MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

16 6epe3nst 2023 poky Ne 498

IIpo jgepkaBHY peecTpariiio (mepepeecTpariiio) JKapCbKHX 3aco0iB (MegHUYHHX
iMyHOOio/ToTiUHKX MpenapaTiB) Ta BHeCeHHA 3MiH /I0 peecTpaLiiHUX MaTepiaiiB

BiamosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapceKi 3aco0m», MyHKTIB 5,
7, 10 Tlopsaky [mep)kaBHOI peecTpariii (miepepeecTpaiiii) JliKapCbKHUX 3acobiB,
3aTBep/pKeHOro 1moctaHoBoro Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aiy aABafliTh ChOMOTO IMAMYHKTY 12 myHKTy 4 IlonokeHHS TIpO
MiHicTepcTBO 0XOpPOHHU 370pOB’sl YKpaiHU, 3aTBep)KeHOro MocTaHoBoo KabiHery
MinictpiB Ykpainu Big 25 6epe3ns 2015 poky Ne 267 (B pepakiiii 1moctaHOBU
KabGinety MinictpiB Ykpainu Big 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIepTU3X peecTpalliiHUX MarepiaiiB JiKapCchbKUX 3aco0iB (MeauUHUX
iMyHoOionoriuHuxX  mpemapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHeCEHHs 3MiH /10 peecTpalliiHUX MaTepiasiB, MpOBe/eHUX
[ep>kaBHAM TIANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUKM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 11070 eheKTUBHOCTi, Oe3reuyHoCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCcTpalliiHiX MaTepiasis,

HAKA3YIO:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DeeCTpy JiKapCbKuX 3acobiB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
Ykpainu fikapcbki 3acobu (MeauuHi imyHoOiosioriuHi TperapaTHl) 3TifHO 3
JIOJaTKOM 2.
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. dapmareBTHUHOMY yripaBiiHHIO (Onekcanzapy I'pitjeHKy) 3abe3meunTtu
OTIPU/TFOJHEHHSI 1[bOTO Haka3dy Ha odiliiiHOMy BeOcaiiti MiHicTepcTBa 0XOpOHU

310pOB’d YKpaiHu.

5. KoHTpo/ib 32 BUKOHAHHSIM I1bOT'0 HaKa3y MOK/IAaCTH Ha MepIoro 3acTyHUKA
Minictpa Cepris [Iy6posa.

MinicTp BikTop JIAIIKO



ITEPEJIIK

Aopatok 1
[0 Haka3y MiHicTepcTBa OXOPOHU
3A00poOB’A YKpaiHu «po aepxaBHY

peecTpauilo (nepepeecTpadiio)
NiKapcbK1UX 3aco06iB (MeguYHUX

iMyHOGionoriuHnx npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpavliiiHux
MaTepianis»
Bif, 16 Gepe3Ha 2023 poky Ne 498

3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEIVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECSI 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

TabneTtok y 6nictepi; no
2 6nicTepun y KapTOHHIN
ynakosLi

6e3neku, BignoBsigHo fo Mopsgky
3[jiCHEeHHs1 hapmMakoHariaay,
3aTBEPKEHOr0 Haka3oMm
MiHiCTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainm 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB'st YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HaYeHMM y NepiogNYHOCTI

Ne Hassa Popma sUMyCKy 3assBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayitiHo20
3acooby ynakosKa) NnocBi0Y€HHs1
1. BEH3UAAMIHY | KpucTaniyHWii NOpoLLIOK MpAT YkpaiHa BMPOBHULTBO IHais peecTpauis Ha 5 pokis - He UA/19945/01/01
rIAPOXNOPUA | (cy6ecTaHuin) y "®apmaLeBTMyHa HaniBNpoayKTy: nionsizae
NoABINHMX ipma "OapHuua” KEOAP O>KAHAHI
nosnieTnIeHoBuxX XEMIMNACT MBT.
naketax gns NTA., IHais
dhapmaLeBTU4YHOro BMPOOHMLTBO Ta
3aCTOCYyBaHHSA KOHTPOb, BANYCK
cepii:
LIEHTAYP
PAPMACBIOTIKAN
3 NPAMBET
NIMITEL, IHgis
2. AANATNIH TabneTkn, BKPUTI Makneopc IHZis Makneopc IHgis peecTpauist Ha 5 pokis 3a He UA/19946/01/01
MNiBKOBOK 060/10HKOI0, dapmacbloTUKanc dapmacbloTuKanc MepioguyHICTb NoAaHHSA peyernmom nionsieae
no 10 mr; no 14 Nimiten Nimiten perynspHo OHOB/IHOBAHOTO 3BiTY 3
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Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

noAaHHsA perynsipHyX 3BiTiB 3
6esneku.

MErANIC

TabneTku, BKpUTI
NNiBKOBOIO 060I0HKOIO
no 20 mr no 1 a6o 2 a6o
4 TabneTkun y 6nictepi,
no 1 6nicrepy y
KapTOHHI ynakoBLi

Makneopc
PapmacboTuKanc
Nimiten,

IHais

Maxkneogc
PapmacbioTrKanc
Nimiten

IHais

peecTpauist Ha 5 pokis
MepiognyHICTb NOAAHHSA
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3neku, BignoBigHo Ao Mopsgky
3[jiCHEHHs1 hapMakoHariaay,
3aTBEPIKEHOr0 Hakasom
MiHicTepcTBa 0XOpOHU 34,0POB’A
YKpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHU 37,0P0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHMU y NepiognyHOCTI
nofaHHsA perynsipHunx 3siTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/19947/01/01

MAKIAN

niodpinizat gns
NPUroTyBaHHSA CycneHsil
Ons iHdysiii, no 100 wr;
no 1 dpnakony y
KapTOHHI Kopo6Lyi

MaHaues bioTek
Papma J1T4.

IHais

MaHaves bioTek
dapma /T4,

IHais

peecTpauis Ha 5 pokis
MepiognyHICTb NOAAHHSA
perynsipHo OHOB/IIOBAHOTO 3BiTY 3
6e3neku, BiagnoBigHO Ao Mopsaky
3[jiCHEeHHs hapmakoHariaay,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0OXOPOHM 300POB’S
Ykpaiuu Big, 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTULil Ykpainm 29
ciuHs1 2007 poky 3a Ne 73/13340 (y
pepaxuii Hakazy MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HavyeHMu y NepiognYHOCTI
noAaHHsA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionseae

UA/19949/01/01

CO®reH-B

TabneTkn, BKPUTI
NNiBKOBOI 060/I0HKOH,
no 400 mr/100 mr, no 28
TabNeTokK y KOHTeliHepi,
no 1 KoHTelHepy y
KapTOHHI Kopobuyj

leTepo /1ab3
Nimitep

IHais

leTepo /1a63
Nimiteq

IHgis

peecTpauist Ha 5 pokis
MepiognyHiCTb NOgaHHA
perynsipHoO OHOB/IOBAHOTO 3BITY 3
6e3neku, BignoBsigHo fo Mopsgky
3[jiCHEeHHs1 hapmMakoHariaay,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHM 340POB’st

3a
peyenmom

He
nionsiecae

UA/19948/01/01
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Ne Hassa dopma sunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

Ykpaiuu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainun 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasly MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognUyUHOCTI
noAaHHs perynsipHyX 3BiTiB 3
6esneku.

B.0o. HaYasiIbHUKa
dapmayeBTUUHOro ynpaBJsiiHHSA

OnekcaHgp NPILEHKO




Aopatok 2

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bij 16 Gepesnsi 2023 poxky_ Ne 498

IIEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKUX 3ACOBIB (MEJUYHNX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATBHCS /10 AEPXKABHOI'O PEECTPY JIIKAPCHKUX 3ACOBIB YKPATHUA

Ne Hassa dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHsA peecmpayiliHo2o
3acoby yrnakoska) nocBi0O4Y€eHHs1
1. ABACTUH® KOHUEHTpaT ons TOB «Pouw Ykpaina Brpo6HMLTBO HimeyuunHa/ MepepeecTpaLis Ha HEOOMeXeHUIA 3a He UA/16665/01/01
pO34MHYy oNs YkpaiHa» Hepo3gacoBaHol LLBeiiuapis/ TepmiH. OHOB/EHO iHhopMaLlito 3 peuyenmom nionsieae
iHcpysin, 100 mr/4 npoaykuii, NnepBnHHe CLUA 6e3nekn 3acTocyBaHHS Ajit040i PeHYOBUHM
M/1; no 4 mn (100 mr) nakyBaHHs1, BTOPUHHE B IHCTPYKLUIiT A58 MeANYHOro
ab6o 16 mn (400 mr) nakyBaHHs1, BUNPobyBaHHS 3aCcTOCYBaHHS NMikapCbKOro 3acoby y
y donakoHi; no 1 KOHTPOJI0 AKOCTi Ta po3ginax "Ocob6aMBOCTi 3aCTOCyBaHHS"
dhnakoHy B BUNYCK cepil: Ta "MNo6iyHi peakuji" BiANOBIAHO A0
KapTOHHI Kopoo6Lli Pow fdiarHocTuke Mv6X, marepianiB peecTpauiiHoro f0cChe.
Himeuunna
Bnpo6HuuTBO MepioguyHICTb NOAAHHS PerynsipHo
Hepo3gacoBaHol OHOBJ1HOBAHOrO 3BIiTY 3 6e3neku,
npoaykuii, NnepBnHHe BiANOBIAHO A0 Mopsaky 34iACHEHHS
nakyBaHHs, BTOPUHHE dhapmakoHarnsgy, 3aTBepmkeHoro
nakyBaHHs, BUNPoOyBaHHSA Haka3oM MiHicTepcTBa OXOPOHM
KOHTPOJI0 AKOCTi Ta 300poB’A YkpaiHu Big, 27 rpyaHs 2006
BUNYCK cepil: poky Ne 898, 3apeecTpoBaHoro B
®.XodpmaHH-/15 PoLu MiHicTepcTBi tocTuULii Ykpainu 29 ciuHs
NTp, Weeiiuapis 2007 poky 3a Ne 73/13340 (y pegakui
Bnpo6HuuTBO Haka3sy MiHicTepcTBa OXOPOHU 340POB'A
Hepo3acoBaHoi Ykpainu Big, 26 sepecHs 2016 poky Ne
npoayKuii, NnepBnHHe 996), CTaHOBMWTB: 3riHO 3i CTPOKaMM,
nakyBaHHS: 3a3HayYeHUMKN y NepioaNYHOCTI NOAAHHS
[xeHeHTeK IHK., CLLUA perynsapHux 3BiTiB 3 6e3neku
BnnpobyBaHHs1 KOHTPO/O
AKOCTI (Kpim
BMNPOGYBaHHSA
ineHTndikauii
6eBauusymacy):
®.XodhpmaHH-/15 PoLu
Nrp, Weeiiuapis
AJACYB NOPOLLIOK ANsi deppep Icnanis BVMPOGHMLTBO Ta CLUA/ MepepeecTpauis Ha HeobMeXeHui 3a He UA/16580/01/01




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

iHransaujn
[030BaHuit, no 9,1
mr/gosy; 1 nakeT 3
donbrm 31
iHranaTopom
Staccato® Nel B
KapTOHHIM nayui

IHTEepHaujoH
anb, C.A.

NnepBrHHE NakyBaHHA:
Anekcsa
dapmacbHoTiKasc, IHK.,
CLUA
BTOPVHHE NakKyBaHHS,

KOHTPO/Tb SIKOCTi Ta BUMYCK

cepii:

Peppep IHTepHaLioHasb,

C.A., IcnaHis

Icnanis

TepMiH. OHOBMEHO iHdhopMaLio B
HCTPYKLU|T ANA MeAMYHOro 3acToCyBaHHA
nNiKapcbKoro 3acoby B po3ginax
"Moka3aHHsa" (BHECEHO pefakLiiHy
npaBky), "MNMpoTunokasaHHs", "Cnoci6
3aCTOCyBaHHSA Ta A03n" (YTOUYHEHHS
iHchbopmawii), "MoGiyHi peakui™
BiAMNOBIAHO [0 iHhOpMaLLl CTOCOBHO
6e3neku, sika 3a3HayeHa B MaTepianax
peecTpauiliHoro J0CbE Ta PO3LUNPEHO
TEKCTOBY YaCTUHY Ha3BU
hapmakoTepaneBTUYHOT rpynu 3rigHo 3
MiXHapoAHUM knacudikatopom BOO3
6e3 3MiHn kogy ATX y po3sgini
"hapmMakoTepanesTuyHa rpyna. Kog,
ATX".

MepiognyHiCTb NOAAHHA perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iMCHEHHS
thapmakoHarnagy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiogMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.

peyerimom

niossieae

BOTOKC®
KOMMJIEKC
BOTYNIHIYH
oro
TOKCUHY
TNy A (BI4,
CLOSTRIDIU
M
BOTULINUM)

MOPOLLIOK A/1A
PO34UMHY NS iH'EKLR
no 100 ognHULb-
AnnepraH; 1
h/1aKOH 3 MOPOLLKOM
B KQpPTOHHI kopobLj

AnnepraH
dapmachbHoTi
Kan3
IpnaHgis

IpnaHgais

AnnepraH

dapmacbloTikans IpnaHgis

Ipnangis

MepepeecTpalis Ha HEOOMeXeHUIA
TepMiH. OHOBNEHO iHdhopMaLilo B
IHCTPYKLU,T 4719 MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y posginax
"dapMakonoriyHi BnactueocTi”,
"Oco6nuBi 3axogmn 6e3nekn”, "Cnocié
3acTocyBaHHA Ta 031" (BHECEHI
yTOUHeHHS), "Mepepo3ysaHHsa", "MoGiyHI
peakuii” BiANOBIAHO A0 iHGopMaLii
CTOCOBHO 6e3neku, aka 3a3HayeHa B
marepianax peecTpawiiHoro AOChbe.

MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BIiTYy 3 6e3neku,
BiANOBIAHO A0 MopsAaky 3A4jiiCHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHM

3a
peyenmom

He
nionsiecae

UA/16656/01/01




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4YeHHs

300pOoB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuULii Ykpainu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaku,i
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big, 26 sepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

BOTOKC®
KOMIMJIEKC
BOTYNIHIYH
oro
TOKCUHY
TNy A (Bi4
CLOSTRIDIU
M
BOTULINUM)

MOPOLLIOK A/1A
PO3UUHY ON151 iH'EKLLIA
no 200 oanHULb-
AnnepraH; 1
ch/1aKoH 3 NOPOLLKOM
B KApPTOHHIli Kopobu,i

AnnepraH
dapmacboTi
Kan3
IpnaHgis

IpnaHgis

AnnepraH
$apmacboTikans IpnaHgis

IpnaHgjs

MepepeecTpavis Ha HeobMeXeHui
TepMiH. OHOB/IEHO iHhopMaLlito B
IHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y posginax
"®apmMakonoriyHi BnactusocTi”,
"Oco6nuBi 3axogmn 6e3nekn”, "Cnocié
3acTocyBaHHs Ta Ao3n" (BHECEHI
yTOUHEeHHS), "Mepeno3yBaHHs", "Mo6IYHI
peakuii" BiANOBIAHO A0 iHopmaLii
CTOCOBHO 6e3neku, aka 3a3HadyeHa B
marepiasiax peecTpauiiHoro f0cChe.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITYy 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepmikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHW 340POB'A
Ykpaiuu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBMWTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKM y NepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/16656/01/02

FNIKNA3NA-
TEBA MR

Tabnetku 3
MoaudikoBaHUM
BUBINIbHEHHAM, MO
60 mr; no 10
Tabnetok y 6nictepi;
no 3 a6o no 9
6nicTepis y kopobu,i

TOB «TeBa
Ykpaina»

Ykpaina

BankaHdapma - QynHuua
AT

Bonrapis

MepepeecTpauis Ha HeObMeXeHNIA
TEepMiH

OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHA NMiKapCbKOro
3acoby y posginax
"GapmMakoTepanesTuyHa rpyna. Kog,
ATX ", (wono Ha3eu), "MokaszaHHSA",
"MpoTunokasaHHa", "B3aemogis 3
iHLIMMKW NikapcbknMK 3acobamu Ta iHLWi
BMAM B3aemogiin”, "Oco6mBocCTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BariTHOCTi ab0 rogyBaHHsA rpyaar”,

3a
peuyerimom

He
nionsieae

UA/16821/01/02




n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4YeHHs

"Cnoci6 3acTocyBaHHs Ta gosmn",
"Mo6ivHi peakui” BigNoBIgHO A0
iHdhopmalii pethepeHTHOro nikapcbKoro
3acoby ([iabeToH® MR 60 mr, TabneTkun
3 MoAuiKoBaHUM BUBINIbHEHHSIM NO 60
Mr).

MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BIiTY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34jiACHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuULii Ykpainu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Haka3sy MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big, 26 sepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioANYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.

rNIKNA3NA-
TEBA MR

TabneTtkn 3
MoAaudikoBaHUM
BUBiNbHEHHSIM NOo 30
mr, no 10 TabneTok
y 6nicTepi; no 6
6nicTepis y kopobu,i

TOB «TeBa
YkpaiHa»

YKpaiHa

BankaHdapma - QynHuua
AT

Bonrapis

MepepeecTpavis Ha HeobMeXeHui
TEepMiH

OHOB/EHO iHGhopMaLito B iHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby y posginax
"PapmakoTepanesTuyHa rpyna. Kog
ATX ", (wono Ha3su), "TokaszaHHSA",
"MpoTunoka3axHs", "B3aemogis 3
iHLIMMKM NiKapCbKMK 3acobamu Ta iHLWi
BMAM B3aemogiit", "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHoCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHs Ta fo3n",
"Mo6iuHi peakwyji" BigNoBigHO A0
iHchopmaLii pedhepeHTHOro nikapcbkoro
3acoby (JiabeToH® MR 60 mr, TabneTtku
3 MOANIKOBAHUM BUBINIbHEHHSAM MO 60
Mr).

MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006

poky Ne 898, 3apeecTpoBaHoro B

3a
peyenmom

He
nionsieae

UA/16821/01/01
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NPOAyKTY, NEPBUHHE Ta

BiNOBIAHO 40 OHOBAEHOI iHhopMaLi 3

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiogMUHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.
7. rNINTAP® Tabnetku no 50 mr; TOB Ykpaina MAT "KviBmegnpenapat” YkpaiHa MepepeecTpalis Ha HEOOMeXeHUIA 3a He UA/16719/01/01
no 10 TabneTtok y "APTEPIYM TepMiH. BHeCeHO OHOB/IEHY iHGhopMaLito peyenmom nionsiecae
6nictepi, no 6 nTaor B IHCTPYKLO A58 MeAnYHOro
6nicTepiB B nauui 3acTOCyBaHHS NikapcbKoro 3acoby Ao
po3ainis "Oco6/MBOCTI 3aCTOCYBaHHA",
"Cnoci6 3acTocyBaHHA Ta fo3un”
(YTOUYHEHHS CTOCOBHO 6e3neku),
"Mo6iuHi peakwyji" BigNOBigHO A0
OHOBJIEHOT iHdhopMaLii Woao
3acTocyBaHHs pehepeHTHOro
nikapcbkoro 3acoby (Galvus®, tabletten
zu 50 mg).
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iCHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pPOB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
perynisipHuX 3BiTiB 3 6e3neku
8. 30/IEAPOHO | nopoLuok MpuBaTHe Ykpaina Manpimepg C.A. ApreHTvHa MepepeecTpauis Ha HEOOMeXeHUIA - He UA/16731/01/01
BA KNUC/NTIOTA | kpucTaniuHui akujioHepHe TEepPMiH nionsi2ae
MOHOrIAPA (cybcTaHuis) y TOBapUCTBO
T noAgiliHMx "Jlekxim -
nonieTuIeHoBmxX Xapkis"
naketax gns
chapmaLeBTUYHOro
3aCTOCYBaHHS
9. ITOH® Masb, o 25, no 50 Llecpa HimeyuunH Bunyck cepii: HimeyunHa MepepeecTpavis Ha HeObMeXeHUIA 6e3 niossieae UA/16843/01/01
KNACIK r,no 100 ry Ty6i, no | ApuHanMiTT a Liecpa ApuHaimiTTenb TepMiH. OHOBMEHO iHhopMaLito B peyenma
1 Ty6i y KApTOHHIN enb MrveX i m6X i Ko. KI', HimeuunHa IHCTPYKUIT 415 MEANYHOr0 3aCTOCYBaHHS
KopooLi Ko. KI Brpo6HMLTBO nikapcbKoro 3acoby y po3ginax
Hepo3hacoBaHOro "MpoTunoka3aHHA", "Mo6iuHi peakuii”
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BTOPWHHE MaKyBaHHA:
eTon
FesyHaxanTcndnere- yHa,
dapmanpogykre M'M6X,
HimeuumnHa

6e3neku 3acCToCyBaHHA ,D,i}OLIVIX PEYOBUH.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iMCHEHHS
thapmakoHarnagy, 3aTBepxKeHoro
Haka3oM MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiogMUHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.

10.

MEHOBA3VH
- BILU®PA

po34nH Ans
30BHILUHLOTO
3aCTOCyBaHHA,
cnupToBMiA No 40 MN
y thnakoHax

TOB "AKnN
"PapmaueBT
NyHa
habpuka"

YKpaiHa

TOB "[OKM
"bapmaLeBTnyHa
thabpuka"

YkpaiHa

MepepeecTpalis Ha HEOOMeXeHUIA
TEPMiH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BIiTYy 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iMCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Haka3sy MiHicTepcTBa OXOPOHW 340POB'A
Ykpaiuu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBMWTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKN y NepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/16905/01/01

11.

MYPALUVHN
1 CnupeT -
BILU®DA

pO34nH Ans
30BHILLIHLOrO
3aCTOCYBaHHS,
cnmpToBswii, no 50
MY doriakoHax

TOB "AKnM
"®apmauesT
N4Ha
habpuka"

Ykpaina

TOB "AKnM
"GapmateBTuyHa
habpuka"

Ykpaina

MepepeecTpauis Ha HeOOMEXeHNIA
TEPMiH.

MepiognyHiCTb NOAAHHA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
dhapmakoHarnsgy, 3aTsepiKeHoro
Haka3zoM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3sy MiHicTepcTBa OXOPOHU 34,0POB'SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NodaHHsA

6e3
peyenma

nionsiecae

UA/16944/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

perynsipHmx 3BiTiB 3 6e3neku.

12.

OPAMOP®

PO34YUH OpasibHUA, 2
mr/mn, no 100 mny
dhnakoHi; no 1
donakoHy 3
afanTepom,
KPWLLIKOIO 3
3aXUCTOM Bif,
BIAKPWTTA AiTbMU Ta
MipHOIO MINETKO y
KapTOHHI ynakoBLi

N.MonTeHi i
K. pei
®parenni
ANITTi
CocieTa i
Ezepuuuio
C.n.A.

ITanis

N.MonTteHi i K. gei ®.nni
AnitTi CocieTa i
Ezepuuuio C.n.A.

ITanisa

MepepeecTpalis Ha HEOOMeXeHUIA
TEpPMiH

OHOB/IEHO iHGhopMaLLito B IHCTPYKUIT Ans
MeLMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby B posginax "lMpoTunokasaHHs",

"B3aemogis 3 iHWKMMKU NiKapCbKUmu
3acob6amu Ta iHLWi BUAY B3aEMOgIIA",
"Oco61BOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHoCTi abo
rogyBaHHs rpyaar” (pegaryBaHHs
TEKCTYy Ta YTOUYHEHHS iHchopmawii),
"Mo6ivHi peakui” BigNoOBIgHO A0
marepianis peecTpauiiHoro AOChbeE.

MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BIiTYy 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iCHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxui
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioaNYHOCTI NOAAHHS
perynisipHuX 3BiTiB 3 6e3neku

3a
peyenmom

He
nionsiecae

UA/16032/01/01

13.

CANIUNNKA-
BILU®DA

pO34nH Ans
30BHILUHLOIO
3acTOCyBaHHS,
cnupToBuii 1 %, no
40 mn y donakoHax

TOB "[OKr
"®apmaueBT
NyHa
thabpuka"

YKpaiHa

TOB "OKnM
"®apmaueBTnyHa
habpuka”

YkpaiHa

MepepeecTpavis Ha HeObMeXeHUIA
TEepMiH

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iiCHEHHS
hapmakoHarnagy, 3atBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULiT YKpaiHm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa OXOPOHU 3[,0POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBWTb: 3riAHO 3i CTPOKaMM,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku

6e3
peyenma

nionsieae

UA/16924/01/01

14.

UATUKONIH

NOpOLUOK

KawiniH

Kutai

KaviniH [HKeHbIOIH

Kutaii

[MepepeecTpauis Ha HEObMeXeHNI

He

UA/16772/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HATPIO (cybeTaHuis) y [DxeHbIOIH Baiokemikan TEepPMiH nionsi2ae
noAagiliHMX Baiiokemika dapmacsbtoTikan Ko., /ita,.
nonieTuneHoBmx n
naketax gns dapmacbHoTi
chapmaLeBTUYHOro kan Ko.,
3aCTOCyBaHHA nra.
15. LMNTOMOKCA | kpanni o4Hi 0,5 %, AT Ykpaina AT "dapmak” YkpaiHa MepepeecTpalis Ha HEOOMeXeHUIA Ba peyernmom He UA/16865/01/01
H® no 5 mn y chnakoHi; "®papmak” TepMmiH. OHOB/IEHO iHdhopMmaLiito B nionszae

no 1 pnakoHy y
nauuj

HCTPYKLU|T ANA MeAMYHOro 3acToCyBaHHA
nikapcbkoro 3acoby B po3ginax
"®apmakonoriyHi BnactueocTi", "Mo6iyHi
peakuii" BiANOBIAHO A0 iHGopMmaLii
pethepeHTHOro NikapCbKoro 3acoby
(BIFAMOKC®, kpansi ouHi 0,5 %).

MepiognyHiCTb NOAAHHA perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTseppKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300poB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB'A
Ykpaiuu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMu,
3a3HavYeHUMN y NepiognMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

B.0. HAaUaJIbHUKA

dapmaleBTUYHOIO yNnpaB/liHHA

OnekcaHpp NPILLEHKO




Joparok 3

[0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’'A YKpaiHu «po aepxaBHy
peecTpauito (nepepeecTpadito)
NiKapcbK1X 3ac06iB (Megu4HuX
iMyHOGionioriuHMX npenapariB) Ta
BHECEHHA 3MiH [0 peecTpauiiiHnx
MaTepianis»

Bij 16 Gepe3ns 2023 poky Ne 498

ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJVNUYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKUX BYJ/IK BHECEHI

3MIHU 10 PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCATECS 10 TEPKABHOI'O PEECTPY JIIKAPCBKHUX
3ACOBIB YKPAIHU

Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsio4yeHHs1
1. ABIPATEPOH | TabneTku, BKpUTI TOB «TeBa YkpaiHa TeBa I13painb BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a - UA/19660/01/01
-TEBA NNiBKOBOIO YkpaiHa» dapmaLeBTikan 3MiHu | TUny - 3MiHK 3 AkocTi. API. peyenmom
060/10HKOt0, N0 250 IHpacTpi3 /T4, Bnpo6HMLTBO. 3MiHa BUPOBHMKA
Mr; o 120 TabneTok BUXiAHOro/NPOMiXKHOTO NPOAYKTY/peareHTy, Lo
y dhnakoHi; no 1 BUKOPVCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECI
dnakoHy y KopoobLi A®l, ab60 3miHa BUpO6HKMKa (BKOUatouu, e
Heob6XiAHO, MicLie NPOBEAEHHST KOHTPOJIIO SKOCTI)
A®I (3a BigcyTHOCTI cepTudpikata BianoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMy
[0Cbe)(3anponoHOBaHWi BUPOOHUK HANEXUTb
[0 Tiel camoi BUPO6HUYOI rpyny NiANpUeEMCTB,
LU0 1 3aTBEPXXEHNI) - BBEAEHHSA AOAATKOBOTO
BMpo6HMKa Sicor de Mexico S.A. de C.V. AV.
San Rafael No. 35 Parque Industrial Lerma
Lerma, Estado de Mexico C.P. 52000, Mexico
0151 npoMixHoro npogykty DHEA T1a Adl
abipaTepoHy auetaty
2. ABACTUH® KOHLeHTpaT Ans TOB «Pow YkpaiHa Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a - UA/16665/01/01
pO3uunHy ons YkpaiHa» Hepo3dacoBaHoil LLseriuapis/ 3MiHa 3asiBHMKa (B/lacHUKa peecTpaviiiHoro peyenmom
iHcpysiin, 100 mr/4 npoaykuii, nepBrHHe CLWA noceigyeHHs) (3rigHo Hakasy MO3 Big
M; no 4 mn (100 mr) nakyBaHHs, 23.07.2015 Ne 460). BBefeHHSA 3MiH NpoTArom 6-
a6o 16 mn (400 mr) BTOPUHHE TN MiCALiB NicNs 3aTBEpMKEHHS. 3MiHu | Tuny -
y thnakoHi; no 1 nakyBaHHs, 3MiHY Woao 6e3nekn/edekTMBHOCTI Ta
hnakoHy B BMNPOGYBaHHSA thapmakoHarnsgy. BeegeHHa abo 3miHu Ao
KapTOHHI KopooLi KOHTPOJII0 SIKOCTi Ta y3arasibHeHVX AaHnX Npo cucTemy
BUMYCK Cepii: chapmakoHarnsgy (BBefeHHs y3arasibHeHNX
Pow fliarHocTuke JaHnx npo cuctemy dpapmakoHarnsagy, smiHa
m6X, HimeuunHa yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
Bnpo6HuuTBO 34iicHeHHA dhapMakoHarisy; KOHTaKTHOT ocobu
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ch/1aKoH 3 NOPOLLKOM
(400 mr
asuTpoMmiLMHy) Ans

3MiHu). AkTyanisauis po3sginy 3.2.P.3.3 «Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOJIHO NPoLLecy»,
3MiHa kiacy unctotu D Ha knacuduikoBaHi

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
Hepo3dacoBaHoil 3 thapmakoHarnsgy 3asBHVKa 415 34iACHEHHS
NPoAYyKLUiT, NepBUHHE thapmakoHarnagy B YkpaiHi, AKLLO BOHA
nakyBaHHs, BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BTOPUHHE BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
nakyBaHHs, (BK/IKOYAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
BMNPOGYBaHHS pO3MilLEeHHI MacTep-thaiina cuctemu
KOHTPOJII0 AKOCTi Ta thapmakoHarnagy).
BUNYyCK cepil: 3MiHa yNnoBHOBaXXeHOI 0CcobM 3asiBHUKA,
®.XothpmaHH-/15 BiANOBIAabHOI 3a hapmakoHarnag,. [iroya
Pow Nitg, pepakuisi: Dr Birgitt Gellert.
LLiBeiiuapis MponoHoBaHa pepgakuisi: JloitueHko Onexa
Brpo6HMUTBO BonogumupisHa. 3MiHa KOHTaKTHUX JaHnX
Hepo3dacoBaHoil yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
NpoAYyKLUii, NepBUHHE hapmakoHarnsag. 3miHa MicLle3HaxomKeHHs
nakyBaHHS: macTep-gaiina cuctemn hapmMakoHarasgy Ta
J[DKeHeHTeK IHK., ioro Homepa. 3miHa Micus 3AiACHEHHS] OCHOBHOT
CWA LisNbHOCTI 3 thapmakoHarnagy.
BunpobyBaHHs
KOHTPO/IO AKOCTI
(kpim BMNpOOYBaHHSA
ineHTudikauii
6eBauunsymady):
& . XohpmaHH-/15
Pow NTpa,
LLIBeliyapis
3. A3ATIMIH® Tabnetkn, no 1 mr, TOB YkpaiHa BUPOGHMLTBO, peuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a - UA/19767/01/01
ACIHO no 10 TabneTtok y "ACIHO NnepBUHHE Ta TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peyenmom
6nicTepi, no 3 abo YKPATHA" BTOPUHHE 23.07.2015 Ne 460) BunpaBneHHs TEXHIUYHKX
no 10 6nictepis y nakyBaHHs1, NOMUWOK, 3rigHo Nn.4 n.2.4. po3giny VI Hakasy
KapTOHHIN navuj KOHTPO/b Ta BUMYCK MO3 Y«kpainu Big 26.08.2005p. Ne 426 (y
cepii: pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p
[xeHechapm CA, Ne 460) — noMUIKM NOB'A3aHi 3 Nnepeknagom abo
pevjis nepeHeceHHsaM iHcbopmau,i, ki 6yn gonyLueHi
nif yac NpoBefAeHHA npoLefypy peectpauii
(Haka3 Ne2198 Big 05.12.2022p.). Y HanucaHHi
TOProBOi Mapku NikapcbKoro 3acoby
aHrNificbKo MOBOIO, MOMW/IKOBO BKa3aHWii 3HaK
TOBapiB Ta Nocnyr «®», Togji Ak cepTudikar Ha
3aXVCT TOProBOi Mapkn HasiBHUIA nnwe Ans
YKPaiHCLKOro BapiaHTy HanMcaHHs Has3Bu.
3asHayeHe BUNpaB/IeHHA Bignosigae
MaTepiasiaMm peecTpaLiiHoro ocke
A3NMEL® NOpOLLOK AN NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a - UA/7234/03/02
OpasibHOI cycneHsii, "Kuismegnp "Knismegnpenapar” 3MiHM | Tuny - 3MiHK 3 AkocTi. FoToBMIA peyenmom
100 mr/5 mn 1 enapar” nikapcbknii 3aci6. 3MiHN Yy BUPOOGHMLTBI (iHLLi
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o6onoHkoto, no 10
Mmr/12,5 wr; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHI Kopoo6Li

[Jonuneng rmexX

nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa abo
[0AaBaHHA LWTamnis, NOTOBLLEHb ab0 iHLWNX
MapKyBaHb, YK/oUaloumn 3aMiHy abo fofaBaHHs
hapb 415 MapKyBaHHS JlikapcbKoro 3acoby
(3miHa pycku, NpU3HaYeHOT ANS PO3LieHHS
TabneTtky Ha pPiBHI 403K1) YTOUHEHHS iHGhopMaLii
LLIOA0 MOX/IMBOCTI BUKOPUCTAHHS PUCKN HA
TabneTkax, BKPUTMX NIBKOBOKO 060/IOHKOID, AN
po3aineHHa TabneTkn Ha ABi piBHI £03U. 3MiHK
BHECEHO [0 iHCTPYKLii 415 MegnyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
"Cnoci6 3acTocyBaHHA Ta 4031" Wo40
MOX/IMBICTb PO3Ai/IEHHS TabNeTKN Ha ABi PiBHI
[031. BBeeHHsA 3MiH NpoTArom 6-Tv Micsiuis
nicnsa 3aTBepKeHHs. 3MiHY | Tuny - 3MiHK LWoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MeAMYHOro 3acToCyBaHHA Ha MigcTaBi

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
20 mn cycnexsii y NPUMILLEHHS (BUNYyYEHHS iHhopmaL,ii npo
chnakoHi; no 1 Knacudikauito BUPOGHUUNX NPUMILLEHb, Y AKUX
dhnakoHy pasom 3 NpPOBOAATLCA CTaAil TEXHOMOMYHOro npouecy
KanibpoBOYHNM BMpOG6HMLTBA /13, y 3B’A3KY 3i 3MiHOIO Knacy
LINPULOM i MipHOIO ynctoTh D Ha knacudpikoBaHi NPUMILLEHHS).
JNIOXEYKOHo B nauLi 3aTtBepaxeHo: Posgain 3.2.P.3.3. «Onuc
BMPOOHNYOro NpoLecy Ta KOHTPOSII0 NPOoLecy».
«...NMPUMILLIEHHA Knacy 4icToTn D...».
3anponoHosaHo: Po3gin 3.2.P.3.3. «Onuc
BMPOOHMYOro NpoLecy Ta KOHTPOSII0 NPOoLEecy».
«...KnacuaikoBaHi NPUMILLEHHS...» A TaKoxX
[OMNOBHEHHS iH(hOpPMaLE0 LWoA0 NepioANYHOCTI
KOHTPO/II0 SIKOCTI BigMVBKV 06/1afHaHHS Bif
3anuwkis A®I Ta Mmovoro 3acoby
5. A3NONTUK Kpanni O4Hi, PO34nH, EnEnCi Ipysis K.T. POM®APM PymyHis BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a - UA/17864/01/01
POM®APM 15 wmr/r; no 250 mr B Pomdrapm KOMMAHI C.P.11., 3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA peyenmom
01HO1030BOMY Komnawi PyMyHis nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3amiHa
KOHTeliHepi, no 6 [xopoxusa (BUpOGHMLTBO Ta ab0 BBeLleHHS [,04ATKOBOT AiIbHUL
KOHTelHepiB B calle nepBuHHe BMPOGHMLITBA A/15 YaCTUHM ab0 BCbOro
Ta KapTOHHIN nauui nakyBaHHs BMPOGHMYOro NpoLecy roToBoro Nikapcbkoro
NiKapcbKoro 3acooby; 3aco6y (iHLWi 3MiHKN) 3a3HAaYEHHST BUPOOHMKA,
BTOPWHHE BifJNOBIAa/IbHOMO 3a BUPOBGHMLITBO Ta NEPBUHHE
nakyBaHHs, nakysaHHs /13 K.T. POM®APM KOMIAHI
KOHTPO/Ib KiHL,EBOrO C.P.N., PymyHis (Byn. ipymyn epiii OToneHb
NPOAYKTY Ta BUMYCK Ne 52, m. OToneHb, 075100, okpyr |ndos,
cepir) PyMmyHif1), a TakoX YyTOYHEHHS BUPOOGHUUMX
doyHKUil BUpO6HMKiB /13
6. AKKY3NA® TabneTku, BKPUTI MOAN3EP CLA Mdpaiizep HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/3031/01/01
10 NNiBKOBOIO IHK. MeHiohekUypuHr 3MiHu | TUNY - 3MiHK 3 siKocTi. FoTOBMIA peuenmom nionsieae




17

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

perynisipHO OHOBJIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 JOC/iAXEHb, NPOBEAEHUX
BIAMNOBIAHO A0 NAaHy negiatpuyHnX JOCAiAKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XXEHNM OpraHoM) 3MiHN BHECEHO A0
IHCTPYKLUIT 4155 MeAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ainy “MobivHi peakui
BiANOBiAHO A0 pekomeHaauin PRAC woao
OHOBJ/IEHHS iH(hopMaLii 3 6e3nekn Ajroyoi
PeyoBMHM KBiHANpwW, a came ncopias,
3arocTpeHHs ncopiasy. BBefeHHA 3MiH NPOTArom
6-TV MiCALIB MiCNA 3aTBEPMKEHHA 3MiHKM | TNy -
3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapaKkTepucTuL Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHS fikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKVM 3BIiTYy 3 AOC/iAXEHb, MPOBEAEHNX
BiANOBIAHO A0 NMiaHy nejiatpudHnX JocnigxeHb
(PIP) (3MiHY Y3rofXeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHNM OpraHomM) 3MiHN BHECEHO 0
IHCTPYKUIi ANA MeAUYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby A0 po3ainis "OcobnnBocCTi
3acTocyBaHHs", "lNo6GiyHi peakuii” BiANOBIAHO A0
pekomeHgauiin PRAC 1Wo[0 OHOBMEHHS
iHcbopMmaLii 3 6e3nekun 4ilyoi pevyoBuHN
KBIHANPW/1 CTOCOBHO BUHVKHEHHS CUHAPOMY
HeafilekBaTHOI cekpeLii aHTuaiypeTnyHoro
ropmoHy (CHAZAI) i noganbLuoi rinoHaTpiemii.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS. 3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTPYKLi ans
MeOUYHOro 3acToCyBaHHA Ha nigcTaBi
perynisipHo OHOBJIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3acTocyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/iAXEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy nefiatpuyHUX JOCAiAKEHb
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

(PIP) (3MiHy y3rofXeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XXEHNM OpraHoM) 3MiHN BHECEHO A0
IHCTPYKLUIiT 4155 MeAMYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao posainis "OcobmBocTi
3acTtocyBaHHA", "lMo6ivHi peakuii” BignosigHoO A0
pekomeHaauiit PRAC LW0A0 OHOBMEHHS
iHchopmawuii 3 6e3nekn Ajto40i pevyoBUHMN
rigpoxnopoTiasngy CTOCOBHO MOBIAOM/IEHb NPO
[OyXe pigkicHi BUnagku roctpoi pecnipaTopHoi
TOKCWMYHOCTI, BK/IKOYatoumM rocTpuii
pecnipaTopHuii AucTpec-cuHAPOM. BBeaeHHs
3MiH NpPOTArom 6-Tn micsuis nicns
3aTBEPAKEHHSA

AKKY3NA®
20

TabneTku, BKPUTI
NNiBKOBOIO
o60ooHKoto, no 20
Mmr/12,5 wr; no 10
TabneTtok y 6nicrepi;
no 3 6nictepu B
KapTOHHIA Kopoo6Li

MN®ANIEP
IHK.

