrHU, abo
3MiHa BUPOGHKMKa (BKtOHauuM, ge HeobxigHo, micue
npoBefeHHs KOHTposo sikocTi) APl abo ajtoyoi
peyoBUHM (3a BiACYTHOCTI cepTuddikarta BiANoBiAHOCTI
€Bponelicbkin hapmakonei y maTtepianax
peecTpauiiHoro gocke) (BBEAEHHS HOBOrO BUPOOHMKA
A®I ab0 filoyoi peyoBMHU 3 HA@HHAM MaTepianis
peecTpadiiHoro gocke (Mactep-chaiina) Ha gitouy
PeYOBUHY) — BBEAEHHS 10AATKOBOr0 BUPO6GHUKa ADI|
71. NEPTYCUH cupon no 100 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/7656/01/01
hnakoHax B nadui abo PapmaueBTMUHA dapmaLeBThYHa TMny - FoTOBUIA Nikapcbkmnii 3aci6. Cuctema peyenma
6e3 nauku, no 200 ry habpuka thabpuka "Biona" ynakoBka/ykynopka. 3miHa po3mMipy ynakoBKv roTOBOro
hnakoHax y naywi abo "Biona" nikapcbKoro 3acoby (iHwi 3MiHW) (BBELEHHS
6e3 naykm [,00aTKOBOro TUNy nakyeaHHA /13, a came, no 200 1y
hnakoHax B nayui 3 BiANOBIAHUMY 3MiHAMU Y P.
«YNakoBKa»)
72. NYNbUET® TabneTkn, BKPUTI HOBE INAY TypeyunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/4997/01/01
060/10HKOI0, CAHAI BE CAHAI BE 3MiHM | TUMy - 3MiHa y MeToAax BUNpobyBaHHS roToBOro peyenmom
KMLLKOBOPO34MHHI no 40 TIIKAPET TIOXAPET A.LL. nNikapcbKoro 3acoby - He3HayHa 3MiHa y onuci MeToauKu
Mr, No 4 TabneTkn y A.LL. BMNPOOYBaHHS 3a NOKA3HUKOM «laeHTudikalis. Tutany
6nicTepi, no 1 6nictepy niokena» (Ko/ibopoBa peakLis); 3MiHu | Tuny - 3MiHa
B KapTOHHIlA ynakoBLi; napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
no 14 TabneTtok y rOTOBOrO JIiKAPCbKOro 3acoby - 3MiHa y cneyudikauii Ta
6nicTepi, no 1 abo no 2 mMeToAax BUNPOGYBaHHSA rOTOBOrO /iKapCbKOro 3acoby
6nicTepy B KAPTOHHIl 3a NoKa3HMKOM «MikpobionioriyHa unctoTa 3rigHo
ynakoBLUi BuMor EP; cynyTHs 3MiHa: 3MiHa y meTogax
BMMNPO6YBaHHA rOTOBOrO MliKapCbKoro 3acoby (iHLwi
3MiHM y MeTogax BunpobyBaHb (BKIOYaouu 3aMiHy abo
[OMOBHEHHS)); 3MiHM | TMNy - 3MiHa napameTpis
cneuudikaLin Ta/abo foNyCTUMNX MEX FOTOBOIO
NikapcbKoro 3acoby - BBeAEeHHA A0 creumdikavi
foaaTkoBoro Tecty «CepefiHsi maca Tabnetkm» (EP
2.9.5); 3MmiHu | TMNy - 3MiHa po3Mmipy cepii (BKIYarun
[iana3oH po3mipy cepii) roToBOro JlikapCbKoro 3acoby -
BBE/JIeHHA [0AaTKOBOro po3Mipy cepii; 3miHu | Tuny -
nogaHHsA oHosrieHoro CEP Ha Al Bif 3aTBepXeHOro
BMpo6HuKa Hetero Drugs Limited, IHgis — R1-CEP
2008-289-Rev 00 (nonepeaHs Bepciss RO-CEP 2008-
289-Rev 01)
73. PAN3OAEr PO34nH AN iH'ekuild, 100 A/T Hoso [NaHis Brpo6HMLTBO, Nanis/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/14281/01/01
®NEKCTAY Oof/mnno 3 mny Hopgick HanoBHEHHS B ®paHuis 3MiHM | TUNY - OHOBNEHHS iHdopMmauii "OuiHka 6e3nekn peyenmom

KapTpuaXi, KW
MiCTUTbCH Y
6ararofo30Bili

NepBUHHY YMakKoBKY
Ta KOHTPO/Ib Basnky.
BignosiganbHuii 3a

CTOPOHHIX areHTiB" — He3HauHi 3MiHn o p. 3.2.A.2.
OHoBeHHS iHghopMaLii "OuiHka 6e3Mnekn CTOPOHHIX
areHTiB" — BUAAJIEHHS KpaiHW NMOXO0AKEHHS KOPOB'S1YOro
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

0HOpPA30BIl WNpnL-
pyuui Ne 1, Ne 5

sunyck: A/T Hoso
Hopgaick, JaHis;
Brpo6HMLTBO,
HanoBHEHHS B
NepBUHHY YNakoBKy
Ta KOHTPO/Ib Basnky.
KomnnektyBaHHs,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs
rOTOBOrO NPOAYKTY.
KoHTponb skocTi
6as1Ky rotoBoro
NPOAYKTYy Ta
KiHL,eBOro rotToBOro
npoaykty: A/IT
Hoso Hopgaick,
[aHis; MapkyBaHHSA
Ta BTOPWHHE
nakyBaHHs
rOTOBOrO NPOAYKTY:
A/T Hoso Hopagick,
[aHisa; HoBo
Hopgaick
MpoatokcboH CAC,
PpaHuis

MOJI0Ka, Sike BUKOPUCTOBYETLCA Y BUPOOHNLITBI
BTOPVHHOI CUPOBWHM NaKTO3u Ta aminasu. XXo4HuX 3MiH
y BUPOGHMLTBI aminiasn Ta 1aKTosun He 6yno NnpoBeseHo

74.

PE3OHATUB

PO34MH NS iH'ekuUin, 625
MO/mnno 1 mn, 2 mn B
amnynax Ne 1

OkTadhapma
dapmMaueBTmKa
MpopykTioHcrec

M.6.X.

ABcTpis

BMPOGHUK,
BignoBiganbHMA 3a
BTOPVHHE
nakyBaHHs:
OkTadhapma 'mbX,
[Jeccay,
HimeuunHa;
BUPOGHUK,
BiANoBiganbHUii 3a
BMPOOHULITBO 3a
MOBHUM LIIK/TOM:
Oxtadhapma AB,
LLseuis

HimeyunHa
/ Weeuijs

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
npuBeLEeHHs Ha3BU NokasHWKa SKOCTi y cnevumdikauii Ta
MeToAax KOHTPOJI0 SKOCTi FOTOBOrO /iKapCbKoro
3acoby A0 MaTepianiB peecTpawiiHoro gocke

3a
peyernmom

UA/14323/01/01

75.

CMO®KABIBEH
LEHTPA/IbHN

emynbCis ans iHdysii
no 986 mn, no 1477 mn,
no 1970 mn B
TpVKaMepHoOMy
nnacTykoBoMy
KOHTeliHepi "BiodiH",
AKWIA pasom 3
AaHTWMOKVNCHNKOM
BMILLIOTb B 30BHILLHIl

®peseHiyc Kabi
[oiunang TmeX

HimeuyunHa

®peseHiyc Kabi Ab

LBeuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHK | TUNYy - BunyyeHHs BUpOBHUYOT AiNbHALI
(Brrovatoun ginbHnui Ana A®I, IPOMiXHOTO NPOAYKTY
ab0o roToBoro Jlikapcbkoro 3acoby, AinbHuLi ans
npoBefieHHs NakyBaHHs, BUPOOHWKa, BifNoBifAa/bHOro
3a BUNYCK Cepiil, MicLe NPOBeAEHHS KOHTPOIO cepil)
abo noctavasibHMKa BUXIAHOroO MaTepiany, peareHty
a60 [0NOMDKHOT pevyoBMHN (SIKLLLO 3a3HAYEHO Y A0CHE);
3MiHM | Tuny — nogaxHs Hosoro CEP Ne RO-CEP 2015-