CLIA

Mdpaiizep
MeHtodekuypuHr
Loiiuneng Tv6X

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHn | TUnYy - 3MiHK 3 sKocTi. FoToBMIA
nikapcbknii 3aci6. Onuc Ta cknag. 3miHa abo
[ofaBaHHs LWTamnis, NOTOBLLEHb abo iHLWNX
MapKyBaHb, yK/touarouy 3aMiHy abo gofaBaHHs
thap6 AN MapKyBaHHS /likapcbKoro 3acoby
(3miHa pycku, NpU3HaYeHo! ANs PO3LiIeHHS
TabneTku Ha piBHi A03M) YTOUHEHHS iHdopmaLlii
LLIOZI0 MOX/IMBOCTi BUKOPVUCTAHHA PUCKN Ha
TabneTkax, BKpUTUX M/1iBKOBOK 060/I0HKOI0, /1A
po3gineHHs TabneTkv Ha ABi piBHI 403K, 3MiHK
BHECEHO [0 iHCTPYKLIT 415 MeANYHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainy
"Cnoci6b 3acTocyBaHHA Ta 4031" w040
MOX/IMBICTb PO3A,i/IEHHSI TAGNETKN Ha ABi PiBHI
[031. BBefieHHs 3MiH NpOTSArom 6-Tv MicsiLis
nicns 3aTBepkeHHsA. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekun
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTar
OLLiHKM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NiaHy negiaTpuyHUX SOCAIAKEHb
(PIP) (3MiHy y3roXeHo 3 KOMNeTEeHTHUM
YMNOBHOB&XeHUM opraHom) 3MiHN BHECEHO A0
IHCTPYKUIi 418 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby a0 po3ainy "Mo6iyHi peakuii”
BiANOBIAHO A0 pekomeHgauin PRAC wogo
OHOBJ/IEHHS iHthbopMaLii 3 6e3neku Ajroyoi
PEYOBMHM KBiHANPWA CTOCOBHO BUHWUKHEHHS
ncopiasy/3arocTpeHHs ncopiasdy. BeefeHHs 3MiH

3a
peyenmom

He
nidnsieae

UA/3031/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPMAKEHHS
3MiHY | TUnY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLi ans
MeOUYHOro 3acToCyBaHHA Ha nigcTaBi
perynisipHo OHOBJIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 JOC/iAXEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NAaHy negiatpuyHnX JOCAiAXKEHb
(PIP) (3MiHy Y3rofXeHo 3 KOMNEeTeHTHUM
YNOBHOB&XXEHNM OpraHoM) 3MiHN BHECEHO A0
IHCTPYKLUiT 4151 MeAMYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao posainis "OcobmBocTi
3acTocyBaHHs", "lMo6iYHi peakuii” BignosigHoO A0
pekomeHaauiit PRAC LW0A0 OHOBMEHHS
iHchopmawuii 3 6e3nekn Ajto40i peyoBUHM
KBiHANPWU/ CTOCOBHO BUHVKHEHHS CUHAPOMY
HeaflekBaTHOI cekpeL,ii aHTUAiypeTUYHOro
ropmoHy (CHAI) i noganbLuoi rinoHaTpiemii.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHA 3MiHM | TUNY - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OLLiHKM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NaHy negiaTpuyHUX SOCAIAKEHb
(PIP) (3MiHy y3rokeHo 3 KOMNETEeHTHUM
YMNOBHOBaXeHUM opraHom) 3MiH1 BHECEHO 0
IHCTPYKUIi A1 MEANYHOr0o 3acTOCYBaHHSA
nikapcbkoro 3acoby Ao po3gainis "OcobmBocTi
3acTocyBaHHs", "lNo6ivHi peakuii" BiANOBIAHO A0
pekomeHgauin PRAC 1040 OHOB/EHHS
iHchopMmawii 3 6e3nekn Ajryoi pevyoBUHM
rigpoxnopoTiasnay CTOCOBHO NOBIAOM/EHb NPO
[yXe pigkicHi BUNnagku roctpoi pecnipaTopHoi
TOKCWMYHOCTI, BK/IOYao4mM rocTpuii
pecnipaTopHuii AucTpec-cuHAPOM. BBeseHHs
3MiH NpOTArom 6-Tu MicsiB nicns
3aTBEPAKEHHS

AKHETIH®

Kancynu no 16 wr,

AapaH-

Xopsaris

C.M.B. TexHonoaxi

Benbris

BHECEHHS 3MiH [10 peecTpaLiinHMx MaTepiasis:

3a

UA/10316/01/02
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200 mr/10 mn a6o
400 mr/20 mny
chnakoHi; no 1 a6o 4
donakoHn y
KapTOHHI KOpooL;i 3
MapKyBaHHAM
YKPaiHCbKOK MOBOH
ab60 3 MapKyBaHHAM
aHrNIfcbKoIo,
opaHLy3bKol Ta
apabCbko MoBamu
3i CTUKEpOM
YKPaiHCbKOK MOBOH

Uyraii ®apma
MaHydekTypuHr Ko.
Nta, AnoHis
BupobHMLTBO
Hepo3gacoBaHol
npoaykuii (ans
ynakosku no 400
Mr/20 mn),
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI
(ans ynakoBku no
400 mr/20 mn):
JxeHeHTek IHK.,
CLA
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI
(a4ns ynakoBku no

roTOBOro NikapcbKoro 3acoby (36iNbLUeHHs
TepMiHy NpuaaTHOCTI FOTOBOTO /liKapCbKoro
3acoby) - Micns po3yrHeHHs abo BiAHOB/EHHS
(NiaTBEPOXKYETLCA AAHUMW PEAILHOIO Yacy)
MpuBeneHHs maTepianis peecTpauiiHoro 4ockbe
'N3 y BigNOBIAHICTb A0 OHOBNEHOI AOKyMeHTaUl
3as1BHVKA 040 MOX/IMBOCTI 36epiraHHs
NPUroToBaHOro (pPo3BeLeHoro) iHgysiliHoro
PO3YMHY [0 2 TUXKHIB Y XO/TOANIbHUKY Npu
Temnepartypi 2 °C - 8 °C 3aTBepKeHo:
MpurotoBaHuii (po3seaeHnin) iHdy3iHNi
po3uuH npenapaty AKTEMPA® chisnyHo Ta
XiMiYHO cTabinbHW B 0,9 % pPO34nHI HaTpIlo
xnopugy 24 roguH npu Temneparypi 30 °C.
3anponoHoBaHo: MpurotoBaHuii (po3BeaeHNIA)
iHdpy3iliHMIA po3unH npenapaTy AKTEMPA®
dhi3nuHO Ta XimMi4HO cTabinbHWi B 0,9 % po3unHi

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
no 10 kancyny [aneHcbkumit CA 3MiHY | TUny - AAMIHICTPaTUBHI 3MiHW. peyenmom
6nictepi; no 3 Na6opatopi BunyyeHHs BUpOGHMYOT AinbHUL (BKTHOUYAKUM
6nictepu y np.n. AinbHUUI ana A®l, npomixHOro npoAykTy abo
KapTOHHI KOpooLi roTOBOrO /1iKapCbKOro 3acoby, AiNbHULI s
npoBefeHHA nakyBaHHs, BUPOOHUKA,
BiANOBIAa/IbHOrO 3a BUNYCK cepiid, MicLe
NpoBeLEeHHS KOHTPOJIIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiany, peareHTy
ab0 AONOMDKHOT peYOBMHN (SIKLLO 3a3HAYeHO Y
[0CbE). AOMiHICTpaTBHA 3MiHa BUAAJIEHHS
BUpo6HMKa APl Ranbaxy Laboratories Limited,
India. 3anMwaeTbcs anbTepHaTUBHUIA BUPOBHMK
A®| Olon S.P.A,, ltaly.
9. AKHETIH® Kancynu no 8 mr; no AapaH- Xopsartis C.M.B. TexHonoaxi Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a - UA/10316/01/01
10 kancyny [aneHcbkumit CA 3MiHY | TUny - AAMIHICTPaTMBHI 3MiHW. peyenmom
6nictepi; no 3 Na6opaTtopi BunyyeHHs BUpOGHMYOT AinbHULI (BKIHOYaK0UM
6nictepn y npa.n. LinbHUUi ans A®I, npoMixHOro NpoaykTy abo
KapTOHHI Kopoo6Li roTOBOrO /iKapCbKOro 3acoby, AiNbHULI Ans
NpoBefieHHA NakKyBaHHs, BUPOOHUKA,
BiANOBIAA/IbLHOrO 3a BUMYCK Cepiii, MicLe
NpoBeAEHHSA KOHTPO/O cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy
a60 [0NOMDKHOT PevyoBMHN (SIKLLLO 3a3HAYeHOo y
[0CbE). AOMiHICTpaTMBHA 3MiHA BUAASIEHHS
BMpo6Huka A®| Ranbaxy Laboratories Limited,
India. 3anvwaeTbcs anbTePHATUBHUIA BUPOGHUK
A®l| Olon S.P.A,, Italy.
10. AKTEMPA® KOHUEHTpaT ans TOB «Pouww YkpaiHa Brpo6HMUTBO AnoHis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/13909/01/01
pPO34MHYy NS YkpaiHa» Hepo3acoBaHol cuwaA/ 3MiHu | TUNY - 3MiHK 3 siKocTi. FoTOBMIA peyenmom nionsizae
iHcpysin, 20 mr/mn, npoaykuii, nepsuHHe | HimeuunHa/ nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa Y
no 80 mr/4 mn abo nakyBaHHs: LLiBeiuapis TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHs
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
400 mr/20 mn): HaTpito xnopuay. Voro moxHa 36epiratu
JKeHeHTek [HK., npotsirom 24 roguH npu temneparypi 30 °C i go
CWA 2 TWXKHIB Y XONOAWBHUKY Npy TemnepaTtypi 2 °C
BrnpobyBaHHs - 8 °C. 3miHun BHeceHO [0 IHCTpykuii gns
KOHTPO/IO AKOCTi: MeAMYHOro 3acTOCyBaHHA NikapCbkoro 3acoby
Pow dapma AT, 00 po3ainy "Cnoci6 3actocyBaHHs Ta fo3n"
HimeuunHa o040 36epiraHHs NPUroTOBaHOro (PO3BEAEHOrO)
BTOpuHe nakyBaHHS, iHpy3iliHOro po3umHy. BBeAEHHS 3MiH NPOTArom
BMNPOGYBaHHSA 6-TV MicsALiB NiCNSA 3aTBEPAYKEHHS.
KOHTPOJIO AKOCTI,
BUNYyCK cepil:
®.XothpmaHH-/15
Pow NTa,
LLiBeiiuapis
11. AKTUNISE® niogpinizat gns BepiHrep HimeuunH BepiHrep Himeuunna BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a - UA/2944/01/01
PO34nHy AnA IHrenbxaim a IHrenbxaiim ®apma 3MiHK | TRy - 3MiHK Woao peyenmom
iHcpysiii no 50 wr, 1 IHTepHeLwwHN 'm6X i Ko. KI 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
hnakoH 3 6X BeefeHHs abo 3MiHN [0 y3araslbHeHUX AaHnX
niocgpinizatom y npo cuctemy chapmakoHarnsgy (BBefeHHS
KomnnekTi 3 1 y3arasibHeHUX JaHnx npo cucTemy
h1akoHOM thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
pO34nHHYKKa (BOAa BiANOBIAA/IbHOT 32 3AiACHEHHS
Ans iH'ekuiid) no 50 hapMakoHarnsay; KOHTakTHoi ocobu 3
M1y KapTOHHIi hapmakoHarnsgy 3asBHuka 415 34iCHEHHS
Kopoo6Li thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA hapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) - 3mMiHa KOHTakTHOI 0co6u
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YkpaiHi. [itoya pegaxuis: Monisyak OneHa
BikTopiBHa. MponoHoBaHa pegakuis: Yymak
ApTem Bonoanmunposuy. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asIBHYKA,
BiANOBiAa/IbHOI 3a thapmakoHarnisa B YkpaiHi
12. ANNEPTEK® TabneTku, BKPUTI BapLluascbku Monbwa dapmaLeBTUYHMIA Monbwa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 - UA/6422/02/01
060/10HKO10, 1Mo 10 i 3aBop, "Monbhapma" 3MiHuM | TUNY - 3MiHK Woao peuenma
Mr o 7 a6o no 20 hapmaueBT C.A 6e3nekn/edpekTUBHOCTI Ta hapMakoHariagy.
TabneTok y 6nicTepi; | W4HWA 3aBOA BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux
no 1 6nictepy B Monbgpa AT npo cuctemy papmakoHarnsgy (BBefeHHs

KapTOHHI Kopoo6Li

y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT 0coou,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobm 3
dhapmakoHarnsgy 3asaBHuKa AN 34ilCHeHHS
thapmakoHarnagy B YkpaiHi, SKLLO BOHA
BiIMiHHa Bif YNTOBHOB&XeHOI 0cobu,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
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3acoby yrnakoska) nocsioYyeHHs1
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-haiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, Bi4NoBiAa/IbHOT 3a hapMakoHarnsag.
[itoua pepakuis: Krzysztof Karpinski / Kpuwwtod
KapniHcki. MponoHoBaHa pepakuis: AHHa KoHuak
/ Anna Konczak. 3MiHa KOHTakTHUX gaHuX
YNOBHOB&XEHOI 0CO6Y 3anBHNKa,
BignoBiga/IbHOI 3a dhapMakoHarnsaa.
13. Anoxon TabneTku, BKPUTI My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 - UA/2355/01/01
NNiBKOBOIO akuioHepHe akuioHepHe 3MiHu | TUny - 3MiHK Woao peyenma
o60oHKoto; no 10 TOBapUCTBO TOBapuCTBO 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
abo 50 Tabnetok y "HaykoBo- "HaykoBo- (iHWi 3MiHW)
6nictepax; no 10 BMPOGHNYNIA BVMPOGHNYNIA LEHTP OHoB/eHHA TeKCTy MapKyBaHHA YNakoBku y
Tabnetok y 6nictepi; LEeHTp "BopLyariBcbkuii 3B'AA3KY 3 BUIyYEHHAM iHhopMaLii sika
no 5 6nictepis y "BopLuariscb XiMiKo- HaHOCUTbLCS POCICHKO MOBOK Ta BHECEHHS
nauuj 3 KapToHy; No KWin Ximiko- hapmaueBTUYHNMI KOPEKTOPCLKNX MPaBOK MO TEKCTY. Y TOYHEHO
180 TabneTok y thapmaueBT 3aBof", YkpaiHa; BVKNaAEHHA po3AiniB «[ofaTkoBa iHhopmau,is.
KOHTelHepi NYHWIA TOB "Arpocphapm”, [l-1. Ynakoska» MKSA Ta po3giny P4 3.2.P.7
nnacTukosomy; no 1 3aBof" YKpaina OHOB/IEHHA TEKCTY MapKyBaHHA NEPBUHHOI Ta
KOHTeliHepy B maui (dhacyBaHHs Ta BTOPUHHOT YMakoBKM NikapcbKoro 3acoby, a came
3 KapTOoHY nakyBaHHs) BUYYEHHST iH(hopMaLii, 3a3Ha4eHOl POCiliCbKO
MOBO. BBEieHHSA 3MiH MPOTAroM 6-TW MicsLiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3miHn 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHUIA 3aci6. 3miHa
pO3Mipy ynakoBK/ roTOBOrO JlikapCbkoro 3acoby
(BUNy4EHHSA YNaKkoBKU MEBHOMO PO3Mipy)
BunyuyenHst ynakosku in bulk. 3milu | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3MiHa nocTayvasibHYKa NakyBaslbHUX MaTepianis
ab0 KOMMNEKTYOUMX (SKLWO 3a3HaYEHO B AOCHE)
(BUNYyYEHHA NOCTaYasIbHMUKA) BHECEHHS 3MiH A0
po3giny 3.2.P.7 Cuctema
KOHTeliHep/3akynoproBasibHWiA 3acib, a came-
BW/yYEHHS HaliMeHyBaHHA NocTavyasibHUKIB
nakyBaslbHUX MaTepianis ,y 3B'A3Ky 3
npuBELEHHSM Y BiANOBIAHICTb A0 EBPONENCHKMX
BUMOT.
14. AMIHOBEH PO3unH aNs iHdysil; dpeseHiyc HimeuunH ®peseHiyc Kabi AscTpist BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasiis: 3a - UA/10432/01/02
10% no 500 mny Kabi a ABcTpia 'mM6X 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat peyenmom
dhnakoHax Loiunang BignosigHoCTI/IE-cepTucpikat BignosigHoCTI
6X

€Bponeiicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANoBigHOCTI EBponeiickbkili hapmakonei: ans
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A®l; gns BuxigHOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OOMNOMIKXHOT peyoBrHK (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKAT Bif YXe 3aTBEPLKEHOIO
BMPO6HUKa. [ogaHHa OHOBNEHOro cepTudiikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2008-099-Rev 04 (3aTBepaxeHo: R1-CEP
2008-099-Rev 03) 15 Aitl040i peHOBUHN
Glycine, Bif, BXe 3aTBEpAXEHOro BUPOGHMKa
Evonik Rexim (Nanning) Pharmaceutical Co.,
Ltd., Kutaii.
3MiHu | TUnY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkin hapmakonei/MmoHorpadii.
MopaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[L0MOMDKHOT peyoBUHU (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
OHoBEeHWNIA cepTUdiKaT Bif yXe 3aTBepKEHOro
BMpPOGHUKA -
nofaHHsa OHOB/IEHOro cepTudikara
BiANOBIgHOCTI EBponeiickkiii hapmakonei Ne R1-
CEP 2013-157 - Rev 00 (3aTBepmxeHo: RO-CEP
2013-157 - Rev 00) gns gjitoyoi peqyoBuHN
Alanine Big, BXe 3aTBepAKEHOro BUPOGHMKa
Amino GmbH, HimeuyunHa. 3MiHu | Tuny - 3mMiHn
3 aKocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoONENCHKIi
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BWyYEHHS cepTudpikaTta BiANoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
OHoBrEeHWIA cepTUdiKaT Bif yXe 3aTBepXEHOro
BUpPOGHMKa. MogaHHA OHOBEHOro cepTudikaTa
BignoBigHoCTI EBponelickkili hapmakonei Ne R1-
CEP 2004-086-Rev 06 (3aTBepgxeHo: R1-CEP
2004-086-Rev 05) gns gitoyoi peyosuHu Alanine
Bifl BXX€ 3aTBEPAKEHOr0 BUpO6HUMKa Evonik
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Rexim (Nanning) Pharmaceutical Co., Ltd.,

Kutaii. 3miHu | Tvny - 3MiHM 3 AKOCTI.
CeptucpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €BpONenchbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BWyYEHHS cepTudpikaTta BiANoBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; pns
BMXiAHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
OHoBEeHWIA cepTUdikaT Bif yXe 3aTBepXEHOro
BUpPOGHMKa. MogaHHA OHOBEHOro cepTudikaTa
BignoBigHoCTI EBponelickkili hapmakonei Ne R1-
CEP 1999-136-Rev 07 (3aTBepgxeHo: CEP
1999-136-Rev 06) 4ns Ajto4oi pevyoBrHN
Methionine Big, yxxe 3aTBepaXeHoro Bupo6HuKa
Sekisui Medical Co. Ltd., AnoHisa. 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikat BignosigHOCTI/lE-
cepTudikaT BignoBigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BifnoBigHOCTI a6o
BWUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BUXIAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; ans fonoMixHOT pevoBnHN (cepTudikar
BiANoOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif Y)Xe 3aTBEPLKEHOIO
BMPOGHMKa MNogaHHsA OHOBIEHOTO cepTuddikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2004-277-Rev 02 (3aTBepmxeHo: R1-CEP
2004-277-Rev 01) ons Aito4oi pevoBrHN
Threonine Bif BXe 3aTBepP)KEHOr0 BUPOGHMKA
Amino GmbH, HimeuunHa. 3miHu | Tuny - 3miHn
3 aKkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TYYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: gns A®l; ans
BMXigHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ans [ONOMIXHOT pevoBuHN (cepTudpikar
BiANOBIAHOCTI €Bponelickbkili hapmakonei) -
OHOB/EHWIA cepTUdiKaT Bif yXe 3aTBEPXEHOr0

BMPOGHUKa. [ofgaHHA OHOB/IEHOTO cepTudlikara
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BiANoBigHOCTI EBponeiickkiii hapmakonei Ne R1-
CEP 2014-132-Rev 00 (3aTBepaxeHo: RO-CEP
2014-132-Rev 00) 4ns Aito4oi pevoBrHN
Phenylalanine Big, BXe 3aTBEpAXeEHOro
BMpo6HuKa Shanghai Ajinomoto Amino Acid Co.,
Ltd., Kutaii. 3miHn | TUny - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOro marepiany/peareHTy/npoMikKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ans fonoMixXHOT pevoBuHN (cepTudpikar
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif y)Xe 3aTBEPKEHOr0
BMPOGHUKa. ofaHHA OHOBNEHOTro cepTudikara
BiANoBigHOCTI EBponeiickkiii hapmakonei Ne R1-
CEP 2014-063-Rev 00 (3aTBepaxeHo: RO-CEP
2014-063-Rev 01) ans Aito4oi peyoBuHu Lysine
acetate Bif BXe 3aTBepKEHOro BUPOOHMKa
Ajinomoto Health and Nutrition North America,
Inc. CLUA.3MmiHu | Tvny - 3MiHM 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOro marepiany/peareHTy/npoMikKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ans fonoMixXHOT pevoBuHN (cepTudpikar
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif y)Xe 3aTBEPXEHOr0
BMPOGHUKa. ofaHHA OHOBNEHOTro cepTudikara
BiANOBIgHOCTI EBponeiickkiii hapmakonei Ne R1-
CEP 2006-315 - Rev 03 (3aTBepmxeHo: R1-CEP
2006-315 - Rev 02) ans gjtoyoi peyosuHu Serine
BiJl BXX€ 3aTBEPIXEHOro BMPObHUKa Amino
GmbH, HimeyunHa. 3miHn | Tuny - 3miHn 3
akocTi. CepTudpikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBpoONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BWyYEHHS cepTudpikaTta BiANoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOT0 marepiany/peareHTy/npoMiHOro
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NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
OHoBrEeHWNIA cepTUdikaT Bif yXe 3aTBepXEHOro
BUpPOGHMKa. MogaHHA OHOBEHOro cepTudikaTa
BignoBigHoCTI EBponelickkili hapmakonei Ne R1-
CEP 1999-014 - Rev 04 (3atBepmkeHo: R1-CEP
1999-014 - Rev 03) A4n1A Ail0HOT pe4OBUHN
Isoleucine Big, BXe 3aTBEPAXKEHOrO BUPOGHMKA
Kyowa Hakko Bio Co., Ltd., AnoHis. 3milu | TUny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI ab6o
BUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BUXiAHOro MaTepiany/peareHTy/NMpomMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; ans [onoMixHoT pevoBnHN (cepTudpikar
BiANoOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwii cepTudikar Big, HOBOro BUPOGHUKA
(3amiHa abo [OMOBHEHHS) BBEAEHHS HOBOTO
BMPOGHMKa AN Aitoyoi peyoBrHK Proline
Starlake Bioscience Co., Inc. Zhaoqging
Guangdong, Kutaii B Ikoro HasBHWIA cepTudikat
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2002-047 - Rev 02 (f0MNOBHEHHS). 3MiHu |
Tuny - 3MiHN 3 akocTi. CepTuddikat
BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI 260 BUMYyYEHHS cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[O0MOMIXHOT peyoBrHY (cepTuddikat
BiANoOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTudpikat Ha HecTepubHUli A®I, aKuii
6yfe BYKOPUCTOBYBATUCSA A/19 BUPOOHMLTBA
CTepuIbHOrO Nikapcbkoro 3acoby, AKLLo BoAa
BUKOPVCTOBYETLCA HA OCTaHHIX eTanax CUHTe3sy
Ta MaTepias He BiflbHUIA Bif 6akTepiasibHNX
€HOO0TOKCUHIB. [NogaHHA HoBOro cepTudikara
BignoBigHoCTI EBponelickkili hapmakonei Ne R1-
CEP 2014-366 - Rev 00 o115 4jto40i pe4yoBuHM
Serine Bif HoBOro BMpo6Huka Evonik Rexim
(Nanning) Pharmaceutical Co., Ltd., Kutai.
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3MmiHu | TYny - 3MiHK 3 SKocTi. API.

CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepioay 36epiraHHa abo ymoB
36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPAKEHOMY AOCbe cepTudikaTa
BiNOBIgHOCTI €Bponelickkili hapmakonel, LWwo
BK/1IOUAE Nepiof, NOBTOPHOrO BMNPOGYBaHHS)
(nepiof noBTOpPHOro BMNpPoGyBaHHA/Mepios
36epiraHHs) - 36iNbLUeHHA abo BBEAEHHS
nepiogy NOBTOPHOr0O BMNpOGyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI pe3y/bTaTiB AOCNIMKEHb Y
peasibHOMY Yaci. BBeeHHs nepiofy NOBTOPHOIO
BMNpobyBaHHA 36 MicALB 415 Ail0HOT PeYOBUHU
Proline Bupo6HuuTBa Starlake Bioscience Co.,
Inc. Zhaoging Guangdong Ha OCHOBI
pe3ynbTaTiB AOC/IHKEHb Y PeasibHOMY Yaci.
3MiHW | TUnY - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNyYeHHs cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; fns
[LOMOMDKHOT peyoBUHU (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
OHoBEeHWIA cepTUdikaT Bif yXe 3aTBepXEHOro
BUpOGHMKa. MogaHHA OHOBNEHOro cepTudikaTa
BignoBigHoCTI EBponelickkili hapmakonei Ne RO-
CEP 2013-211-Rev 01 (3aTBepgxeHo: RO-CEP
2013-211-Rev 00) gns Ailoyoi peyoBuHU Serine
Bifl BXX€ 3aTBEPKEHOr0 BUPOOHUKA, SIK HACNIA0K
3MiHa Ha3BU BUPOGHYKA (3aTBEPLKEHO:
Ajinomoto North America Inc.; 3anponoHoBaHo:
Ajinomoto Health and Nutrition North America,
Inc., CLLA).
3MiHW | TUNY - AOMIHICTPATUBHI 3MiHN.
BunyyeHHs BUPOBGHMYOT AinbHUL (BKTHOYAK0UM
OinbHUUi ana A®l, npomikHOro npoaykTy abo
roTOBOrO J1iKapCbKOro 3acoby, AiNbHuLi Ans
NPOBefEHHs NakyBaHHs, BUPOOHUKA,
BiAMNOBIA&UILHOrO 3a BUMYCK Cepiii, MicLe
NpOoBELEHHS KOHTPOJIH cepii) abo
nocTtayasibHuKa BUXIAHOrO MaTepiasy, peareHTy
ab0 4ONOMIXHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y
[OCbE) BUTYUYEHHSI BUPOGHMNYOI AiNbHAL

Ajinomoto Co. Inc., AnoHisa ans gjtoyoi




28

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

peuyoBuHM Lysine acetate. 3miHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. BuyyeHHst BUPOGHMYOT
AinbHUUi (BKIOYaoumn AinbHuui ana Adl,
NPOMDKHOro NPoAYyKTYy abo roToBOro JliKkapCbKoro
3aco0y, AiNbHULI 4N NPOBELEHHA NakyBaHHS,
BMPOGHWKA, BiANOBIAANLHOMO 3a BUMYCK Cepil,
MicLie NpoBeAeHHS KOHTPO/IHO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiany, peareHTy
ab0 AONOMDKHOT peYOBMHN (SIKLLO 3a3HAYeHO Y
[0CbE) BUTYYEHHS BUPOGHMYOT AinbHuLi Evonik
Rexim S.A.S., ®paHuia onsa Ailoyoi peyoBrHU
Tryptophan. 3miHu | Tuny - AgMiHicTpaTuBHi
3MiHW. BunyyeHHs BUpO6HUYOI AinbHULI
(BKNovatoum ginbHULi ons APl NpoMiXKHOro
npoaykTy abo rotToBOro NikapcbLKoro 3acooy,
AINbHUL ANA NPOBEEHHA NaKyBaHHs,
BMPOGHMKA, BiAnoBifasibHOro 3a BUMYCK cepil,
MicLie NpoBeAEHHS KOHTPOSIIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy
a60 [0NOMDKHOT PevyoBMHN (SIKLLIO 3a3HAYEHO Y
[0CbE) BUMYYEHHS BUPOBHMYOI AinbHUL Kyowa
Hakko Bio Co. Ltd. AAnoHiss ans 4jro4oi peyoBuHmn
Prolin. 3miHu | Tuny - AOMiHICTpaTUBHI 3MiHW.
BunyyeHHs BUPOBGHMYOT AinbHULI (BKIHOYAK0UM
OinbHUUi ana A®l, npomikHOro npoaykTy abo
roTOBOrO J1iKapCbKOro 3acoby, AiNbHuLi Ans
NPOBEefEHHs NakKyBaHHs1, BUPOGHUKA,
BiAMOBIA&/TbHOIO 3a BUMYCK Cepiii, MicLe
NpOoBELIEHHS KOHTPOJIH cepii) abo
noctayasibHuKa BUXIAHOrO MaTepiasy, peareHTy
ab0 4ONOMIXHOT PEYOBMHU (KO 3a3HAYEHO Y
[0CbE)

BUYYEHHS BUPOOHUYOI AinbHULI Shanghai
Kyowa Amino Acid Co. Ltd. gns gitoyoi
peyosuHu Phenylalanine. 3Minu | Tuny - 3miHu 3
akocTi. CepTtudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBpoONENChKii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BWyYEHHS cepTudpikaTta BiANoBIigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXiAHOrO marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
HoBwuii cepTudpikat Ha HecTepuibHUi A®I, akuii
6yfe BYKOPUCTOBYBATUCS A8 BUPOOHMLTBA
CTEPWU/IBHOIO NiKapCcbKoro 3acoby, AKLo Boda
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BMKOPVCTOBYETLCA HA OCTaHHIX eTanax CUHTe3y
Ta MaTepias He BifbHUiA Bif, 6akTepianbHMX
€HJO0TOKCUHIB. MNogaHHsA HOBOroO cepTudikara
BiANoBigHOCTI EBponeiickkiii hapmakonei Ne RO-
CEP 2013-157 - Rev 00 g5 Aito4oi pevoBuHU
Alanine Big HoBOro Bupo6Huka Amino GmbH,
HimeuumHa. 3miHu | Tvny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikat
BifNOBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BUYyYEHHS cepTudikaTta BiANoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BUXIAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; ans fonoMixHOT pevoBnHN (cepTudikar
BiANoOBIgHOCTI EBponelickkili hapmakonei) -
HoBwuii cepTudpikat Ha HecTepunbHUli A®I, aKunii
6yfe BYKOPUCTOBYBATUCS A/18 BUPOOHMLTBA
CTepuIbHOrO Nikapcbkoro 3acoby, AKLL0 BoAa
BMKOPUCTOBYETLCA HA OCTaHHIX eTanax CuHTe3y
Ta MaTepias He BiflbHUIA Bif 6akTepiasibHNX
€HOO0TOKCUHIB. [NogaHHA HOBOro cepTudikara
BignoBigHoCTI EBponelickkili hapmakonei Ne RO-
CEP 2014-132-Rev 00 ans gito4oi peyoBuHM
Phenylalanine Big HoBoro Bnpo6Huka Shanghai
Ajinomoto Amino Acid Co., Ltd., Kutaii. 3miHu |
Tuny - 3MiHN 3 akocTi. CepTuddikat
BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI 260 BUMYyYEHHS cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[O0MOMIXHOT peyoBrHY (cepTuddikat
BiANoOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTudpikat Ha HecTepubHUli A®I, aKuii
6yfe BYKOPUCTOBYBATUCSA A/19 BUPOOHMLTBA
CTepuIbHOrO Nikapcbkoro 3acoby, AKLLo BoAa
BMKOPUCTOBYETLCA HA OCTaHHIX eTanax CuHTe3y
Ta MaTepias He BiflbHUIA Bif 6akTepiasibHNX
€HOO0TOKCUHIB. [NogaHHA HoBOro cepTudikara
BignoBigHoCTI EBponelickkili hapmakonei Ne RO-
CEP 2014-063-Rev 00 ans gito4oi peyoBuHM
Lysine acetate Big HOBOro BUpo6HuKa Ajinomoto
North America Inc., CLUA. 3MiHu | Tuny - 3miHn 3
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akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TYYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXigHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ans fonoMixXHOT pevoBuHN (cepTudikar
BiANOBIAHOCTI €Bponelickbkili hapmakonei) -
HoBuii cepTuchikat Ha HecTepunbHUii A®I, AKunii
6ye BMKOPUCTOBYBATUCS A1 BUPOOHULTBA
CTepuIbHOrO Nikapcbkoro 3acoby, AKLO BoAa
BUKOPVCTOBYETLCA HA OCTaHHIX eTanax CUHTe3y
Ta MaTepian He BiflbHWIA Bif, 6akTepianbHUX
€HJOTOKCUWHIB. MNogaHHsA HOBOTroO cepTudikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2014-227 - Rev 00 115 4jto40i pevyoBuHm
Lysine acetate Big HoBoro Bnpo6Hrka KYOWA
HAKKO BIO CO., LTD., AnoHis. 3miHu | Tuny -
3MiHu 3 aKocTi. APl CtabinbHiCTb. 3MiHa
nepiofy NoBTOpPHWX BMNPOGyBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHa AdI (3a
BijCYTHOCTI Y 3aTBEPKEHOMY [,0CLE
cepTudikaTa BiANOBIAHOCTI EBPONEChKIl
dhapmaxonei, Wwo BkoYae nepiod NOBTOPHOIO
BMNpo6yBaHHSA) (Nepiog, NOBTOPHOTO
BMNpOGYBaHHs/Nepiog 36epiraHHs) -
36inbleHHA abo BBeAEeHHS nepiody NOBTOPHOrO
BunpobyBaHHA/nepiody 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOC/IHKEHb Y PeasibHOMY Yaci.
BBegeHHs nepiofy NOBTOPHOroO BUNPOGYBaHHSA
24 micaui ana gitovoi peyosuHu Alanine
BMPOGHMLUTBA Amino GmbH, HimeuyunHa. 3miHu |
TUny - 3MiHK 3 AKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; fns
[LOMOMDKHOT peyoBUHU (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
HoBwuii cepTudpikat Ha HecTepuibHUi A®I, akuii
6yfe BYKOPUCTOBYBATUCS A8 BUPOOHMLTBA
CTEPWU/IBHOIO NiKapCcbKoro 3acoby, AKLo Boda
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3acoby yrnakoska) nocsioYyeHHs1

BMKOPVCTOBYETLCA HA OCTaHHIX eTanax CUHTe3y
Ta MaTepias He BifbHUiA Bif, 6akTepianbHMX
€HJO0TOKCUHIB. MNogaHHsA HOBOroO cepTudikara
BiANoBigHOCTI EBponeiickkiii hapmakonei Ne RO-
CEP 2007-364-Rev 02 ans gjto4oi pevyoBuHU
Valine Big HoBoro Brpo6Huka SHANGHAI
KYOWA AMINO ACID CO., LTD., Kutaii. 3miHn
| TMny - 3MiHu 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[L0MOMDKHOT peyoBUHU (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
OHoBEeHWNIA cepTUdikaT Bif yXe 3aTBepXEHOro
BUpOGHMKa. MogaHHA OHOBNEHOro cepTudikaTa
BignoBigHoCTI EBponelickkili hapmakonei Ne R1-
CEP 1998-107-Rev 04 (3aTBeppxeHo: R1-CEP
1998-107-Rev 03) ons Ajto4oi pevyoBrHN
Histidine Bif BXe 3aTBEpAXEHOr0 BUPOOHUKA,
AKWIA 3MIHMB Ha3BY (3aTBeppkeHo: Ajinomoto
North America Inc.; 3anponoHoBaHo: Ajinomoto
Health and Nutrition North America, Inc.),
afipeca BMPOOHMLITBA 3aUTNLLIAETLCA HE3MIHHOMO.
3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkin hapmakonei/MmoHorpadii.
MopaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBUHU (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
OHoBEeHWIA cepTUdikaT Bif yXe 3aTBepXEHOro
BUpPOGHMKa. MogaHHA OHOBEHOro cepTudikaTa
BignoBigHoCTI EBponelickkili hapmakonei Ne RO-
CEP 2014-063-Rev 01 (3aTBepgxeHo: RO-CEP
2014-063-Rev 00) gns fitoyoi peyoBuHU Lysine
acetate Bif BXe 3aTBEP)KEHOIO BUPOOHMKA, K
Hacnigok 3MiHa Ha3BM BUPOOHMKa
(3aTBepmxeHo: Ajinomoto North America Inc.;
3anponoHoBaHo: Ajinomoto Health and Nutrition
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

North America, Inc.), agpeca BUpo6H/ULTBa
3aMWAETHCA HE3MIHHOK. 3MiHM | TUNY - 3MiHK 3
akocTi. CepTudpikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBpoONeNChKii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BWyYEHHS cepTudpikaTta BiANoBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; pns
BMXiAHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
OHoBEeHWIA cepTUdikaT Bif yXe 3aTBepXEHOro
BUpPOGHMKa. MogaHHA OHOBEHOro cepTudikaTa
BignoBigHoCTI EBponelickkili hapmakonei Ne R1-
CEP 2014-063-Rev 00 ans gito4oi peyoBuHM
Lysine acetate Bif Bxe 3aTBep)KeHoro
BMpOo6HUMKa Ajinomoto Health and Nutrition North
America, Inc.

15.