on151
3acmocysaH
HS1 MifibKu y
cmavyioHapi

UA/14346/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
N1acTMKOBUIA MiLLIOK, Ne 167-Rev 00 ana A®I onis onvBkoBa pacpiHoBaHa Big,
1, Ne 4 B Kopobui; no HOBOro BMpo6Huka Societe Industrielle Des Oleagineux,
2463 mn B France fo Bxe 3aTBepKeHoro BupobHuka Fresenius
TprKaMepHoOMy Kabi AB, Sweden; 3miH¥ | TUMY — NOAAHHA OHOBMIEHWX
nnacTyKoBoMy CEP ans gitounx peyoBUH Bif, BXe 3aTBepKEHNX
KOHTeliHepi "BiodiH", BUPOGHMKIB
AKWIA pasom 3
AaHTWMOKVNCHNKOM
BMILLLYtOTb B 30BHILLHilA
NNacTVKOBUI MiLLIOK, Ne
1, Ne 3 B Kopobuj
76. CTEPUNNIYM® PO34MH HALLKIPHWIA, NO TOB "HBIM YkpaiHa TOB "HBIM "Binan" Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHnx martepianis: 6e3 UA/5846/01/01
100 mn, abo no 500 mn, "Binan" (nakyBaHHs 3MiHM | TRy - 3MiHK WoAo 6e3nekn/edpeKTBHOCTI Ta peyenma
a6o no 1000 mny i3 "in bulk" thapmakoHarnsagy. BeefeHHs abo 3miHM fo
naacTMKoBuX hnakoHax; thipmu y3arasibHeHVX faHux Npo cuctemy dpapmakoHarnagy,
no 5 Ny nNacTUkoBmx BEOLE 3MiHa YNOBHOBaXEHOI 0c06M, BiANOBIAA/IbHOI 32
KaHicTpax Xewmi 3[jiCHEHHS1 hapMakoHarisay
m6X,
HimeyunHa
)
77. CTOMMIITPEH TabneTku, BKpUTI MAT "KuiBcbkuia YkpaiHa MAT "KuiBCbKuii Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/7229/01/01
N/1iBKOBOK 060/IOHKOMD, BiTaMiHHWI BiTamiHHWIA 3aBog" 3MiHu | TNy - 3miHK 3 AkocTi. CepTudikar peyenmom
no 50 mr Ne 6 (6x1) y 3aBog" BignosigHocTI/IE-cepTudpikat BignosigHoCTi
6nicTepax €Bponeiicbki hapmakonei/moHorpadii. MogaHHA
OHOBJIEHOIO cepTudpikaTa BiANoBIgHOCTI EBpoNechbkili
thapmakonei ana APl Bif yxe 3aTBepaKeHoro
BMPOGHUKA, SIKMNIA 3MIHUB Ha3BY
78. CTOMMIIrPEH TabneTku, BKpUTI MAT "KuiBcbkuii YkpaiHa MAT "KuiBcbKuii Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/7229/01/02
NAiBKOBOK 060/IOHKOHO, BiTaMiHHUIA BiTamiHHUIA 3aBog" 3MiHu | TNy - 3MiHK 3 AkocTi. CepTuddikat peyernmom
no 100 mr Ne 3 (3x1) y 3aBog" BignosigHocTi/lE-cepTudpikart BignosigHocCTi
6nicTepax €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBponeichkil
thapmakonei gna Ad| Bif yxe 3aTBepaKeHoro
BMPOGHUKA, SIKUIA 3MIHUB Ha3BY
79. TANBEPB™ TabneTku, BKpUTI HoBapric ®apma | Lseliuapis nakco Benuka BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/8847/01/01
MN/1iBKOBOK 06GOJIOHKOMO, Al OnepeiiwHc FOK BpuTaHis/ 3MiHM | TUny - 3MiHa rpad)iyHOro othopMIEHHS peyenmom
no 250 mr no 10 a6o no Nimiten, Benvka IcnaHis BTOPMHHOI YNakoBKN Ha MapKyBaHHSA; BUAIEHHA
12 TabneTok y 6nicTepi; BputaHis; iHchopMmawii LLIoA0 B1ACHUKA TOProBOT Mapku 3 TEKCTY
no 7 6nictepiB y [04aTKOBUIA MapKyBaHHS1 BTOPVMHHOI YNakoBku (4715 ynakoBok no 70
KapTOHHIiA Kopo6Lii; no BUPOGHWK A5 a6o no 84 TabneTkn y osiakoHi; no 1 cpriakoHy B
70 a6o no 84 tabneTtku nakyBaHHs Ta KapTOHHIiA Kopo6Lii). BBeeHHs1 3MiH NPOTATom 3-x
y thnakoHi; no 1 BVNYCKY Cepil: MicALiB nicnsa 3aTBepAKeHHA
(hN1aKoHyY B KapTOHHIlA 'nakco Bennkom
Kopobui C.A,, IcnaHist
80. TE/IbMICTA® Tabnetky no 20 mr Ne 14 KPKA, a.4a., CnoBeHis KPKA, a.4., HoBo CnoseHis/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/13210/01/01
(7x2), Ne 28 (7x4), Ne 30 HoBo mecTo mMecTo, CrnoBeHis; Monbua 3MiHM | TUNY - He3HaYHI 3MiHK Y NpoLeci BUpo6bHMLUTBa peyenmom

(10x3), Ne 56 (7x8), Ne
60 (10x6) y 6nicTepax

KPKA TMonbLla
Cn.3 0.0., MonbLa

roTOBOro NiKkapCbKoro 3acoby y 3B'A3Ky i3
3aCTOCYBaHHSAM HOBOTO BUPOGHMYOro 061agHaHHsA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1

81. TE/IbMICTA® Tabnetky no 40 mr Ne 14 KPKA, a.4a., CnoBeHisi KPKA, a.4., HoBo CnoseHis/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis: 3a UA/13210/01/02
(7x2), Ne 28 (7x4), Ne 30 HoBo mecTO mMecTo, CroBeHis; MonbLa 3MiHM | TUNY - HE3HAYHI 3MiHK Y NpoLeci BUpo6HULTBA peyenmom
(10x3), Ne 56 (7x8), Ne KPKA MonbLa roTOBOro NikapCbKoro 3acoby y 3B'A3Ky i3
60 (10x6) y 6nictepax Cn.3 0.0., NonbLla 3aCTOCYyBaHHSAM HOBOTO BUPOGHMYOro 06/1agHaHHs

82. TE/NIbMICTA® Tabnetky no 80 mr Ne 14 KPKA, a.4., CnoseHis KPKA, a.4., HoBo CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13210/01/03
(7x2), Ne 28 (7x4), Ne 30 HoBo mecTo mecTo, CnoBeHis; MonbLia 3MiHM | TUNY - HE3HAYHI 3MiHW Y Npoueci BUpO6HULTBA peyenmom
(10x3), Ne 56 (7x8), Ne KPKA Monbwa rOTOBOrO JliKapCbKoro 3acoby y 3B'A3KY i3
60 (10x6) y 6nicTepax Cn.3 0.0., NonbLa 3aCTOCyBaHHAM HOBOIO BUPO6HMYOro o61agHaHHsA