AMIHOBEH
15%

PO34uH NS iHQy3ild;
no 500 mny
dhnakoHax

dpeseHiyc
Kabi

[Loliunang
6X

HimeyunH
a

®peseHiyc Kabi
AscTpia 'm6X

ABCTpist

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | TURY - 3MiHK 3 aKkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUMyYeHHS cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOrO
mMarepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0MNOMDKHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI E€Bponelickkili hapmakonei) -
OHOoB/EHWIA cepTUQIKaT Bif y)Xe 3aTBEPKEHOrO
BMPOOHUKa. [ogaHHA OHOBNEHOro cepTudikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2008-099-Rev 04 (3aTBepaxeHo: R1-CEP
2008-099-Rev 03) gns Aitoyoi pevoBuHn
Glycine, Bif BXe 3aTBEpAXEHOr0 BUPOOHUKA
Evonik Rexim (Nanning) Pharmaceutical Co.,
Ltd., Kutaii.
3miHu | TUnY - 3MiHk 3 sKocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikart BignosigHoCTi
€Bponeiicbkiin hapmakonei/MmoHorpadii.
MopaHHA HoBOro abo OHOBNEHOTO cepTudiikaTa
BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponeiichkili hapmakonei: gns
A®l; gns BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans

3a
peyenmom

UA/10432/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

[O0MOMIXHOT peyoBrHY (cepTuddikat
BiANoOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif Y)Xe 3aTBEPLKEHOIO
BMPOGHUKA -
nofaHHA OHOB/IEHOTO cepTudikaTa
BignoBigHoCTI EBponelickkili hapmakonei Ne R1-
CEP 2013-157 - Rev 00 (3atBepmkeHo: RO-CEP
2013-157 - Rev 00) ans gjto4oi pevyoBuHU
Alanine Bif BXe 3aTBEPXEHOr0 BUPOOHNKA
Amino GmbH, HimeuunHa. 3miHu | TUny - 3miHK
3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI ab6o
BUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BUXiAHOro MaTepiany/peareHTy/NMpomMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; ans [onoMixHoT pevoBnHN (cepTudpikar
BiANoOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif Y)Xe 3aTBEPLKEHOIO
BMPO6HUKa. [ogaHHA OHOBNEHOro cepTudiikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2004-086-Rev 06 (3aTBepaxeHo: R1-CEP
2004-086-Rev 05) ans gitovoi peyosrHy Alanine
Bifl BXX€ 3aTBEPAXEHOro BUpo6HUKa Evonik
Rexim (Nanning) Pharmaceutical Co., Ltd.,
Kutaii. 3miHm | Tvny - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikat
BifNOBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BifnoBigHOCTI a6o
BWYYEHHS cepTudikaTta BiANoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BUXIAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; ans fonoMixHOT pevoBnHN (cepTudikar
BiANoOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif YXe 3aTBEPLKEHOIO
BMPO6HUKa. [ogaHHA OHOBNEHOro cepTudiikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1999-136-Rev 07 (3aTBepgxeHo: CEP
1999-136-Rev 06) ana Aito4oi peyoBUHN
Methionine Big, ye 3aTBepaKeHOro BUpobHMKa
Sekisui Medical Co. Ltd., AnoHis. 3miHu | Tuny -
3miHu 3 sKocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/MmoHorpadii. NMogaHHs HoBoro abo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
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OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXigHOro marepiany/peareHTy/npoMikKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ans [onoMixXHOT pevoBuHN (cepTudpikar
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif y)Xe 3aTBEPXEHOr0
BMPOGHMKa MNMoJaHHsA OHOBNEHOrO cepTudikaTa
BiANOBIgHOCTI EBponeiickkiii hapmakonei Ne R1-
CEP 2004-277-Rev 02 (3aTBepaxeHo: R1-CEP
2004-277-Rev 01) ans Aito4oi pevoBuHN
Threonine Big BXe 3aTBEPAXEHOIO BUPOGHMKA
Amino GmbH, HimeuyunHa. 3MiHu | Tuny - 3mMiHn
3 aKocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWyYEHHS cepTudpikaTta BiANoBIigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
OHoBEeHWNIA cepTUdiKaT Bif yXe 3aTBepKEHOro
BUpPOGHMKa. MofgaHHA OHOBEHOro cepTudikaTa
BignoBigHoCTI E€Bponelickkili hapmakonei Ne R1-
CEP 2014-132-Rev 00 (3aTBepaxeHo: RO-CEP
2014-132-Rev 00) gns fitoyoi peyoBuHU
Phenylalanine Big, BXe 3aTBEpAXeHOro
BMpo6HMKa Shanghai Ajinomoto Amino Acid Co.,
Ltd., Kutaii. 3miHun | Tuny - 3MiHM 3 AKOCTI.
CeptucpikaT BignosigHocTi/l'E-cepTudikar
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BWyYEHHS cepTudpikaTta BiANoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
OHoBrEeHWIA cepTUdiKaT Bif yXe 3aTBepXEHOro
BUpPOGHMKa. MogaHHA OHOBEHOro cepTudikaTa
BignoBigHoCTI EBponelickkili hapmakonei Ne R1-
CEP 2014-063-Rev 00 (3aTBepgxeHo: RO-CEP
2014-063-Rev 01) gns gitoyoi pevoBuHU Lysine
acetate Bifl BXe 3aTBEPIXEHOr0 BUPOOHUKA
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Ajinomoto Health and Nutrition North America,
Inc. CLUA.3MiHu | TUny - 3MiHW 3 SKOCTI.
CeptucpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €BpONenchbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BWyYEHHS cepTudpikaTta BiANoBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; pns
BMXiAHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
OHoBEeHWIA cepTUdikaT Bif yXe 3aTBepXEHOro
BUpPOGHMKa. MogaHHA OHOBEHOro cepTudikaTa
BignoBigHoCTI EBponelickkili hapmakonei Ne R1-
CEP 2006-315 - Rev 03 (3atBepmkeHo: R1-CEP
2006-315 - Rev 02) ans gito4oi pevyoBuHN Serine
Bifl BXX€ 3aTBEPKEHOr0 BUPOOHUKA AMINO
GmbH, HimeuyuunHa. 3MiHn | TURy - 3MiHn 3
aKocTi. CepTudikat BignosigHoOcCTI/lE-
cepTudikaT BignoBigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BifnoBigHOCTI a6o
BWUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BUXIAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; ans fonoMixHOT pevoBnHN (cepTudikar
BiANoOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif Y)Xe 3aTBEPLKEHOIO
BMPO6HUKa. [ogaHHA OHOBNEHOro cepTudiikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1999-014 - Rev 04 (3aTBepaxeHo: R1-CEP
1999-014 - Rev 03) 415 Ait04OT PEHOBUHN
Isoleucine Bif BXe 3aTBEP)KEHOIO BUPOGHMKA
Kyowa Hakko Bio Co., Ltd., AnoHia. 3milu | TUny
- 3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TYYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: gns A®l; ans
BMXigHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ans [ONOMIXHOT pevoBuHN (cepTudpikar
BiANOBIAHOCTI €Bponelickbkili hapmakonei) -
HoBwuii cepTucpikat Bi HOBOrO BUPOGHMKA
(3amiHa abo [JONOBHEHHS) BBEAEHHS HOBOIO
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BMPOGHMKa A4/ Ailo4oi peyosrHy Proline
Starlake Bioscience Co., Inc. Zhaoging
Guangdong, Kutaii B sikoro HasiBHUIA cepTucbikaT
BiANoBigHOCTI EBponeiickkiii hapmakonei Ne R1-
CEP 2002-047 - Rev 02 (4oNOBHEHHS). 3MiHN |
Tuny - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYEHHS cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0MNOMDKHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
HoBuii cepTuchikat Ha HecTepubHUii A®I, AKunii
6y/e BMKOPUCTOBYBATUCS A1 BUPOOHULTBA
CTepuIbHOrO Nikapcbkoro 3acoby, AKLO BoAa
BMKOPVCTOBYETLCA HA OCTaHHIX eTanax CUHTe3sy
Ta MaTepian He BiflbHWIA Bif, 6akTepianbHUX
€HJOTOKCUWHIB. MNogaHHsA HOBOrO cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2014-366 - Rev 00 115 4jto4oi pevyoBuHm
Serine Big HOBOro BMpo6HMKa Evonik Rexim
(Nanning) Pharmaceutical Co., Ltd., Kutai.
3MiHu | TUny - 3MiHK 3 sKocTi. API.
CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BUNpo6yBaHb/nepiogy 36epiraHHA abo ymoB
36epiraHHa AdI (3a BigcyTHOCTI y
3aTBEPAKEHOMY AOCbE cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/IHOYAE Nepios NOBTOPHOrO BUNPOGYBaHHS)
(nepioa noBTOpPHOro BUNpPoOyBaHHA/NEpPIos
36epiraHHs) - 36iNbLUEHHS ab0 BBEAEHHS
nepiogy NOBTOPHOrO BMNpoGyBaHHSA/Nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOC/iMKEHDb Y
peanbHOMYy Yaci. BBefeHHS nepiogy NoBTOPHOro
BMNpobyBaHHA 36 MicALB 415 Ail0HOT PevOBUHN
Proline Bupo6bHuuTBa Starlake Bioscience Co.,
Inc. Zhaoging Guangdong Ha OCHOBI
pes3ynbTaTiB AOCIAKEHb Y peaslbHOMY Yaci.
3miHu | TMnY - 3MiHk 3 sKocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MopaHHA HOoBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI @60 BUNYyYEHHS cepTudikata
BiiNoBigHOCTI €Bponelickkili hapmakonei: ans
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A®l; gns BuxigHOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OOMNOMIKXHOT peyoBrHK (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKAT Bif YXe 3aTBEPLKEHOIO
BMPO6HUKa. [ogaHHa OHOBNEHOro cepTudiikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2013-211-Rev 01 (3aTBepmxeHo: RO-CEP
2013-211-Rev 00) ans gito4oi peyoBrHM Serine
Bif] BXXe 3aTBEPAKEHOro BUPOBHMKA, SIK HACNIA0K
3MiHa Ha3BW BMPOOHUKA (3aTBEPLKEHO:
Ajinomoto North America Inc.; 3anponoHoBaHo:
Ajinomoto Health and Nutrition North America,
Inc., CLWA).
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUpOGHMYOT AinbHULL (BKIHYaKUM
AinbHULUI ana A®l, npomikHOro npoaykTy abo
rOTOBOrO /1iKapCbKOro 3acoby, AiNbHULI Ans
NpoBefeHHsA nakyBaHHs, BUPOOHUKA,
BiANOBIAa/IbHOrO 3a BUNYCK cepiii, MicLe
NpoBefeHHS KOHTPOJIIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiany, peareHTy
ab0 AONOMDKHOT PEYOBMHM (SKLLO 3a3HAYeHO Y
[OCbE) BUTYYEHHS] BUPOOHMYOI AibHNL
Ajinomoto Co. Inc., AnoHisa ana gjiroyoi
peyoBuHM Lysine acetate. 3miHn | Tuny -
AZMiHICTpaTMBHI 3MiHN. BruyyeHHS BUPOGHMYOT
OinbHUUI (BKNOYaoun AinbHUL Ana Adl,
NPOMIXHOro NPOAYKTY abo roToBOro Nikapcbkoro
3aco6y, AiNbHULI 4719 NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiAnoBifanibHOro 3a BUMYCK cepil,
MicLie NpoBeAEHHS KOHTPOSIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy
a60 [0NOMDKHOT PeqyoBMHN (SIKLLIO 3a3HAYEHO Y
[0CbE) BUMYYEHHS BUPOGHWYOI finbHuLi Evonik
Rexim S.A.S., ®paHuisa Ans Ajro40i pevyoBUHM
Tryptophan. 3miHu | TUny - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUPOOHUYOI AinbHUL
(Brrrovatoum ginbHuui ans A®l, npoMixHOro
npoAykTy abo rotToBoro Nikapcbkoro 3acooby,
AiNbHULI ANA NpOBeAEeHHS NakKyBaHHS,
BMPOGHMKA, BiAMoBifaIbHOTO 3a BUMYCK Cepil,
MicLle NPOBeAEHHSA KOHTPOO cepii) abo
nocTtayasibHuKa BUXIAHOrO MaTepiasy, peareHTy
ab0 4ONOMIXHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y
[0CbE) BUTYYEHHS BUPOOHMYOT AinbHULi Kyowa
Hakko Bio Co. Ltd. fnoHis ans Airo4oi pevyoBuHm
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Prolin. 3miHn | TURY - AgMIHICTPaTUBHI 3MiHW.

BunyyeHHs BUpOGHMYOT AinbHUL (BKTHOUYAKUM
AinbHUUI ana A®l, npomixHOro npoAykTy abo
roTOBOrO /1iKapCbKOro 3acoby, AiNbHULI s
npoBefeHHA nakyBaHHs, BUPOOHUKA,
BiANOBIAa/IbHOrO 3a BUNYCK cepiid, MicLe
NpoBeLEeHHS KOHTPOJIIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiany, peareHTy
ab0 AONOMDKHOT peYOBMHN (SIKLLO 3a3HAYeHO Y
[0CbE)
BWIYYEHHS BUPOOHMYOT AinbHuULi Shanghai
Kyowa Amino Acid Co. Ltd. gns gitoyoi
peuyoBuHu Phenylalanine. 3miHu | Tuny - 3miHu 3
aKocTi. CepTudpikat BignosigHoOcCTI/TE-
cepTudikaT BignoBigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BUXIAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; ans fonoMixHOT pevoBnHN (cepTudpikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTudpikat Ha HecTepuibHUli A®I, aKuii
6yfe BYKOPUCTOBYBATUCS A/18 BUPOOHMLTBA
CTepu/IbHOrO Nikapcbkoro 3acoby, AKLL0 BoAa
BMKOPVCTOBYETLCA HA OCTaHHIX eTanax CUHTe3sy
Ta MaTepias He BiflbHUIA Bif 6akTepiasibHNX
€HOO0TOKCUHIB. [NogaHHA HoBOro cepTudikara
BignoBigHoCTI EBponelickkili hapmakonei Ne RO-
CEP 2013-157 - Rev 00 g5 4jro40i pe4yoBuHM
Alanine Big HoBOro BMpo6Huka Amino GmbH,
HimeuunHa. 3miHu | Tvny - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOro marepiany/peareHTy/npoMikKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ans fonoMixXHOT pevoBuHN (cepTudpikar
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
HoBuii cepTuchikat Ha HecTepunbHUii A®I, sAKuii
6yae BMKOPUCTOBYBATUCS A1 BUPOOHULTBA
CTepuIbHOrO NiKapcbkoro 3acoby, AKLO BoAa
BMKOPVCTOBYETLCA HA OCTaHHIX eTanax CUHTe3sy

Ta MaTepian He BiNlbHWIA Bify 6akTepiasibHUX
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€HJOTOKCUWHIB. MNogaHHsA HOBOro cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2014-132-Rev 00 ans fito4oi peyoBuHn
Phenylalanine Big HoBoro Bupo6Huka Shanghai
Ajinomoto Amino Acid Co., Ltd., Kutaii. 3miHu |
Tuny - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYEHHS cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0MNOMDKHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
HoBuii cepTuchikat Ha HecTepubHUii A®I, AKunii
6y/e BMKOPUCTOBYBATUCS A1 BUPOOHULTBA
CTepuIbHOrO Nikapcbkoro 3acoby, AKLO BoAa
BMKOPVCTOBYETLCA HA OCTaHHIX eTanax CUHTe3sy
Ta MaTepian He BiflbHWIA Bif, 6akTepianbHUX
€HJOTOKCUWHIB. MNogaHHsA HOBOrO cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2014-063-Rev 00 ans fito4oi peyoBuHn
Lysine acetate Big HOBOro B1upo6Huka Ajinomoto
North America Inc., CLUA. 3MiHu | Tuny - 3miHn 3
akocTi. CepTudpikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBpoONENChKii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BWyYEHHS cepTudpikaTta BiANoBIigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; apns
BMXiAHOrO marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
HoBwuii cepTudpikat Ha HecTepuibHUi A®I, akuii
6yfe BYKOPUCTOBYBATUCS A8 BUPOOHMLTBA
CTEPUIBHOTO NikapcbKoro 3acoby, AKLLo Boja
BMKOPVCTOBYETLCA HA OCTaHHIX eTanax CUHTe3y
Ta MaTepias He BifibHUIA Bif, 6akTepianbHMX
€HJO0TOKCUHIB. MNogaHHsA HOBOTO cepTudikata
BiANoBigHOCTI EBponeiickkiii hapmakonei Ne RO-
CEP 2014-227 - Rev 00 gns Aito4oi pevoBUHU
Lysine acetate Big HOBOro Bupo6Hmnka KYOWA
HAKKO BIO CO., LTD., AnoHis. 3miHu | Tuny -
3MiHu 3 aKocTi. A®l. CtabinbHiCTb. 3MiHa
nepiofly NoBTOpHWX BUMNpo6yBaHb/nepiogy
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36epiraHHsA abo ymoB 36epiraHHa A®I (3a
BifICYTHOCTi y 3aTBEp)KEHOMY [0CbE
cepTucpikaTa BignNoBiAHOCTI EBpONEiChKilt
dhapmakonei, Wwo BKkIoYa€e nepiog NOBTOPHOIO
BMNpo6yBaHHS) (Nepiog NOBTOPHOTO
BMNpOGYyBaHHs/Nepiog, 36epiraHHs) -
36inbLIeHHss abo BBeAEeHHS Nepiody NOBTOPHOIO
BUNpobyBaHHs/Nepioay 36epiraHHA Ha OCHOBI
pes3ynbTaTiB AOCIAKEHb Y peasibHOMY Yaci.
BBegeHHs nepiofly NOBTOPHOTO BUNPOGYBaHHSA
24 micsaui ans girodoi peyosrHn Alanine
BMPO6HUMLTBA Amino GmbH, HimeyunHa. 3miHu |
Tuny - 3MiHM 3 akocTi. CepTuddikat
BignosigHoCTI/TE-cepTudpikart signosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI @60 BUNYyYEHHS cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OOMOMIXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTudpikat Ha HecTepuibHUli A®I, aKuii
6yfe BYKOPUCTOBYBATUCS A/18 BUPOOHMLTBA
CTepu/IbHOrO Nikapcbkoro 3acoby, AKLL0 BoAa
BMKOPVCTOBYETLCA HA OCTaHHIX eTanax CUHTe3sy
Ta MaTepias He BiflbHUIA Bif 6akTepiasibHNX
€HOO0TOKCUHIB. [NogaHHA HoBOro cepTudikara
BignoBigHoCTI EBponelickkili hapmakonei Ne RO-
CEP 2007-364-Rev 02 ans gito4oi peyoBuHM
Valine Big HoBoro Brpo6Hmuka SHANGHAI
KYOWA AMINO ACID CO., LTD., KuTaii. 3miHun
| Tuny - 3miHuK 3 skocTi. CepTudikat
BignosigHoCTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MopaHHA HOoBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI @60 BUNYyYEHHS cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BUXigHOrO
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[O0MOMIXHOT peyoBrHY (cepTuddikat
BiANoOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif Y)Xe 3aTBEPLKEHOIO
BMPO6HUKa. ogaHHA OHOBNEHOro cepTudiikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1998-107-Rev 04 (3aTBepaxeHo: R1-CEP
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

1998-107-Rev 03) ansa Aito4oi peyoBuHN
Histidine Big BXe 3aTBEpXXeHOro BUPO6HYKa,
SIKWIA 3MIHMB Ha3BY (3aTBepKeHO: Ajinomoto
North America Inc.; 3anponoHoBaHo: Ajinomoto
Health and Nutrition North America, Inc.),
afjpeca BMPOGHMLTBA 3aINLIAETLCA HE3MIHHOHO.
3miHu | TMnY - 3MiHk 3 sKocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MopaHHA HOoBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI @60 BUNYyYEHHS cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BUXigHOrO
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[O0MOMIXHOT peyoBrHY (cepTuddikat
BiANoOBIgHOCTI EBponelickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif Y)Xe 3aTBEPLKEHOIO
BMPO6HUKa. [ogaHHa OHOBNEHOro cepTudiikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2014-063-Rev 01 (3aTBepgxeHo: RO-CEP
2014-063-Rev 00) ans gito4oi peyoBmHM Lysine
acetate Bif BXe 3aTBEpAKEHOr0 BUPOOHYKA, AK
Hacnifok 3MiHa Ha3BW BUPOOHMKa
(3aTBepmxeHo: Ajinomoto North America Inc.;
3anponoHoBaHo: Ajinomoto Health and Nutrition
North America, Inc.), agpeca BupobHULTBa
3a/IMWIAETbCA HE3MIHHOK. 3MiHK | TUny - 3MiHN 3
aKocTi. CepTudikat BignosigHoOcCTI/lE-
cepTudikaT BignoBigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BifnoBigHOCTI a6o
BWYYEHHS cepTudikaTta BiANoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BUXIAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; ans fonoMixHOT pevoBnHN (cepTudikar
BiANoOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif YXe 3aTBEPLKEHOIO
BMPO6HUKa. [ogaHHA OHOBNEHOro cepTudiikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2014-063-Rev 00 ans fito4oi peyoBuHn
Lysine acetate Bif BXxe 3aTBepKeHOro
BMpo6HMKa Ajinomoto Health and Nutrition North
America, Inc.

16.

AHATPENIL
3EHTIBA

Kancynv Teepai no
0,5 mr no 100
Kancysn y nasuwui; no

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

KBIHTA-
AHAJITUKA c.p.o.,
Yecbka Pecny6nika

Yecbka
Pecny6nika/
IcnaHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsagy.

3a
peyenmom

He
nionsieae

UA/17240/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
1 nnsawyiy (ximiko-ghiznuHe 3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
KapTOHHII navui TEeCTyBaHHs); 3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLi ons
PotteHgopg dapma MeAWYHOro 3acTocyBaHHsA
v6X, HimeuunHa reHepuyYHUX/ribpuaHNx/6ionogdibHNX NikapcbKnx
(BTOpPUHHE 3aco06iB nicnsi BHECEHHS TiET caMoi 3MiHW Ha
nakyBaHHs); pethepeHTHMi1 NpenapaT (3MiHa He noTpebye
CIHTOH XICIMAHIA, HaZaHHS XXOAHWNX HOBUX AOAATKOBUX AaHMX).
C.J1.,, IcnaHis 3MiHV BHECEHO B IHCTPYKLiI0 AN MeAUYHOro
(BMPOGHMLTBO "in 3aCcTOCyBaHHS MikapcbKoro 3acoby Ao po3zinis
bulk", nepBuHHe Ta "Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakw;i”,
BTOPVHHE pefaroBaHo TeKCT y posginax "Cnocié
nakyBaHHs, XiMiko- 3acTocyBaHHsa Ta gosu", "[itn" Ta
thisnuHe "Mepeno3yBaHHa" BiAMOBIAHO A0 KOPOTKOI
TeCTyBaHHs, XapakTepucTuky pedhepeHTHOro NikapcbKoro
Bignosigae 3a 3acoby (Xagrid® 0.5 mg, kancynu TBepai, He
BUMYCK cepii) 3apeecTpoBaHuii B YkpaiHi). BBegeHHs 3MiH
NPOTArom 6-Tv MicALIB Mic/a 3aTBepPAKEHHS
17. AHATPENIA Kancynu TBepgino 1 | 3eHTiBa, K.C. Yecbka BMPOGHMLTBO "in Icnanis/ BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a He UA/17240/01/02
3EHTIBA mr; no 100 kancyn y Pecny6nik bulk", nepBuHHe Ta Yecbka 3MiHM | TUNY - 3MiHK WoAao peyenmom nionsizae
nnsawui; no 1 a BTOPVHHE Pecny6nika 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
NAAWLI Y KAPTOHHIi nakyBaHHs, XiMiko- 3MiHU Y KOPOTKili XapakTepucTuL NikapCbKoro
nauu,i thisnuHe 3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT A4S
TeCTyBaHHS, MeAMYHOro 3acTOCyBaHHSA
Bignosigae 3a reHepuyYHNX/ribpuaHNx/6ionogibHNX Nikapcbkmx
BWMNYCK Cepil: 3aco6iB nicnsi BHECEHHS TiET caMoi 3MiHW Ha
CIHTOH XICMAHIA, pethepeHTHW1 NpenapaT (3MiHa He noTpebye
C.J1., IcnaHis; HafaHHS XXOAHWNX HOBUX AOAATKOBUX AaHMWX).
BTOPWHHE 3MiHM BHECEHO B IHCTPYKLi0 AN MeANYHOro
nakyBaHHs: 3aCcToCyBaHHA NiKapcbkoro 3acoby A0 po3ainis
PotteHgopg dapma "Oco6nmBocTi 3acTocyBaHHA", "MobiuHI peakuii”,
vM6X, HimeyunHa; peparoBaHo TeKCT y po3ginax "Croci6
XiMiKO-(pi3nyHe 3acTocyBaHHA Ta o3un", "MepenosyBaHHA"
TeCTyBaHHS: BiANOBIAHO A0 KOPOTKOI XapakTepucTukn
KBIHTA- pedhepeHTHOro nikapcbkoro 3acoby (Xagrid® 0.5
AHAJITUKA c.p.o., mg, Kancynv TBepAi, He 3apeecTpoBaHuii B
Yecbka Pecnybnika YkpaiHi). BBegeHHs 3MiH NpoTsArom 6-Tv micsu,is
nicns 3aTBepKeHHs
18. ACAKON® TabneTkn, BKPUTI Tinotc Lseiiuapi BupobHMLTBO HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/4770/01/01
060/10HKOI0, dapma Al a Hepo3dacoBaHoi LLiBeiuapis 3MmiHu | TURY - 3MiHK Woao peyenmom
KMLLKOBOPO34YMHHI N0 NPOAYKLUiT, NepBUHHa 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
400 wmr; no 10 Ta BTOpUHHAa BBeaeHHA abo 3MiHM [0 y3arasibHeHVX AaHnx
TabneTtok y ynakoBka: XaynT npo cuctemy thapmakoHarnsgy (BBefeHHS

6nictepi; no 10
6nicTepiB y Kopobu,i
3 KapTOHY

dapma BronbiHr
m6X,
HimeyuunHa; BupobH
VK, BiANOBIAA/IbHWIA
3a BUNYCK Cepiii:

Tinotc ®apma Al

y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
dhapmakoHarnagy B YKpaiHi, SKLi0 BOHA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
LLiBeiuapis BiIMiHHa Bif YNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BK/HOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MileHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) 3miHa KOHTaKkTHOI 0co6u
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag B
YkpaiHi. [itoua pegakuis: Muxainok MapuHa
CraHicnasiBHa. [MponoHoBaHa pefakuis: Lanka
OneHa BonogymMupiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6U 3asiIBHYMKA,
BignoBigaIbHOI 3a hapMakoHarnsg B YkpaiHi.
19. ACAKON® TabneTkn, BKPUTI Tinotc Lseiuapi Brpo6HMLUTBO HimeuunHa/ BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a - UA/A770/01/02
060/10HKOI0, dapma Al A Hepo3dacoBaHol LLiBefuapis 3MmiHu | TURY - 3MiHK Woao peyenmom
KMLLKOBOPO34YMHHI N0 NPOAYKLUiT, NepBUHHA 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
800 wmr; no 10 Ta BTOPUHHA BeefeHHs abo 3MiHu [0 y3araslbHeHUX AaHnX
TabneTtok y ynakoBska: XaynT npo cuctemy chapmakoHarnsgy (BBefeHHs
6nictepi; no 5 a6o dapma BronbiHr y3araslbHeHNX AaHux npo cuctemy
no 6 6nictepis y v6X, HimeuyunHa,; hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
KOpOO6Lii 3 KapTOHY Bupo6HuK, BiANOBIAA/IbHOI 32 34iiCHEHHSA
BiANoBigabHMIA 3a hapMakoHarnsay; KOHTakTHoI ocobu 3
BWMNYCK cepiii: Tinotc dhapmakoHarnagy 3asBHuka Ans 34iiCHEHHA
dapma Al thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
LLiBeiiuapis BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3MiHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.
[itova pepakuis: Muxanok MapvHa
CraHicnaBisHa. [ponoHoBaHa pefakuis: Lanka
OneHa BonogmmMupiBHa. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6U 3asiBHYMKA,
BignoBiga/sIbHOI 3a dhapmMakoHarnsa B YKpaiHi.
20. ACKONAP Tabnetku no 10 ToBapucTBo YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 nionsieae UA/8239/01/01
Tabnetok y 6nictepi; 3 obmexeHor 3MmiHu | TURY - 3MiHK Woao peyenma
no 1 6nictepy B 06MexeHo Bi4NOBIAA/ILHICTIO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
KapTOHHI kopobLyj; Bignosigab "papmaneBTUIHa 3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
no 10 TabneTok y HiCTIO KoMnaHis "3gopos's” 3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
6nictepax; no 10 "®apmaueBT MeAMYHOro 3acTocyBaHHA Ha nigcrasi
TabneTok y nyHa perynsipHoO OHOB/IOBAHOTO 3BiTY 3 6e3nekun
6nicTepax KOMMaHis nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
"3p0poB'a” 3acTOCyBaHHS NiKapcbkoro 3acoby B

nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKVM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiaTpudHNX SOCNiAKeHb
(PIP) (3MiHy y3roeHo 3 KOMNeTEeHTHUM
YMOBHOB&XEHVIM OpraHom)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
3MiHU BHECEHO A0 IHCTPYKLiT 4518 MeauyHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMK nikapcbkumMn 3acobamu Ta
iHWIi BUAM B3aemogjii”, "OcobanBocCTi
3aCTOCyBaHHA" 3 6e3neKkn 3acTOCyBaHHA Ail0UnX
peyoBUWH BiANOBIAHO [0 pekomeHaauiin PRAC.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
21. ATFTAM | KOHLeHTpaT Ans Mdpaiizep CLWA dapmauis i AngxoH CLWA BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/16311/01/01
ATGAM npuUroTyBaHHsA IHK. KomnaHi /INC 3MiHM | TUNY - 3MiHK WoAao peyenmom
NIMPOLINTA | po3uuHy ans 6e3nekn/edekTBHOCTI Ta thapMakoHarnagy
PHUI iHcpysiin no 50 mr/mn; (iHWi 3MiHW). 3MiHM BHECEHI B TEKCT MapKyBaHHS
IMYHOI1OBY | no 5 mn B amnyrni; yMakoBOK MlikapcbKoro 3acoby y n. 4 (nepBrHHa
NiH, no 5 amnyny ynakoBka) Ta y n.8 (BTopuHHa ynakoska) JATA
AHTUTUMOL, | KapTOHHIi nauui 3AKIHYEHHA TEPMIHY NPUOATHOCTI.
UTAPHUN TepMmiH BBeZIlEHHS 3MiH - NPOTArom 6 micsuis
rnobyniH nicns 3aTBepPKEHHS.
(KIHCbKWiA)
22. AT®-JIOHI® Tabnetku no 10 mr, My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/0723/01/01
no 10 tabnetok y akuioHepHe akuioHepHe 3MiHuM | TUNY - 3MiHK Woao peuenmom
6nictepi, no 4 TOBapuCTBO TOBapuCTBO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
6nictepu B nayuj 3 "HaykoBo- "HaykoBo- (iHWi 3mMiHW) - OHOBMIEHHA TeKCTY MapKyBaHHs
KapToHy BMPOGHWYNIA BVMPOGHWYNIA LEHTP YNaKoBKM Y 3B’A3KY 3 BUNYyYEHHAM iHchopmaLi
LeHTp "BopLyariscbkuii AIKa HAHOCUTBCS POCIICbKOK MOBOIO Ta
"BopLyariscb XiMiKo- BHECEHHS KOPEKTOPCbKMX NPaBOK MO TEKCTY.
KN4 XiMiko- thapmaL,eBTUYHUIA YTOUHeHO BMKIaAeHHs po3ginis «Jogatkosa
thapmauesT 3asog" iHcbopmauia. 4l-1. YnakoBka» MKA Ta posginy
WNYHWIA P 3.2.P.7 BBegeHHS 3MiH NPOTAroM 6-Tn
3aBof" MicALiB nicnsa 3aTBepMKeHHs; 3MiHu | Tuny -
3MiHM 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3aKynopioBasibHUiA 3aci6.
3MiHa noctavanbHUKa NakyBasibHUX MaTepianis
a60 KOMM/IEKTYHOUMX (SKLLO 3a3HAYEHO B JOCLE)
(BUNyYeHHA NoCTaYasIbHUKA) - BHECEHHS 3MiH [0
po3giny 3.2.P.7 Cuctema
KOHTeliHep/3akynoproBasibHWiA 3acib, a came-
BW/yYEHHS HaliMeHyBaHHA NoCTavyasbHUKIB
nakyBaslbHUX Matepianis, y 3B'3Ky 3
npuBELEHHSM Y BigNOBIAHICTb A0 EBPONENCHKMX
BMMOT
23. AT®-JIOHI® Tabnetku no 20 mr, My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a - UA/0723/01/02
no 10 TabneTtok y akuioHepHe akuioHepHe 3MiHu | TUny - 3MiHN Woao peuyenmom
6nictepi, no 4 TOBapuCTBO TOBapuCTBO 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
6nictepu B nauuj 3 "HaykoBo- "HaykoBo- (iHLWi 3MiHK) - OHOBNEHHA TeKCTy MapKyBaHHS
KapTOHYy BUPOGHNYUNIA BUPOOHNYNIA LLEHTP YNaKoBKM Y 3B’A3KY 3 BUyYEHHAM iHChopmaLi
LeHTp "BopLyariBCbKuii Ak HAHOCUTLCA POCINCHKOK MOBOIO Ta
"BopLyariscb XimiKo- BHECEHHS KOPEKTOPCLKNX NPaBOK MO TEKCTY.
KW XiMiko- dhapMaLeBTUYHWI YTOYHEHO BMKNadeHHs po3ginis «[ogaTtkoBa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

thapmaueBT
NYHWIA
3asofa”

3asog"

iHcbopmauisa. Al-1. YnakoBka» MKA Ta po3giny
P 3.2.P.7 BBeAeHHS 3MiH NPOTAroM 6-Tn
MicsLiB Nicns 3aTBepA)KeHHs; 3MiHu | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3MiHa nocTavasibHKKa NakyBasibHUX MaTepianis
ab0 KOMMNEKTYUMX (SKLWO 3a3Ha4YeHO B AOCHE)
(BUNYyYEHHA NoCTaYasIbHUKA) - BHECEHHS 3MiH A0
po3giny 3.2.P.7 Cuctema
KOHTeliHep/3akynoproBasibHWiA 3acib, a came-
BW/yYEeHHS HaliMeHyBaHHA NocTavyasibHUKIB
nakyBaslbHUX MaTepianis, y 3B'A3Ky 3
npUBELEHHSM Y BiANOBIAHICTb A0 EBPONENCHKMX
BUMOT

24,

BEPOZYAN®

po34nH Ans
iHransauiin; no 20 mn
a6o 40 mny
dnakoHi 3
KpanenbHuLeto; no 1
donakoHy B
KapTOHHI Kopoo6Li

BepiHrep
IHrenbxanm
IHTEepHeLwHN

m6X

HimeyunH
a

IcTiTyTO e Avxeni
C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
BeefeHHs abo 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA hapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnagy). 3mMiHa KOHTakTHOI 0cobu
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.

[itoya pepakuis: Monisyak OneHa BikTopisHa.
MponoHoBaHa pepakuis: Uymak Aptem
BonoanmvpoBuy. 3mMiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoOBigaIbHOI 3a
hapMakoHarnsg B YKpaiHi

3a
peyerimom

UA/10751/01/01

25.

BEPOAYA/I®
H

aepo3osb
[o3soBaHuii no 10 mn
(200 iHransauin) y
MeTaneBoMy
6asloHuMKy 3
[03yH04nM
KnanaHom; no 1
6a/10HUVKY B
KapTOHHI KopooLi

BepiHrep
IHrenbxanm
IHTEpHeLLHN
6X

HimeyunH
a

BepiHrep
IHrenbxanm ®apma
v6X i Ko. KI

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa Ans 34iACHEHHS
dhapmakoHarnsgy B YkpaiHi, SKwo BoHa

3a
peyenmom

UA/5322/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BiIMiHHa Bif YNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BK/HOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MileHHI MacTep-thaiina cuctemu
hapmakoHarnagy) -3miHa KOHTakTHOT ocobu
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag B
YkpaiHi. [itouya pegakuis: MoniBuak OneHa
BikTopiBHa. NponoHoBaHa pefakuis: Yymak
ApTem BonogumvpoBuy. 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6U 3asiIBHYMKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsag B YkpaiHi

26.

BIO/IEKTPA
MATHE3IYM
DOPTE

TabneTku wmnydi no
243 mrno 10
TabneTtok y Ty6i; no
1 Ty6i B KQPTOHHIW
Kopob6ui; no 4
Tabnetkn y cTpuni;
no 5 ctpunis B
KapTOHHIA KOpoo6Li

AnbneH
Papma Al

Lseiuapi
A

F'epmec ®apma
m6X

HimeyunHa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MmiHu | TURY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BeefeHHs abo 3MiHu [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3miHa ynoBHOBaXXEHOT 0co6U
3asBHMKa, BiANOBIAaILHOI 3a hapMakoHarnsg,
[itoua pepakuis: BoliTeHko AHTOH [eopriioBnY.
MponoHoBaHa pepakuis: [p. JleoHapao
E6eninr / Dr. Leonardo Ebeling. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXeHOi ocobu,
BiANOBiAabHOI 3a thapmakoHarnsag. BeegeHHs
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
thapmakoHarnsg B YkpaiHi. NMponoHoBaHa
pegakuis: byask OnekcaHgpa CepriiBHa.
BBefeHHs KOHTaKTHUX JaHMX KOHTaKTHOT 0co6u
3asBHVKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
YkpaiHi. 3mMiHa MicLe3HaxoMKeHHSA MacTep-
thaiina cuctemu chapmakoHarnsgy Ta moro
Homepa. 3MiHa MicLs 3AiACHEHHSI OCHOBHOT
[ISNbHOCTI 3 hapmakoHarisay.

6e3
peyenma

UA/13955/01/01

27.

BIONIEKTPA
MATHE3IYM
DOPTICCIMY
M

TabneTku wunyyi, no
10 Tabnetok y Ty6i;
no 1 a6o no 2 Ty6u

B NauLli 3 KapTOHY

AJibneH
Papma Al

LBeiiuapi
A

F'epmec dapma
6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy

6e3
peyenma

UA/13697/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA
thapmakoHarnsfy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, AKLLO BOHA
BiIMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsagy
(BK/IKOYAKOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-haiina cuctemu
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BigNoBiAa/IbHOT 3a hapMakoHarnsag.
Litova pepakuis: BoliTeHko AHTOH eopriioBuy.
MponoHoBaHa pepakuis: Ap. JleoHapao
E6eninr / Dr. Leonardo Ebeling. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. BeegeHHs
KOHTaKTHOT 0CO6U 3asBHKKA, Bi4NoBigaNbHOI 3a
hapmakoHarnsag B Ykpaini. NMponoHosaHa
pepakuis: Byask OnekcaHgpa CepriiBHa.
BBefeHHs KOHTaKTHUX JaHWX KOHTaKTHOT 0co6u
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsg B
YkpaiHi. 3MiHa MiCLLe3HaxoMKeHHS MacTep-
dhaiina cuctemn chapmakoHarnsgy Ta moro
Homepa. 3MiHa MicLs 34iACHEHHS OCHOBHOT
AiSbHOCTI 3 chapmakoHaraagy.

28. BIONIK PO3YUH ANS iH'EKLI TOB YkpaiHa TOB "BIOJIK Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a He UA/15771/01/01
TYBEPKY/IIH | 3 akTuBHicTIO 2 "BIONIK PAPMA" 3MiHa 3asBHMKa (BNacHMKa peecTpaLiiiHoro peyenmom nidnsieae
nna-n TO/po3a; no 0,6 mn DAPMA" nocsigyeHHs) MIBI (3rigHo Hakasy MO3 Big

(6 po3s), no 1 mn (10 23.07.2015 Ne 460) TepMiH BBEAEHHS 3MiH -
£03), no 3 mn (30 npoTArom 6 micALiB nicns 3aTBEPKEHHS; 3MiHN
£03) B amnynax Ne | Tuny - AOMiHiCTpaTWBHI 3MiHW. (iHLWi 3MiHW) -
10; a60 komnekT: 1 3MiHa Ha3Bu Ta agpecu BupobHuka 13 6e3
amnyna no 0,6 mn (6 3MiHW Micus BUPO6HULTBA. TEepMiH BBEAEHHS
£03), 3 Wwnpuum 3 3MiH - NPOTAroM 6 MICALIB MiC/1A 3aTBEPAKEHHS;
rofikamu ans 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. (iHLWI
BUTATaHHSA, 3 rosikn 3MiHK) - 3MiHa Ha3BM Ta agpecy BUPoOHMKa
0151 BBEAEHHSI; ab0 [ito4oi peyoBrHY 6e3 3MiHU MicLA BUPOGHMLTBA.
KoMnNAekT: 1 amnyna TepMiH BBEAEHHS 3MiH - MPOTArOM 6 MicALiB
no 1 mn (10 go3s), 5 nicnsa 3aTBEPAKEHHS

LUNPUWLiB 3 rosikamu

[ONA BUTAraHHA, 5

ronok gns

BBEeJEHHSI; abo 1

donakoH no 1 mn (10

£03), 10 wnpuuis

CaMOo610KYyHYMX

29. BIONIK PO3YMH ANs iH'EKLNA TOB YkpaiHa TOB "BIOJIK Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: - - UA/15772/01/01
TYBEPKYNIH 3 aKTUBHICTHO 2 "BIOJNIK PAPMA" 3MiHa 3asBHMKa (B1aCHMKA peecTpaLiiHoro




48

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
nna-n TO/po3a; in bulk: no DAPMA" nocsigyeHHs) MIBI (3rigHo Hakasy MO3 Big
30 amnyn no 0,6 mn 23.07.2015 Ne 460) TepMiH BBEAEHHS 3MiH -
(6 no3), abo no 1 mn npoTArom 6 micsALiB nicns 3aTBepKEHHS; 3MiHN
(10 pos), abo no 20 | TNy - AOMiHiCTpaTVBHI 3MiHW. (iHLWi 3MiHW) -
amnyn no 3 mn (30 3MiHa Ha3Bu Ta agpecu BupobHuka 13 6e3
[103) Y KapPTOHHIl 3MiHW Micus BUPOGHULTBA. TEpPMiH BBEAEHHS
YapyHKOBIli 3MiH - NPOTAroM 6 MICALIB MiC/1A 3aTBEPAKEHHS;
ynakoBLi; no 10 a6o 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. (iHLUi
no 20 KapTOHHNUX 3MiHM) - 3MiHa Ha3BW Ta afpecn BUPOOHMKa
YapyHKOBUX [ito40i peyoBrHY 6€e3 3MiHU MicLA BUPOGHMLTBA.
yNakoBOK B yNakoBLj TepMiH BBEAEHHS 3MiH - MPOTAroM 6 MicALiB
3 KapToHYy nicns 3aTBepipkKeHHs
30. BICENTON KOHLeHTpaT Ans BapLuaBcbku Monbwa BVMPOGHMLTBO 3a Monbuwa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/3795/01/01
480 nNpuUroTyBaHHsA i NOBHUM LK/IOM: 3MiHuM | TUNY - 3MiHK Woao peyenmom
PO3UmnHYy Ana hapmaueBT BapLluaBcbkuii 6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy.
iHdpys3ii WNYHWIA 3aBOf, hapmaueBTUYHNMIA BBefeHHs abo 3MiHU [0 y3arasibHeHUX AaHNX
(80 mr+16 mr)/mn no Monbgha AT 3aBog, Monbgha AT, npo cuctemy hapmakoHarnsgy (BBefeHHs
5 mn B amnyni; no 5 MonbLua; y3araJibHeHNxX AaHux npo cuctemy
amnys1 y KOHTYpPHil BVMPOGHMLTBO 3a thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
YapyHKOBIli NOBHUM LMK/TOM: BiANOBIAA/ILHOI 3a 34iiCHEHHS
ynakosLi; no 2 dapmaueBTUYHMI thapmakoHarnsgy; KOHTakTHOi ocobm 3
KOHTYPHi YapyHKOBI 3aBo[ thapmakoHarnagy 3asBHUKa AN5 34iiCHEHHSA
yNakoBK1 B «[MONNIbOAPMA>» thapmakoHarnsgy B YkpaiHi, KLU0 BOHA
KapTOHHI KOopoo6Li C.A,, Monblua BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-goaiina cuctemm
dhapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, BignoBigasibHOI 3a hapMakoHarnsag.
[itoua pepaxuis: Krzysztof Karpinski / Kpuwrod
KapniHcki. MponoHoBaHa pepakuis: AHHa KoHuak
/ Anna Konczak. 3MiHa KOHTakTHUX AaHux
YNOBHOB&XEHOI 0CO6Y 3asBHNIKa,
BignoBigasIbHOI 3a dpapMakoHarnsga.
31. BOM-BEHIE Masb, no 30 ry MPAT YkpaiHa BiNOBigaNbHWIA 3a Ykpaiva BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 6e3 - UA/8240/01/01
Ty6ax; no 25ry "®ITOPAPM BVMPOGHMLTBO, 3MiHY | TUny - 3MiHK 3 sKkocTi. FoToBWiA peyenma
6aHkax; no 30 ry " nepBuHHE, nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
Ty6i; no 1 Ty6i B BTOPVHHE ab0 BBeLleHHA A04aTKOBOT AiNbHUL
nauui nakyBaHHs, BMPOBOHMLTBA AN15 YacTVHU abo BCbOro
KOHTPO/Ib AKOCTi Ta BMPOBGHMNYOro NpoLecy roToBoro Nikapcbkoro
BUNYCK cepi: 3acoby (ginbHMUS, Ha siKili NpoBoAATLCA By b-
MPAT AKI BUPOGHWYI cTagii, 3a BUHATKOM BUMYCKY
"OITOPAPM", cepili, KOHTPOSIIO AKOCTi, MEPBMHHOIO Ta
Ykpaina BTOPWHHOTO NMakKyBaHHS, A9 HECTEPUTbHUX
BiANOBiAaIbHMI 3a nikapcbkux 3acobiB) - BBEAEHHSA 404aTKOBOI
BVMPOGHMLTBO, BMPOGHUWYOT ainsHkm AT "/ly6Huchapm”.
nepBuHHe, CynyTHsA 3MiHa

BTOPWHHE

- 3MiHM 3 siKoCTi. [0TOBWIA NiKapcbkuii 3aci6.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nakyBaHHA Ta

KOHTPO/1b AKOCTI:

AT "ly6Hudpapm",
Ykpaina

3MiHN Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHS
[08aTKOBOI AiNIbHUL BUPOGHULITBA A1 YaCTUHM

ab0 BCbOro BUPOGHMYOro npoLiecy rotoBoro
nikapcbKoro 3acoby (AinbHWUUSA A1 BTOPUHHOTO
nakyBaHHs) - BBEZIeHHS1 4,0aTKOBOI BUPOOHUYOI

ainaHkn AT "lybHucbapm”, Ykpaina ans
BTOPWHHOTO NMakKyBaHHS (CTOCYETbCA ABOX BUAIB
ynakoBku: no 30 ry Tyéax Ta no 30 ry Ty6i; no 1
Ty6i B nauuy).
Takox po3nucaHo OyHKLT 3aTBEpKEHOr0
BUpo6HUKa MPAT "®ITOPAPM".