83. TOMOrEKCON® po3unH ANa iH'ekuiid, 350 MAT "dapmaxk” YkpaiHa MNAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/7853/01/03
mr iogy/mn no 20 mn B 3MiHM | TURNY - 3MiHK 3 SiKOCTi. [OTOBWIA NikapCbKuii peyenmom

amnyni; no 5 amnyn y
naJui 3 KapToHy; no 20
mn a6o 50 mn a6o 100
MmNy cpnakoHi; no 1
chnakoHy y nauuj 3
KapToHY

3aci6. Cuctema KoHTeliHep/3akynoptoBasibHuiA 3aci6.
3MiHa chopmun abo po3Mipy KOHTelHepa un
3aKyNnopB&aUTbHOT0 3acoby (MEPBVHHOT yNakoBKM) —
BBEEHHS 404AaTKOBOI NEPBMHHOI YNAKOBKM - (ON1aKOHN
3 NPO30pPOro ckna Ans iH ekuin mictkictio 50 mn i 100
M/ 3 AiaMeTpoM ropsIoBMHM 32 MM HOBOTO BUPOGHNKa;
BBE/leHHs1 J0AATKOBO A1 YKYNOPKM 3anponoHOBaHMX
ch1akoHIB MPOGOK r'YMOBUX 3aTBEPXKEHOrO BUPOOHNMKA;
CynyTHS 3MiHa: - 3MiHU 3 SKOCTi. FOTOBUIA NiKapCbKUii
3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUiA 3aci6.
3MiHa nocTavyasibHYKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYHOUMX; - BBEAEHHA A04aTKOBOI NepBUHHOT
yMNaKkoBKW - HOBOTO BUPOGHMKa (hNakoHIB; - 3MiHM 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBa/ibHWi 3aci6. 3MiHa By ab-AKoi
4acTUHW MaTepiasly NepPBMHHOT YNakoBKK, L0 He
KOHTaKTY€e 3 FOTOBMM NiKapCbKNM 3aC060M; - 3MiIHEHO
TUN &/TIOMIHIEBOI KPULLIKM 7151 HOBUX (D/12KOHIB 3 iHLLIMM
AiameTpoMm ropna 3 KOM6iHOBaHUMU MIACTUKOBUMMN
KoBnaykamu; 3miHu | Tuny - 3miHu 3 akocTi. FoToBwMi
nikapcbkuii 3aci6. 3MiHU Y BUPOGHWLTBI. 3MiHN Y
npoLeci BUPOGHMLITBA FOTOBOIO NliKapCbKoro 3acoby,
BK/THOYAKOUN MPOMIKHUIA MPOAYKT, L0 3aCTOCOBYETLCS
npvi BUPOGHULITBI FOTOBOTO NiKaPCbKOro 3acoby
(He3HauyHa 3MiHa y npoLeci BUPOGHULITBA); 3MiHK | Tuny
- 3miHn 3 sKocTi. CepTudpikat BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
thapmakonei/moHorpadii - nogaHHA HOBOro
cepTtudikaTy BignosigHocTi EP Bif BXxe 3aTBepXeHoro
BMPOGHUKa Ana A®I. Po3ain «3aunLLKOBI KinbKOCTi
OpraHiYHnX po34MHHUKIB» npuBeaeHo o suvor CEPYy;
CynyTHSA 3MmiHa: 3MiHu 3 AkocTi. CepTudikar
BignosigHocTI/ITE-cepTudpikat BignosigHoCTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMNOBIAHICTb
[0 moHorpadpii J®Y abo €Bponelicbkoi hapmakonei,
abo iHWOI HauioHasbHOT hapmakonel gepxasun €C
(3miHa y cneumdikauisx, nos's3aHa 3i 3miHamu B 1®Y,
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

abo €sponelicbkiii hapmakonei, abo iHLWii
HaLjioHanbHili hapmakonei gepxasu €C); 3miHu | Tuny -
3MiHu 3 IKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. 3MiHN y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
AiNbHULUI BUPOBHMLTBA [/19 YacTUHK abo BCbOro
BMPOBHMYOrO NPoLEeCy roTOBOrO JiKapCbKOro 3acoby —
BBEJEHHS 404aTKOBOI BUPOOHNYOT AiNbHUL; CynyTHS
3MiHa: 3MiHuW 3 AKOCTi. [0TOBWIA NikapcbKuii 3aci6. 3MiHM
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKIoYaumn
JianasoH po3Mipy cepii) roTOBOro /ikapCbKoro 3acoby
(36inbLueHHsA Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
po3mipom)

84.

TOMOIEKCON®

po3unH ANna iH'ekuiid, 300
mr iogy/mn no 20 mn B
amnyni; no 5 amnyn y
nauuj 3 KapToHy; no 20
mn a6o 50 mn a6o 100
My dakoHi; no 1
chnakoHy y nauui 3
KapTOHY