- 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPO6HMLTBI. 3amiHa ab0 BBEAEHHS
[08aTKOBOI AiNIbHUL BUPOGHULITBA A1 YACTUHM
ab0 BCbOro BUPOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWUSA 415 NEPBYHHOTO
nakyBaHHs)- BBEZIEHHS 4,0aTKOBOI BUPOOHUYOI
AinbHuui AT "/ly6Hucbapm", Ykpaina, Ha skiii
BiAOyBaETbCSA BUPOGHMLTBO Ta NEPBUHHE
nakyBaHHS NiKapCbKoro 3acoby (CToCcyeTbCs
ABOX BMAiB ynakosku: no 30 ry Ty6ax tTano 30 r
y Ty6i; no 1 Ty6i B nauu);
3MiHU | Tuny - 3MiHK 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3aco6y (3amiHa abo fgogasaHHsA AibHULI, Ha
AKIV 34IACHIOETBCSA KOHTPO/Ib/BUNPOOYBaHHS
cepii) - BBeeHHA 404aTKOBOT BUPOBHNYOT
AinaHkn AT "ly6Hudapm”, YkpaiHa Ha kil
Bi1OYBaAETLCHA KOHTPO/Ib AKOCTi (CTOCYETLCA ABOX
BUAiB ynakoBku: no 30 ry tyéax Tano 30 ry
Ty6i; no 1 Ty6i B nayL,). Takox po3nucaHo
doyHKLUIT 3aTBEpAKEHOrO BUPOGHMKa MPAT
"®ITOPAPM". Takox po3nucaHo qyHKL,i
3aTBep/AKeHoro BupobHuka MPAT "®ITOPAPM"

32,

BOHAEPM

ma3sb, 20 mr/r, no 15
ry 1y6i; no 1 Ty6i B
KapTOHHIM nayui

Benyno,
nikn Ta
KOCMETUKa,

A.a.

XopBarTist

Benyno, nikn Ta
KOCMeTuKa, 4.4.

XopBartis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiin hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
BiANOBIgHOCTI EBponeiickbkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBUHU (cepTudikat
BiANOBIgHOCTI €Bponeiicbkili hapmakonei) -

3a
peyenmom

UA/15555/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
OHoBEeHWNIA cepTUdikaT Bif yXe 3aTBepXEHOro
BMPOBHUKA - NOJaHHA OHOBJIEHOro cepTudikary
CEP (R1-CEP 2009-024-Rev 03) Big, yxe
3aTBepAXeHoro BupobHuka Hangzhou Zhogmei
Huadong Pharmaceutical Co., Ltd., Kutain gns
A®| MynipounHy
33. BOTOKC® NMOPOLLIOK ANsi AnnepraH IpnaHgjs AnnepraH IpnaHgis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/16656/01/01
KOMMJIEKC pO3unHy ONns iH'ekuii | ®apmachbHoTi dapmacbloTikan3 3MiHu 1l TUny - 3MiHu Woao peuyenmom niosnsieae
BOTYNIHIYH no 100 oanHULb- Kan3 IpnaHgjs 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
oro Annepran; 1 IpnaHgis 3MiHU Y KOPOTKili XapakTepucTuL, NikapcbKoro
TOKCUHY N1akoH 3 NOPOLLUKOM 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
TANY A (BI4, B KQPTOHHI kKopooL MeLMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMU
CLOSTRIDIU OaHUMU 3 SIKOCTi, AOKNIHIYHUMMN, KNIHIYHMUN
M JaHuMK Ta gaHumuy 3 hapmakoHarnsgy - 3MiHm
BOTULINUM) BHECEHO A0 [HCTpYKLii na meguyHoro
3acTocyBaHHS MiKapcbKoro 3acoby Ao po3ginis
"Oco6nmBocCTi 3acTocyBaHHA", "MobiuHI peakuii”,
a came OHOB/eHa iHhopmMaLis LWoao 6e3nekn
BiANOBIAHO [0 MaTepianiB peecTpauiiHoro
[0CbE.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBep/ixeHHs. 3minn Il Tuny - 3miln Wwopao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHU Y KOPOTKili XapakTepucTuL NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT A4S
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
OaHUMM 3 SKOCTI, AOKAIHIYHUMW, KAIHIYHMUN
JaHuMun Ta gaHvmu 3 hapmakoHarnsgy - 3MiHum
BHECEHO A0 [HCTpyKLii Ana MeguyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BractmeocTi", "TobiuHi
peakuii”, a came fofaHa OHOB/eHa iHhopmaLis
LLIOA0 HEMPOreHHOI rinepakTUBHOCTI AeTpy3opa y
AiTeil. BBeieHHS1 3MiH NPOTArom 6-Tu MicAuiB
nicns 3aTBepKeHHs
34. BOTOKC® NOPOLLIOK ANs AnnepraH IpnaHgjs AnnepraH IpnaHgis BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasis: 3a He UA/16656/01/02
KOMMJIEKC pO3unHy A4 iH'ekuii | ®apmachbloTi dapmacbloTikan3 3MiHu 1l TUny - 3MiHu Woao peyenmom niosnsieae
BOTYNIHIYH no 200 oanHULb- Kan3 Ipnangis 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
oro AnnepraH; 1 IpnaHgis 3MiHU Y KOPOTKili XapakTepucTuL NikapCbKoro
TOKCUHY hN1akoH 3 NMOPOLLUKOM 3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT A4S
TANY A (BI, B KapTOHHIi kopobLyi MeAMYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBMMMU
CLOSTRIDIU AaHVIMU 3 SKOCTi, AOKIHIYHUMM, KAIHIYHUMUA
M [aHumn Ta gaHumn 3 papmakoHarnsagy - 3miHu
BOTULINUM) BHECEHO A0 [HCTpyKLii Ana MeguyHoro

3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"Ocob6nmBOCTI 3acTocyBaHHS", "MobiuHi peakwyji”,
a came OHOB/feHa iHhopmaLisa Wwoao 6e3neku
BiANOBIAHO A0 MaTepianis peecTpauiiHoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
[0CbE.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3arBepkeHHs. 3MiHu |l Tuny - 3MiHn Wwopao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,j NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B’A3KY i3 HOBUMM
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMUN
AaHVMK Ta faHumu 3 dpapmakoHarnsagy - 3miHu
BHECEHO A0 IHCTPYKLiT 4719 MeANYHOro
3acTocyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactusocTi”, "Mo6iyHi
peakuii”, a came gofaHa OHOBJleHa iHchopmav,is
LLLOZI0 HEMpPOreHHOI rinepakTUBHOCTI AeTpy3opa y
AiTeil. BBe€HHSA 3MiH NPOTAroM 6-Tu MicsuiB
nicns 3aTBepKeHHs
35. BYAEHO®AN | TBepai kancynu 3 Op. ®anbk HimeuuunH BignoBiganbHuii 3a HimeuuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a - UA/6964/01/01
bK KMLLKOBOPO3YNHHUM Papma a BWMNYCK Cepiii 3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. peyenmom
1 rpaHynamu no 3 6X KiHLLEBOro NPOAYKTY: BunyyeHHs BUpOGHMYOT AinbHULI (BKIHOYaK0UM
mr; no 10 kancyny Op. danbk Papma LinbHUUi ans A®I, npoMixHOro NpoaykTy abo
6nicTepi; no 5 abo v6X, HimeuunHa rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI Ans
10 6nicTepiB y Brpo6HWKM NpoBefEeHHS NaKyBaHHs, BUPOGHYIKa,
KOpo6Li 3 KapTOHY [030BaHol hopmu, BiANOBIAA/ILHOrO 3a BUMYCK Cepiid, MicLe
nepBuHHE, NpoBeAEHHSA KOHTPO/O cepii) abo
BTOPWHHE noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy
nakyBaHHs Ta ab60 [ONOMDKHOT PEYOBUHU (AKLLO 3a3HAYEHO Y
KOHTPO/Ib SIKOCTI: [0Cbe) BunyyenHs ginbHuui ans
Nlo3zaH ®apma M'M6X, a/lbTepHaTUBHOIO BTOPUHHOIO NakyBaHHA - Ap.
HimeyunHa danbk Papma M'M6X, HimeuunHa
BUPOGHKK, (NanHeHBebepwTpacce 5, 79108 dpalibypr,
BignoBiganbHWi1 3a HimeuumHa). Mpy uboMy AaHa AiTbHALA
nepBuHHE, 3aMLWAaETbCS, SK BiANOBigabHA 3a BUMYCK
BTOPUHHE cepilt KIHLEeBOro NPoAyKTY. 3a/MLLatoTbCs
nakyBaHHS Ta a/lbTePHATVBHI AiNIbHALSA, KOTPI BUKOHYHOTb
KOHTPO/1b SIKOCTI: OYHKLLII0 BTOPMHHE NakyBaHHsA: (Jlo3aH Papma
NozaH ®apma M'vbX, 'm6X, HimeuunHa (HoeH6ypr), JlozaH ®apma
HimeuunHa v6X (Ewbax), HimeuunHa).
Bupo6HMKNY,
BiANOBiAa/bHI 3a
KOHTPO/Tb AKOCTI:
'BA ®dapma M'vbX,
Himeuunna
HaykoBo-gocnigHuii
iHCTUTYT Xennenep
'm6X, HimeuunHa
36. BAJIEPIAHU Tab1eTkn, BKPUTI MAT YkpaiHa MAT "ranuucpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHMx MaTepiasis: 6e3 - UA/0265/02/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

EKCTPAKT

o6onoHkoto, no 20
mr, no 10 TabneTok
y 6nicTepi, no 5
6nicTepiB y nauui;
no 50 TabneTtok y
6nicTepax

"rannudapm

3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBVH. 3MiHa NapameTpiB crneuudikav,ii
Ta/abo fonycTMMUX MeX A5 [ONOMIKHOT
peyoBUHM (iHLWi 3MiHWM) BHECEHHS 3MiH A0 p.
3.2.P.4. KoHTponb gonomixHux pevosuH P M3
BANEPIAHWN EKCTPAKT, Tabnetku BKpUTi
060710HKO0 MO 20 Mr,a came: - BUTy4YeHHs .
«Baxkki METa/IN» Ta BHECEHHSA peaakLiiHUX 3MiH
00 cneuwndikauii i MeToAiB KOHTPOSO
[0MNoMiKHOT peyoBuHK lNinpomenosa -
BUNYYEHHN M. «BaxkKi MeTann» Ta BHECEHHSA
pepakuiiHnX 3MiH fo cneyudikauii i MeTogis
KOHTPO/I0 AONOMDKHOT peqyoBrHKU Hatpito
Kpockapmeriosa - BUlydeHHs n. «Hikenb» 1a
BHECEHHS pefakUiiH1X 3MiH Jo cneuudikauyi i
METOZiB KOHTPO/IO AOMNOMIKHOT peYOBUHU
Kncnota cteapyvHoBa - BUyYeHHS M. «Baxki
MeTanm» i N. «kApceH» Ta BHECEHHS pedakuiiHnX
3MiH [0 crieundikaLii i MeToaiB KOHTPO/O
[OMOMIXXHOT peYoBUHU MarHito kap6oHaT BavkKui
-BUMTyYeHHS iHhopMaLii Woa0 NpoBeAeHHs
BMNPOGYBaHHS AN ifeHTUiKaLil KOXHOro
TapHoro Micusa 415 [OMNOMDKHUX PEYOBUH
Nakto3a moHorigpart, Onis puuynHosa, Tasbk,
Kucnota cteapuHoBa, lNinpomenosa, Hatpito
Kpockapmesiosa y 3B’A3Ky 3 NpuBeAEeHHAM
cneumdikauii i MeToAiB KOHTPO/IO 40 Aio4nX
MoHorpadiii EP. CynyTHsi 3mMiHa - 3MiHu 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb
[OMOMDKHUX PeyoBMH. 3miHa y meTodax
BMNPO6YBaHHS AOMNOMIXHOI peqoBUHM (iHLUi
3MiHM y MeTogax BUNpobyBaHHA (BKIOYaum
3aMiHy ab0 goaaBaHHs))

peyerima

37.

BAJ/IMICAP A
160/10

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, Mo 160
Mmr/10 mr, no 10
TabneTtok y 6nictepi,
no 1 a6o 3 abo 9
6nictepiB y
KapTOHHI ynakosLii

Makneoac
PapmacbioT
vKasc
Nimiteq

IHais

Makneopc

PapmacboTuKanc

Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3MiHW) 3MiHW BHECEHI B TEKCT MapKyBaHHS
Ha BTOPWHHII ynakoBsL,i /likapcbkoro 3acoby y n.
8 NATA 3AKIHYEHHA TEPMIHY
NMPNOATHOCTI. BBefeHHA 3MiH NPOTArom 6-1u
MicsLIB MiCNsA 3aTBEPAKEHHS

3a
peyenmom

UA/19273/01/03

38.

BAJIMICAP A
160/5

TabneTku, BKPUTI
NnNiBKOBOK
060/10HKOH0, Mo 160
mr/5 mr, no 10
Tabnetok y 6nictepi,
no 1 a6o 3 a6o 9

Makneogc
®apmacbioT
nKauic
Nimiteq

IHAjiA

Makneopc

PapmacboTuKanc

Nimites,

IHAjsA

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHW BHECEHI B TEKCT MapKyBaHHS
Ha BTOPWHHII ynakoBL,i /likapcbkoro 3acoby y n.
8 IATA 3AKIHYEHHA TEPMIHY

3a
peyenmom

UA/19273/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nictepiB y MPUJATHOCTI. BBeAeHHS 3MiH NpOTArom 6-Tu
KapTOHHI ynakoBLi MicALiB Micnsa 3aTBepKEHHs
39. BAJIMICAP A | TabneTku, BKpUTI Makneopc IHAis Makneogc IHAis BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis: 3a - UA/19273/01/01
80/5 NAiBKOBOO dapmacbioT dapmacbloTrkanc 3MmiHu | TUNY - 3MiHK Woao peyenmom
060/10HKO10, 1Mo 80 nKasnc Nimitep 6e3nekn/edekTBHOCTI Ta thapMakoHarnagy
mr/5 wmr, no 10 Nimiten (iHLWi 3MiHW) 3MiHV BHECEHI B TEKCT MapKyBaHHS
Tabnetok y 6nictepi, Ha BTOPWHHII ynakoBL,i /likapcbkoro 3acoby y n.
no 1 aéo 3 a6o 9 8 OATA 3AKIHUEHHA TEPMIHY
6nictepis y MPUJATHOCTI. BBeAeHHS 3MiH NpOTArom 6-Tu
KapPTOHHIN ynakoBLUi MicsLiB Micns 3aTBepApKEHHs!
40. BAJIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a He UA/9451/01/01
® H 160 NNiBKOBOIO HoBso mecTo mecTo, C/ioBeHist IHgis 3MiHu | TMNy - 3MiHK Woao peyenmom nionsieae

o60osoHKot, 160
mr/12,5 wr, no 14
TabneTtok y 6nicrepi;
no 2, no 4 a6o no 6
6nicTepiB B KOPOOL;
no 15 TabneTtok y
6nicTepi; no 2 abo 4
6nicTepn B KOPOOL

(BMPOGHMK,
BiANoBigabHMI 3a
BMPOGHMLTBO "in
bulk", neperHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii; BUPOGHUK,
BiANOBiAaIbHMI 3a
KOHTPO/b cepil);
Naypyc Na6ec
Nimitea, IHaia
(BMPOGHMK,
BiANoOBigabHMI 3a
BMPOGHMLTBO "in
bulk")

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA NiKapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKVM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiaTpuyHNX SOCNiAXEHb
(PIP) (iHWi 3miHW) ANs Nikapcbkoro 3acoby
Banbcakop® H 80. 3MiHM BHECEHO A0 IHCTPYKLT
AN MeANYHOro 3acTOCYBaHHS NikapCbKoro
3acoby Ao po3ainis "Oco6MBOCTi
3actocyBaHHs", "lNo6ivHi peakuii” 3 6esneku
3acToCyBaHHA [jlo4nMx pevyoByH BiANOBIAHO A0
pekomeHpauili PRAC. BBeAeHHS 3MiH NpOTArom
6-T1 MicALIB MiCAsA 3aTBEPMXEHHSA. 3MiHu | Tuny -
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3NeKn Nikapcbkoro
3acoby, abo focnimkeHb 3 6e3neku
3aCTOCYyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviinuii nepiog, abo Sk pesynbtat
OL|iHKM 3BITY 3 JOC/iXeHb, NPOBeAEHNX
BiANOBIAHO A0 NnaHy nejiatpudHnX AoCNigXeHb
(PIP) (iHWwi 3MiHM) Ansa nikapcbkoro 3acoby
Basibcakop® H 160. 3MiHM BHECEHO A0
IHCTPYKLUIT ANS MEAUYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ao po3ainis "OcobnnBoCTi
3acTocyBaHHs", "INo6ivHi peakuii” 3 6e3neku
3aCcToCyBaHHA Ajl0uMxX pevyoByH BiANOBIAHO A0
pekomeHgauii PRAC. BBefeHHS 3MiH NpoTArom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6-T MicALIB MiC/1A 3aTBEpMXEHHSA. 3MiHu | Tuny -

3MiHY Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4Ns MeAnYHOro
3acToCcyBaHHs Ha MifgcTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3Mnekn /iKkapCbKoro
3acoby, abo focnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 JOC/iAXEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NAaHy negiatpuyHnX JOCAiAXKEHb
(PIP) (iHwi 3miHN)

Ansa nikapcbkoro 3acoby Banbcakop® HD 160.
3MiHN BHECEHO A0 IHCTPYKLIT 418 MeanyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHS", "MobiuHI peakwi
3 6e3neKkun 3acToCyBaHHA AjtoUMX PeYOBUH
BiANOBIAHO A0 pekomeHAauin PRAC. BeegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHS

41.

BA/IbCAKOP
®H 80

TabneTku, BKPUTI
NiBKOBOIO
o6onoHkoto, 80
mr/12,5 wr, no 14
Tabnetok y 6nictepi;
no 2, no 4 a6o no 6
6nicTepiB B KOPOO6L;
no 15 ta6netok y
6nicTepi; no 2 abo 4
6nictepu B KOpoobLi

KPKA, a.4.,
HoBo mecTo

CnoBeHisi

KPKA, a.4a., Hoso
mMecTo, C/ioBeHis
(BUPOGHUIK,
BignoBiganbHWi1 3a
BUPOGHMLTBO "in
bulk", nepenHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii; BUPO6HUK,
BiANoBigabHMIA 3a
KOHTPO/b cepii)

CnoBeHis

BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis:
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX
BiAMNOBIAHO A0 NAaHy negiatpuyHnX JOCAiAKEHb
(PIP) (iHWwi 3MiHM) Ansa fikapcbkoro 3acoby
Banbcakop® H 80. 3miHV BHeceHOo A0 IHCTpyku,i
0151 MeMYHOro 3acTOCyBaHHS NiKapCbKOro
3acoby Ao posainis "OcobmBocCTi
3acTocyBaHHsA", "Mo6iuHi peakuii" 3 6e3neku
3aCTOCyBaHHS AjlouMX PeYOBUH BiANOBIAHO A0
pekomeHpauiii PRAC. BBeAeHHS 3MiH NpOTArom
6-TW MicALiB Nicnsa 3aTBEPKEHHS. 3MiHK | TNy -
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuL Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mekn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn

3a
peyenmom

He
nionsieae

UA/9450/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbtart
OLLiHKM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NaHy negiaTpuyHUX SOCAIAKEHb
(PIP) (iHwWwi 3MiHM) Ansa nikapcbKoro 3acoby
Banbcakop® H 160. 3miHM BHeCeHO [0
IHCTPYKUIiT NS MEeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3gainis "OcobmBocTi
3actocyBaHHs", "lNo6ivHi peakuii” 3 6e3neku
3aCTOCYBaHHS AjilouMX PeYOBUH BiANOBIAHO A0
pekomeHpauili PRAC. BBeeHHS 3MiH NpOTArom
6-T1 MiCALIB MiCNA 3aTBEPHKEHHSA. 3MiHM | TNy -
3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuL Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHS ikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKVM 3BIiTYy 3 AOC/iAKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy nejiatpuyHnX JocnigxeHb
(PIP) (iHwi 3MiHN)

Ansa nikapcbkoro 3acoby Banbcakop® HD 160.
3MiHM BHeceHOo A0 IHCTPpyKUii A1 MegnyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby Ao po3ainis
"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHI peakwi
3 6e3Mnekn 3aCToCyBaHHS Ajlo4nx peyoByuH
BifNoBigHO [0 pekomeHaauin PRAC. BBegeHHs
3MiH NpOTArom 6-Tu MicsiB nicns
3aTBEPAKEHHS

42,

BAJIbCAKOP
® HD 160

TabneTkn, BKPUTI
NAiBKOBOO
060/10HKO10, 160
Mmr/25 mr, no 14
TabneTtok y 6nictepi;
no 2, no 4 a6o no 6
6nicTepis B KOPOO6L;
no 15 tabnetok y
6nicTepi; no 2 a6o 4
6nictepu B KOpOOLi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

KPKA, a.4., Hoso
mecTo, CroBeHis
(BUMPOGHUK,
BiANOBIAaIbHMI 3a
BMPOGHMLTBO "in
bulk", nepsrHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMNYCK
cepii; BUPO6HUK,
BignoBiganbHWi1 3a
KOHTPO/b cepil);
Naypyc Na6ec
Nimites, IHAiA
(BUMPOGHUK,
BiANoBiAa/IbHMI 3a

CnoseHis/
IHgis

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MmiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpaviinnii nepiog, abo Sk pesynbtat
OLiHKVM 3BIiTYy 3 AOC/igKEeHb, MPOBEAEHNX
BiANOBIAHO A0 NMaHy negiatpudHnX AocnigxeHb
(PIP) (iHwWwi 3MiHM) Ansa nikapcbKoro 3acoby
Banbcakop® H 80. 3MiHM BHECEHO A0 IHCTPYKLUT
AN MeAMYHOro 3acTOCYBaHHS NikapCbKoro
3acoby A0 po3ginis "OcobmBocCTi

3a
peyerimom

He
nionsieae

UA/9450/01/01
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o

43.

BAHATEKC A

BMPOGHMLTBO "in
bulk")

3actocyBaHHs", "lNo6ivHi peakuii” 3 6e3neku
3acToCyBaHHSA AjlounMx pevyoByH BiANOBIAHO A0
pekomeHpaauin PRAC. BBeieHHS 3MiH NpOTArom
6-T MicALIB MiC/1A 3aTBEpMXEHHSA. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4Ns MeAnYHOro
3acToCcyBaHHS Ha MifgcTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3Mnekn NiKkapCbKoro
3acoby, abo focnimkeHb 3 6e3neku
3acTocyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/iAXEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NAaHy negiatpuyHnX JOCAiAXEHb
(PIP) (iHWwi 3MiHM) Ansa fikapcbkoro 3acoby
Banbcakop® H 160. 3MiHM BHECEHO A0
IHCTPYKUiT 4N MEeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainis "OcobmBocTi
3acTocyBaHHs", "INo6ivHI peakuii” 3 6e3neku
3aCTOCYBaHHA AjlouMX PeYOBUH BiANOBIAHO A0
pekomeHpauii PRAC. BBefeHHS 3MiH NpOTArom
6-TW MicALiB Nicna 3aTBEPMKEHHSA. 3MiHK | TUny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuL NikapcbKoro 3acoby, TeKcTi
MapKyBaHHA Ta iHCTPYKUiT 418 MeAn4HOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OLLiHKM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NaHy negiaTpuyHUX SOCAIAKEHb
(PIP) (iHLi 3miHK)
Ans nikapcbKoro 3acoby Banbcakop® HD 160.
3MiHN BHECEHO A0 IHCTPYKLiT 4518 MeanyHoro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Ocob6nmBocTi 3acTocyBaHHsA", "MobiuHI peakwii"
3 6e3nekn 3aCTOCyBaHHS fjilounx PeyoByUH
BiANOBIAHO A0 pekomeHAaLin PRAC. BeefeHHs
3MiH NpPOTArom 6-Tn micsuis nicns
3aTBEPAKEHHS

nocsBi0YeHHs

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOI N0 5
mr/80 mr; no 14

®PapmaueBT
NYHWIA 3aBOS,
"MONIb®AP
MA" C.A.

TabneTtok y bnicrepi;

MonbLua

dapmaleBTUYHNIA
3aBog
"MONb®APMA"
C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs ab0 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBeeHHS

3a
peyenmom

UA/17833/01/01




Hasga

Popma sBUMYCKY

3asiBHuUK
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n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)
no 2 6nictepu abo

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o

BAHATEKC A

no 7 6nictepis y
KapTOHHiiA Kopo6Li

TabneTkn, BKPUTI

PapmaueBT

y3ara/ibHeHUX JaHuX npo cuctemy
thapmakoHarnsgy, amMiHa ynoBHOBaXeHO! ocobu,
BiNOBIAANbHOI 3a 3[jICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHuKa ANa 34iliCHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa Bif, YNOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-dhaiina cuctemu
thapmakoHarnagy). 3MiHa ynoBHOBaXKeHOT 0cobu
3asBHWKa, BiANOBIAaIbHOI 3a thapMakoHarnsg,
[itoua pepakuis: Krzysztof Karpinski / Kpuwrod
KapniHcki. MponoHoBaHa pefakuis: AHHa KoHyak
/ Anna Konczak.
3MiHa KOHTaKTHMX JaHnX YNOBHOBaXXEHOT 0Ccobu
3asBHVKA, BiANoBiga/IbHOI 3a hapMakoHarnsg.

nocsBi0YeHHs

45,

BAHATEKC
AH

NIiBKOBOO
060/10HKO0 1Mo 10
Mr/160 wmr; no 14
TabneTtok y 6nictepi;
no 2 6nictepu abo
no 7 6nictepis y
KapTOHHIA KopooLi

TabneTku, BKPUTI

WNYHWIA 3aBOA,
"MOJIb®AP
MA" C.A.

dPapmaueBT

MonbLla

MNonbLa

dapmaueBTUUHWI
3aBo[
"MOJNIbGAPMA"
C.A.

dapmaLeBTUYHMI

Monblwa

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
BeefeHHs abo 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, YyNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y

pO3MiLLEeHHI MacTep-thaiina cuctemu

thapmakoHarnisgy). 3MiHa ynoBHOBaXKEHOT 0CO6U
3asBHMKa, BiANOBIAaILHOI 3a hapMakoHarnsg,
[Oitova pepakuis: Krzysztof Karpinski / Kpywtod
KapniHcki. MponoHoBaHa pegakuis: AHHa KoHuak
/ Anna Konczak.

3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHMKa, BiANOBIAA/IbHOI 3a (hapmakoHarnsag.

3a
peyerimom

UA/17833/01/02

NNiBKOBOIO
060/10HKOI0 N0 5
Mr/160 mr/12,5 wr;
no 7 Tabnetok y
6nictepi; no 2
6nictepu B
KapTOHHI kopobLyj;

NYHWIA 3aBOy,
«MONb®AP
MA» C.A.

no 14 TabneTtok y

3aBof
«[NONIb®APMA>»
C.A.

Monba

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT 0coou,

BiANOBIAA/ILHOI 32 34iiCHEHHS

3a
peyenmom

dhapmakoHarnsgy; KOHTakTHOi ocobm 3

UA/19229/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nictepi; no 1 thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
6nictepy abo no 2 thapmakoHarnsgy B YKpaiHi, KO BOHa
6nictepu B BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
KapTOHHI KOpooLi BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLeHHi MacTep-haiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, Bi4NoBiga/IbHOT 3a hapMakoHarnsag.
[itoua pepakuin: Krzysztof Karpinski / Kpuwwtod
KapniHcki. MponoHoBaHa pepakuis: AHHa KoHuak
/ Anna Konczak. 3MiHa KOHTakTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHNIKa,
BiNOBiAa/IbHOI 32 hapmakoHarnsg
46. BAHATEKC TabneTku, BKPUTI dapmaueBT Monbwa dapmaueBTUYHNIA Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a - UA/19229/01/02
AH NNiBKOBOIO NYHWIA 3aBOS, 3aBof 3MiHu | TUny - 3MiHK Woao peyenmom
o60soHKoto no 10 «MONb®AP «MNONIb®APMAY 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
Mr/160 mr/12,5 wmr; MA» C.A. C.A. BBefeHHA abo 3MiHM [0 y3arasibHeHVX AaHnx
no 7 Tabnetok y npo cuctemy gpapMakoHarnsay (BBeAeHHs
6nictepi; no 2 y3arasibHeHVX AaHUX Npo cucTemy
6nictepu B thapmMakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
KapTOHHI kopobuyj; BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
no 14 tabneTok y thapmakoHarnsay; KOHTakTHOi 0cobm 3
6nictepi; no 1 thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHS
6nictepy a6o no 2 hapmakoHarnagy B YkpaiHi, SKLL0 BOHA
6nictepu B BiIMiHHa Bif, YNOBHOBaXeHOi 0cobu,
KapTOHHIA KOopoo6Li BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MileHHI MacTep-haiina cuctemu
thapmakoHarnagy). 3MiHa ynoBHOBaXKeHOT 0cobu
3asBHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsg,
[itoua pepakuis: Krzysztof Karpinski / Kpuwrod
KapniHcki. MponoHoBaHa pefakuis: AHHa KoHyak
/ Anna Konczak. 3MiHa KOHTaKTHWUX AaHnX
YNOBHOB&XEHOI 0CO6M 3asBHIIKA,
BiANoBiAa/IbHOI 32 hapmakoHarnsg
47. BAHATEKC TabneTkun, BKpUTI dapmauesT MonbLa dapmaueBTUYHMIA Monbwa BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasis: 3a - UA/12839/01/01
KOMBI NNiBKOBOK WNYHWIA 3aBof 3MiHuW | TUNY - 3MiHK Woao peyenmom
060/10HKO0, 160 3aBof «[MONIb®APMA>» 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
mr/12,5 wr; no 14 «Monbapm C.A. BBefeHHs abo 3MiHU [0 y3araslbHeHUX AaHnX
Tabnetok y 6nictepi; a» C. A. npo cuctemy hapmakoHarnsgy (BBefeHHs

no 2 6nictepun y
KapTOHHI Kopoo6Li

y3arasibHeHNX JaHunx npo cuctemy
hapMakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
thapmakoHarnsfy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHuKa ANns 34iCHEeHHS
thapmakoHarnsgy B YKpaiHi, KO BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsgy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

(BK/THOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-haiina cuctemu
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHOi
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32
thapmakoHarnag. ditova pegakuis: Krzysztof
Karpinski / Kpuwrtodh KapniHcki. NMponoHosaHa
pepakuisi: AHHa KoHuak / Anna Konczak. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKeHOi 0cobu
3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg

48.

BAHKOMIL
H-BOKATE

niodpinizat gns
NpUroTyBaHHs
pO3UnHy Ans
iHcpysiii no 500 wr;
no 1 a6o 10
dnakoHiB 3
niocgpinizatom y
KapTOHHIA KOopooLi

PapmaueBT
nyHa
KOMMaHis
"BokaTe
CA"

Ipeuis

AHDPAPM XE/INAC
C.A.

pewis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa AN5 34iiCHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
poO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3miHa KOHTaKkTHOI 0co6u
3asBHYKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
YkpaiHi. [jitova pegakuis: Isacbkosa Anna
BacuniBHa. MNponoHoBaHa pepakuis: bagbs
OneHa AHatoniiBHa. 3MiHa KOHTaKTHUX faHUX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoOBiga1bHOI 3a
hapMakoHarnsg B YKpaiHi

3a
peyenmom

UA/8773/01/01

49,

BEHAION

TabneTkn, BKPUTI
NNiBKOBOIO
o6osoHkKoto, 0.06
mr/0,015 wr, no 28
Tabnetok y 6nicrtepi
(24 0OBTi aKTUBHI
Tabnetku i 4 3eneHi
TabneTtku nnaue6o);
no 1 a6o no 3
6nictepun (koxeH
6nictep -y
namiHoBaHoMy
nakeri-calle 3
NAacKMM KapTOHHUM
doyTnspom ana
36epiraHHsa 6nictepa
Ta TWKHEBUM

BAT
"TepeoH
PixTep"

YropLmHa

BAT "TeneoH
PixTep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3minu |l Tuny - 3MiHK 3 sKocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/ItOYatouM dianasoH po3mipy
cepii) roToBOro NMikapcbKoro 3acoby (3miHa
CTOCYETbCS BCIX iHLWMX NikapCbkux hopm
CYKYNHOro (KOMMNIEKCHOr0) BUPOGHNYOTo
npouecy) -

BBE/IEHHS1 40AATKOBOrO, 6i/lbLLOro po3mipy cepii
277 600 r TabneTok, BKPUTKX NiBKOBOO
060/10HKO10, Lo Bignosigae 4 000 000 wT, aAnsa
BUrOTOB/IEHHS NiKapCbKOro 3acoby BeHgion,
TabneTku, BKPUTI NNIBKOBOIO 060/10HKOD, 0,06
mr/0,015 wmr.
3arBepaXeHo
27 760 r TabneTok, BKPUTUX NNiBKOBOKO
060/10HKOH0, WO Bignosigae 400 000 wTt

3a
peyenmom

UA/17585/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
KaneHgapem- 3anponoHoBaHo
CTikepom) y

KapTOHHIi ynakoBLi

27 760 r TabneToK, BKPUTUX NNiBKOBOKO
060/10HKOH, WO Bignosigae 400 000 wT
277 600 r TabneToK, BKpUTUX M/iBKOBOO
060/10HKOM0, WO Bignosigae 4 000 000 wT
3MiHu Il Tuny - 3MiHK 3 AKocTi. FoToBWIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHK
BUNPOGYBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikauisx, nig vac
BMPOGHMLITBA rOTOBOTO J1iKaPCbKOro 3acoby
(po3LWMpPeHHn 3aTBEPMKEHNX AONYCTUMUX MEX
0115 NOKA3HUKIB, SIKi MOXYTb MaTW iCTOTHWIA
BMN/IMB Ha 3arajibHy SIKiCTb FOTOBOTO /1iKapCbKOro
3ac00y) PO3LUMPEHHS AeAKUX KpUTepiiB
NPUIAHATHOCTI B NpoLieci BUPO6HULTBA (B TOMY
YMCNi KOHTPOIBHOTO BUNPOGYBAaHHSA CTIKOCTI A0
pO34aBMIOBaHHS), y 3B’A3KY i3 BBEAEHHAM
[04aTKOBOro po3Mipy cepii.
3arBepaeHo
5-01286-T5-01-03
3.2.P.33
KoHTeiHepHuin 6neHgep (06’em 15 n, 100 n)
MalumHa gns HaHeCeHHs NOKpPUTTA 3
nepcopoBaHnm 6apabaHom (MICTKICTb
npu6amsHo 15-50 kr)
3.2P.34
3MilyBaHHA: 8 06/xB — 3 XB
CtucHeHHs: Weuakicte Buxogy: 30 000-150 000
wir/rog
FonosHe 3ycunnsa: He meHwe 3 kH
Mpoueaypa NniBKOBOro NOKPUTTA
Butpara nosiTpsa Ha Bxogi: 6-10 m3/rog
TemnepaTypa noBiTps Ha BXogi: 60-76°C
LBnAakicTb po3nuneHHs: 35-80 r/xs
Y npouecbl KOHTPONIO:
CTiliKicTb 40 po34aB/ioBaHHsA
20 H-120H
3.2P.35
PesynbTaTy npouecy Basnigauii B TeCTOBOMY
BMPOGHWLTBI
3anponoHoBaHo
5-01286-T5-01-05
3.2P.33
KoHTeliHepHwuii 6neHgep (06'em 15 nitpis, 100
niTpis, 1000 niTpis)
['omoreHi3aTop / rpaHyIITOp 3 BUCOKVM 3CyBOM
(600 niTpiB)
MalunHa ANt HAHECEHHS NOKPUTTS 3
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n/n

Hasga

JliKapcbKo20

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nepdopoBaHum 6apabaHoM (MICTKICTb
npn6au3Ho 15-50 kr Ta 360 Kr)
3.2P.34
3miwyBaHHs: 8 06/XB — 6 XB
CTUCHEHHS:
LWemakicTb Buxody: 10 000-250 000 wT/rog,
[onoBHe 3ycunna: He meHwe 7 kH
Mpoueaypa nNiBKOBOro NOKPUTTSA
BuTpara nositps Ha Bxogj: 43-47 m3/xB (2 580-
2 820 m3/rog)
TemnepaTypa nosiTps Ha BXxogi: 65-80°C
LWBmAakKicTb po3nuneHHn:230-420 r/xs
Y npoueckl KOHTPOSIIO:
CrilikicTb g0 po3aaBntoBaHHs 20 N- 140 N
3.2.P.35
Pe3ynbTatv npouecy Basifaduii B TECTOBOMY Ta
PYTVHHOMY BUPOGHULTBI

50.

BEPOPAB® /
VERORAB
BAKUVHA
AHTUPABIYH

A

IHAKTUBOBA
HA CYXA

MOPOLLIOK Ta
PO3YNHHVIK AN
NpUroTyBaHHs
cycnensii gns
iH'EKLII, HE MeHLUe
2,5 MO/po3a

no 1 donakony 3
nopolukom (1 gosa)
Ta 1 nonepegHb0
3anoBHEHOMY
wnpudy (0,5 mn),
LLLO MICTUTb
po3unHHKK (0,4 %
PO34uH HaTpito
xnopuay), B
KapTOHHI ynakosLii
3 MapKyBaHHAM
YKpaiHCbKOI
MOBOIO;

no 1 doakoHy 3
nopotukom (1 fo3a)
Ta 1 nonepefHLO
3anoBHeHOMY
wnpuyy (0,5 mn),
L0 MICTUTb
PO3UNHHVIK, B
CcTaHfapTHO-
€KCMOPTHIN
yMakoBLi, sika
MIiCTUTbCA Y
KapTOHHI Kopobui 3

CaHodi
Mactep

®paHuisa

NOBHUIA LMK
BVMPOGHMLTBA,
KOHTPO/b AKOCTI,
BTOPUHHE
nakyBaHHS1, BUMYCK
cepil NopoLLKY;
BTOPUHHE
nakyBaHHS1, BUMYCK
cepil PO34MHHUKE;
KOHTPO/Ib SIKOCTI,
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii NopoLLKy;
NOBHWIA LMK
BUPOGHMLTBA,
KOHTPO/Ib SIKOCTI,
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii po34nHHNMKa:
CaHodpi MacTep,
PpaHuin
BTOPUHHE
nakyBaHHS1, BUMYCK
cepi:
CaHodi-ABeHTIC
Mpaisit Ko. T4,
Mnatdhopma
NoricTukm Ta
AncTpubyuii y m.
Bypanewr,
YropwmHa

PpaHuis/
YropwmHa

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3MiHM |l Tuny - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
BHeceHHs abo 3miHa(1) [o 3060B's13aHb Ta yMOB
BMAAYi peecTpauiiHoro nocBigYeHHs,
BK/IIOYa0UM MnaH ynpasniHHA pusnkammu
(3acTocyBaHHs 3MiH(1), Ki(a) BUMaraloTb(€)
noAasIbLLIOro 06I'pPyHTYBaHHSA HOBUMM
[08aTKOBUM A@aHNMK, L0 MatloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbCcs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom).
3asBHMKOM HaflaHO OHOBJeHWit MnaH
ynpasniHHA pusnkamu Bepcis 2.1 " (ans popmu
BMNYCKy- h/1akoHN 3 mopoLukom (1 gosa) Ta Ans
NPUroTyBaHHSA CycneHsii Ans iH'eUi Ta
nonepeaHbo 3anosHeHi wnpuuy (0,5 mn), wo
MICTSITb PO3YMHHMK). 3MiHV BHECEHO [0 YaCTUH:
| «3aranbHa iHhopmauis», I «Cneumdikayisa 3
6e3neku», Il «MnaH 3 hapmakoHarnsagy», V
«3axoay 3 MiHimizauii pusukie»,VI «Pestome
nnaxy ynpasniHHA pusnkamm», VIl «JogaTku» y
3B'5A3KY 3 OHOB/IEHHAM chopmarty MYPa Ta
BUAA/IEHHAM YCiX MOBHICTIO OXapakTepn3oBaHux
npo6nem 3 6e3neku, LWo He NoTpebyTb
[0[aTKOBUX 3aX04iB 3 hapmakoHarnsgy Ta 3
MiHimi3aLii pu3unKiB Ha nigcTasi pekoMeHaaui
EMA Guideline on good pharmacovigilance
practices (GVP) Module V — Risk management
systems (Rev 2). TepMiH BBeEHHS 3MiH
nNpoTArom 6 MicsLiB nicns 3aTBepikKeHHs. 3MiHN
Il TMny - 3miHn Wwoao 6e3nekn/edeKTMBHOCTI Ta

3a
peyerimom

He
nionsieae

UA/13038/01/01
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3acoby yrnakoska) nocsioYyeHHs1
iHCTpyKUi€eto ans NOBHUIA LMK thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
MeANYHOro BMPOOHMLTBA, 30060B'A3aHb Ta YMOB BMAa4i peectpaLiiHoro
3aCTOCyBaHHS; KOHTPO/b AKOCTI noceifyeHHs, BkNoyaouy MnaH ynpasniHHA

no 5 chnakoHiB 3
nopotukom (1 fo3sa)
Y KOMMN/IEKTi 3
po3uunHHKKoM (0,4 %
PO34MH HaTpito
xnopuay) B amnynax
no 0,5mnNe58
KapTOHHI ynakoBLi
3 MapKyBaHHsM
YKpaiHCbKOIo
MOBOIO;

no 5 chnakoHis 3
nopolukom (1 gosa)
Yy KOMMNAEKTi 3
po3unHHKKoM (0,4 %
PO34uH HaTpito
xnopvagy) B amnynax
no0,5mMnNe58
CTaHfapTHO-
€KCMOPTHiN
ynakoBLyj, sika
MICTUTBCA Y
KapTOHHI Kopobuji 3
IHCTpYKUi€eto ans
MeANYHOro
3acTOCyBaHHSA

no 10 chnakoHis 3
nopotukom Ta no 10
nonepeaHLo
3aMoBHEHNX
wnpuuis (0,5 mn),
Lo MIiCTATb
po3unHHYKK (0,4 %
PO34uH HaTpito
xnopuay), B
KapTOHHIiA ynakoBLi
3 MapKyBaHHAM
YKpaiHCbKOI
MOBOIO;

no 10 chnakoHis 3
nopoLukom Ta no 10
nonepegHL0
3anoBHEHNX
wnpuyis (0,5 mn),
L0 MICTATb

PO3UMHHMKA B
amnynax:
FAYNT ®APMA
NIBPOH, ®paHujs

pv3vkamMm (3acTocyBaHHS 3MiH(M), ski(a)
BMMaratoTb(€) NofanbLIoro 06rpyHTyBaHHSA
HOBMMW JOAATKOBUM JAaHUMU, WO MatoTb
Ha/iaBaTncs KOMMETEHTHAM OPraHoM, OCKINIbKM
BMMaraeTbCs CyTTEBA OL|iHKa KOMNETEHTHUM
opraHom). 3asiBHMKOM HaflaHO OHOBJIeHWiA MNnaH
ynpaB/iHHA pu3vkamu Bepcis 2.1 (a8 hopmm
BUNYCKY- do1akoHn 3 nopotukom (1 gosa) y
KOMMNEKTi 3 pO34nHHMKOM (0,4 % po3umnH HaTpito
X710puAay) 418 NPUroTyBaHHA Cycnensii ans
iH'ekUili MmicTUTbCA B amnynax no 0, 5mn).
3MiHU BHECEHO [0 YacTuH: | «3aranbHa
iHchopmauis», Il «Cneundikauis 3 6esnekn», |1
«MnaH 3 chapmakoHarnsagy», V «3axoam 3
MiHimi3auii pusmkie»,VI «Pe3toMe nnaHy
ynpaBniHHA pusnkamun», VIl «dogatkun» y 38'a3Ky
3 OHOB/IEHHAM chopmary MNYPa Ta BuganeHHam
YCiX MOBHICTIO OXapakTepu3oBaHnx npobnem 3
6e3neku, Lo He NoTPebyoTb [04ATKOBUX
3axofiB 3 hapmakoHarnagy Ta 3 MiHiMisauii
pV3KMKiB Ha MigcTaBi pekomeHgauii EMA
Guideline on good pharmacovigilance practices
(GVP) Module V — Risk management systems
(Rev 2). TepmiH BBEAEHHSA 3MiH MPOTAroM 6
MiCALIB MiC/1A 3aTBepKEHHS. 3MiHu || Tuny -
3MiHY Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTKili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMW JaHUMK 3
SKOCTIi, AOKMIHIYHUMM, KIIHIYHMKW faHUMK Ta
AaHumu 3 chapmakoHarnagy. Ana copm Bunycky
- donakoHu 3 nopoLukom (1 Ao3a) y KOMNAEeKTi 3
po34nHHMKOM (0,4 % pO3UMH HaTpIlO XNopuay) B
amnynax no 0,5 mn. 3miHY BHeceHo 40
IHCTPYKLUIT 4151 MeAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby A0 po3A4isiB "IMyHONOTIYHI i
6ionoriyHi BnactueocTi" Nigpo3ain
"®apmakoguHamika”, "MokasaHHA",
"MpoTrnoka3aHHsa", "B3aeMogis 3 iHLLUMK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemogijit", "Ocob/IMBOCTi 3aCTOCYyBaHHS",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rogyBaHHs rpyaat”, "Cnocié 3actocyBaHHsA Ta
aosu", "Aitn", "Mo6iyHi peakuyii, "HecyMicHicTb".
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po3unHHYK (0,4 % TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
PO34MH HaTpito 3aTBepKeHHA. 3MiHu Il TUny - 3MiHK Woao
xnopuay), B 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
cTaHAapTHO- 3MiHU Y KOPOTKili XapakTepucTuL, NikapcbKoro
€KCMOPTHiN 3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLi ans
ynakoBLi, sika Me[MYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMU
MICTUTBCA Y OaHUMU 3 SIKOCTi, AOKNIHIYHUMUN, KAIHIYHUMUN
KapTOHHI Kopobuji 3 [aHuMu Ta gaHumn 3 hapmakoHarnsagy. Ans
IHCTpYKUieto aAns chopm BUNyCKy - hriakoHn 3 nopoLukom (1 gosa)
MeANYHOro Ta nonepeaHbO 3anoBHeHi wnpuuy (0,5 mn), wo
3aCTOCYBaHHS. MIiCTATb PO3YNHHUK. 3MIHW BHECEHO A0 IHCTPYKL,I
015 MeMYHOro 3acTOCyBaHHS NiKapCbKoro
3aco6y A0 po3ainis "IMyHONOrIYHI i 6ionoriyHi
BNacTMBOCTI" Nigpo3ain "®apmaxkogmHamika”,
"MokaszaHHs", "MpoTunokasaHHs", "B3aemogis 3
IHLIMMKM NikapcbKMKU 3acob6amMu Ta iHLWi BUan
B3aemogijin", "Ocob/MBOCTi 3aCTOCyBaHHSA",
"3acTocyBaHHA y nepiof BarirTHocTi abo
roflyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nosu", "[itn", "Mo6iuHi peakyii”, "HecyMicHicTb".
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.
51. BEPOPAB® | | nopoLlok Ta CaHodi ®paHuisa MOBHWIA LKA PpaHis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a He UA/13038/01/01
VERORAB PO3UMHHWK AN Mactep BVMPOGHMLTBA, YropmHa 3Mminn | TURY - 3miHk 3 sKocTi. CepTudikat peyenmom nionsizae
BAKLUVHA NpUroTyBaHHs KOHTPO/Ib SKOCTI, BignosigHocTi/l E-cepTudikar BignosigHocTi
AHTUPABIYH | cycneHsii ana BTOPVHHE €Bponeiicbkiit hapmakonei/MoHorpadii.
A iH'EKLi1, HEe MeHLue nakyBaHHs, BUMYCK MopaHHA HoBOro abo oHOBEHOrO cepTudiikaTa
IHAKTUBOBA | 2,5 MO/go3a, no 1 cepii nopoLuky; BiANOBIAHOCTI @60 BUNyYeHHS cepTudikata
HA CYXA donakoHy 3 BTOPVHHE BiANOBIgHOCTI EBponeiickkili hapmakonei: ans

nopowkom (1 fosa)
Ta 1 nonepegHbLo
3anoBHEHOMY
wnpuuy (0,5 mn),
L0 MiCTUTb
po3unHHYKK (0,4 %
PO34nH HaTpilo
xnopuay), B
KapTOHHI ynakoBLi
3 MapKyBaHHsM
YKpaiHCbKOIo
MOBOI0; Nno 1
donakoHy 3
nopolukom (1 gosa)
Ta 1 nonepegHbL0
3aMnoBHEHOMY
wnpudy (0,5 mn),
LLLO MICTUTb
PO3YMHHVK, B

nakyBaHHs, BUNYyCK
cepii pO34MHHKKa;
KOHTPO/1b AKOCTI,
BTOPUHHE
nakyBaHHs, BUMYCK
cepii NopOoLLKY;
NOBHUIA LMK
BVMPOGHMLTBA,
KOHTPO/Ib AKOCTI,
BTOPUHHE
nakyBaHHs, BUMYCK
cepil pO34MHHMKA:
CaHochi NacTep,
®paHuis
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii:
CaHodpi-ABeHTiC
Mpaiisit Ko. IT4.,

A®I; ons BMXigHOro
mMarepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
fonomikHoi peyosuHu (FE-cepTudpikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei ans
Adl/BMxigHOro MaTepiany/peareHTy/npomMiKHOIo
npoaykTy abo AONOMDKHOT PEYOBUHN) -
OHoBeHWiA cepTudikaT Bif BXe 3aTBepAKEHOr0
BUpO6HMKa - MNofgaHHA oHoB/ieHoro ME-
cepTugikaTy BiANOBIAHOCTI €BpONENChKil
hapmakonei 4na BUXiAHOro MaTepiasy Tensya
cupoBartka Bif, HYCLONE LABORATORIES INC
Ta BIO ARRA. 3anponoHosaHo: COS R1-CEP
2000-080-Rev 03. 3MiHu | TURY - 3MiHK 3 SKOCTI.
CepTudpikat signosigHocTi/l E-cepTucpikat
BiANOBIAHOCTI EBpONeNnchbKili
chapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BWYYEHHS cepTudpikaTta BiANOBIAHOCTI
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CcTaHAapTHO- Mnartdopma €Bponelicbkin hapmakonei: ana A®l; pns

€KCMOPTHiN NOTiCTUKM Ta BUXIAHOro MaTepiany/peareHTy/NMpoMiKHOIo

ynakoBLi, sika AnCTprbyLii y m. NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI

MICTUTBCA Y Bypanewr, A®l; ansa gonomixHoi pevoBunHu (MFE-cepTuddikar

KapTOHHI Kopobui 3 YropwuHa BiANOBIAHOCTI EBponeiickkili hapmakonei ans

iHCTpYyKUieo ans NOBHUIA LMK Adl/BMxigHOrO MaTepiany/peareHTy/npoMKHOro

MeZNYHOro BVMPOGHMLTBA, npoaykTy abo AONOMKHOI PEYOBVHN) -

3acTocyBaHHs; no 5 KOHTPO/b SIKOCTI OHOBNEHWiA cepTUdikar Bif, BXe 3aTBepKeHoro

h1aKkoHiIB 3 PO3UMHHVKa B BMPOGHUWKa - MogaHHs oHoBneHoro MNE-

nopolukom (1 gosa)
Y KOMMNEKTi 3
po3unHHKKoM (0,4 %
PO34uH HaTpito
xnopvagy) B amnynax
no0,5mMnNe5s8
KapTOHHI ynakoBL,i
3 MapKyBaHHAM
YKparHCbKOt0
MOBOI0; N0 5
dhnakoHiB 3
nopotukom (1 fo3a)
Y KOMMN/IeKTi 3
po3unHHKKoM (0,4 %
PO34nH HaTpilo
xnopvagy) B amnynax
no0,5mnNe5s
cTaHgapTHO-
€KCMOPTHIN
ynakoBLi, fiKka
MiCTUTbCA Y
KapTOHHI Kopo6uji 3
IHCTpYKUieo ans
MeNYHOro
3aCTOCyBaHHS; Mo
10 donakoHiB 3
nopotukom Ta no 10
nonepeaHL0
3anoBHEeHUX
wnpuuis (0,5 mn),
Lo MiCTATb
po3unHHYKK (0,4 %
PO34nH HaTpilo
xnopuay), B
KapTOHHI ynakoBLi
3 MapKyBaHHsM
YKpaiHCbKOIo
MOBOI0; Mo 10
dNakoHIB 3

amnynax:
FAYNT ®APMA
NIBPOH, ®paHuis

cepTudikaTy BignoBigHOCTI €EBponenchkii
hapmakonei gnsa BUxigHoro matepiany
heTasibHa 6uyaya cuposartka Big GE
HEALTHCARE AUSTRALIA PTY. LTD.
3anponoHosaHo: COS R1-CEP 2000-384-Rev
01. 3miHun | Tuny - 3miHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYEHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOrO
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
fonomikHoi peyosuHu (FE-cepTudpikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei ans
Adl/BuxigHOro MaTepiany/peareHTy/npomiKHOro
npoaykTy abo AONOMDKHOT pEHOBUHN) -
OHoBeHWi cepTuddikaT Bif BXe 3aTBepAKEHOro
BUpO6HMKa - MNofgaHHA oHoBrieHoro ME-
cepTudikaTy BignoBigHOCTI €EBponeichkiii
thapmakonei A51a BUXigHOro marepiasny
heTanbHa Tensya cuposartka Big HYCLONE
LABORATORIES INC.
3anponoHosaHo: COS R1-CEP 2000-076-Rev
03. 3MmiHu | TUnYy - 3MiHKn 3 aKocTi. A®l. KoHTpob
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
[OMNYCTUMKX MEX, BU3HA4YeHWX y creumdikanisax
Ha A®I, a6o BMXigHWA/NPOMIKHWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BUpobHuuTea Ad| (3By)KEHHS
O0NyCTUMUX MeX, BU3HAYEHMX Y cneumdikaui
Ha nikapcbki 3acobu, 471 AKUX OTPUMYETLCA
[03BiN Ha BUMYycK cepii Big odiljiiiHoro
perynsTopHoro opraHy) JjogaBaHHs
BunpobysaHHa Haemodsorption test ans
CTOPOHHIX areHTiB, L0 NPOBOAATL Y
cynepHaTaHTi KOHTPOIbHUX KNITUH Y NpoLueci
BMPOGHULITBA A1il04OT peYOBUHK, ANs
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nopoLukom Ta no 10 npviBeeHHA y BIANOBIAHICTb [0 BUMOT
nonepegHL0 MoHorpadii Ph. Eur. 2.6.16. 3MiHu | Tuny -
3anoBHEeHX ALMiHICTpaTMBHI 3MiHW. Buy4YeHHs BUPOGHWYOT
wnpuuis (0,5 mn), AinbHUUi (BkIoYaoum ainbHuui ans Adl,
Lo MIiCTATb NPOMIXHOro NPOAYKTY abo roToBOro Nikapcbkoro

po3unHHYK (0,4 %
PO34uH HaTpito
xnopuay), B
CcTaHfapTHO-
€KCMOPTHIN
ynakoBLi, siKka
MiCTUTbCA Y
KapTOHHI Kopo6uji 3
IHCTpYKUieo ans
MeAUYHOro
3acTOCyBaHHSA

3aco6y, AiNbHULI 4719 NPOBEAEHHSA NaKyBaHHS,
BMPOGHMKA, BiAMoBifasibHOro 3a BUMYCK Cepil,
MicLLle NPOBeAEeHHS KOHTPOIO cepii) abo
noctayasibHuKa BUXIAHOrO MaTepiasy, peareHTy
ab0 4ONOMIXHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y
[ocbe) BunyueHHs dyHKUili 3 BUpOGHMLTBA
PO3YMHHMKA AN BUPOOHUYOI AinbHUL CaHodi
Mactep, Mapci METyanb, ®paHuis Ta
BWIYYEHHS1 BUPOOHMYOT ainbHuui CAHO®I
BIHTPOM IHOACTPIA, ®paHuis ans
BMPOGHMLITBA PO3UMHHMKA. 3MiHM [0 npouecy
BMPOGHNYOro KOHTPOIIO A/15 06'€My 3aNOBHEHHS
LNpuuiB (MeTof 3BaXKyBaHHS 3aNOBHEHOTO
wnpuuy). BunyyenHs matepiany
Xnop6bpomOyTUn ANns NePBUHHOTO NakyBaHHS
po3unHHKKa (wnpuu). JloaasaHHs iHchopmadi,
LLIO KOBMAYKM A5 FONIOK MICTATb NPpUpPoAHe
noxigHe natekcy. BignosigHi 3MiHWM BHOCATbLCSA
40 po3ainy Ynakoska MKA Ta IHCTpyKuii gns
MeJMNYHOI0 3aCTOCYBaHHS.

TepMiH BBEEHHA 3MiH NPOTAromM 6 micsAuiB nicns
3aTBEPAXKEHHSA. 3MiHM | TMNY - 3MiHW 3 AKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. 3MiHN Yy
BUPOGHMUTBI. 3MiHU Y MpoLeci BUpo6HULTBA
rOTOBOrO JliKapCbKOro 3acoby, BKIYaUn
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCA NpY
BMPOOHULITBI FOTOBOTO J1iKAPCLKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpoOHNLTBA)
HesHauHi 3mMiHM y npoLeci BUpo6HMLUTBa
PO34MHHYKKa, a came BUa/IEHHA BUMOTY LWOA0
acenTUYHOCTI AN15 NpoLecy 3arnoBHEHHS
wnpuuis. 3miHu | Trny - 3MiHK 3 SKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoLeci BUPOOHULITBA FOTOBOTO NiKapCbKOro
3aco6y, BK/10YaUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS NPW BUPOGHULTBI FOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLTBA) [Nepernsg napameTpis npouecy
BUPOGHMLITBA PO3UMHHIMKA Y LLINPULAX
BIAANOBIAHO [0 aHasi3y KPUTUYHOCTI NpoLiecy.
3MiHu | TUny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BMNPO6yBaHb ab0 AONYCTUMUX MEX,
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BCTAHOBJIEHVX Y cneumdikauisx, nig vac
BMPOGHMLTBA rOTOBOrO NiKapCbKoro 3acoby
(nopaBaHHA HOBOrO MeToAy BUNPoOyBaHHA Ta
[onycTUMMX MeX) [JonoBHEHHSI peecTpauiiHoro
[0CbE OMUCOM TECTY Ha Li/IiICHICTb 3aKpUTTA
KoHTelHepa (CCIT) ANna po3ynHHYKKa, Lo
NpPOBOAUTLCS y Npoueci BUpo6HuuTea (In-
Process Control Test) ons npuBefeHHs y
BIANOBIAHICTb A0 BUPOBGHWNYOI NPaKTUKN Ha
BMPOGHWUIli AinbHULi CaHodi MacTtep, Banb-ge-
Poii, ®paHuis. 3miHu | Trny - 3MiHM 3 AKOCTI.
[oTOBWIA nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AONYCTUMUX MEX FOTOBOrO
NikapcbKoro 3acoby (iHwi 3MiHN) 3MiHK y
NOCWNaHHi Ha METOA, BU3HAYEHHS BMICTY
X/I0pUAY HATPIl0 AN PO3YMHHMKA Y LUNpULaXx.
3arsepaxeHo: Ph. Eur. 2.2.19,
amMnepomeTpuyHe TUTPyBaHHA. 3anponoHOBaHO:
Ha ocHoBi Ph. Eur. 2.2.19, amnepomMeTpuyHe
TUTPYBaHHSA. 3MiHW [0 ONUCY KpUTEpito
MPUIAHATHOCTI 30BHILLHBOTO BUM/ISAAY PO3YMHHMKA
y wnpuuax. 3atsepaxkeHo: MNMpo3opuii po3uuH.
3anponoHoBaHo: Mpo3opuii i 6e36apBHWiA
PO3uuH. 3MiHK | TUNY - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikat
BifNoBigHOCTI €Bponelicbkilt
thapmakonei/mMoHorpadii. 3mMiHu, NoB'A3aHi 3
HeOoOXiHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4PY abo EBponeiicbkoi
chapmakonei, abo iHLIOI HalioHa/TbHOI
thapmakonei gepxasu €C (3miHa y
cneuudikauisix, nos'asaHa 3i 3miHamu B Y,
abo Esponelicbkin hapmakonei, abo iHLif
HaujioHanbHili hapmakonei gepxasu €C)
[logasaHHsA BUNPO60BYBaHHSA Ha BMICT apCceHy
(As) ons ckna (cxio | Trny), wo
BUKOPVCTOBYETLCA Y AKOCTi NEPBMHHOT yNakoBKM
PO3UMHHYKKA Y LUNPULAX A8 NPUBEAEHHS Y
BiANOBIAHICTb A0 BMMOr Ph. Eur. 3.2.1. 3MiHu |
TMNY - AGMIHICTPaTUBHI 3MiHWU. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOYAOUY AiNbHULi ANs
A®I, NPOMiXXHOro NPoAyKTy abo rotToBoro
NiKapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS
nakyBaHHs, BUPOGHWKa, BiANOBifaIbHOTO 3a
BMNYCK Cepiii, MiCLie NPOBEAEHHS KOHTPO/TI0
cepii) abo nocTtavyasibHUKa BUXiAHOrO MaTepiany,
peareHTy abo [ONOMIKHOI PEYOBUHM (SIKLLO
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3a3HayeHo y A0Cbe) BunyueHHs dyHKuii 3
BMPOGHMLTBA BaKLMHM A8 BUPOOHWUYOT AinbHUL
CaHodpi MacTep, Banb-fe-Poii, PpaHuis (TN3y
KOMMJ/IEKTi 3 PO3YMHHMKOM B amnysax). TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPAXKEHHSA. 3MiHM | TMNY - 3MiHW 3 SKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. 3miHN Yy
BMPOGHMLTBI. 3MiHW Y NpoLieci BUPOGHMLITBA
rOTOBOrO JliKapCbKOro 3acoby, BKIUYaUn
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCA NpY
BMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby (iHLui
3MiHM) [lJogaBaHHS TeCTy Ha LiNiCHICTb
dhnakoHiB, LLIO BUKOHYETLCA Ha eTani roToBOro
NPoAYyKTY nepep, BiyasibHUM KOHTposnieM (100%
KOHTPO/IO 3a A0NOMOro TexHonorii Head
Space Analysis (HAS), wo 6a3yetbcsa Ha
NpUHLMNI NasepHoi abcopoUiiHol
cnekTpockonii). NpuBeAeHHs KiNbKICHOrO
BM3Ha4eHHs po3mipy napTii (57,5 n; 115 n abo
230 n) Ha cTagii roToBOro Hepo3gacoBaHoOro
npoaykty (FBP) y BiANOBIAHICTb A0 BUPOGHNYOT
npakTvkv (g1a M3 y KOMINEKTi 3 PO3YNHHNKOM
B amnynax).
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTpOib roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO
NikapcbKoro 3acoby (3BY)XXeHHS JoMyCTUMUX
MeX, BU3HaYeHnX y cneuudikauii Ha nikapcbki
3acobu, AN AKNX OTPUMYETLCS [03BiN Ha
BWNYCK Cepil Big 0ghiLlifiHOro perynsTopHoro
opraHy) 3BY)XXEHHSI AOMNYCTUMUX MEX BMICTY
6akTepia/ibHNX eHOO0TOKCUHIB ANA NPUBEAEHHS Y
BiAMNOBIAHICTb 40 BUMOT MOHorpadii 0216 €
(ans N3 y KoMNNekTi 3 PO3YNHHUKOM B
amnynax).
3arBeppkeHo: He 6inblie 25 MO/go3y.
3anponoHoBaHo: < 25 MO/go3y. 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneyudikauii Ta/abo JonycTUMmX
MEX roTOBOr0 NiKapCbKoro 3acoby (iHLui 3MiHW)
OHOB/EHHS PO3AiNiB peecTpauiiHoro Jocke
LLIOAI0 KOHTPOJIKO Ta CTabisIbHOCTi FOTOBOr0
NpoAyKTY ANS NPUBELEHHS Y BiANOBIAHICTb A0
BMPOGHMYOI npakTvku (a0 M3 y komnnekTi 3
PO3UYMHHMKOM B amnyriax). 3MiHu | Tuny - 3miHn 3
AKoCTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
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roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNpoGyBaHHA) 3MiHM A0 npoueaypu
BM3HaYeHHs BMICTY rnikonpoTeiHy (Glycoprotein
Content test), W0 NpoBOANTbLCS Ha cTagil
roToBOro Hepo3dacosaHoro npoaykty (FBP)
(ans N3 y KoMNNekTi 3 PO3YNHHUKOM B
amnynax). 3miHn | Tuny - 3MiHM 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpoNechkili
thapmakonei/moHorpadii. 3mMiHu, nos'A3aHi 3
HeOoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHLOI HaLioHa/IbHOI
thapmakonei gepxasu E€C (3miHa y
crneundikalisx, nos'a3aHa 3i amiHamy B dY,
abo Esponelicbkiin thapmakonei, abo iHLWii
HaujioHasbHIl chapmakonei gepxasm €C)
[JonasaHHsA BUNPO60OBYBaHHSA Ha BMICT apCeHy
(As) pnsa ckna (ckno | Tuny), Wwo
BUKOPVCTOBYETLCA Y AKOCTi NEPBMHHOT yNakoBKu
BakUMHU (hakoHn) oNs NpUBELAEHHS Y
BiAnosigHicTb Ao sumor Ph. Eur. 3.2.1 (gns N3
Y KOMMNJIEKTi 3 PO34YMHHUKOM B amnynax). 3MiHu |
TMNY - AGMIHICTPaTUBHI 3MiHWU. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOYAOUY AiNbHUL ANs
A®I, NPOMiXXHOro NpPoAyKTy abo rotToBoro
NiKapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS
nakyBaHHs!, BUPOGHWKa, BigNOBifa/IbHOTO 3a
BMNYCK Cepiii, MiCLie NPOBEAEHHS KOHTPO/TI0
cepii) abo nocTtavyasibHUKa BUXiAHOrO MaTepiany,
peareHTy abo [OMOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y A0Cbe) BunyueHHs dyHKuii 3
BMPOGHMLTBA BaKLMHW A8 BUPOOHWUYOT AinbHUL
CaHodoi MacTep, Banb-ae-Poii, ®paHuisa (ans
13 y KOMNAEKTi 3 PO3YNHHUKOM Yy NonepesHbLo
3anoBHeHOMY LwnpuLy). TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicsLiB NicNsA 3aTBEPLKEHHSA. 3MiHK
| TRy - 3MiHW 3 AKOCTIi. [OTOBWMIA NiKapCbKuii
3aci6. 3MiHM y BUPOBHULTBI. 3MiHM Y npoLeci
BVMPOGHMLTBA rOTOBOrO JiKapCbKOro 3acoby,
BK/1IOUAK0UY MPOMIKHWIA MPOAYKT, WO
3aCTOCOBYETHCS NPW BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (iHwi 3MiHv) JofaBaHHA
TECTY Ha LiNiCHICTb (h/TaKOoHIB, L0 BUKOHYETbCS
Ha eTani roToBoro NPoAyKTy nepes BisyasibHUM
KOHTponem (100% KOHTPO/O 3a 4ONOMOrO0
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TexHonorii Head Space Analysis (HAS), wo
6a3yeTbCA Ha NPUHLUMNI NasepHOT abcopbLiliHoT
cnekTpockonii). NpuBeAeHHS KiNbKICHOrO
BM3Ha4eHHs po3mipy napTii (57,5 n; 115 n abo
230 n) Ha cTagii roToBOro Hepo3gacoBaHoOro
npoaykty (FBP) y BiANOBIAHICTb A0 BUPOGHNYOT
npakTukv (a1a M3 y KOMIAEKTi 3 PO3YNHHNKOM
y nonepeaHbo 3anoBHEHOMY LNpuLYy). 3MiHW |
™Mny - 3MiHW 3 IKOCTi. FTOTOBWIA NikapcbKuii
3aci6. KoHTposb roToBOro Mikapcbkoro 3acoby.
3miHa napameTpiB cneyudikaii Ta/abo
[ONYyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby
(3BY>KEHHS1 OMYCTUMMX MEX, BUSHAYEHUX Y
cneumaikauii Ha nikapcbki 3acobu, oNs AKMX
OTPUMYETLCA [03BiN Ha BUNYCK cepii Bif,
0cPiLiiHOrO perynsaTopHOro opraHy) 3BYXEHHS
L0NyCTUMUX MEX BMICTY 6akTepiasibHUX
€HJO0TOKCUHIB A1 NPUBEAEHHS Y BiANOBIgHICTb
[0 Bumor mMoHorpadii 0216 € (ana M3y
KOMNEKTi 3 PO34YMHHMKOM Y nonepesHbL0
3anoBHeHOMy LwnpuLy). 3ateepmxkeHo: He
6inblwe 25 MO/go3y.
3anponoHoBaHo: < 25 MO/go3y. 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JonycTUMmX
MEX roTOBOr0 NiKapCbKoro 3acoby (iHLui 3MiHW)
OHOB/EHHS PO34iNiB peecTpauiiHoro Jocke
LLIOAI0 KOHTPOJIKO Ta CTabisIbHOCTi FOTOBOr0
NpoAyKTY ANS NPUBELEHHS Y BiANOBIAHICTb A0
BMPOGHWYOI npakTvkv (a0 M3 y komnnekTi 3
PO3YMHHWKOM Y nonepeaHbOo 3anoBHEHOMY
Lwnpuuy). 3midm | Tuny - 3MiHu 3 sKocTi. FoToBwiA
nikapcbkuii 3aci6. KOHTpOib roTOBOro
nikapcbkoro 3acoby. 3MiHa y MeToax
BMNPOGYBaHHSA roTOBOrO /iKapPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BMNPO6YBaHHSA) 3MiHW [0 npoueaypu
BM3HaAYeHHs BMICTY r/iikonpoTeiHy (Glycoprotein
Content test), L0 NPOBOANTLCA Ha cTagi
roToBOro HeposcacosaHoro npoaykty (FBP)
(ons T3 y KOMNAAEKTi 3 PO3YNHHUKOM Y
nonepeAHbO 3anoBHEHOMY LUNpULY). 3MiHK |
TUny - 3MiHK 3 AKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BIANOBIAHICTb A0 MOHOrpadii APY abo
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€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa
y cneuudpikauisix, nos'asaxHa 3i 3miHamu B Y,
abo Esponelicbkiin hapmakonei, abo iHLii
HaujioHanbHili hapmakonei gepxasu €C)
[lopasaHHsA BUNPO60BYBaHHA Ha BMICT apCeHy
(As) ons ckna (cxio | Trny), wo
BUKOPVCTOBYETLCA Y AKOCTi NePBUHHOT yNakoBKM
BakUMHW (hnakoHn) Ana npuBeAeHHs y
BignoBigHicTb fo sumor Ph. Eur. 3.2.1 (gns N3
Y KOMMAEKTi 3 PO34YMHHWUKOM Y nonepeaHbo
3anoBHeHOMy wwnpuLy). 3miHu Il Tuny - 3miHK 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHM B MpoLeci
BMpo6OHULUTBa AP| (3MiHA CTOCYETLCH aKTUBHOI
pPeyoBUHM 6I0N0rYHOro/iMyHOOTIYHOIO
NMOXOKEHHS 260 BUKOPUCTAHHSA XiMi4YHNX AD| y
BMPOGHMLTBI iKapCbKoro 3acoby
6i010r4HOro/iMyHOOMNYHOTO NMOXOKEHHS, SKa
MOXe MaTh 3HauHWiA BN/IMB Ha AKICTb, 6e3neky
Ta epeKTUBHICTb /iKapCbKOro 3acoby, i He
CTOCYETbLCS NPOTOKO/Y) 3MiHKU Y npoveci
BMPOOBHMLITBA OYLLIEHOTO KOHLEHTPOBAHOIO
{HAaKTMBOBAHOrO BipyCy Ckasy BifnoBigHO A0
BMCHOBKIB AHauli3y KpMTUYHOCTI npouecy (PCA).
3MiHW y cknagi NOXMBHOIO cepefoBuLLa AN
KyNbTUBYBaHHSA KNITUH Vero, a came BUTyYeHHS
aHTUGIOTUKIB CTPENTOMILUH CynbaT Ta
nonimikcuH B cynbdpat. 3minm Il Tuny - 3miHu 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa y cknagj (4oNoMKHUX peyoBUHAX)
rOTOBOrO JliKapCcbkoro 3acoby (iHLi 4OMOMiKH
peyoBUHM) - 3MiHa y NikapcbkomMy 3acobi
6i0/10r4HOr0/iMyHOOMNYHOTO NMOXOLPKEHHS -
JlogaBaHHA [ONOMDKHUX PeYOBUH (ConsHa
KMcnoTa Ta rigpokcu HaTpito), Lo
BUKOPWCTOBYETLCA A/151 pETyoBaHHA pH Ta
3MiHV LLOAO ONUCY KifIbKICHOrO BUPAXKEHHS
OAMHMLb BMICTY cepegoBuLLia BME (3 mn Ha Mr)
AN NpUBEAEHHS Y BIANOBIAHICTb [0 BUPOBHUYOT
npakTvkv (gna M3 y KOMIAEKTi 3 PO3YNHHNKOM
B amnynax).
3MiHu Il TURy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B’A3KY i3 HOBUMM
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMUN
[aHUMK Ta AaHumu 3 hapmakoHarnsgy - ans
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13 y KOMNAEKTi 3 PO3YNHHUKOM Yy NonepesHLo
3arnoBHeHOMY LUNpuLi. 3MiHX [0 po3ainy
«SHKICHWIA Ta KinbKicHUIA cknag Nnikapcbkoro
3aco6y. [JonoMiKHI pe4yoBUHM LLIOAO
[0NOMDKHUX peyoBuH (ans MN3 'y koMnnekTi 3
PO3YMHHMKOM Y MonepeiHbOo 3anoBHEHOMY
Lwinpuui). 3anponoHoBaHo: heHinanaHiH 41
Mikporpam. 3miHM BHOCATLCA A0 peecTpauiiHoro
nocsigyeHHs, MKA, go iHcTpykuii gns
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro 3acoby
0o po3ainis "Cknag', nigpo3ain "JonomixHi
peyoBuHn", "OcobnmBsi 3axoan 6esnekn”
(IHCTPYKL,i LLOA0 BUKOPUCTaHHS, SKLLO
PO3YMHHWK 419 NPUrOTYBaHHA CycneHsii gns
iH'EKLI A MICTUTBLCA Y NoNepeAHbLO 3anoBHEHOMY
winpuui), "Oco6nnBOCTI 3aCTOCYBaHHA" Ta
Bi4NOBIAHI 3MIHW O TEKCTY MapKyBaHHS
yMnakoBKM NMikapcbKoro 3acoby. TepMiH BBeAEeHHS
3MiH NPOTAroM 6 MICALIB MiC/1A 3aTBEPKEHHS.
3MmiHu |l TUny - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa y
cKnagi (4OoNOMiXKHNX pe4yoBMHaX) roTOBOro
nikapcbKoro 3aco6y (iHLWi AONOMKHI pe4YoBUHM) -
3MiHa y nikapcbkomy 3acobi
6i0/10r4YHOr0/iIMyHO/TOFYHOTO MOXOPKEHHS -
[JlogaBaHHsA [ONOMDKHUX PeYOBMH (ConsHa
KMcnoTa Ta rifpoKcua, HaTpito), LWwo
BUKOPUCTOBYETLCA A5 perynioBaHHsa pH Ta
3MiHM LLOA0 ONUCY KiSIbKICHOTO BUPaXKEHHS
OoAVHMLb BMICTY cepefosuwia BME (3 M Ha Mr)
AN NpUBEAEHHS Y BiAMOBIAHICTb A0 BUPOGHMUYOT
npaxkTuku (ans M3 y KoMnnekTi 3 PO3YNHHUKOM
y nonepeaHbO 3arnoBHEHOMY LUMPULY).
3MiHn |l Tuny - 3miHn Wwoao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHM y KOPOTKili XapaKTepuCTuLL NiKapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
[aHVIMU 3 SIKOCTi, AOKMIHIYHUMM, KAIHIYHUMUA
JaHuMu Ta gaHumu 3 hapmakorarnagy - ons
['N13 y KOMMMEKTi 3 PO34YMHHUKOM B aMmynax.
3MiHU [0 po3ainy «AKiCHUI Ta KiNbKICHWIA cknag,
nikapcbKoro 3acoby. [JonoMixXHI pe4yoBUHMN
LLOA0 AOMOMDKHUX peyvoBuH (onsa M3y
KOMMNEKTI 3 PO3YMHHUKOM B ammysiax).
3anponoHoBaHo: heHinanaHiH 41 mikporpam.
3MiHM BHOCATLCA A0 peecTpauiliHoro
nocsigyeHHs, MKA, go iHcTpyKuii gns
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MeAMYHOro 3acTOCyBaHHS NiKkapCbKoro 3acoby
0o po3ainis "Cknag', nigpo3ain "JonomixHi
peyoBuHn", "OcobnmBsi 3axoan 6esnekn”
(IHCTPYKL,i LOA0 BUKOPUCTaHHS, SKLLO
PO3YMHHWK 415 NPUrOTYBaHHA CycneHsii gns
iH'eKLjiA MicTUTbCA B amnynax), "OcobnmBoCTi
3acTocyBaHHA" Ta BiAMOBIAHI 3MiHM [0 TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHSA

52.