MAT "dapmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHU | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBanbHUii 3aci6.
3MiHa chopmun abo po3Mipy KOHTellHepa un
3aKynopBa/IbHOIo 3acoby (NepPBUHHOT YNakoBKM) —
BBE/EHHS A0AAaTKOBOI MEPBUHHOI YNaKoBKW - qo/1aKoHM
3 MPO30pOro ckna Ans iH exuid micTkicTio 50 mn i 100
M/ 3 fjiaMeTPOM rop/fIoBUHN 32 MM HOBOTO BUPOGHUKA;
BBEJEHHS 404aTKOBO A/151 YKYNOPKM 3anpornoHOBaHuX
ch1aKoHIB MPOGOK r'YMOBUX 3aTBEPXEHOr0 BUPOOHUKA;
CynyTHSI 3MiHa: - 3MiHU 3 IKOCTi. FOTOBUIA NiKAPCbKUiA
3aci6. Cuctema KoHTeliHep/3aKkynoptoBanbHUii 3aci6.
3MiHa nocTayasnbHYKa NakyBasibHUX MaTepianis abo
KOMIM/IEKTYHOUMX; - BBEAEHHA A04aTKOBOI NepBUHHOT
YNakoBKM - HOBOrO BUPOOHUKA (h/1aKoHIB; - 3MiHM 3
AKkocTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa By ab-AKoi
YyacTVHW MaTepiasly NePBMHHOI YNakoBKu, LLO He
KOHTaKTy€e 3 rOTOBMM JliKapCbKUM 3aC060M; - 3MIHEHO
TUN a/TIOMIHIEBOI KPULLIKA 7151 HOBUX (P1AKOHIB 3 iHLLIMM
AiameTpom ropna 3 KOM6iHOBaHMMM NAACTUKOBMMM
KoBnavkamu; 3miHu | Tuny - 3miHu 3 akocTi. [oToBwMiA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHN Y
npoueci BUpo6HNULTBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAK0UM MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
Npu BUPOBHULITBI FOTOBOIO /1iKaPCbKOro 3acoby
(He3HayHa 3MmiHa y npoueci BUpOBHWLTBA); 3MiHW | Tuny
- 3miHu 3 sKocTi. CepTudikar BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/MoHorpadii - NogaHHA HOBOro
cepTtudikaTy BignosigHocTi EP Bif BXe 3aTBepXeHoro
BMpo6HUKa ans A®l. Po3ain «3a/nLKoBi KiNlbKOCTI
OpraHiYHnX PO34MHHMKIB» NpuBegeHo o sumor CEPy;
CynyTHS 3MmiHa: 3MiHu 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponelicbkiii hapmakonei/moHorpadii. 3miHu,

3a
peyenmom

UA/7853/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

MoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMOBIAHICTb
[0 MmoHorpadpii J®Y abo €Bponelicbkoi hapmakonei,
abo iHWOi HauioHas1bHOI dhapmakonei fepxasu €C
(3miHa y cneumdikauisx, nos'asaHa 3i 3miHamu B J®Y,
abo €sponelicbkiii hapmakonel, abo iHLWii
HauioHasbHil chapmakonei gepxasu €C); 3MiHu | TNy -
3MiHu 3 AKOCTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBEEHHS 4,0AaTKOBOI
AiNbHULI BUPOBHMLTBA [/19 YacTUHW abo BCbOro
BMPOGHNYOro NpoLecy roToBOro ikapcbkoro 3acoby —
BBE/IEHHSI 40AATKOBOT BUPOBHNYOT AiNbHULL; CynyTHS
3MiHa: 3MiHU 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. 3MiHN
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BkIovaumn
[JianasoH po3Mipy cepii) roTOBOro nikapcbKoro 3acoty
(36inbLueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3Mipom)

85.

TOMOIEKCO/N®

pO34uH ANa iH'ekuild, 240
mr ogy/mn no 20 mn B
amnyni; no 5 amnyny
naJui 3 KapToHy; no 20
M1 a6o 50 mn a6o 100
My chriakoHi; no 1
dhnakoHy y nauui 3
KapToHy

MAT "®apmak”

YKpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHW | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbknii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM Yy mpoueci
BMPOBGHULTBA FOTOBOrO NiKapCbKoro 3acooby,
BK/THOYAKOUN MPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCS
npy BUPOGHMLTBI FOTOBOTO NiKAapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPOBGHULITBA); 3MiHU | Tuny
- 3MmiHn 3 sKocTi. CepTudpikat BignosigHoCTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii - nogaHHA HOBOro
ceptudikaty BignosigHocTi EP Bif BXxe 3aTBepXeHoro
BMPO6HUKa Ana A®l. Po3ain «3a/nLLIKOBI KiflbKOCTi
OopraHiYHnX PO34MHHUKIB» NpuBeneHo o sumor CEPYy;
CynyTHA 3MiHa: 3MiHu 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikat BignosigHoOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMNOBIAHICTb
[0 moHorpadpii J®Y abo €Bponelicbkoi hapmakonei,
abo iHWOI HauioHasIbHOT hapmakonel aepxasun €C
(3miHa y cneumdikauisx, nos'a3aHa 3i 3miHamu B Y,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaLjioHasbHIli hapmakonei gepxasu EC)

3a
peyenmom

UA/7853/01/01

86.