BIArPA®
oDT

TabneTtku, Wo
ANCnepryrThLes B
POTOBI NOPOXHWHI,
no 50 wmr, no 2 aéo
no 4 Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHI Kopoo6Li

AngxoH HOC
111C

CLIA

dapesa Ambyas

PpaHuin

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs ab0 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHSA
y3ara/ibHeHUX JaHuX npo cucTemy
thapMakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa ANs 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKLWwo BoHa
BiAMiHHa Bif, YyNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHI MacTep-haiina cuctemu
thapmakoHarnagy). 3MiHa ynoBHOBaXKeHOT 0cobu
3asBHMKa, BiANOBIAaIbHOI 3a hapmMakoHarnsg,
[itoua pepakuis: Barbara De Bernardi.
MponoHoBaHa pepakuin: Dr Eiko Soehlke, MD
MPH. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobwu, BignoBifanbHOT 3a hapmakoHarnsag.
3MiHa KOHTaKTHOT 0CObU 3asiBHUKA,

BiANOBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi.
[itoua pepakuis: Y3nosa IpyHa. NMponoHoBaHa
pefakuis: basunescbka KOnisa BanepiisHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asiBHYMKA,
BiANOBIAa/IbHOI 3a hapMakoHariag B YKpaiHi.
3MiHa MicLe3HaxomkeHHs1 MacTep-haiina
cucTemn thapmakoHarnsgy Ta ioro Homepa.
3MiHa Micus 34iliCHEeHHS1 OCHOBHOI Aisi/TbHOCTI 3
chapmakoHarnsgy.

3a
peyenmom

UA/0313/02/01

53.

BIAKOPAM®
3,5 Mr/2,5 mr

Tabnetku no 3,5
mr/2,5 wmr; no 30
Tabnetok y
KOHTeliHepi ans
Tabnetok; no 1 abo
no 3 KoHTelHepu
015 TabneTok y

ne
NABOPATY
AP CEPB'E€

®paHuina

Ceps'e (IpnaHgis)
IHpacTpic Nltg

IpnaHgis

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasiis:
3MiHuW | TUNY - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOoCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IKOBAHOIO 3BIiTY 3 6e3nekn

3a
peyerimom

He
nionsieae

UA/15293/01/01
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n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOpOO6Li 3 KapTOHY nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHS ikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKVM 3BIiTYy 3 AOC/igKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy nejiatpuyHnX JocnigxeHb
(PIP) (3MiHY y3rof)XeHO 3 KOMNETEHTHUM
YMOBHOB&XEHUM OpPraHoMm).
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3acTOCyBaHHS MikapCbKOro 3acoby Ao po3gainy
"Mepeno3yBaHHA" BiAMOBIAHO OHOBEHOT
iHchopMmawii 3 6e3nekn Ajtyoi pevyoBUHM
am04uniH 3rigHo pekomergauii PRAC. TepmiH
BBEAEHHSA 3MiH - MPOTAroM 6 micauis nicns
3aTBEPKEHHS.
54. BIAKOPAM® | Tabnetku no 7 mr/5 ne ®paHuisa Ceps'e (IpnaHgis) IpnaHgis BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a He UA/15293/01/02
7 Mr/5 Mr mr; no 30 TabneTok NABOPATY IHpacTpic NiTa 3MiHM | TUNY - 3MiHK WoAao peyenmom nionsieae
Y KOHTeHepi ans AP CEPB'E€ 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
Tabnetok; no 1 abo 3MiHa y KOpOTKill XapaKTepucTuLli Nnikapcbkoro
no 3 KoHTelHepu 3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT A4S
AnsA Tabnetok y MeAMYHOro 3acToCyBaHHA Ha nigcTasi
KOpOoO6Li 3 KapTOHY perynsipHO OHOB/OBAHOTO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
nicnapeecTpaviinuii nepiog, abo Sk pesynbtat
OLiHKVM 3BIiTYy 3 AOC/igKEeHb, MPOBEAEHNX
BiA4NOBIAHO A0 NMaHy nejiatpudHnX AocnigxeHb
(PIP) (3MiHY y3rofXeHo 3 KOMNEeTEHTHUM
YMOBHOB&XEHUM OpPraHoMm).
3MiHM BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3aCcTOCyBaHHS MikapCbKoro 3acoby Ao po3giny
"Mepeno3yBaHHA" BiAMOBIAHO OHOBEHOT
iHcbopMmaLii 3 6e3neku Aityoi pevyoBuHN
amnoauni 3rigHo pekomerngauin PRAC. TepmiH
BBEAEHHS 3MiH - NpOTAroM 6 micauis nicns
3aTBEPKEHHS.
55. BI3OMTUK Kpanni O4Hi, PO34nH, dapmauesT MonbLa BapLuascbkuii Monbwa BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasis: 6e3 - UA/14935/01/01
0,5Mmr/Mn; MO 5 MAY | UYHWMIA 3aBOA, dapmaLeBTUYHMIA 3MiHuW | TUNY - 3MiHK Woao peuyenma
donakoHi 3 “Monbhapm 3aBog, Monbgha AT, 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
KpanenbHULero i a” C.A. MonbLua; BBefeHHs abo 3MiHU [0 y3araslbHeHUX AaHnX
KPYLLIKOIO 3 dapmaLleBTUYHNI npo cuctemy chapmakoHarnsgy (BBefeHHs
rapaHTiiHm 3aBof y3arasibHeHUX JaHnx npo cucTemy
KifbLem; no 2 "MONIbGAPMA" thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
dhnakoHn B C.A., Monba BiANOBiAA/IbHOT 32 3AiACHEHHS
KapTOHHI kopobLyj; hapmakoHarnsay; KOHTakTHoOi ocobu 3
no0,5mny thapmakoHarnagy 3asBHuka Ans 34iiCHeHHA
naacTKoBOMy dhapmakoHarnsgy B YkpaiHi, AKLW0 BOHA
donakoHi BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
0jHopa3oBoro BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsgy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
BMKOPWCTaHHS; No (BK/THOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
12 donakoHiB B pO3MilLEeHHI MacTep-haiina cuctemu
KapTOHHiiA Kopo6Li thapmakoHarnagy) - 3miHa yrnoBHOBaXeHOi
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32
thapmakoHarnag. ditova pegakuis: Krzysztof
Karpinski / Kpuwrtodh KapniHcki. NMponoHosaHa
pepakuisi: AHHa KoHuak / Anna Konczak. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKeHOi 0cobu
3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg
56. BMPIB NMOPOLLIOK ANsi Lariep IpnaHgjs BeTTep ®apma- Himeuunna/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/15706/01/01
pPO34nHYy AN dapmacboTi PepTirtoHr M’mMeX Higepnanaun 3MiHu | TUNY - 3MiHK 3 AKOCTi. ADI. peuenmom
iHcpysii, no 400 Of; Kan3 EHpA Ko. KT, / Brpo6HMLTBO. 3MiHM BMNpo6yBaHbL abo
1 donakoH 3 IpnaHgis HimeuunHa CLUA/ LONyCTUMKX MEX Y mpoueci BUpobHuutBa Adl,
NOPOLLKOM Y Nimiteq (BUPOBHULTBO Ipnangis/ LU0 BCTAHOB/EHI Y cnevumdikayisax (iHLwi 3MiHW)
KapTOHHI Kopoo6Li nikapcbKoro 3acooby, CnonyyeHe HesHauHa 3MiHa B aHaniTUYHI npoueaypi

KOHTPO/b SIKOCTI
cepil, BisyaibHa
iHcnekuis); BeTtep
dapma-depTirtoHr
'M6X EHA Ko. KT,
Himeuunna
(BisyanbHa
iHCnekuis); BeTTtep
dapma-depTirtoHr
'M6X EHA Ko. KT,
HimeuunHa
(KOHTpONb AKOCTI
cepii, BisyanbHa
iHCnekuis); BeTTtep
dapma-depTirtoHr
'M6X EHA Ko. KT,
Himeuunna
(KOHTpONb AKOCTI
cepii, BisyanbHa
iHcnekuis); LIEAYERN
Cannnaii Yeiin,
HigepnaHgu
(MapkyBaHHA Ta
nakyBaHHS,
AncTpnbyuis
roToBOro
nikapcbKkoro
3acoby); AiEAYEN
Cannnaii YeiiH,
HigepnaHgn
(mMapkyBaHHS Ta
nakyBaHHs,
AncTpnbyuis

KoponiscTBo

BHYTPILUHbOBUPOBHNYOrO TECTYBaHHS Ha BipyCHY
6e3neky Ajitoyoi pevyoByHM BenarnoLepasm, a
came 3anpornoHoOBaHO BBEAEHHSI METOAWKM, sKa
BMKOPUCTOBYETbLCA Ha AinsHui WuXi Advanced
Therapies Inc., Ana Bu3Ha4yeHHs K1iTuH Hela,
npu 36epexeHHi METOAMKM, Lo
BMKOPUCTOBYETLCA Ha AinsaHui Takeda
Manufacturing Austria AG (BigeHb, ABCTpist).
Kpim TOro, BnacHuK peectpauiinHoro
NOCBIAYEHHSI CKOPUCTABCA MOX/IMBICTIO
BiAHOBUTU 3a3HAYEHHS BUPOBHNUMX AiNbHALb,
BiANOBIAA/IbHUX 3a TECTYBaHHSA Ha BipYCHY
6e3neKy BHYTPILLHbOBUPOOHUYMX KOHTPObHMX
3paskiB gitoyoi peyosunHu (WuXi Advanced
Therapies Incorporated, 4751 League Island
Blvd, Philadelphia, PA 19112, USA, Ta Takeda
Manufacturing Austria AG, Benatzkygasse 2-6,
Donaustadt, Vienna, 1221, Austria) y po3gini
peecTpadiiiHoro gocke 3.2.S.2.1.BupobHuk(-1n)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

roToBOro
nikapcbKoro
3acoby); EmMiHeHT
Cepgices
KopnopeiiwH, CLUA
(mMapkyBaHHs Ta
nakyBaHHs,
anctpubyuis
HanoBHEHHUX
HemapKoBaHWX
hnakoHiB); KeHmxkiH
Bailo®apwma, T4
(n6a EmepmxeHT
BaiioConyLwiiHz
(CibiAi), CLLA
(Bpo6HMLTBO
niKapcbKoro 3acooby,
KOHTPO/b AKOCTI
cepii); Yapnb3 PiBep
Nab6opaTtopi3
AiineHp N14,
IpnaHgis (KoHTpoNb
AKOCTI cepil);
Yapnb3 Pisep
Na6opatopis
Epin6ypr N14.,
CnonyyeHe
KoponiscTBO
(KOHTPO/b AKOCTI
cepii (3a BUHATKOM
BUNPOOYBaHHA Ha
CTEePU/ILHICTB));
Waiep
dapmacbloTikan3
IpnaHgis Nimitea,
Ipnangis
(BignoBiganbHuii 3a
BUNYyCK cepii);
Lllaiiep XblomeH
[xeHeTik Tepanic,
CLA (KoHTponb
AKOCTI cepii)

57.

BYrinnsa
AKTUBOBAH
E

TabneTtkn no 0,25 r
no 10 tabnetok y
6nictepax; no 10
Tabnetok y 6nictepi,
no 3 6nictepu y
nayuj 3 KapToHy

TOB
"BAJTAPTIH
OAPMA"

Ykpaina

TOB "BANTAPTIH
PAPMA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNy - 3MiHK 3 siKoCTi. FoTOBUIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa Y
TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHs
roTOBOro Nikapcbkoro 3acoby (36iNbLUeHHs
TepMiHy NpuAAaTHOCTI TOTOBOTO J1iKapCbKOro

6e3
peyenma

nionsieae

UA/12759/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aco6y) - 115 TOproBoi ynakoBKu
(NiaTBEPOXKYETLCA AAHUMW PEasIbHOIO Yacy)
36i/bLUEHHA TEPMiIHY NPUAATHOCTI FOTOBOrO
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBUX AOCAIMKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBepKeHO:
TepMiH NnpugaTHocTi: 3 poky 3anponoHoOBaHo:
TepMiH npugaTHocTi: 5 pokiB BBeAeHHs 3MiH
NpOTArom 6-T1 MiCALIB MiCNsA 3aTBEPKEHHS

58.

FANA3O/IH®

resfib HasasibHUiA
0,05%,n010ry
hnakoHi 3 HacoCcoM-
[03artopom; no 1
donakoHy B nauuj
KapTOHHIi

BapLuascbku
n
hapmaueBT
WNYHUIA 3aBOA,
Monbgha AT

MonbLa

MepaHa ®apma
AKUioHepHe
ToBapucTeo

Monba

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX nNpo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa AN5 34iiCHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
poO3MiLLeHHI MacTep-ghaiina cuctemm
dhapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, BigNoBiAa/IbHOT 3a hapMakoHarnsag.
[itoua pepaxuis: Krzysztof Karpinski / Kpuwtod
KapniHcki. MponoHoBaHa pepakuis: AHHa KoHuak
/ Anna Konczak. 3MiHa KOHTakTHUX AaHuxX
YNOBHOB&XEHOI 0CO6Y 3asBHNIKa,
BignoBigasIbHOI 3a dpapMakoHarnsa.

6e3
peyenma

UA/0401/01/01

59.

FANA30/MIH®

renib HasasibHuii 0,1
% no 10 r y chnakoHi
3 HACOCOM-
[o3aropom; no 1
dnakoHy B nauuj
KapTOHHIl

BapLuascbku
7
hapmaueBT
NYHWIA 3aBOy,
Monbgpa AT

MonbLa

MepaHa ®apma
AKLiOHepHe
ToBapucTBo

MonbLa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnxX npo cuctemy
hapmakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa ANs 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiIMiHHa BiJ YyNOBHOBaXeHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IIOYALOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy). 3MiHa ynoBHOBaXKeHOT 0co6u
3asBHMKA, BiANOBIAaIbHOI 3a hapmakoHarnsg.

6e3
peuyenma

UA/0401/01/02




77

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
[itoua pepakuis: Krzysztof Karpinski / Kpuwrod
KapniHcki. MponoHoBaHa pefakuis: AHHa KoHyak
/ Anna Konczak. 3MiHa KOHTaKTHWUX AaHnX
YMOBHOB&XEHOI 0CO6M 3asBHIIKA,
BifgnoBigasIbHOI 3a papMakoHarnsag.
60. FAPAACUN | cycnexsia ans Mepk Wapni | LWseiuapi [nsa wnpuuis: CLuA/ BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis: 3a - UA/13451/01/01

GARDASIL® iH'ekujn 1 abo 10 Ooym IAEA a BMPOGHMLTBO Higepnangm 3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
BAKUVHA donakoHis (no 0,5 mn 6X Hepo3acoBaHol / HalilMeHyBaHHs Ta/abo agpecu Micus
nPOTN (1 posa)) y roTOBOI NPOAYKLUi, ITanisa NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA
BIPYCY KapTOHHI kopobuyj; KOHTPO/Ib SKOCTI, (BktOYatouM, 3a HeobXiAHOCTI, Micue
NANIIOMA 1 abo 6 nonepeaHbLO nepBuHHe NpoBeAEeHHSA KOHTPOJIO SKOCTI), abo BNacHuMka
noaAnHnN HanoBHEHUX nakyBaHHs, macTep-thaiina Ha A®l, abo noctavasibHuka
(TvniB 6, 11, wnpuuis (no 0,5 mn BTOPUHHE Adl/BnxigHOro matepiasy/peareHTy/MpOMiXHOro
16, 18) (1 poza)) y nakyBaHHs: NPOAYKTY, LLLO 3aCTOCOBYIOTLCSA Y BUPOOHULITBI
KBAAPUBAN | komnnekTi3 1 Mepk Wapn i Joym A®| (AKLW0 3a3HAYEHO Y [OCbE Ha NiKapCbKuii
EHTHA rOJIKOK Y KOHTYPHIl NNnc, CWA 3acib) 3a BigcyTHOCTI cepTuduikaTa BifnoBiAHOCTI
PEKOMBIHA KOMIipKOBIi1 ynakoBLi KOHTPO/1b SIKOCTI, €Bponeiicbkili hapmakonei y 3aTBepakeHoMy
HTHA B KQpPTOHHI kKopooL BTOPVHHE [ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT

nakyBaHHs, 403BiN
Ha BUMYCK cepii:
Mepk Wapn i Joym
B.B., HigepnaHgu
[ns dnakoHis:
BMPOGHMLTBO
Hepo3dacoBaHol
roToBOT NPOAYKLi,
KOHTPO/Ib SIKOCTI,
nepBuHHe
nakyBaHHs,
BTOPUHHE
naKkyBaHHs:
MateoH ITanis
C.n.A., ltania
BMPOGHMLTBO
Hepo3acoBaHol
roTOBOI NPOAYKLT,
KOHTPO/b AKOCTI,
nepBuHHe
nakyBaHHs:
Bakctep
PapmacbloTikas
ContowHc J/1C,
CLWA
BUPOBHULTBO
Hepo3acoBaHol
roTOBOI NPOAYKLUi,
KOHTPO/Ib AKOCTI,
nepBuHHe

PEUOBMHM (SIKLLIO 3a3HAYEHO Y A0CbE) 3MiHa
Ha3BW BUPOBHUYOT AiNSAHKM BIANOBIAA/ILHOT 38
nigroToBKy Ta 36epiraHHsA pobo4oro 6aHky
KMITVH, @& TakoX BUPOGHULITBO Ta KOHTPO/1b
SIKOCTI Ziito4oi peyoBMHU. PepakuiliHi npaBku fo
po3giny 3.2.S.2.1 BUpoOHUK(M) LLOAO0 HE3HAYHMX
koperysaHb hopmarty agpecu 4515 3a3Ha4eHoro
BUPO6GHMKA. TepMiH BBe,eHHSA 3MiH NPOTAroM 6
MicsLiB NicnsA 3aTBepAKEHHSA. 3MiHu | Tvny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPoBaXeHHs AisNIbHOCTI
BMPOGHMKa (BK/TKOYa0UM, 38 HEOBXIAHOCTI, MicLe
NpoBefeHHS KOHTPOJIIO SKOCTi), a60 BiacHuKa
macTep-gpaiina Ha A®l, abo nocTavasibHUKa
Adl/BnxigHoro matepiasy/peareHTy/npoOMiIXXHOIo
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHULITBI
A®I (SKL0 3a3HAYEHO Y OCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudiikaTa BignNOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHMKA HOBOI LONMOMIXHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE) 3MiHa
Ha3BW BNPOGHMYOT AiNAHKM BiANOBIAA/IbHOI 3@
nigroToBKy Ta 36epiraHHsA pobo4oro 6aHky
KMITWH, @ TaKoX BUPOOHWLTBO Ta KOHTPO/Ib
SKOCTi Aito40i peyoBrHN. TepMiH BBEAEHHS 3MiH
nNpoTArom 6 MicsLiB nicns 3aTBepikKeHHs. 3MiHN
| TNy - AOMiHICTPaTWBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPoBaPKeHHS AisNIbHOCTI BUpobHMKa/imnopTepa
rOTOBOIO JIiKAPCbKOro 3acoby, BKIKYaKUU
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
nakyBaHHs, AiNbHUL BUNYCKy cepii abo micle npoBeaeHHs
BTOPVHHE KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae
nakyBaHHs: BMPOGHUK/IMNOPTEP, HE BKIOYAKYN BUMYCK
Mepk Wapn i Joym cepiii) 3miHa Ha3BM BUPOOHNYOT AiNSAHKN
NnNnc, CWA BiANoBigasIbHOI 3a BUPOOGHULTBO
KOHTPO/Ib SKOCTI, Hepo3chacoBaHOl roTOBOT NPOAYKLi, KOHTPOsTb
BTOPWHHE AKOCTI, NEPBMHHE NaKyBaHHS, BTOPVHHE
nakyBaHHs, 403BiN nakyBaHHs rOTOBOrO /likapCbKOro 3acoby. 3miHun
Ha BUMYCK cepii: BHOCSTbCS 10 PeecTpauiliHoro NocBig4eHHs Ta
Mepk Wapn i Joym MKS$A. TepmiH BBEEHHS 3MiH NpOTSArom 6
B.B., Higepnanan MicsILiB Micns 3aTBepAXEHHS.
61. FEBIPAH TabneTkn, BKPUTI dapmauesT Monbua dapmaueBTUYHMI Monbwa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a - UA/7565/01/01
NNiBKOBOIO WNYHUIA 3aBOA, 3aB0Oj, 3MiHM | TUNY - 3MiHK WoAao peyenmom
060/10HKOH0, M0 200 "TIONb®AP "MONb®APMA" 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
mr; no 10 TabneTok MA" C.A. C.A. BeefeHHs abo 3MiHu [0 y3araslbHeHUX AaHnX
y 6nicTepi; no 3 npo cuctemy chapmakoHarnsgy (BBefeHHS
6nictepa y y3arasibHeHUX JaHnx npo cucTemy
KapTOHHI Kopoo6Li thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBiAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0co6u 3as1BHMKA, BiANOBIAA/IbHOT 32
thapmakoHarnag. ditova pepakuis: Krzysztof
Karpinski / Kpywrody KapniHcki. NMponoHosaHa
pepakuisi: AHHa KoHuak / Anna Konczak. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXeHOi 0cobu
3asBHVIKa, BiANoBigaNbHOI 3a ddapmakoHarnsag
62. FEBIPAH TabneTku, BKPUTI $apmaueBT Monbwa dapmaLeBTUYHMIA Monbwa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/7565/01/02
NNiBKOBOO NYHUIA 3aBOA, 3aBof 3MiHK | TURY - 3MiHK Woao peyenmom
o060510HKot0, no 400 "TMIONb®AP "MONb®APMA" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
mr; no 10 TabneTtok MA" C.A. C.A.

y 6nicTepi; no 3
6nictepay
KapTOHHI Kopoo6Li

BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoi ocoou,
BiANOBIAA/ILHOI 32 34iliCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
dhapmakoHarnsgy 3asaBHuKa AN 3L4ilCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsagy

(BK/KOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y

po3MiLleHHI MacTep-gaiisia cuctemm
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
thapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi
0cobu 3as1BHUKa, BIAMNOBIAA/ILHOT 38
thapmakoHarnag. fitoua pegakuisn: Krzysztof
Karpinski / KpywTody KapniHcki. NponoHoBaHa
pepakuis: AHHa KoHuyak / Anna Konczak. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI 0cobu
3as1BHMKA, BignoBigasbHOI 3a papMakoHarnsg
63. FEBIPAH TabneTku, BKPUTI dapmaueBT Monbwa dapmaleBTUYHNIA Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a - UA/7565/01/03
NNiBKOBOIO NYHWIA 3aBOS, 3aBof 3MiHu | TUny - 3MiHK Woao peyenmom
o60s10HKoto, no 800 "MONIb®AP "MONIbGAPMA" 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
mr; no 10 TabneTok MA" C.A. C.A. BBefeHHA abo 3MiHM [0 y3arasibHeHVX AaHnx
y 6nicTepi; no 3 npo cuctemy papMakoHarnsay (BBeAeHHs
6nictepa y y3ara/ibHeHUX JaHuX npo cucTemy
KapTOHHIA Kopoo6Li thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapmakoHarnagy B YkpaiHi, AKLL0 BOHA
BiAMiHHa Bif, YyNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IIOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MileHHI MacTep-haiina cuctemu
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
0cobu 3asBHVKa, BigNOBiAaIbHOT 3a
thapmakoHarnag. Aitoua pegakuis: Krzysztof
Karpinski / Kpuwrod KapniHcki. MNponoHoBaHa
pegakuisi: AHHa KoHuak / Anna Konczak. 3miHa
KOHTaKTHUX AaHnX yNOBHOBaXKEeHOi 0cobM
3as1BHVKA, BigNoBiganbHOI 3a hapMakoHarnsag
64. FEKCAKCUM | cycneHsia ans CaHodi ®paHuina BMPOGHMLTBO PpaHuis/ BHECEHHS 3MiH 40 peecTpaLiiniHux MmaTepiasis: 3a - UA/13080/01/01
® | HEXAXIM iH'exuiid; mo 0,5 mn MacTep roToBOro YropwmHa 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat peyenmom
BAKUVHA (1 posa) B Hepo3gracoBaHOro BignosigHocCTI/TE-cepTucpikat BignosigHoCTI
Aana nonepegHL0 NPOAYKTY, €Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
MPO®INTAKT 3anoBHEeHX 3arnoBHEeHHS, noB'sA3aHi 3 HEOOXiAHICTIO MPUBEAEHHS Y
KU wnpuuax 3 1-eto BTOPVHHE BiANOBIAHICTb A0 MOHOrpadii AdY abo
BUNDTEPII, (a6o 2-ma) nakyBaHHsi, €BponeicbKoi hapmakonei, ab6o iHWoi
NPABLA, OKpemMumu ronkamu, KOHTPO/1b SIKOCTI, HauioHas1bHOT hapmakonel gepxasun €C (3MiHa
KALLUJTHOKY no 1 wnpuuy B BUMYCK Cepiil: y cneyudpikauisix, nos'asaHa 3i amiHamu B Y,
(ALEENMONAP | kapTOHHIl ynakoBLyj; CaHodpi MacTep, abo Esponelicbkin hapmakonei, abo iHLii
HUA no 0,5 mn (1 gosa) B PpaHuis; HaujioHanbHili hapmakonei gepxasu €C).
KOMIMOHEHT | nonepenHbo BUPOBHULTBO 3amiHa nocuiaHb y peecTpauiiHoMy A0Cbe AN
), FENATUTY 3anoBHEHNX roToBOro BOAM, L0 BUKOPUCTOBYETLCS B NPOLECI
B wnpuyax 3 1-eto Hepo3ghacoBaHoro BMPOGHULITBA Ail040T pevoBMHU, 3 MOHOrpadii
PEKOMBIHA (abo 2-ma) NpOAYKTY, BTOPVHHE Ph.Eur. Highly Purified Water (1927) Ha Ph.Eur.
HTHA, OKpemMumu ronkamu, nakyBaHHs Water for Injection (0169). TepmiH BBeAEHHSA
noniomMien no 1 wnpuuy B (wnpuywy), KOHTPOsb 3MiH - ineHb 2024 poky.
TY CcTaHfapTHO- AKOCTI, BUMYCK
IHAKTUBOBA | eKkcrnopTHii cepiii: CaHodi
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

HA TA
3AXBOPIOB
AHb,
CNPUYNHEH
nx
HAEMOPHIL
US TMNY B
KOH'IOroBA
HA,
A[ICOPBOBA
HA, PIOKA

yMakoBLi, sika
MIiCTUTbCA Y
KapTOHHI Kopobuj 3
iHCTpyKUi€eto ans
MeANYHOro
3acToCyBaHHs; No
0,5wmn (1 gosa) B
nonepeaHLo
3anoBHEHNX
wnpuyax 3 1-eto
(abo 2-ma)
OKPeMMMU rofikamu,
no 10 wnpwuyis B
KapTOHHI ynakoBLi;
no 0,5 mn (1 gosa) B
nonepeaHL0
3anoBHeHUX
wnpuuax 3 1-eto
(abo 2-ma)
OKPeMMMU rofikamu,
no 10 wnpwuyis B
CTaHfapTHO-
€KCMOPTHiN
ynakoBLyj, sika
MICTUTBCA Y
KapTOHHI Kopobuji 3
IHCTpYKUi€eto ans
MeANYHOro
3acTOCyBaHHS; Mo
0,5mn (1 po3a) y
dhnakoHax, no 10
hnakoHiB y
KapTOHHIlA ynakoBLyj;
no 0,5 mn (1 go3a) y
hnakoHax, no 10
nakoHIiB B
CTaHfapTHO-
€KCMOPTHiN
ynakoBLyj, sika
MICTUTBCA Y
KapTOHHI Kopobui.

MacTtep, ®paHujis;
BTOPUHHE
nakyBaHHs1, BUMYCK
cepiii: CaHodi-

ABeHTic MpalisiT Ko.

Nta., Nnatcopma
NoricTvkm Ta
ancTpubyuiiy m.
Bypanewr,
YropwmHa

65.

FTEMOTPAH®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOt0, No 500
Mmr no 10 TabneTok y
6nictepi; no 3
6nictepun y nauui

AT
"Papmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:

3MiHu | TUNYy - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
noctayasibHvKa nakyBajibHUX MaTepianis abo
KOMMNEKTYUMX (AKLLO0 3a3Ha4YEHO B [OCHE)
(3amiHa abo AofaBaHHA NocTavyaslbHMKA) -

3a
peyerimom

UA/15498/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[ofaBaHHA a/IbTEPHATVBHOIO NOCTavYaslbHUKa
nniBk1 NnoniMepHoi TpboXwWwaposoi . «Perlen
Packaging AG», LLBeliuapis. 3MiHun | TUny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3miHa napameTpiB cneyudikaii Ta/abo
A0NYyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (BUy4eHHS He3HAa4YHOro
nokasHuka (Hanpvknag 3acTapisioro NokasHuka))

OHOB/EHHS po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3aKynoptoBasibHUiA 3aci6, a came:
BWYyYEHHS 3i cneuuddikauii Ansa nniskv
nosiMepHOT TPbOXLLAPOBOT HE3HAYHUX
NoKasHuMKiB «MaTepian», «Po3Mipy py/ioHy»,

«LLuvpuHa nniskun». 3miHu | TNy - 3MiHW 3 AKOCTI.

[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeX NepBMHHOI YNakoBKW rOTOBOrO NikapCbKOro
3aco6y (fonNoBHEHHS cneuyndikauii HoBUM
NOKa3HUKOM 3 BifNOBIAHNUM METOAOM
BUNPO6YBaHHS)

- OHOB/NEeHHs po3giny 3.2.P.7 Cuctema
KOHTelHep/3aKkynopoBanbHWii 3acib, a came
[ONOBHEHHS cneumdikauii ons nnisku
noniMepHOT TPbOXLLAPOBOT MOKA3HUKOM
«lgeHTudikayis». 3miHn | TRy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeX NepBMHHOI yNakoBKW rOTOBOrO NiKapCbKOro
3ac006y (iHLWi 3MiHN) — OHOBNEHHSA PO3Ainy
3.2.P.7 Cuctema KoHTeliHep/3aKkynoproBasbHWi
3acib, a caMe BHECEHHS 3MiHM A0 cneuudikawii
ANA NNiBKA NONIMEPHOT TPbOXLLIAPOBOT 3a
NMOKa3HNKOM «30BHILLHIA BUrNag» Ta « TOBLMHA
M/1iBKU».

66.

rENAPVH-
IHAAP

PO3YnNH NS iH'EKLN,
5000 MO/mn, no 5
M (25000 MO) y
dnakoHi; no 1 abo
no 5, a6o no 100
dhnakoHiB y navui

MpAT "Mo
BVPOGHMLTB
y
iHcyniHiB"IH
NAP"

YkpaiHa

MpAT "Mo
BMPOGHULTBY
iHcyniHiB"IHOAP"

Ykpaina

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3miHu | TUnY - 3MiHk 3 sKocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikart BignosigHoCTi
€Bponeiicbkiin hapmakonei/MmoHorpadii.
MopaHHA HoBOro abo OHOBNEHOTO cepTudiikaTa
BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponeiichkili hapmakonei: gns
A®l; gns BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans

3a
peyerimom

UA/8275/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

[O0MOMIXHOT peyoBrHY (cepTuddikat
BiANoOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwii cepTudikar Big, HOBOro BUPOGHUKA
(3amiHa abo [OMOBHEHHS)
CeprtudpikaT Big HOBOro BUpo6HuKa Xebeli
YaHrwaH biokemikan d®apmac’totukan Ko., /114,
Kutaii (CEP NeR1-CEP 2005-270-Rev 09)
3MiHu 1l TUNYy - 3MiHK 3 AKoCTi. ADI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA
BVIXiZLHOro/mpoMiKHOro NpoayKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHUYOMY NPOLIECi
A®l, a60 3miHa BUpO6HMKa (BKIOUaOum, e
HeobxiaHO, MiCcLe NPOBEAEHHS KOHTPOJTHO SIKOCTI)
A®I (3a BigcyTHOCTI cepTucpikata BianoBiAHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepAKeHoOMy
[0Cbe)(BBEAEHHS HOBOTO BUPO6HUKa Ad®| 3
HajaHHAM macTep-ghaiina Ha A®l) BeeaeHHs
HOBOro BMPO6HUKa AP 3 HagaHHAM MacTep-
thaiina Ha A®l. JogaTkoBuii BUPOOHUK AdPI -
LoHpxiHr TiaHgoHr ®apmackioTikan Ko., Jta,
Kutaii

67.

FENAPVH-
IHAAP

PO3YUH NS iH'EKLN,
5000 MO/mn, in bulk
Ne 100: no 5 mn
(25000 MO) y
donakoHi; no 100
hnakoHiB y kopobi;
in bulk Ne 200: no 5
M (25000 MO) y
dnakoHi; no 200
dh1akoHiB y Kopoo6i

MpAT "lMo
BUPOGHMLTB
Y
iHCyniHiB"IH

AOAP"

YkpaiHa

MpAT "Mo
BUPOBOHULITBY
iHcyniHiB"IHOAP"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis:
3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
BiANOBIgHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBUHU (cepTudikat
BiANOBIAHOCTI €Bponeiichkili hapmakonei) -
HoBwuii cepTudpikat Big HOBOrO BMPOGHMKA
(3amiHa abo 4ONOBHEHHS)
CepTudpikart Big HOBOro BUpo6HMKa Xebeit
YaHrwaH biokemikan ®apmac’totukan Ko., 114,
KuTaii (CEP NeR1-CEP 2005-270-Rev 09)
3MiHn |l Tuny - 3MiHn 3 akocTi. AdL.
Brpo6HMLTBO. 3MiHa BUPO6HUKa
BUXiAHOro/NPOMXHOrO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHMYOMY NpOLiECi
A®l, abo 3MiHa BMpPOGHKMKa (BKOYaouu, ae
Heob6XiAHO, MicLe NPOBEeAEHHS KOHTPOJIHO SAKOCTI)
A®I (3a BigcyTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOro BUPOOHUKa ADI 3
HajaHHAM macTep-gainina Ha APl) BeegeHHs

UA/12799/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
HOBOro BMPOGHMKa AD| 3 HaJaHHAM MacTep-
thaiina Ha A®I. JogaTkoBuii BUPOGHUK AdDI -
[onpxinr TiangoHr ®apmacsioTtikan Ko., /14,
Kutaii
68. FEPBANOP cupon, 27,78 mr/5 dapmaueBT Monbwa MELAHA ®APMA Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis: 6e3 - UA/15353/01/01
nnoLy m/1; no 100 mn y NYHWIA 3aBOf, AKLiOHepHe 3MiHM | TMny - 3MiHK Wwoao peyenma
nPOTU dhnakoHi; no 1 “NMOJIb®AP ToBapucTBO 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
KALLUIHO dhnakoHy pasom 3i MA” C. A. BBefeHHA abo 3MiHM [0 y3arasibHeHVX AaHnx
LINPULLOM- npo cuctemy thapmakoHarnsgy (BBefeHHS
[03aTOpoOM B y3ara/ibHeHUX JaHnx npo cucTemy
KapTOHHIA Kopoo6Li thapmMakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa ANa 34iliCHEHHS
hapmakoHarnagy B YkpaiHi, AKLLO0 BOHA
BiIMiHHa Bif, YyNOBHOB&XeHOI 0co6u,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsay
(BK/IIOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MileHHI MacTep-dhaiina cuctemu
thapmakoHarnagy). 3MiHa ynoBHOBaXKeHOT 0cobu
3asBHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsg,
[itoua pepakuis: Krzysztof Karpinski / Kpuwrod
KapniHcki. MponoHoBaHa pefakuis: AHHa KoHyak
/ Anna Konczak. 3MiHa KOHTaKTHMUX AaHnX
YNOBHOB&XEHOI 0CO6M 3asBHIIKA,
BiANoBiAa/IbHOI 32 hapmakoHarnsg
69. FIAUMHTIA TabneTku, BKPUTI AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: 3a - UA/17455/01/01
NNiBKOBOK "KNTBCbKN BITAMIHHW 3MiHu | TUnNYy - 3MiHK Woao peyenmom
060/10HKO10, 1Mo 10 n 3ABO/4" 6e3nekn/edpekTBHOCTI Ta hapMakoHarnagy
mr; no 10 TabneTok BITAMIHHU (iHWi 3miHM) OHOB/IEHHS TEKCTY MapKyBaHHS
y 6nicTepi; no 3 abo 1 3ABOA" NepBUHHOT Ta BTOPUHHOI YNakKoBKW J1iKapCbKoro
6 6nicTepis y nauuj 3ac00y Yy 3B 513Ky 3 BUJIYEHHSIM iHChOpMaLlii,
3a3HayeHol pocCiiCbKo MOBOK. BBeAEeHHS 3MiH
NPOTArom 6-T1 MicsAUIB NicNs 3aTBEPAKEHHS
70. FMALUVHTIA TabneTku, BKPUTI AT YkpaiHa AT "KUIBCbKWW Ykpaina BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a - UA/17455/01/02
NNiBKOBOIO "KNIBCbKN BITAMIHHUIA 3MiHu | TUny - 3MiHK Woa0 peuyenmom
060/10HKo0, Mo 20 " 3ABO4" 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
mr; no 10 TabneTok BITAMIHHU (iHLWi 3MiHM) OHOBNEHHA TEKCTY MapKyBaHHS
y 6nicTepi; no 3 1 3ABOA" NEePBMHHOI Ta BTOPUHHOI YNaKOBKM JTiKapCbKOro
6nictepu y nauui 3aco0y y 3B A3Ky 3 BUIyYEHHSAM iHhopMalLlii,
3a3HayeHol PoCificbkolo MOBOK. BBeeHHS 3MiH
NpOTSArom 6-Tv MicsILiB Mic/1A 3aTBePAKEHHS!
71. FNAPOKOPTU | nopolok ans EnENCi Ipysia K.T. POM®APM PyMyHis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a - UA/18159/01/01
30H pPO3UmnHYy Ana Pomdapm KOMMMAHI C.P.J1., 3MiHu | TUNYy - 3MiHK 3 siKocTi. FoToBUIA peyenmom
POM®APM iH'ekujn/iHdoysii, 100 Komnawi PymyHis nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
mr; 1 a6o 10 Lxopoxnsa (BMPOGHMLTBO Ta ab0 BBEIEHHSI [,0AaTKOBOT AifIbHUL
h1aKkoHiIB 3 nepsBuHHe BMPOGHULITBA A/15 YACTUHU abo BCbOrO
MOPOLLKOM Y nakyBaHHS BMPOBHNYOro NpoLecy rotToBoro Nikapcbkoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTOHHIM nayui nikapcbKoro 3acooby; 3ac00y (iHLWi 3MiHKN) 3a3Ha4YeHHs BUPOGHKIKa,
BTOPWHHE BifiNOBIAabHOMO 3a BUPOBHMLITBO Ta NEPBUHHE
nakyBaHHs, nakysaHHsa 13 K.T. POM®APM KOMIMAHI
KOHTPO/Ib KiHL,EBOTO C.P.N., PymyHis (Byn. Apymyn lepiii OToneHb
NPOAYKTY Ta BUMYCK Ne 52, m. OToneHb, 075100, okpyr Indos.,
cepii) PymyHis), a TakoX yTOYHEHHSI BUPOBHNUMX
doyHKLUilA BUpO6HMKiB /13
72. FAPOXNOPT | Ttabnetku no 25 mr My6niyHe YkpaiHa BVMPOGHMLTBO 3a YkpaiHa BHECEHHS 3MiH 40 PeECTPALiiHOro MOCBIAYEHHS: 3a - UA/6721/01/01
1A3NA, no 10 tabnetok y akuioHepHe NOBHUM LK/IOM: 3MiHu | TUnYy - 3MiHK Woao peyenmom
6nictepi; no 2 TOBapUCTBO My6niuHe 6e3nekn/edekTMBHOCTI Ta hapMakoHariagy
6nicTepu B nauuj; no "HaykoBo- akuioHepHe (iHLWi 3MiHW)
20 TabneTok y BUPOGHNUNIG TOBapuCTBO 3MiHa y 3B'A3Ky 3 YTOUHEHHSIM BUKIaAEHHS
6nictepi LEeHTp "HaykoBo- posginis "[logaTkoBa iHdpopmauis. Al-1.
"Bopuyariscb BVMPOGHWYMNIA LEHTP YnakoBka Ta [l-2. MapkyBaHHs" MKS Ta po3gainy
KWiA Ximiko- "BopLyariBcbkuii P 3.2.P.7. 3aTBEpAXEHO:
thapmauesT XimiKo- METOAWN KOHTPOJIHO AKOCTI
VNYHWIA hapmaueBTUYHNMIA [opatkoBa iHchopmauis (41).
3aBofg" 3aBof", YkpaiHa Al-1. YnakoBka.
BUPOGHMLTBO, Mo 10 a6o no 20 Tabnetok y 6aicTepi 3 NNiBKM
nakyBaHHs, BUMYyCK NONIBIHIIX/TOPUAHOI | ChONbIY aTOMIHIEBOI 3
cepiii: OZLHOCTOPOHHIM NOKPUTTAM TEPMOIAKOM i
ToBapucTso 3 APYKOM 3 iHLLOI CTOPOHW.
obmexeHor Mo 2 6inctepu Ne 10 pa3om 3 iHCTPYKLi€0 ANA
BifiNOBIgaNbHICTIO MeAMYHOro 3acToCyBaHHA npenapary
"Arpochapm", NOMILLEAIOTb Y MaykKy 3 KAPTOHY 3 MapKyBaHHSAM
YkpaiHa YKPaIHCbKOI Ta pOCiiiCbKo0 MOoBamMu Ta

KOHTPO/b cepiit:
ToBapucTso 3
obmexeHo
BiANOBIAA/ILHICTIO
"Hatyp+", YkpaiHa

MapKyBaHHAM LpudTom Bpaiins ykpaiHCbKo
MOBOH.