TPUMETA3VAVH
y
JUrAPOXNOPU

il

MOPOLLIOK (Cy6CcTaHLis) y
nakeTax nogBiliHUX
nonieTuneHoBuUx ans
BMPOGHULTBA
HecTepuIbHNX
nikapcbknx gopm

MAT "KuiBcbkuii
BiTaMiHHWIA
3asof”

YkpaiHa

LLlapoH Bio-
MegijuiHe N1,

IHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHK | TUny - 3MiHK 3 AkocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHsa APl abo BUXigHOro
marepiany/npomikKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AdI
(He3HauHi 3MiHW y 3aTBEPKEHNX MeTOoAax
BMNPOGYBaHHSA); 3MiHW | TUMy - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MmoHorpadii
(3miHa y cneumdikauisx, nos's3aHa 3i 3miHamu B 1®Y,

UA/6122/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
abo €sponelicbkiii hapmakonei, abo iHLWii
HaljioHasbHIli hapmakonei gepxasu EC)
87. TPUTALE Tabnetkn Ne 28 (14x2): TOB "CaHodi- YkpaiHa CaHodi-ABeHTiC ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/10164/01/01
NNC® 5 no 14 tabnetok y ABeHTIC C.n.A. 3MiHW | Tuny - 3miHK 3 skocTi. CepTudiikat peyenmom
Mr/12,5 Mr 6nicTepi; no 2 6nictepu YkpaiHa" BignosigHocTI/TE-cepTudpikat BignosigHoCTi
B KapTOHHIi kopo6Lyi €Bponeiicbki hapmakonei/moHorpadii. MogaHHA
HOBOTO cepTudikaTta BignoBigHOCTI 4N1s Aitoyol
PEYOBMHM Bifi HOBOrO a/IbTEPHATUBHOIO BUPOBHMKA
88. T-CENT® TabneTtkun ansa Amakca dPapma Benuka AIRCIEH Monbga Monbwa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/13494/01/01
PO3MOKTYBaHHS N0 3 Mr nTa BpuTaHis Xewys Ec.Ei. TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
no 10 TabneTtok y Ta/abo agpecy 3asiBHMKA (B/lacHMKa peecTpaviliHoro
6nicTepi; no 1 abo 2 noceigyeHHs) (3MiHa agpecu 3asBHUKA 3 NOC/IAOBHYMM
6nicTepy y KapTOHHIl 3MiHaMW Y IHCTPYKLUIT 4519 MeAWYHOr0o 3aCTOCYBaHHSA Ta
Kopobui MapKyBaHHi BTOPMHHOT ynakoBku) (TepMiH BBEAEHHS
3MiH NPOTArom 3-X MiCALIB MiCNsA 3aTBEPMXEHHS); 3MiHM
| Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
ANA MeAUYHOro 3acTOCYBaHHS
reHepuYHNX/ribpraHNX/6ionoaiGHNX Nikapcbkmx 3acobis
nicns BHECEHHS Tiel camol 3MiHN Ha pedepeHTHW
npenapar (3miHa He NOTpebye HafaHHSA XOLHUX HOBUX
[04aTKOBYX AaHux) (3MiHW [0 IHCTPYKUii ons
MeAMYHOro 3acToCyBaHHSA y po3ainu: MobiuHi edhekTu,
3riHO 3 iHhopmaLieto WoA0 MegNYHOro 3acToCyBaHHS
pechepeHTHOro (TaHTym Beppae cnpeii ) nikapcbkoro
3aco6y) (TepmiH BBEAEHHS 3MiH NPOTArom 3-X MicAuiB
nicns 3aTBEPAYKEHHS)
89. T-CENT® cnpeii gns poToBO( Amakca dPapma Benuka AICIEH Monbda MonbLa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/13494/02/01
MOPOXHUHW, PO3UmH, 1,5 nTa BpuTaHis Xewys Ec.Ei. TVNy - AGMIHICTPATUBHI 3MiHW. 3MiHA HallMEHYBaHHSI peyenma

mr/mn, no 30 mny
h/1aKoHi 3 NPUCTPOEM
N5 PO3NUIOBaHHS; N0
1 donakoHy B KapTOHHIlA
KopooLi

Ta/abo agpecy 3asiBHMKa (BlacHUKa peecTpaviiiHoro
nocBig4YeHHs) (3MiHa agpecu 3asBHUKA 3 NOCAILOBHUMU
3MiHaMU Y IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA Ta

MapKyBaHHi BTOPMHHOT ynakoBku) (TepMiH BBeEHHS

3MiH NPOTAroM 3-X MiCALiB NiCNA 3aTBEPMKEHHS);
3MiHu | TUny - 3MiHKM Wop[o 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTui

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLT

ANA MeAUYHOro 3aCTOCYBaHHs
reHepuyHuX/ribpnaHnx/6ionoAdibHNX nikapcbkmx 3acobis
nicns BHeCEHHs Tiel caMoi 3MiHW Ha pedhepeHTHWIA
npenapar (3miHa He NnoTpebye HafaHHA XXOLHUX HOBUX
[04aTKOBUX faHuX) (3MiHW [0 HCTPYKUii ons

MeJMYHOro 3aCToCyBaHHA y po3ginu: MobiuHi edpekTy,
3rigHO 3 iHhopmaLieto WoA0 MeANYHOro 3acToCyBaHHs

pechepeHTHOro (TaHTym Beppae cnpeii ) nikapcbkoro
3aco6y) (TepMiH BBEAEHHS 3MiH NPOTArom 3-X MicALiB

nicsia 3aTBEPKEHHS)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
90. ®EPE30/ pigvHa HawkipHa no 15 r MAT YkpaiHa MAT "ly6Hucbapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis: 3a UA/5060/01/01
y chnakoHax Ne 1 "Ny6Hnchapm” 3MiHN | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peyenmom
3aci6. CtabinbHICTb. 3MiHa Yy TepMiHax npuaaTHOCTI
abo ymoBax 36epiraHHsi roTOBOrO Jlikapcbkoro 3acoby -
3MiHa B yMOBax 36epiraHHsl roTOBOro Nikapcbkoro
3acoby
91. ®OCMYPAN rpaHynu Ans opanbHOro MoniH Miviteq IHAjis NabiaHa Icnanis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/14161/01/01
po3unHy no 3r,no8ry dapmacbloTikanc, 3MiHK | TUNY - BuniyyeHHs BUPOBHUYOT AiNbHALI peyernmom
calue; no 1 cawe B C.JLY. (Brrovatoun ginbHnui Ana A®|, IPOMiXHOTO NPOAYKTY
KapTOHHIli KopoobLi ab0 roToBoro slikapcbKoro 3acoby, AinbHuLi Ans
NpoBeAeHHsA NakyBaHHs, BUPOGHMKA, BiAMNOBIAaIbHOMO
3a BMNYCK Cepiii, MiCLie NPoBeAEHHS KOHTPOIO cepil) -
BUy4EHHS BUPOOHMKa A®| hocchomiLmHy
TpomeTamosny Shanxi C&Y Pharmaceutical Co., Ltd.,
China; 3minu | Tvny - nogaHHsA Hosoro CEP Ne RO-CEP
2012-265-Rev 00 ansa A®l dhocchomiumHy TpomeTamony
Bif, 3aTBEpAKeHOro Bupo6bHunka LABIANA
Pharmaceuticals, S.L.U. Spain
92. XITEH Tabnetkv no 4 mr no 10 AypobiHao IHais Aypo6iHgo ®apma IHais BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/11822/01/01
TabneTtok y 6nictepi; no dapwma /114 Nimiten (FOHIT II) MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peyenmom

3 6nictepun pasom 3 1
calue cunikareno B
TpULIAPOBOMY
IIOMIHIEBOMY NakeTi;
no 1 nakeTty y nauuj 3
KapToHY

hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
AN MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKM NiKapcbKoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHSA iKapCbKoro
3aco6y B nicnspeecTpaviiiHnii nepiod, abo siK
pe3ynbTaT OLiHK/ 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BiANoBIAHO A0 NnaHy negiatpuyHux gocnimkers (PIP)
(3MiHy y3romkeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHom) (3MiHV A0 iIHCTPYKLT 415 MeguyHoro
3acTocyBaHHA y po3ginu: MNpoTtunokasaHHsa. Baaemogis
3 iHWKMMK NiKapCbKMK 3acobamu Ta iHLWi BUAK
B3aeMogiin. Ocob6nBOCTi 3aCTOCYBaHHSA. 3acTOCyBaHHSA
y nepioA BariTHOCTi abo rogyBaHHs rpyaat0. 3aaTHicTb
BM/IMBATY Ha LUBUAKICTb peakLjii Npu KepyBaHHI
aBTOTPaAHCMOPTOM ab0 iHWMMK MexaHiamamu. Aitu.
Mepepno3yBaHHs. Mob6iyHI peakuii, 3rigHo 3
iHbopMmaLieto WoA0 MeguyHOro 3acTocyBaHHs
pedepeHTHOro (MpecTapiym)nikapcbkoro 3acoby);
3MiHW | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaAXEHHS
AisnbHOCTI BUpOOHMKa/iMnopTepa roToBOro NikapCbKoro
3aco6y, BK/II0YAKUN AiNTbHUL BANYCKY cepii abo micue
NPoBeAEeHHS KOHTPOSIIO AKOCTI. (AiANbHICTb, 3a AKY
BiANOBIAA€E BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
cepiii) (MprBeAEHHSA MiCLLe3HaX0MKEHHS BUPOOHMKa
N3y BignoBigHICTb A0 BUCHOBKY LWOA0
niATBEpKEHHS BiANOBIAHOCTI BUPO6HULITBA NiKAPCHKMX
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

3ac06iB BMMOram Has1eXHOi BUPOGHMNYOT NpaKTuKn
(GMP), BraaHoro [lep>aBHoOK Cryx60t0 YkpaiHu 3
nNiKapcbKux 3acobis)

93.

XITEH

Tabnetku no 8 mr no 10
Tabnetok y 6nictepi; no
3 6nictepun pasom 3 1
calle cunikarento B
TpYLIAPOBOMY
IOMIHIEBOMY NakeTi;
no 1 nakeTty y nauuj 3
KapToHY

Aypo6iHao
®apma /114,

IHais

Aypobingo ®apma
Nimiten (FOHIT )