Bnictepu Ne 20 pa3om 3 iHCTpyKUielo ans
MeAMYHOro 3acToCyBaHHA npenapary
NnoMiLLaKTh Y rpyrnoBy Tapy.
Mpuwmitka. Mpy nocTasLi Nnpenapary Ha ekcrnopT
MapKyBaHHsM WpudTom Bpaiinsa He
3[iACHIOETbCS.

[AI-2. MapkyBaHHS.

BianosigHo [0 3aTBEpMXEHOr0 TekcTy
MapKyBaHHS.

MpumiTka.

MapkyBaHHS fikapcbKoro 3acoby, oro ansainH
noAalTbCs YKPAiHCbKOK Ta POCINCbKOH
MoBamu, a Npu peavisauii npenapary Ha
€KCMopT — MOBOO, 06YMOB/IEHOKO B KOHTPAKTI, Y
BiANOBIAHOCTI 3 peecTpauiliHiM AOCbE, ske
cchopmoBaHe 3a BUMOramu kpaiHu imnopTepa i
3asB/1EHO MifJ, Yac peecTpavii B peecTpaLiiiHi
opraHu KpaiHu-imnopTrepa.
3anponoHoBaHo:

METOAWN KOHTPOJO AKOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[opatkoBa iHchopmauis (41).
Al-1. YnakoBka.

Mo 10 a6o no 20 TabneTok y 6nicTepi 3 NAIBKM
NONIBIHIIXTOPUAHOI | hONbIY aTIOMIHIEBOI 3
OAHOCTOPOHHIM NOKPUTTAM TEPMONAKOM i
APYKOM 3 iHLLOI CTOPOHMU.

Mo 2 6inctepu Ne 10 pa3om 3 iHCTPYKLiED AN
MeAMYHOro 3acToCyBaHHA npenapary
NOMILLIAIOTb Y nauky.

Bnictepn Ne 20 pa3om 3 iHCTpyKUi€elo ans
MeAMYHOro 3acToCyBaHHA npenapary
nomiLarTb y rpynosy Tapy.

[AI-2. MapkyBaHHS.

BignosigHo [0 3aTBEpMXEHOro TekcTy
MapKyBaHHS.

OHOB/IEHHA TEKCTY MapKyBaHHS NEPBUHHOI Ta
BTOPWHHOT yNakoBKM MlikapcbKoro 3acoby, a came
BUyYEHHST iH(hopMmaL,ii, 3a3Ha4YeHOl PoCiiicbKo
MOBOI. BBeieHHs 3MiH MPOTAroM 6-TW MicsLiB
nicns 3aTBepKeHHs

73.

NHEHOPM

PO34UMH BariHa/IbHWI
0,1 % no 100 mny
donakoHi; no 5
h1aKkoHiB y
KOMMIEKTI i3
CTEPUSIBHO
KaHtoe B
KapPTOHHIN ynakoBLUi

Eckynaniyc
dapmacbHoTi
yi C.p.n.

ITanis

Mitim C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis:
3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecy 3asiBHMKA
(BnacHuKa peecTpauintHoro noceigyeHHs) 3miHa
afipecu 3asBHUKa - 3aTBepKeHo: Bia
Koszarnio, 24 — 25125 Bbpewwa, ITanis
3anponoHoBaHo: Bpelwis-Bia KedhanoHis, 70,
nowToBuii kog 25124

3a
peyerimom

UA/17121/01/01

74.

TNIATUNIH

PO3YUH AN1s1 iH'EKLNA,
1000 mr/4 mn no 4
M/1 B amnyni; no 3
amnynu y
naacTKoBOMy
KOHTeliHepi; no 1
KOHTEliHepy B
KOpo6Li 3 KApTOHY

ITancapmak
o C.nA.

ITanis

ITancapmako C.n.A.

ITanisa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHM [0 y3araslbHeHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3arasibHeHVX faHnx npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa Ans 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKLWwo BoHa
BiIMiHHa Bif YyNOBHOBaXeHOI 0coou,
BiANOBIAaA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IIOYALOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy). 3MiHa ynoBHOBaXKeHOT 0co6u
3asBHWKa, BiANOBIAaIbHOI 3a thapMakoHarnsg,
[itoyva pegakuis: Dr. Margherita D'Antuono.
MponoHoBaHa pepakuin: Dr. Alessia Rossi.
3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0co6u

3a
peyenmom

UA/2196/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
3as1BHVKA, BifgnoBiga/ibHOI 3a ddapMakoHarnsga.
75. FNHOKO3A- PO34uH NS iHQY3ilA, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/14001/01/01
AAPHULUA 50 mr/mn, no 200 mn | "®apmauesT "papmaLeBTUiHa 3MiHM | TURY - 3MiHK 3 aKkocTi. CepTudikar peyenmom
a6o no 250 mn, abo nyHa chipma thipma "AapHuus” BignosigHocTi/l E-cepTudikar BignosigHocTi
no 400 mn, a6o no "OapHuus" €Bponeiicbkiit hapmakonei/MoHorpadii.
500 mMn y donakoHax; MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
no 200 mn a6o no BiANOBIAHOCTI @60 BUMyYeHHS cepTudikata
250 mn, abo no 400 BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
M1, abo no 500 mny A®l; gns BuxigHOro
dhnakoHi; no 20 mMarepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
dhnakoHiB y KopobLi BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
[0MNOMDKHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI E€Bponelickkili hapmakonei) -
OHOoB/EHMIA cepTUQIKaT Bif yXe 3aTBEPKEHOrO
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1997-059 - Rev 04 (3aTBepmxeHo: R1-CEP
1997-059 - Rev 03) ana A®I raokosmn
MOHOriApaTy Bif, BXXe 3aTBEpA)KEHOr0 BUPOGHMKa
Cargill S.L.U., Spain
76. FNIOKO3A- PO34nH NS iH'eKLi, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiniHux MmaTepiasis: 3a - UA/2349/01/01
AAPHULUA 400 mr/mn, no 10 mn | “"®apmauesT "papmaLeBTUYHa 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat peyenmom
ab6o no 20 mn B nyHa oipma ipma "OapHuua” BignosigHocCTI/TE-cepTucpikat BignosigHoCTI
amnyni; no 5 a6o no "MapHuus" €Bponeiicbkiin hapmakonei/moHorpadii.
10 amnyn B navui MoaaHHA HoBOro abo OHOBEHOTO cepTudiikata
BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIgHOCTI E€Bponeiichbkili hapmakonei: gns
A®I; ans suxigHoro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBUHU (cepTudikat
BiANoOBIgHOCTI E€Bponeiickkili hapmakonei) -
OHoBneHWit cepTuddikat Big, y)Ke 3aTBEPAKEHOTO
BMPOGHMKA - NOAAHHS OHOB/IEHOTO cepTudikara
BiAgnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1997-059 - Rev 04 (3aTBepaxeHo: R1-CEP
1997-059 - Rev 03) ana A®I rnwokosmn
MOHOTiApaTy Bif, BXe 3aTBEpAXEHOro BUPOGHMKa
Cargill S.L.U., Spain
77. AE3O0®PEMIH TabneTku, BKPUTI TOB «MIBE YkpaiHa Mi6e Mm6X HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/17211/01/01
® 30 NNiBKOBOIO YKPAIHA» ApuHaiimiTTeNb 3MiHK | TNy - 3MiHK 3 AKoCTi. FOTOBWIA peyenmom

o6osoHkot, no 0,03
mr/0,15 mr no 21
Tabnetuiy énictepi,
no 1, a6o no 3, abo
no 6 6nictepiB y
KapTOHHiiA KOpo6Li

nikapcbknii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHW Y
npoLeci BUPOGHULITBA FOTOBOrO /iKapCbKoro
3aco6y, BK/IOYaUM MPOMKHWIA NPOAYKT, WO
3aCTOCOBYETLCSA NPU BUPOGHULTBI FOTOBOTO

nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci

BMPOOHULITBA) HE3HAYHI 3MiHW Y BUPOOHUYOMY
NPOLLECi TOTOBOIO NPOAYKTY, & came,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
3anponoHOBaHO Ae30recTpen npocitoBaTn Yepes
cuTo 300 MKM 6e3nocepeiHbo nepes
3BaXKyBaHHAM (nepLunii eTan BUPOGHNLTBA).
MpuHUMN BUPOOHWLTBA, BK/IKOYAKOUM OKpPeMi
eTany BUPOBGHMLITBA 3aINLLIAKTLCA HE3MIHHUMMU.
78. AEKCAMETA | kpanni ouHi, BapLuascbku MonbLa BapLuascbkuii Monbwa BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis: 3a - UA/2543/01/01
30H B®3 cycneHsis, 1 mr/mn 7 hapmaueBTUYHNMIA 3MiHM | TUNY - 3MiHK WoAao peyenmom
no 5 mn y cpnakoHi- hapmaueBT 3aBog Monbcha AT 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
KpanenbHuui 3 NYHWIA 3aBOf, BeefeHHs abo 3MiHN [0 y3araslbHeHUX AaHnX
KOHTponiem nepworo | Monbda AT npo cuctemy chapmakoHarnsgy (BBefeHHs
po3kpuTTA; No 1 y3arasibHeHUX faHnx npo cucTemy
dnakoHy- hapmakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
KpanesnbHuui 3 BiANOBIAA/IbHOT 32 3AiACHEHHS
KOHTPONIEM NEepLLOro dhapmakoHarnsgy; KOHTakTHoi ocobm 3
PO3KPUTTSA B MauLli dhapmakoHarnagy 3asBHuka Ans 34iiCHEHHA
KapTOHHIl thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnisgy). 3MiHa ynoBHOBaXKEHOT 0CO6U
3asBHMKa, BiANOBIAaIbHOT 3a hapMakoHarnsg,
[Oitova pepakuis: Krzysztof Karpinski / Kpywtod
KapniHcki. MponoHoBaHa pepakuis: AHHa KoHuak
/ Anna Konczak. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
79. AEKCAMETA | po3uuH AN iH'eKuii, AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/7715/01/01
30HY 4 mr/mnno 1 mn B "papmak” 3MiHM | Tuny - 3MiHK 3 AkocTi. FoToBMIA peuenmom
POCDAT amnyni; no 5 abo no nikapcbkuii 3aci6. KOHTpob roToBOro

10 amnyn y nauuy;
no 1 mn B amnyni;
no5awmnyny
6nicTepi; no 1 abo
no 2 6nictepu B
nauu,i

nikapcbkoro 3acoby. 3miHa y MeToAax
BMNPOGYBaHHS rOTOBOrO SiKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEpMAXEHUX MeTogax
BUNPOOYBaHHSA) BHECEHHSI 3MiH B METOZ,
BUNPo6yBaHHs 13 3a nokasHUKoM «CynpoBigHi
OOMILLKM», & caMe BWTyYeHHSI MOCUIaHHA Ha
Bnpo6HukiB C3 (EP CRS, BP CRS, USP CRS,
$®C3 APY). IHdopmauis woao skocti C3
3a3HavaeTbeA B N.3.2.P.6.CTaHAapTHi 3pasku 1a
npenapatn. 3MiHu | Tuny - 3MiHW 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTposb roToBoro
nNikapcbkoro 3acoby. 3MiHa y MeToAax
BUMPOOYBaHHA rOTOBOTO NiKaPCbLKOro 3acoby
(iHWi 3miHM y MeTogax BUNpobyBaHb
(BKKOYAOUM 3aMiHy ab0 AOMOBHEHHS)) 3MiHa B
mMeTogi BunpobysBaHHA /13 3a NokasHWKOM
«KinbKicHe BU3HAYEHHA feKkcameTasoHy
docchaty» (MeTog 2), a came A0AaHO NPUMITKY
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
CTOCOBHO BpaxyBaHHSA BMICTy Boau B C3
JeKcameTasoHy HaTpito dpoccparty.
80. AEKCMEAET | koHueHTpart ans disnyHa YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis: 3a He UA/19497/01/01
OMIAVNH- pO3uuHy ons ocoba- 06MEXeHO 3MiHM | TUNY - 3MiHK WoAao peyenmom nionsieae
HOBO iHcpysiiA, 100 mkr/mn nignpuemev, BiANOBIAA/ILHICTIO 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
no 2 Mn y doakoHi; b ['y6eHKo thipma “Hosodhapm- 3MiHU Y KOPOTKili XapakTepucTuL NikapCbKoro
no 5 dakoHiB y Cepriii BiocnHTes” 3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT A4S
KOHTYpHili AHatonilios MeAMYHOro 3acTOCyBaHHSA
YapyHKOBIl ny reHepuyYHNX/ribpuaHNX/6ionogibHNX NikapcbKkmx
ynakosLi; no 1 3aco6iB nicnsi BHECEHHS TiET caMoi 3MiHW Ha
KOHTYPHili pethepeHTHWi1 NpenapaT (3MiHa He noTpebye
YapyHKOBIli yrnakoBLi HafaHHS XXOAHMX HOBUX AOAATKOBUX AaHWX) -
y nauui 3 KapToHy 3MiHU BHECEHI A0 iHCTPYKLii 4ns MeguyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y posainu
"Ocob6nmBocTi 3acTocyBaHHS", "MobiuHI peakwii
3rigHO 3 iHhopMaLjiEelo WoA0 MeanyYHOro
3acTocyBaHHS pethepeHTHOro NikapCbKoro
3acoby ([Jekcaop, KOHLEHTPAT A5 PO3UNHY A5
iHdpys3iin, 100 mkr/mn).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS; 3MiHKM | Tvny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy
(iHWi 3MiHM) - 3MiHX BHECEHI 0 IHCTPYKLUT Ans
MEeANYHOro 3acToCyBaHHA NikapcbKoro 3acoby y
po3gain "MobiuHi peakyi” WoA0 BaXINBOCTI
3BiTyBaHHSA Mpo nobiyvHi peakuii. BBeeHHsA 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHS
81. AENbTIBA® TabneTku, BKPUTI P-dapm HimeuuunH BUNYCK cepii: HimeuuunHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/17212/01/01
NNiBKOBOIO [xepmani a P-dapm DxepmaHi Benuvka 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuenmom nionsieae
060/10HKO0 No 50 6X v6X, HimeyunHa; Bputanis/ Ha3BW likapcbkoro 3acoby - 3MiHa Ha3BK
mr; 48 TabneTok B nepBuHHe AnoHis nikapcbkoro 3acoby, a came fofaBaHHA [0
ynakoBLji: 8 nakyBaHHS, Ha3BM NikapCbKOro 3acoby No3HauyeHHs
TabneTtok y 6nictepi, BTOPVHHE 3apeecTpoBaHOi TOProBesibHOI Mapku "®".
no 6 6nictepiB y nakyBaHHs: 3arsepmxeHo: AENBTIBEA DELTYBA
KapTOHHIA Kopoo6Li AHpepcoHBpekoH 3anponoHoBaHo: JE/IbTIBA® DELTYBA®
(FOKew) NimiTes, BBefeHHs 3MiH NpoTArom 3--x MicAuiB nicns
Benvka bputaHis; 3aTBEPKEHHS.
P-dapm DxepmaHi
m6X, HimeyunHa;
BMPOGHMLTBO
roToBOro
NiKapcbKoro 3acooy,
KOHTPO/Tb AKOCTI:
Ouyka
dapmacstoTikan Ko.,
Nta., AnoHia
82. AENBLTIBA TabneTkn, BKpUTI P-dapm HimeyuunH [MepBuHHE HimeyuunHa/ BHECEHHS 3MiH 40 peecTpaLiiHnX MaTepiais: 3a - UA/17212/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
NIiBKOBOO [xepmaHi a nakyBaHHs, AnoHis 3MiHY | TUny - AAMIHICTPaTUBHI 3MiHW. peyenmom
060/10HKO0 No 50 m6X BTOPVHHE BunyyeHHs BUpOGHMYOT AinbHUL (BKTHOUYAKUM
mr, 48 TabneTok B nakyBaHHs, BUMYCK AinbHUUI ana A®l, npomixHOro npoAykTy abo
ynakosuj: 8 cepii: roTOBOrO /1iKapCbKOro 3acoby, AiNbHULI s
Tabnetok y 6nictepi, P-®apm DxepmaHi NPOBE/AEHHS NaKyBaHHs, BUPOGHIKa,
no 6 6nictepis y v6X, HimeuunHa BiANOBIAa/IbHOrO 3a BUNYCK cepiid, MicLe
KapTOHHI KopooLi BMPOGHMLTBO NpoBeLEeHHS KOHTPOJIIO cepii) abo
roToBOro noctavasibH1Ka BUXILHOTO MaTepiany, peareHTy
niKapcbKoro 3acooby, a60 [0NOMDKHOT pevyoBMHN (SIKLLLO 3a3HAYEHO Y
KOHTPO/Ib SKOCTI: [OCbE) - BUWTYYEHHS BUPOOHWYOT AiTbHNL
Ouyka AHpepcoHBpekoH (HOKeit) NimiTen, Benuka
dapmacsioTikan Ko., BpuTaHis, ska € anbTepHaTUBHNM BUPOGHUKOM
Nita., AnoHis Ta BifMnoBifa€e 3a NepBMHHE Ta BTOPUHHE
nakyBaHHS. 3annLWaeTbCs abTepHATUBHWIA
BUPOOBHVK KOTPWI BUKOHYE TiXK cami doyHKLT, Lo
1 BUnyyeHun (P-dapm Jxepmani Mv6X,
HimeyunHa)
83. AENO- cycnexsia ans Mdpaitzep CLWA Mdpainzep Benbris BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a He UA/11244/01/01
NMPOBEPA® iH'exuiid, 150 mr/mom; IHK. MeHodekuypuHr 3MiHY | TUMy - AAMiHICTPaTUBHI 3MiHU. 3MiHa peyenmom nionsizae
no 1 mn cycnexsii 'y Benbris HB HalilMeHyBaHHs Ta/abo agpecy Micus
hnakoHi abo NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA
3aMnoBHEHOMY (BktOYatoun, 3a HeobXiAHOCTI, Micue
wnpuyi, no 1 NpoBeAEeHHS KOHTPOJIO AKOCTI), abo BnacHuMka
dnakoHy a6o 1 MacTep-tharina Ha A®l, abo nocTadyasibHMKa
LUNPULLY B KAPTOHHIi Adl/BnxigHOro matepiasy/peareHTy/MpOMiXHOro
Kopoobui NPOAYKTY, LLLO 3aCTOCOBYIOTLCSA Y BUPOOHULITBI
A®I (AKLWO 3a3HAYEHO Y [OCbE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTuduikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOI fLOMOMIXHOT
PEUYOBMHM (SKLLO 3a3HAYEHO Y A0CLE) - 3MiHa
Ha3BY 3aTBEPKEHOT BUPOBHNYOI AiNbHUL
Ait04O0T PEYOBVHY, & TAKOX BHECEHHS
pepakuiiHnx 3miH B agpecy; 3miHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHoCTi
ab0 ymoBax 36epiraHHsi rOTOBOrO JlikapCbKoro
3acoby (3MiHa B ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby abo nicns
PO34YMHEHHSA/BIAHOBNEHHS) - lONOBHEHHS
po3giny «YmMosu 36epiraHHsa» y MKA /13
iHchopMmaLiieto Npo HeobXiAHICTb 36epiraHHs
(h1aKOHIB y BEPTVKA/IbHOMY MOSIOXKEHHI.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS
84. AENO- cycneHsisa gns Mdpaiizep CLA Mdpaiizep Benbris BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/0499/01/01
NMPOBEPA® iH'ekuild, 150 mr/mo; IHK. MeHiohekUypuHr 3MiHM | Tuny - 3MiHK 3 AkocTi. FoToBMIA peuenmom nionsieae
no3,3mMmny Benbris HB nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

dhnakoHi; no 1
dhnakoHy B
KapTOHHiiA Kopo6Li

TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHs
roToBOro Nikapcbkoro 3acoby (3miHa B ymoBax
36epiraHHsa roTOBOrO J1iKapCbKoro 3acoby abo
nicnsi pO34YvHEHHA/BIAHOB/EHHS) - [JONOBHEHHS
po3giny «YmMoBu 36epiraHHsa» y MKA 113
iHchopMmaviieto Npo HeobXiAHICTL 36epiraHHs
h/1aKOHIB y BEPTMKA/IbHOMY MOSIOXKEHHI. A TakoxX
3MiHW BHECEHO B iHCTPYKLi0 4151 MEAUYHOIO
3acTOCyBaHHA NikapcbKoro 3acoby y po3gin
«YMOBWU 36epiraHHs». BBeAeHHs 3MiH NpoTArom
6-TW MicALiB Nicnsa 3aTBEPMKEHHS; 3MiHK | Tuny -
AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaKEHHS AISNbHOCTI
BMPOGHMWKa (BK/TO4akouu, 3a HEOBXiAHOCTI, MicLe
NpOBeAEHHS KOHTPOJIO SKOCTI), ab0 BNacHuMka
macTep-haiina Ha A®|, abo noctavanbHuKa
Adl/BuxigHOro MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCSA Y BUPOGHULITBI
A®| (AKLW0 3a3HAYEHO Y [OChE Ha NikapCbKuii
3acib) 3a BiACYTHOCTI cepTudpikarta BiANoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEUYOBUHM (AKLLO 3a3HAYeHO Y A0CbE) - 3MiHa
Ha3BW 3aTBEPKEHOI BUPOBHNYOT AiNbHULL
Ai0Y0T PEYOBUHN, & TaKOX BHECEHHS
pefakLiiHux 3miH B agpecy

85.

IDKAPAIHC®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 25
mr, no 10 TabneTok
y nepchopoBaHomy
6nictepi; no 1 a6o 3
6nictepu y
KapTOHHIA KopooLi

BepiHrep
IHrenbxanm
IHTEepHeLwHN

m6X

HimeyunH
a

Brpo6HMLTBO,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/Ib SIKOCTI,
BWMNYCK Cepil:
BepiHrep
IHrenbxanm ®apma
m6X i Ko. KT,
HimeuumnHa,;
MepBuHHE Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHS:
PotTengopd ®apma
M6X, HimeyunHa,;
Brpo6HMUTBO
Tabnetok "in-bulk",
KOHTPO/b SKOCTI (3a
BMHATKOM TecTy
"MikpobionoriuHa
yuctoTa'"), BUNycK
cepii: PotTeHgopd

HimeyunHa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
BeefeHHs abo 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, YyNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) - 3MiHa KOHTakTHOT 0co6u
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YkpaiHi. [itoya pegaxuis: Monisyak OneHa
BikTopiBHa. MponoHoBaHa pegakuis: Yymak
ApTem Bonoanmunposuny. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHYKA,
BiANOBiAa/IbHOI 3a thapmakoHarnisg B YkpaiHi

3a
peyerimom

UA/14980/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
dapma 'mbX,
HimeyunHa
86. MKAPAIHC® | TabneTtku, BKpUTI BepiHrep HimeuunH Brpo6HMLTBO, Himeuunna BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis: 3a - UA/14980/01/02
NAiBKOBOO IHrenbxanm a nakyBaHHs, 3MiHM | TUNY - 3MiHK WoAao peyenmom
060/10HKO10, 1Mo 10 IHTepHeLwwHN MapKyBaHHS, 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
mr, no 10 TabneTok 6X KOHTPO/Ib SKOCTI, BeefeHHs abo 3MiHN [0 y3araslbHEHUX AaHnX
y nepdropoBaHoOMy BUMYCK Cepii: npo cuctemy chapmakoHarnsgy (BBefeHHs
6nictepi; no 1 a6o 3 BepiHrep y3araslbHeHNX AaHux npo cuctemy
6nictepu y IHrenbxaiv ®apma thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
KapTOHHIA KopooLi 'm6X i Ko. KT, BiANOBiAA/IbHOT 32 3AiACHEHHS
HimeuuunHa; hapMakoHarnsay; KOHTakTHoi ocobu 3
MepBuHHE Ta dhapmakoHarnagy 3asBHuka ans 34iiCHEHHA
BTOPUHHE thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
nakyBaHHs1, BiMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
MapKyBaHHS: BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
PotTengopd ®apma (BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
Mv6X, HimeuyunHa,; pO3MiLLEeHHI MacTep-thaiina cuctemu
BupobHMLTBO thapmakoHarnsgy) - 3MiHa KOHTakTHOI 0co6u
Tabnetok "in-bulk", 3asBHUKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
KOHTPO/b SKOCTI (3a YkpaiHi. fitoya pegakuis: Monisyak OneHa
BUHATKOM TeCTy BikTopiBHa. MponoHoBaHa pegakuis: Yymak
"MikpobionoriuHa ApTem BonogumypoBuy. 3miHa KOHTaKTHUX
yuctoTa'"), BUNycK [aHNX KOHTaKTHOT 0CO6M 3asiBHYKA,
cepii: PoTTengopd BiANOBIAa/IbHOI 3a thapmakoHarnsg B YkpaiHi
dapma 'mbX,
HimeyunHa
87. AVNKNOBEPN | cynosuTopii no 50 BEP/IH- HimeuunH BEPNIH-XEMI Al Himeuunna BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: 3a He UA/9701/02/02
® 50 Mr o 5 cynosutopiis XEMI AT a 3MiHu | TUnNYy - 3MiHK Woao peyenmom niosnsieae
y 6nicTepi; no 1 abo 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
2 6nictepu B 3MiHa y KOpOTKiil XapaKTepucTuLli Nnikapcbkoro
KapTOHHI Kopoo6Li 3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT A4S
MeAMYHOro 3acTOoCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHSA NikapcbKkoro 3acoby B
nicnapeecTpaviinuii nepiog, abo Sk pesynbtat
OL|iHKM 3BITY 3 JOC/iXeHb, NPOBeAEHNX
BiANOBIAHO A0 NMaHy nejiatpudHnX AoCNioXeHb
(PIP) (iHwi 3MiHK) 3MiHM BHeCeHO [0 IHCTpyKL,i
AN19 MeAUYHOro 3acTOCYBaHHS NikapCbKoro
3acoby A0 po3ziny "3acTocyBaHHA y nepios
BariTHOCTi abo rogyBaHHA rpyaat” 3 6esneku
3acToCyBaHHSA Aito4oi pevoBUHM BiAMNOBIAHO [0
pekomeHpauili PRAC. BBeAeHHS 3MiH NpOTArom
6-TV MicsALIB MiC/1s 3aTBEPKEHHS
88. ANXNOP-25 Tabnetku no 25 mr, Inka IHais Inka J/labopaTopi3 IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a He UA/16700/01/01
no 10 Ta6neTok B Nab6opaTopi3 nra. 3MiHu | TUnYy - 3MiHK Woao peyenmom nionsieae
6nictepi, no 3 Nlimiteq 6e3nekn/eddeKTVBHOCTI Ta ddapMakoHarisay.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nicTepu B ynakoBLj BunyuenHs (cuna gji) BunyyeHnns cunm gii N3 -
3 KapTOHY 50Mr, y 3B'AA3KY 3 MPUAHATUM PilLIEHHAM
KomMaHii. 3anuwaeTtbea cuna gji 25 mr. 3miHn
BHECEHO [0 iHCTPYKLIiT 415 MeANYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby Lwoao
BUyYeHHs cunm aii (tabnetkv no 50 mr) go
po3ainy "Cknag” Ta sk Hacnigok go po3giny
"Ha3sBa nikapcbkoro 3acoby" (BUly4eHO YacTuHy
Ha3Bu «[inxnop-50»). BunyyeHo TekcT
MapKyBaHHS YNakoBKv A/15 BiANOBIAHOTO
[03yBaHHs (Tab. no 50 mr).
89. AIAKAPB Tabnetkn no 250 wmr; dapmaueBT Monbwa Brpo6HMLUTBO Monba BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a - UA/1252/01/01
no 10 TabneTok y VNYHWI roTOBOrO 3MiHM | TUNY - 3MiHK WoAao peyenmom
6nictepi; no 3 3aBof nNiKapcbKoro 3acooby, 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
6nictepn y "Monbgapm nepBuUHHE, BBegeHHS abo 3MiHM [0 y3arasibHeHNX AaHnX
KapTOHHIA KOpoo6Li a"C. A BTOPUHHE npo cuctemy chapmakoHarnsgy (BBefeHHS
nakyBaHHS, y3arasibHeHUX JaHnx npo cucTemy
KOHTPO/Ib SIKOCTi Ta hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BWMNYCK Cepil: BiANOBiAA/IbHOT 32 3AiACHEHHS
dapmaLeBTUYHNI dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
3aBog, dhapmakoHarnagy 3asBHuka Ans 34iiCHEHHA
"Monbchapma” C. A., thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
Monbuwa; MepsBurHHE, BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BTOPVHHE BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
nakyBaHHs, (BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
KOHTPO/b AKOCTI Ta pO3MiLLEeHHI MacTep-thaiina cuctemu
BWMNYCK cepil: thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
dapmaueBTUYHNI 0co6u 3as1BHMKA, BiANOBIAA/IbHOT 32
3aB0[, thapmakoHarnag. ditova pepakuis: Krzysztof
"MONIb®APMA" Karpinski / Kpywrody KapniHcki. NMponoHosaHa
C.A. Bigain MegaHa pepakuisi: AHHa KoHuak / Anna Konczak. 3miHa
B Cepagsi, Monbwa KOHTaKTHUX OaHUX YNOBHOBaXEHOT 0cobun
3asBHVIKa, BiANoBigaNbHOI 3a ddapmakoHarnsag
90. AldALON Kpansi O4Hi, po3unH, | BapluiaBcbku Monbwa BapLuaBcbkuii Monbwa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/18611/01/01
1 mr/mn; 5 mn i dapmaleBTUYHNIA 3MiHuM | TUNY - 3MiHK Woao peyenmom
PO3UMHY Y PapmaueBT 3aBog Monbcha AT 6e3nekn/eddekTUBHOCTI Ta hapMakoHariagy.
nonieTneHoBoMy NYHWIA 3aBOA, BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux
(NET) donakoHi- Monbgha AT npo cuctemy papmMakoHarnsgy (BBefeHHs

KpanenbHuui 3
KPYLLIKOIO 3
rapaHTiiHum
Kinbuewm; no 1 a6o 3
dhnakoHn B
KapTOHHIA Kopoo6Li

y3arasibHeHVX AaHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoi ocoou,
BiANOBIAA/ILHOI 32 34iliCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
dhapmakoHarnsgy 3asaBHuKa AN 3L4ilCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsagy
(BK/KOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MiLleHHI MacTep-gaiisia cuctemm




93

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

thapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi
0cobu 3as1BHUKa, BIAMNOBIAA/ILHOT 38
thapmakoHarnag. fitoua pegakuisn: Krzysztof
Karpinski / KpywTody KapniHcki. NponoHoBaHa
pepakuis: AHHa KoHuyak / Anna Konczak. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI 0cobu
3as1BHMKA, BignoBigasbHOI 3a papMakoHarnsg

91.

AlPOPC 160

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOM, 5
Mr/160 mr; no 10
TabneTtok y 6nicrepi;
no 1 a6o 3 6nictepu
B KapTOHHII nauui

TOB
"ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NJaHy negiaTpuyHUX SOCAIAKEHb
(PIP) (3MiHy y3rokeHo 3 KOMNeTEeHTHUM
YNOBHOB&XEHVM OpraHom).
3MiHU BHECEHI A0 iHCTPYKLii 41s MeguyHoro
3acTocyBaHHSA nikapcbkoro 3acoby Aidopc 160 y
po3gin "Mepeno3yBaHHS" BigNoBigHO A0
OHOB/IEHOT iHGhopMaLii 3 6e3nekn gitoyoi
peyoBMHW. BBeAEHHSA 3MiH NpOTAromM 6-Tu
MicsLIB MiCNsA 3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/12365/01/01

92,

DI®OPC 80

TabneTku, BKPUTI
NNiBKOBOIO
060n10HKot0, 5 Mr/80
Mr, no 10 TabneTok
y 6nicTepi; no 1 abo
3 6nictepu B
KapTOHHIN navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma Crapt"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Ak pesynbtart
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHNX
BiAMOBIAHO A0 NAaHy negiaTpuyHUX fOCAiAXEHb
(PIP) (3MiHY y3rokeHo 3 KOMNETEeHTHUM
YNOBHOBA)XXEHVM OPraHom).
3MiHU BHECEHI A0 iHCTPYKLii 415 MeguyHoro
3acTocyBaHHsA Nnikapcbkoro 3acoby ficopc 80,
Lidhopc XL y po3gin "Mepeno3syBaHHA"
BiANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Ljito40i pevyoBuHW. BBeeHHSA 3MiH NPOTAroMm 6-Tu
MicALiB Micnsa 3aTBepAKEHHs

3a
peyenmom

He
nionsieae

UA/12365/01/02

93.

[I®OPC XL

TabneTkn, BKpUTI

TOB

YKpaiHa

TOB "®apwma Crapt"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHnX MaTepiais:

3a

He

UA/12365/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NIiBKOBOO
060/10HKoM, 10
Mr/160 mr no 10
Tabnetok y 6nictepi;
no 1 a6o 3 6nicrepu
y nayui 3 KapToHy

"ACIHO
YKPAIHA"

3MiHM | TMnYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
3MiHa y KOpOTKili XapaKTepucTuL NikapcbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHS NikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKVM 3BIiTYy 3 AOC/iAXEHb, MPOBEAEHNX
BiANOBIAHO A0 NiaHy nejiatpuyHnX JocnigxeHb
(PIP) (3MiHY y3rof)XeHo 3 KOMNEeTEHTHUM
YMOBHOB&XEHUM OpPraHoMm).
3MiHV BHECeHi [0 IHCTPYKLIi AN MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby fichopc 80,
Licbopc XL y po3gin "MNepenosyBaHHs"
BiANOBIAHO 4,0 OHOBMEHOT iH(hopMaLii 3 6e3neku
AitoYoT pevoBuHN. BBeAEeHHS 3MiH NPOTArOM 6-Tu
MicsILiB Micns 3aTBepAKEHHSs!

peyerimom

nionsieae

94.

AONOKCEH

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOt0; Mo 10
Tabnetok y 6nictepi;
no 2 a6o 10
6nictepiB y
KapTOHHIA KOopoo6Li

€8Bpo
Naiidpkep
MpaiBit
Nimiteq

IHais

IHooko Pemegpic
Nimiteq, IHAis;
landa Nabopartopis
Nt FOHIT 1, IHAis

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekun
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTar
OLLiHKVM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NiaHy negiaTpuyHUX SOCAIAKEHb
(PIP) (3MiHy y3roXeHo 3 KOMNeTEeHTHUM
YNOBHOB&XEHUM OpraHom).
3MiHN BHECEHO B iIHCTPYKL,i 415 MeAUYHOro
3acToCyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWIi BUAn B3aemogjii”, "OcobnnBocTi
3acTocyBaHHA" Ta "Mo6iyHI peakuii” BigNOBIgHO
[0 OHOB/EHOT iHdhopMaLi Woao 6e3nekn
3aCTOCYBaHHS [il040T PEYOBUHY 3rigHO 3
pekomeHpauieto PRAC. TepMiH BBeEHHS 3MiH -
npoTArom 6 micslis nicns 3aTBepApKEHHS.

3a
peyenmom

He
nidnsieae

UA/8051/01/01

95.

[IIOP3AME],

Kpansi O4Hi, po3ynH
2%;no5mny
dhnakoHi-
KpanesbHuui; no 1
dnakoHy-
KpanenbHuUui B

TOB
«YOPA],
MEAVILIVIH»

YkpaiHa

K.O. "POM®APM
KOMMAHI C.P.J1."

PyMmyHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MeAMYHOro 3acToCyBaHHA Ha MigcTaBi

3a
peyenmom

He
nionsieae

UA/12079/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KapTOHHI KOopoo6Li

perynisipHO OHOBJIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 JOC/iAXEHb, NPOBEAEHUX
BIAMNOBIAHO A0 NAaHy negiatpuyHnX JOCAiAKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XXEHNM OpraHoM) - 3MiHW BHECEHO [0
IHCTPYKLUIT 4155 MeAMYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao posginis "Cnoci6
3acTocyBaHHA Ta o03un" Ta "To6iuHi peakuji”
BiNOBIAHO [0 pekoMeHAaaLih PRAC. TepMiH
BBE/IEHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS

96.

[OP30MNTUK

Kpansi O4Hi, pO34nH,
20 mr/mn no 5 mn
PO34MHY Y (hr1akoHi-
KpanenbHuui; no 1
chnakoHy B
KapTOHHIA Kopoo6Li

BapLuaBscbku
n
hapmaueBT
NYHWIA 3aBOS,
Monbcha AT

MonbLla

BapLluaBcbkuii
hapmaueBTUYHNMIA
3aBog Monbcha AT

Monblwa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MmiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
BeefeHHs abo 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3miHa ynoBHOBaXXEHOT 0co6u
3asBHWKa, BiANOBiAA/IbLHOI 3a hapmakoHarnsag,.
[Oitova pepakuis: Krzysztof Karpinski / Kpywtod
KapniHcki. MponoHoBaHa pepakuis: AHHa KoHuak
/ Anna Konczak. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg.

3a
peyerimom

UA/14472/01/01

97.

LOP30NTUK
KOMBI EKO

Kpansi O4Hi, po3yunH
20 Mr/mn+5 mr/mn;
no 5 mn npenapary
y thnaxoHi-
KpanenbHuyj; no 1
abo 3 hiakoHun B
KapTOHHI Kopoo6Li

dPapmaueBT

NYHWIA 3aBOy,

“rMONIb®AP
MA” C.A.

MNonbLa

BapLuaBcbkuii
hapmaueBTUYHNMIA
3aBog Monbcha AT

Monba

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT 0coou,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobm 3
dhapmakoHarnsgy 3asaBHuKa AN 34ilCHeHHS
thapmakoHarnsgy B YKpaiHi, KO BOHA
BiIMiHHa Bif YNTOBHOB&XeHOI 0cobu,

3a
peyenmom

UA/18413/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-haiina cuctemu
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0cobu 3asiBHUKa, BIAMNOBIAA/ILHOT 38
hapmakoHarnag. fitoua pegakuisn: Krzysztof
Karpinski / KpywTody KapniHcki. NponoHoBaHa
pegakuin: AHHa KoHuak / Anna Konczak.
3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0Co6u
3as1BHVKA, BignoBigasbHOI 3a papMakoHarnsg
98. EBKABA/N® cupon, 3 /15 B 100 ecnapma HimeuwunH | ®dapma BepHirepoge HimeuuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 - UA/5754/01/01
cupon r,no 100 mny 6X a 6X 3minn |l Tuny - 3MiHK 3 aKocTi. FoToBwMiA peyenma
donakoHi i3 ckna; no nikapcbkuii 3aci6. KOHTpob AONOMIKXHMX
1 chnakoHy B peyoBuH. 3MiHa NapameTpiB cnevuudikauiii
KapTOHHI Kopoo6Li Ta/abo fonycTMMmNX Mex Ans [ONOMIKHOT
peyvoBMHM (3MiHa 3HaXOANTLCS No3a
3aTBEPAKEHNMUN AONYCTUMUMU MEXaMU
cneuudikawiin)
3MiHM B cneuudikaLlito 4ONOMiXHOT pe4yoBUHM
iHBEpTOBaHWiA Liykop. 3aTBepAXEHO:
Cnevyucpikauist iHBepTOBaHOro LyKpy 3rigHo BP
3anponoHoBaHo: Cneuudikalisi iHBEpTOBaHOro
LLYKPY 3riZJHO 3 BHYTPILLHLO-(iPMOBOHO.
99. EBKABAN® cupon, 3 /15 r B 100 ecnapma HimeuunHn | dapma BepHirepoge HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiniHux MmaTepiasis: 6e3 - UA/5754/01/01
cupon rno 100 mny v6X a 6X 3MiHu | TUnYy - 3MiHK 3 SKocCTi. FoTOBMIA peyenma
donakoHi i3 ckna; no nikapcbkuii 3aci6. KOHTPOb roToBOrO
1 donakoHy B nikapcbKoro 3acoby (iHLWi 3MiH1) OHOB/IEHHS BXe
KapTOHHIA Kopoo6Li 3aTBEpPKEHNX MeTO/IB KOHTPOto AKocTi 13, a
came BUKIafEeHHs TEKCTY fepXaBHO MOBOIO
3riAHO CyYacHWX BUMOT. TakoX BHECEHI
pefakLiiiHi npaBkn AN5 NPUBEAEHHS 40
opuriHaNIbHNX MatepiasiB BUPOOHUKA
100. | EGEM® cupon, 0,5 mr/mn no AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 6e3 nidnsieae UA/7746/01/01
60 mn a6o no 100 "Papmak” 3MiHu | TUNY - 3MiHK Woao peyenma

My chnakoHi; no 1
dhnakoHy pasom 3
JIOXKOH
[03yBasIbHOI Ta
[03Y04MM CTakaHoM
y nauuj

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKiil XapaKTepucTuLi Nnikapcbkoro
3aco0y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAUYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3aCcTOCyBaHHSA NikapCbKoro 3acoby B
nicnspeecTpaviinnii nepiog, abo Sk pesynbtat
OL|iHKM 3BITY 3 JOC/iXEHb, NPOBeAEHNX
BIAANOBIAHO A0 NAaHy negiatpuyHnX JOCiAXeHb
(PIP) (3MiHy y3rofkeHo 3 KOMNETEeHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHN BHECEHO B IHCTPYKLiIO 4151 MeAUYHOro
3aCTOCYBaHHS MikapCcbKoro 3acoby Ao po3giny
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

"Mo6iuHi peakwyji" BigNOBIAHO [0 OHOBMEHOI
iHhopMawii o0 6e3nekn 3acTocyBaHHS Aito4oi
peyoBuHM 3rigHO 3 pekomeHaauieto PRAC.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.