IHgis

BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTumui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKn NiKapcbKoro 3acooby,
abo JocnigpkeHb 3 6e3neky 3acToCyBaHHSA iKapCbKoro
3aco6y B nic/ispeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/I[KEHb, MPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHux gocnimkeHb (PIP)
(3MiHy y3rompkKeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHom) (3MiHV A0 iIHCTPYKLi 4158 MeguyHOro
3acTocyBaHHA y po3ginu: MNpoTtunokasaHHs. Baaemogis
3 iHWKMMK NiKapCbKrMK 3acobamu Ta iHLWi BUAK
B3aemMogiin. Ocob6nBOCTi 3aCTOCYBaHHSA. 3aCTOCyBaHHSA
y nepioA BariTHOCTi abo rogyBaHHs rpyaato. 3aaTHicTb
BM/IMBATY Ha LUBUAKICTb peakLjii Npu KepyBaHHI
aBTOTPaHCMOPTOM ab0 iHWMMK MexaHiamamu. Aitu.
Mepeno3yBaHHs. Mob6iyHI peakuil, 3rigHo 3
iHbopmaLieto WoA0 MeguyHOro 3acTocyBaHHs
pedepeHTHOro (MpecTtapiym)nikapcbkoro 3acoby);
3MiHu | TUNY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaXEHHS
[iSNbHOCTI BUPOOHMKa/iMnopTepa roToBOro NikapCbKoro
3aco0y, BKIIOYAKUN AiNTbHUL BUMYCKY cepii abo micue
NpoBefileHHS KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKOYAOUN BUMYCK
cepiii) (MprBeAEHHA MicLLe3HaX0MKEHHS BUPOOHMKa
N3y BignoBigHICTb A0 BUCHOBKY LWOA0
niATBEPKEHHS BiANOBIAHOCTI BUPOOGHULITBA NiKAPCHKMX
3aco6iB BMMOram Has1eXHOi BUPOGHMYOT NpaKTuKn
(GMP), BuaHoro [lep>aBHOL0 CryX60t0 YkpaiHu 3
niKapcbkux 3acobis)

3a
peyenmom

UA/11822/01/02

94.

XnopooininNty
EKCTPAKT
ryctum

€KCTPaKT rycTuii
(cy6eTaHuin) y 6aHkax i3
ckomacu ans
dhapmaL,eBTU4YHOro
3aCTOCYyBaHHSA

TOB "[OocnigHnii
3asog "THU/IC"

YkpaiHa

TOB "[ocnigHnii
3asog "rHUIC"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHu | TUny - 3miHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkilii hapmakonei/MmoHorpadii - npuBeAeHHs
HOPMYBaHHS Ta METOAMKN BU3HAYEHHS 3a NMOKa3HUKOM
"Mikpob6ionoriyHa ynctota” o sumor oY

UA/5553/01/01

95.

XOHAPA-CUNA®
SIrPIBAOYA

ma3b no 30 ry Ty6i; no 1
Ty6i B nauyLli 3 KapToHy

MAT "dapmak”

Ykpaina

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | Tuny - 3MiHK 3 akocTi. CepTuddikat
BignoBigHocTi/l E-cepTucpikart BignosigHocTi
€Bponeiicbkili hapmakonei/MmoHorpadii — nogaHHs
oHoBneHoro CEP ansa Adl Bif BXe 3aTBEPAKEHOIO
BMPOGHMKA 3i 3MiIHOKO Ha3BM BMPOOHUKA

6e3
peyenma

UA/14163/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2o
3acoby yrnakoska) a nocsio4YeHHs1
96. LUMNPO®IOKCA | nopouwok (cybcTaHuis) y MAT "dapmaxk” YkpaiHa HbtoneHg IHAjs BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis: - UA/6128/01/01
LUNHY noaBiniHMX Nab6opeTopi3 3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat
rigpoxnoprunj nonieTuIeHoBmx Nimiten signosigHocTi/l E-cepTudikar BignosigHoOCTI
naketax gns €Bponeiicbkii hapmakonei/MmoHorpadii — nogaHHs
BMPOOHULTBA oHoBneHoro CEP ana A®I Bif 3aTBEPAKEHOIO
CTEPU/IbHUX Ta BMPOGHUKA, 3 NOCNIAOBHUMM 3MiHAMM: 38 NOKA3HUKOM
HeCTepWIbHNX "CynpoBigHi AOMILLKM" Ta 3a NOKa3HUKOM "3a/ILLKOBI
nikapcbknx goopm KiSIbKOCTi OpraHiyH1X PO34YMHHUKIB"
97. LUCNNATUH KOHLeHTpaT ans AxTasic rpyn AT IcnaHgis CiHpaH ®apma PymyHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/9894/01/01
po3unHy ANns iHdysii, 1 CP/1, PymyHis; ITanisa 3MiHu | TUny - nogaHHa oHoBneHoro CEP Ne R1-CEP peyenmom
mr/mn no 10 mn abo no AxTasic ITanis 2003-075-Rev 02 ana A®| uucnnaTuHy Big,
50 mn y donakoHax Ne 1 C.n.A., ltanisa 3aTBepmKeHoro Bupo6bHnka HERAEUS Deutschland

GmbH & Co. KG, Germany 3i 3MiHOI0 Ha3BU BUPOGHMKa
Adl, 3aTBepmKeHo: HERAEUS Precious Metals GmbH
& Co. KG, Germany Ne R1-CEP 2003-075-Rev 01

HayanbHuUK YnpasiHHA
thapmaneBTUYHOT AiANBHOCTI Ta
AKOCTI (hapmaLeBTUYHOI NPOAYKLT

T.M. IaCcKOBCbKU"
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