101.

E30MNPOTEK
T

niodpinizat gns
PO3YUHY A5 iH'EKLLA
Ta iHgoysili no 40 wr;
no 1 dnakoHy B
KapTOHHIA KopooLi

MicTpan
Kenitan
MeHexmeH
T NlimiTeq,

AHrnif

BEM Inay CaH. Be
Tik. A.C.

TypeyunHa

BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis:
3MmiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHU Y KOPOTKili XapakTepucTuL NikapCbKoro
3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyYHNX/ribpuaHNx/6ionogibHNX Nikapcbkmx
3ac06iB nicns BHECEHHSA TiEl camoi 3MiHN Ha
pethepeHTHW NpenapaT (3MiHa He noTpebye
HaaHHS XOAHMX HOBMX [0AATKOBUX AAHNUX)
3MiHN BHECEHO A0 IHCTPYKLi 415 MegUYHOro
3acTOoCyBaHHSA NikapcbKoro 3acoby y posainu:
"dapmMakonoriyHi BnactusocTi”, "Moka3aHHs",
"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwii
3rifHO 3 iH(hopmaLieto LWoA0 MeaNYHOro
3acTocyBaHHs pethepeHTHOro NikapCbkoro
3aco6y (HEKCIYM, nopoLLoK A5 po3yvHy As
iH'eKUV Ta iHCDy3ili) BBei€HHS 3MiH NpOTArom 6-
TN MICALIB 3 AaTW 3aTBEPMKEHHS.

3a
peyerimom

He
nionsieae

UA/19210/01/01

102.

EKTEPULIA,
®

po3uuH ans
30BHIiLLIHLOrO
3acTOCyBaHHS; No
50 mn a6o no 250
M/1 B NASALWLI
CKNsAHIM; no 1
NNAWLI B nayuj

TOB
"BIONIK
PAPMA"

YkpaiHa

TOB "BIOJNIIK
PAPMA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHK | TUNY - AAMIHICTPaTUBHI 3MiHW. (iHLWi
3MiHM). 3MiHa Ha3Bu BUpoGHKKa 13 Ta
npvBefeHHA afpecn MiCLe3HaxoMKeHHS HOBOTO
BUPOBHMKA Y BiANOBIAHICTbL A0 pEECTpy Ha3B
yp6aHoHIMIB y M. XapkoBi. TexHonoris
BMPOGHMLTBA, BUPOOHUYE 061aQHEHHS,
BUPOGHMYI AiNbHULI Ta MicLe NPOBeAEHHS
KOHTPOSH SIKOCTi 3aIMLINNCL HE3MIHHUMN.
TepMiH BBEEHHS 3MiH - TPOTArOM 6 MicALiB
nicns 3aTBepKeHHS. 3MiHu | Tvny -
AAMIHICTPaTMBHI 3MiHW. (IHLWi 3MiHK). 3MiHa
Ha3Bu BUPOOHMKa ADI, y 3B'A3KY 3i 3MIHOO
3asBHUKa (BNacHNKa peecTpauiiHoro
NoCBiAYEHHS) Ta 3 METOK CTBOPEHHS rpynun
KOMMaHili y hapmaLeBTUYHI ranysi Ha 6asi
3aTBEPAXEHOr0 BUPOGHMYOro MaingaHumka AT
"BIONIK", Ta NnpuBeLEeHHA aapecu
MiCLLe3HaX0)KEHHSI BUPOOHMKA Y BiAMOBIAHICTb
[0 peecTpy Ha3B ypbaHOHIMIB Yy M. XapKoBi.
Brpo6HWYi ginbHuLi Ta yci BUpo6HWYi onepadii
3a/IMWAIOTHCA HE3MIHHUMU. TEPMiH BBEAEHHS
3MiH - NPOTSArom 6 MicsiLiB MicNs 3aTBEPIKEHHS.

6e3
peyenma

nionsieae

UA/5630/01/01

103.

E/IOKOM®

Masb 0,1 % no15r

OpraHoH

LLiBeliuapi

LUepiHr-Mnay J1a6o

Benbris

BHECEHHS 3MiH 40 peecTpaLiiHnX MaTepiais:

3a

UA/6293/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
abo30ryTybi,nol | CeHtpan lcT A H.B. 3miHu | TMRY - 3miHk 3 sKocTi. CepTudikar peyenmom
Ty6i y KapTOHHiIl m6X BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
Kopoo6ui €sponeiicbkili hapmakonei/MoHorpadii. 3MiHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii AdY abo
€Bponeiicbkoi thapmakonei, abo iHLwoT
HaujioHasbHOT hapmakonei aepxasu €C (3miHa
y cneuudikauii HedpapmakoneiHoro A®| ans
npuBefeHHs y BiANOBIAHICTL Ao BuMor AdY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHasbHOT hapmakonel gepxasu €C) -
JlonomixxHa pevyoBuHa/BUXigHWIA MaTepian ans
BMpobHuLTBa A®I - MNprBeaeHHs in-house
cneumadikavii Ha ONOMKHY PeyYOBUHY
NpPOoNiNEeHrNiKoNI0 cTeapaT y BiANOBIAHICTb A0
BMMOT MOHorpacpii €Bponelicbkoi hapmakonei
Propylene Glycol Monopalmitostearate
104. | EHTEPOXEP | cycneHsis opanbHa TOB YkpaiHa Onenna Xenckea ITania BHECEHHS 3MiH 40 peecTpaviiHnx maTepiaiis: 6e3 nidnsieae UA/15608/01/01
MIHA® Ne 5:no5mny "Onenna Itani C.p.n. 3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
DOPTE donakoHi; no 5 Xenckea HalilMeHyBaHHs Ta/abo agpecy Micus
h1aKkoHiB, YkpaiHa" NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
3'€HaHNX MiX roTOBOrO NiKapPCbKOro 3acoby, BKIYaoun
cob6oto OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs

nosieTUIeHOBO
nepemMmnyKoro, y
KaceTi; no 1 kaceTi B
KapTOHHI kopobLyj;
Ne 10; Ne 20 (10x2):
no 5 mn y chnakoHi;
no 10 donakoHiB,
3'eAHaHNX MiXK
co6oto
nosieTuIeHOBO
nepemMmnyKoro, y
KaceTi; no 1 a6o 2
KaceTun B KAPTOHHIl
Kopoo6Li

KOHTPOJIIO SKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/iMNOpPTEp, BK/TKOYAKUM BUMYCK Cepili)
3MiHa Ha3BY BUPO6HMKa /13 3 yTOUHEHHAM
afpecyv BUPO6HMLTBA 3rifHO cepTudikaty GMP,
BiANOBIAHO A0 MaTepiasliB BUPOOHNMKA.
BupobHuya ainbHUUA Ta BCi BUpO6HMYI onepauit
3a/IMLWATECA HE3MIHHUMUW. 3MiHWN BHECEHO B
IHCTPYKUiO 4N MeANYHOTO 3aCTOCYBaHHS
NikapcbKoro 3acoby y po3ainu «BupobHuk» ta
«Micue3HaxomkeHHs BUPOOHMKa Ta agpeca
MiCLii MPOBaPKEHHS A0TO AiS/ILHOCTI» 3
Bi4NOBIAHMMM 3MiHAMU Y TEKCTi MapKyBaHHS
ynakoBKM Nikapcbkoro 3acoby. BeefeHHs 3MiH
NpoTArom 6-Tn MicALIB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micua
NPOBaXEHHS Ais/IbHOCTI BUPOGHMKA
(BKKOYatoum, 3a Heo6XigHOCTI, Micue
NpOBeAEHHS KOHTPOJIHO SKOCTI), ab0 BNacHuMka
macTep-haiina Ha A®l, abo noctavasbHuKa
Adl/BMXxigHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCS Y BUPOGHULTBI
A®| (AKLW0 3a3HAYEHO Y [OChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikarta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHomy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
[ocbe, abo BUPOOHMKA HOBOT AOMOMIKHOT
pPEeYOBUHM (SKLLO 3a3HaYeHOo Y f0Cbe) 3MiHa
Ha3BW BUPOGHMKa AD| 3 yTOUHEHHAM afpecu
BMPOGHMLTBA 3rigHo cepTudiikaty GMP,
BiANOBIAHO [0 MaTepiasiB BUPOOHNMKA.
Brpo6Hunya ainbHuusa Ta BCi BUPOOHUYI onepawi
3a/MWATECA HE3MIHHUMW. BBEEHHSA 3MiH
NPOTArom 6-Tv MicsLiB Micns 3aTBEPAKEHHS.
105. | EMOBIOKPU PO34nH NS iH'EKLRA TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/17088/01/01
H no 1000 MO; no 1 "BIO®PAPMA "BIO®APMA" 3miHu |l Tuny - 3MiHn 3 akocTi. A®L. KoHTposb peyenmom
M/1 B nonepeaHsL0 " A®I. 3miHa y napameTpax cneuudikadii Ta/abo
HanoBHeHOMY [ONYCTUMUX MEX, BU3HAYEHWX y crevumdikanisax
wnpuuy; no 5 Ha A®l, abo BMXigHWIA/NPOMDKHWIA
nonepeaHLo NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTHLCS Y
HanoBHEHUX npoueci BupobHuuTea A®I (iHWwi 3MiHK)
wnpuuis y 6ricTtepi; BHeceHHs 3MiH A0 p.3.2.S.4 KoHTponb Adl, a
no 1 6nictepy y caMe- OHOBJMIEHHS cnevmdikadii BXigHOro
nauuj; no 1 mn B KOHTPO/O Ha Cy6CTaHLil0 epUTPONOETUH PO3UNH
amnyni; no 5 amnyn KOHLLEHTPOBaHWI, Y 3B’A3Ky 3 NPUBEAEHHSAM [0
y 6nicTepi; no 1 MoHorpadii 1316 EP «EputponoeTunHy po3yuH
6nictepy y nauuyj KOHLEHTPOBaHMii». TakoX A0 HOBOI pefakuii
cneumdikauii BHECEHi A0AATKOBI,
BHYTPILLUHbO3aBOACHKI MOKA3HUKM AKOCTI:
«MikpobionoriyHa ymctota», «KinbkicHe
BM3HAYEHHSA. BMICT epuTponoeTuHy» Ta
«KinbkicHe BU3Ha4YeHHs. MMTomMa aKTUBHICTb».
106. | EMOBIOKPU PO34uH NS iH'EKLA TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: 3a - UA/17088/01/02
H no 2000 MO; no 1 "BIO®APMA "BIO®APMA" 3MiHu Il TUny - 3MiHu 3 AkocTi. A®Il. KOHTpOsb peyenmom
M/1 B nonepeaHsL0 " A®I. 3miHa y napameTpax cneuudgikauii Ta/abo
HanoBHEHOMY [ONYCTUMUX MEX, BU3HAYeHWX y crevmdikalisax
wnpuuy; no 5 Ha A®l, a6o BMXigHWA/NPOMDKHWIA
nonepeaHLo NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
HanoBHEHUX npoueci BupobHuuTea A®I (iHwi 3MiHK)
wnpuuis y 6nictepi; BHeceHHs 3MiH f0 p.3.2.S.4 KoHTponb AP, a
no 1 6nictepy y came- OHOBMIEHHS cnevmdikayii BXigHOro
nauuj; no 1 mn B KOHTPO/O Ha Cy6CTaHLil0 epUTPONOETUH PO3UNH
amnyni; no 5 amnyn KOHLEHTPOBaHWI, Y 3B’A3Ky 3 NPUBEAEHHSAM [0
y 6nicTepi; no 1 MoHorpadii 1316 EP «EputponoeTvnHy po3yvH
6nictepy y nauuj KOHLeHTPOBaHMii». TakoX A0 HOBOI pedakuii
cneumaikaLii BHeCEHi [04aTKOBI,
BHYTPILLIHbO3aBOACHKI MOKA3HUKM AKOCTI:
«MikpobionoriyHa ymctota», «KinbkicHe
BW3HAYEHHSA. BMiCT epuTponoeTuHy» Ta
«KinbkicHe BU3Ha4YeHHs. MMToma akTUBHICTb».
107. | ENOBIOKPU PO34UMH ANS iH'EKLN TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a - UA/17088/01/03
H no 4000 MO; no 1 "BIO®APMA "BIOPAPMA" 3MiHu 1l TUny - 3MiHu 3 akocTi. A®L. KOHTpOsb peyenmom

M/1 B nonepeaHsL0
HanoBHEHOMY

A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
O0NYCTUMMNX MEX, BU3HAYEHUX Y crneumdikalisax
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
wnpuuy; no 5 Ha A®l, a6o BMXigHWIA/NPOMDKHWIA
nonepeaHLo NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
HanoBHEHUX npoueci BupobHuuTea A®I (iHWi 3MiHK)
wnpuuis y 6nicTtepi; BHeceHHs 3MiH g0 p.3.2.S.4 KoHTponb Adl, a
no 1 6nictepy y camMe- OHOBJIEHHS cnevmdikauii BXigHOro
nauuj; no 1 mn B KOHTPO/II0 Ha CYyBCTaHLit0 epuUTPONOeTUH PO3UnH
amnyni; no 5 amnyn KOHLLEHTPOBaHWI, Y 3B'A3Ky 3 NPUBEAEHHSM [0
y 6nicTepi; no 1 MoHorpagii 1316 EP «EputponoeTunHy po3yvH
6nictepy y nauuj KOHLEHTPOBaHUiA». TakoX A0 HOBOI pefakuii
cneumdikauii BHECEHI A0AATKOBI,
BHYTPILLIHbO3aBOACHKI MOKA3HUKM AKOCTI:
«MikpobionoriyHa ynctota», «KinbkicHe
BM3HAYEHHSA. BMiCT epuTponoeTuHy» Ta
«KinbkicHe BU3Ha4YeHHs. MMTomMa aKTUBHICTb».
108. | EMOBIOKPU PO34nH NS iH'EKLRA TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a - UA/17088/01/04
H no 10000 MO; no 1 "BIO®PAPMA "BIO®APMA" 3miHu |l Tuny - 3MiHn 3 akocTi. A®L. KoHTposb peyenmom
M/1 B nonepegHsL0 " A®I. 3miHa y napameTpax cneuudikaii Ta/abo
HanoBHeHOMY [ONYCTUMUX MEX, BU3HAYEHMX y crevumdikanisax
wnpuuy; no 5 Ha A®l, a6o BMXigHWA/NPOMDKHWIA
nonepeaHLo NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
HanoBHEHUX npoueci BupobHuuTea A®I (iHWwi 3MiHK)
wnpuuis y 6ricTtepi; BHeceHHs 3MiH A0 p.3.2.S.4 KoHTponb Adl, a
no 1 6nictepy y caMe- OHOBJMIEHHS cnevmdikayii BXigHOro
nauuj; no 1 mn B KOHTPO/II0 Ha CyB6CTaHLit0 epUTPONOETUH PO3UMH
amnyni; no 5 amnyn KOHLLEHTPOBaHWI, Y 3B’A3Ky 3 NpUBEAEHHSAM [0
y 6nicTepi; no 1 MoHorpadgii 1316 EP «EputponoeTuHy po3yuH
6nictepy y nauuj KOHLEHTPOBaHUiA». TakoX A0 HOBOI pefakuii
cneumdikauii BHeCEHi A0AATKOBI,
BHYTPILLIHbO3aBOACHKI MOKA3HUKM AKOCTI:
«MikpobionoriyHa ynctota», «KinbkicHe
BM3HAYEHHSA. BMICT epuTponoeTuHy» Ta
«KinbkicHe BU3Ha4YeHHs. MMToMa aKTUBHICTb».
109. | EPBICON® PO3YUNH ANS iH'EKLN; nn YkpaiHa MAT HBL, YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasiis: 3a - UA/9178/01/01
no 1 mna6o 2 mn B "Maboparopi "BopLyariBcbkuii 3MiHu | TUnYy - 3MiHK 3 sKocCTi. FoTOBMIA peyenmom
amnyni; no 10 s Ep6ic” XiMiKo- nikapcbkuii 3aci6. KOHTPOb roToBOrO
amnyn y KapTOHHIl hapmaueBTUYHNMIA nikapcbkoro 3acoby. 3miHa y meTogax
KopooLi 3aBof", YkpaiHa BMNPO6YBaHHSA roTOBOrO MiKapCbKoro 3acoby
(BUPOGHKK "in bulk™); (iHWi 3miHM y MeTogax BUNpobyBaHb
MnN "Na6opaTopis (BK/THOYALOUM 3aMiHY 260 AOMNOBHEHHS)) - 3MiHW B
Ep6ic", YkpaiHa; MeTogai BUnpobysaHHs /13 3a NokasHUKOM
MpAT "“/lekxim- «BbionoriyHa akTUBHICTb», HOPMYBaHHS
XapkiB", YkpaiHa 3amwaeTbea 6e3 3MiH.
(Bpo6HYK "in bulk™);
TOB "EPBIC",
YKpaiHa
110. | EPBICO/I® PO34UH NS iH'EKLA mnn YkpaiHa MM “Na6opatopis Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/5036/01/01
EKCTPA no 1 mna6ono2mn | “Nabopatopi Ep6ic", Ykpaina,; 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA peyenmom
B amnyni; no 10 51 Ep6ic” TOB "EPBEIC", NiKapcbkuii 3aci6. KOHTposib roToBOro




101

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
amnyn B kopobu,i 3 YkpaiHa; MNpAT nikapcbkoro 3acoby. 3miHa y MeToaax
KapToHy "Jlekxim - Xapkis" BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(B1po6HYK "in bulk™), (iHWi 3mMiHK y MeToAax BuNpobyBaHb
YkpaiHa (BKIHOYaOUM 3aMiHy ab0 JOMOBHEHHS)) 3MiHM B
MeTogi BunpobysaHHs /13 3a NOKa3HWKOM
«BionoriyHa aKkTUBHICTb», HOPMyBaHHS
3aMWAETbCA 6€3 3MiH.
111. | EPBICO/I® PO3YUH ANS1 iH'EKLLIN, nn YkpaiHa TOB "EPBIC", Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a - UA/3030/01/01
YNbTPA®AP | no 1 wmnabo 2 mnB "Maboparopi YkpaiHa 3MiHn | TUnYy - 3MiHK 3 aKocTi. FoToBMIA peyenmom
M amnyni; no 10 A Epbic" Mn “Nabopatopis nikapcbkuii 3aci6. KOHTpoib roToBOro
amnyn y kopobui Ep6ic", Ykpaina nikapcbkoro 3acoby. 3MiHa y MeToaax
BUPOGHMK "in bulk" BMNPOGYBaHHSI rOTOBOTO JIiKApCbKOro 3acoby
MpAT "Nlekxim - (iHwWi 3miHM y MeTogax BUNpobyBaHb
Xapkis", YkpaiHa (BKNKOHAOUM 3aMiHy ab0 [OMNOBHEHHS)) 3MiHU B
MeTogi BunpobyBaHHs /13 3a NOKa3HNKOM
«bBionoriyHa akTUBHICTb», HOPMYBaHHS
3a/MaeTbea 6e3 3MiH.
112. | ECKYBIT® TabneTkun, BKpUTI MAT YkpaiHa MAT "ranuudpapm”, YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasis: 6e3 - UA/3298/01/01
NNiBKOBOIO "Tanuudapm YkpaiHa; MAT 3MiHu | TUnYy - 3MiHK 3 SKoCTi. FoTOBMIA peyenma
060/10HKO10, 10 40 " "KniBmegnpenapart”, nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMUTBI (iHLLi
mr; no 10 TabneTok YkpaiHa 3MiHK) AkTyanizauis po3sginy 3.2.P.3.3 «Onuc
y 6nictepi; no 2 abo BMPOOHMYOro Npouecy Ta KOHTPOSIIO NPOoLecy»,
4 6nicTepun y nayui 3MiHa Kkiacy umctotn D Ha knacudikoBaHi
NPUMILLEHHS (BUNYYeHHS iHhopmaL,ii npo
knacudikauito BApPOOHUYNX NPUMILLEHDb, Y SKMX
NpoBOAATLCA CTafil TEXHOMOrMYHOro npoLecy
BMpO6HUMLTBA /13, y 3B’A3KY 3i 3MiHOIO Knacy
yuctoTn D Ha knacudikoBaHi NPUMILLEHHS).
3aTtBepmxeHo: Po3gin 3.2.P.3.3. «Onuc
BVMPOGHMYOTrO MPOLECY Ta KOHTPOJII0 NPOLLECY».
«...NMPUMILLLEHHS Knacy YncToTn D...»
3anponoHoBaHo: Po3gin 3.2.P.3.3. «Onuc
BVMPOGHMYOTrO MPOLECY Ta KOHTPOJII0 NPOLLECY».
«...KnacudikoBaHi NPUMILLLEHHS. .. »
113. | ECNIPO TabneTku, BKPUTI dapmaveBT Monblwa dapmaLeBTUYHNI Monbua BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a - UA/18267/01/01
NNiBKOBOIO NYHWIA 3aBOf, 3aBog, "Monbapma” 3MiHu | TUny - 3MiHK Woa0 peuyenmom
060/10HKO0, Mo 25 "Monbapm C.A. 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
Mr no 10 TabneTok y a" C.A.

6nicTepi; no 1, no 2,
no 3, no 5 a6o no 9
6nicTepis B
KapTOHHI kKOpooLyj;
no 14 tabneTok y
6nictepi; no 2
6nictepn B
KapTOHHIA Kopoo6Li

BeefieHHs ab0 3MiHU [0 y3araslbHeHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3arasibHeHVX AaHUX Npo cucTemy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 3AiICHEHHS
thapmakoHarnsay; KOHTakTHOi ocobm 3
hapmakoHarnsgy 3asBHuKa A5 34iCHEHHS
hapmakoHarnsigy B YKpaiHi, K0 BOHA
BiIMiHHa Bif, yNOBHOBaXeHOI 0coou,
BiiNOBigaNbHOIT 3a 3iiCHEHHSA hapmakoHarnsgy
(BK/1KOYAKUM KOHTaKTHI fiaHi) Ta/abo 3MiHKN y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
po3MileHHI MacTep-dhaiina cuctemu
thapmakoHarnagy) 3MiHa yrnoBHOBaXXeHOT 0cobu
3asBHMKa, BiANOBIAaIbHOI 3a thapMakoHarnsg,
[itoua pepakuin: Krzysztof Karpinski / Kpuwrod
KapniHcki. MponoHoBaHa pefakuis: AHHa KoHyak
/ Anna Konczak.
3MiHa KOHTaKTHMX JaHnX YNOBHOBaXXEHOT 0cobu
3asBHVKA, BigNoBiga/IbHOI 3a dhapMakoHarnsg.
114. | ECNIPO TabneTkn, BKPUTI dapmaueBT Monbwa dapmaueBTUYHWI Monba BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/18267/01/02
NNiBKOBOIO WNYHUIA 3aBOA, 3aBog "MNonbdapma” 3MmiHu | TURY - 3MiHK Woao peyenmom
060/10HKO10, 1Mo 50 "Monbapm C.A. 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
Mr no 10 TabneTok y a" C.A. BeefeHHs abo 3MiHN [0 y3araslbHeHUX AaHnX
6nictepi; no 1, no 2, npo cuctemy chapmakoHarnsgy (BBefeHHS
no 3, no 5 a6o no 9 y3arasibHeHUX AaHux Npo cuctemy
6nictepis B thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
KapTOHHI kopobuyj; BiANOBiAA/IbHOT 32 3AiACHEHHS
no 14 tabnetok y hapMakoHarnsay; KOHTakTHoi ocobu 3
6nicTepi; no 2 dhapmakoHarnagy 3asBHuka Ans 34iiCHEHHA
6nictepu B thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
KapTOHHIA Kopoo6Li BiAMiHHa Bif, YyNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHA dapmakoHarnsagy
(BK/THOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3miHa ynoBHOBaXXEHOT 0co6u
3asBHMKa, BiANOBIAaILHOI 3a hapMakoHarnsg,
[Oitova pepakuis: Krzysztof Karpinski / Kpywtod
KapniHcki. MponoHoBaHa pegakuis: AHHa KoHuak
/ Anna Konczak.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHMKa, BiANOBIAA/IbHOI 3a (hapmakoHarnsag.
115. | ECULUTAM® TabneTku, BKPUTI TOB YkpaiHa TOB "dapma Crapt" Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/15764/01/02
ACIHO NNiBKOBOIO "ACIHO 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat peuyenmom
060/10HKO0, M0 20 YKPAIHA" BiANOBIAHOCTI/ME-cepTudikaT BignoBigHOCTI

Mr no 10 TabneTtok y
6nictepi; no 1,3 abo
6 6nicTepiB y
KapTOHHIN navui

€Bponeiicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
BiANoOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ons BuxigHoro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBUHU (cepTudikat
BiANoBIgHOCTI €Bponeiicbkili hapmakonei) -
OHoB/EeHWIA cepTUdikaT Bif yXe 3aTBEpXEHOro
BMpOOHUKa. MoaaHHs OHOBNEHOTO cepTudikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2017-082 - Rev 02 (3aTBepmxeHo: RO-CEP
2017-082 - Rev 01) ana A®| ecuntanonpamy
okcanaTy Bif, BXe 3aTBepAKEHOro BUPOGHMKa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
Jubilant Generics Limited, IHajs, siknii 3MiHUB
Ha3By Ha Jubilant Pharmova Limited, IHgjs.
116. | ECUMTAM® TabneTkn, BKPUTI TOB YkpaiHa TOB "®dapma Crapt" YkpaiHa BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis: 3a - UA/15764/01/01
ACIHO NAiBKOBOO "ACIHO 3MiHM | TURY - 3MiHK 3 skocTi. CepTudikar peyenmom
060/10HKO10, 1Mo 10 YKPAIHA" BignosigHoCTI/TE-cepTudpikart BignosigHoCTi
Mr no 10 TabneTok y €Bponeiicbkiin hapmakonei/moHorpadii.
6nictepi; no 1,3 abo MopaHHA HoBOro abo OHOBNEHOTO cepTudiikaTa
6 6nicTepis y BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
KapTOHHIM nayui BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: gns
A®l; gns BuxigHoOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[O0MOMIXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBneHWin cepTuddikat Bif, y)ke 3aTBEPAKEHOTO
BMPO6HUKa. [ogaHHs OHOBNEHOro cepTudiikata
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2017-082 - Rev 02 (3atBepmxeHo: RO-CEP
2017-082 - Rev 01) gnsa A®| ecuutanonpamy
oKcanary Bifl BXe 3aTBep)KeHOro BUpobHuKa
Jubilant Generics Limited, IHAis, Sk1ii 3MiHWB
Ha3By Ha Jubilant Pharmova Limited, IHgjs.
117. | ETOPA TabneTkn, BKPUTI dapmaueBT Monbwa POHTIC XE/INNAC Mpeuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a - UA/18682/01/02
NNiBKOBOIO NYHWIA 3aBOS, MELIKAN EHA 3MiHu | TUny - 3MiHK Woao peyenmom
060/10HKO0 No 90 «MOJIbPAP PAPMACBIOTIKAN 6e3nekn/echekTMBHOCTI Ta hapmakoHariagy.
Mr; o 7 TabneTok y MA» C.A. C NMPOJAKTC C.A. BeefieHHs1 ab0 3MiHM [0 y3araslbHeHUX AaHnX
6nictepi, no 1 npo cuctemy thapmakoHarnsgy (BBefeHHS
6nictepy B y3ara/ibHeHUX JaHnxX npo cuctemy
KapTOHHIA Kopoo6Li hapmakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iiCHEHHS
hapmakoHarnagy B YkpaiHi, AKLL0 BOHA
BiIMiHHa BiJ YyNOBHOBaXeHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IIOYALOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3MiHa yrnoBHOBaXXeHOT 0co6u
3asBHWVKa, BiANOBIAAbHOI 3a thapmakoHarnsag,.
[itova pepakuis: Krzysztof Karpinski / Kpywtod
KapniHcki. MponoHoBaHa pefakuis: AHHa KoHyak
/ Anna Konczak. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBigabHOI 3a dhapMakoHarnsag.
118. | ETOPA TabneTkn, BKPUTI dapmaueBT Monbwa POHTIC XE/INTAC Mpeuis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a - UA/18682/01/03
NNiBKOBOIO WNYHWIA 3aBOJ, MEAOIKAN EHA 3MiHu | TUnNYy - 3MiHK Woao peyenmom
o60noHkoto no 120 «MOJIb®AP PAPMACBIOTIKAN 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
MTr; M0 7 Tab/eToK y MA» C.A. C NMPOJAKTC C.A. BBegeHHs1 abo 3MiHM [0 y3arasibHeHVX AaHnX
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nictepi, no 1
6nictepy B
KapTOHHiiA Kopo6Li

npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiNOBIAaNbHOI 3a 34iiCHEHHS hapmakoHarnsgy
(BK/THOYAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3miHa yrnoBHOBaXXeHOT 0co6u
3a8BHWKa, BiANOBIAA/IbHOI 3a thapmakoHarnsag,.
[itova pepakuis: Krzysztof Karpinski / Kpywtod
KapniHcki. MponoHoBaHa pefakuis: AHHa KoHuak
/ Anna Konczak. 3mMiHa KOHTaKTHUX AaHuX
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag.

119.

ETOPA

TabneTku, BKPUTI
NiBKOBOIO
060/10HKO0 M0 60
Mr; Mo 7 TabneTok y
6nictepi, no 1
6nictepy B
KapTOHHIA KopooLi

dPapmaueBT

NYHWIA 3aBOJ,

«MONb®AP
MA» C.A.

MonbLa

POHTIC XE/INAC
MELIKAN EHZ,
®APMACHIOTIKA/
C NPOJAKTC C.A.

pewis

BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis:
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA
thapmakoHarnsgy; KOHTakTHOi 0cobm 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
thapMmakoHarnsgy B YkpaiHi, KLU0 BOHA
BiAMiHHa Bif, yNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-goaiina cuctemmn
thapmakoHarnsgy) 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, BignoBigasibHOI 3a hapMakoHarnsag.
[itoua pepaxuis: Krzysztof Karpinski / Kpuwrod
KapniHcki. MponoHoBaHa pepakuis: AHHa KoHuak
/ Anna Konczak. 3MiHa KOHTakTHUX AaHuxX
YNOBHOB&XEHOI 0CO6Y 3asBHNIKa,
BignoBigasIbHOI 3a dpapMakoHarnsa.

3a
peyenmom

UA/18682/01/01

120.

30BIPAKC™

niodpinizat ana
pO3UnHy Ans
iHcpysiii no 250 mr; 5
donakoHiB 3
nioghinizatom y
KOHTYPHIli KAPTOHHIl
ynakoBLi B
KapTOHHI Kopoo6Lli

nakcoCmit
Knsiin
Excnopt
Nimiteq

Benvka
BputaHis

FnakcoCmiTKnsiiH
MaHythakTypuHr
C.n.A.

ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu Il TMny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B’A3KY i3 HOBUMMU
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHUMUN
AaHVMK Ta faHuMK 3 ddapmakoHarnsagy - 3miHu

3a
peyenmom

He
nionsieae

UA/8281/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
BHECEHO /10 TEKCTY iHCTPYKLT 4N MeANYHOro
3acToCcyBaHs NiKapcbkoro 3acoby 0 po3giny
"®apmMakonoriyHi B1lacTMBoCTi". BBeAEHHA 3MiH
NpOTSArom 6-Tv MicsILiB Mic/1a 3aTBepAKEHHS!
121. | IBY®EH® CyCneHsisi opasibHa, dapmaueBT Monbwa dapmaleBTUYHNIA Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis: 6e3 - UA/9215/01/01
DNs JITEN 100 mr/5 mi; no 100 | n4HWIA 3aBOA, 3aBof 3MiHu | TUny - 3MiHK Woao peyenma
MAMMHA M1y N1acTKOBOMY "MONIb®AP "MONIbGAPMA" 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
(NET) donakoHi 3 MA" C.A. C.A. Bigain MegaHa BBefeHHA abo 3MiHM [0 y3arasibHeHVX AaHnx
nonieTMNeHoBNM B Cepagasi npo cuctemy thapmakoHarnsgy (BBefeHHS
aganTtepom; no 1 y3ara/ibHeHUX JaHnx npo cucTemy
dhnakoHy pasom 3 thapmMakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
wnpuem- BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
[03aTOpoOM B dhapmakoHarnsgy; KOHTakTHoi ocobm 3
KapTOHHIN nayui thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHS
hapmakoHarnagy B YkpaiHi, AKLLO0 BOHA
BiIMiHHa Bif, YyNOBHOB&XeHOI 0co6u,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsay
(BK/IIOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MileHHI MacTep-dhaiina cuctemu
hapmakoHarnsgy) 3MiHa yrnoBHOBaXXeHOT 0co6u
3asBHWVKa, BiANOBIAabHOI 3a thapmakoHarnsag,.
[itoua pepakuis: Krzysztof Karpinski / Kpuwrod
KapniHcki. MponoHoBaHa pefakuis: AHHa KoHyak
/ Anna Konczak. 3MiHa KOHTaKTHMUX AaHnX
YNOBHOB&XEHOI 0CO6M 3asBHIIKA,
BifnoBiganbHOI 3a dpapMakoHarnsaga.
122. | IBY®PEH® Kancysm mM'siki no dapmauesT MonbLa dapmaueBTUYHWIA Monbwa BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: 6e3 - UA/12829/01/01
OHIOP 200 wr; no 10 WNYHWIA 3aBO[, 3aBof 3MiHuW | TUNY - 3MiHK Woao peuyenma
Kancyn y énictepi; "TIONb®AP "TMONb®APMA" 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
no 1 a6o 2 6nictepu MA" C.A. C.A. Biggin MegaHa BBefeHHs abo 3MiHU [0 y3araslbHeHUX AaHnX
Y KapTOHHiIli kopobLi B Cepagsi npo cuctemy hapmakoHarnsgy (BBefeHHs

y3arasibHeHNX JaHunx npo cuctemy
hapMakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
thapmakoHarnsfy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHuKa ANns 34iCHEeHHS
thapmakoHarnsgy B YKpaiHi, KO BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MilLEHHI MacTep-thaiina cuctemu
thapmakoHarnisgy). 3MiHa ynoBHOBaXKEHOT 0Co6U
3asBHVKa, BifNoBigasIbHOI 3a papMakoHarnsag.
[Litova pepakuis: Krzysztof Karpinski / Kpywtod
KapniHcki. MponoHoBaHa pegakuis: AHHa KoHuak
/ Anna Konczak. 3miHa KOHTaKTHUX faHnx
YNOBHOB&XEHOT 0CO6U 3aABHUKA,
BiANOBiAA/IbHOI 32 hapmakoHarnsg
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
123. | IBY®EH®AN CyCneHsis opasibHa, dapmaueBT Monbwa dapmaueBTUYHNI Monbwa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 6e3 - UA/11881/01/01
A AITEN 100 mr/5 mn no 100 NYHWIA 3aBO, 3aBof 3MiHY | TUnY - 3MiHK Woao peyenma
nonyHmua abo no 120 mn y «MOJIb®AP "TMONIb®APMA" 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
NNacTUKoOBOMY MA» C.A. C.A. Bigain MegaHa BBefeHHs1 abo 3MiHU [0 y3arasibHeHUX AaHNX
dhnakoHi; no 1 B Cepapai npo cuctemy hapmakoHarnsgy (BBefeHHs
hnakoHy 3i y3arasibHeHVX faHunx npo cuctemy
LUNPULLOM- dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT ocobu,
[03aTOpoM y BiANOBIAA/ILHOI 3a 34iliCHEHHSA
KapTOHHI nauuj thapmakoHarnagy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa 415 34iCHEHHSA
thapmakoHarnsgy B YKpaiHi, KO BOHa
BiAMiHHa Bif, yNOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH: hapmakoHarnsagy
(BK/IKOYAOYM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-chaiina cuctemu
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHVKa, BigNoBigasIbHOI 3a hapMakoHarnsag.
[itoua pepakuin: Krzysztof Karpinski / Kpuwwtod
KapniHcki. MponoHoBaHa pepakuis: AHHa KoHuak
/ Anna Konczak. 3MiHa KOHTakTHUX gaHuX
YNOBHOB&XEHOI 0CO6Y 3anBHNIKa,
BignoBiga/IbHOI 3a dhapMakoHarnsa.
124. | ISIKNIH KOHUEHTpaT ons INCEH PpaHuis BO®YP INCEH PpaHuin BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis: 3a - UA/14703/01/01
OpPa/IbHOIO PO3UNHY; KOHCbIOM IHAYCTPI 3MiHu I Tvny - 3MiHK Woao peyenmom
6n13bko 176 mn EP 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
KOHUeHTpaTy Ans XENCKEA, 3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro
Opa/IbHOIO PO3UNHY AKuioHepHe 3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
y nAswj; no 2 TOBapUCTBO MeAMYHOro 3aCTOCYBaHHSA y 3B’A3KY i3 HOBUMMU
NASALWKA Y KOMIMJIEKTI | CNPOLLEHOro OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHAMUN
3 O4HUM Tmny AaHVMK Ta faHumn 3 dpapmakoHarnsagy - 3miHu
CTakaH4MKoM 3 BHECEHO B iHCTPYKLt0 415 MEAUYHOIO
MipHOI0 NiHi€to, y 3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainy
KapTOHHI KOPOOL "Oco6nuBi 3axogmn 6e3nekn”. BBegeHHs 3MiH
NpoTsArom 6 MicsiliB nicnsi 3aTBepPAKEHHS
125. | IMOBAKC cycneHsisa gns CaHodi PpaHuis MoBHWIA LMK dpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a - UA/14266/01/01
nonio® iH'ekyjin; no 0,5 mn MacTep BVMPOGHMLTBA, YropmHa 3MiHM | TURY - 3MiHK 3 aKkocTi. CepTudikat peyenmom
BAKUVHA (1 po3a) y BUNYCK cepii: BignosigHocTI/TE-cepTudpikar signosigHocCTi
ana nonepegHL0 CaHocpi MNacTep, €Bponelicbkiii hapmakonei/MmoHorpadii. 3miHu,
MPO®INTAKT 3anoBHeHoOMy ®paHuis; BToprHHe noB'sA3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
KU wnpuu,i 3 nakyBaHHs1, BUMYCK BiANOBIAHICTL A0 MoHorpadii AdY a6o
noniomMien NPUKPINIEHOI0 cepii: CaHodi- €Bponeiicbkoi thapmakonei, abo iHLWoi
TY rosnkoto (abo 2-ma AseHrTic MpaiisiT Ko. HaujioHanbHOI thapmakonei aepxasun €C (3miHa
IHAKTUBOBA | oKpemyMu rosikamu); Nta., MNnatcopma y cneuudikauisix, nos'sasaHa 3i 3miHamu B J®Y,
HA PIOKA no 1 wnpuuy B NOTiCTUKM Ta abo €sponelicbkiin hapmakonei, abo iHLii

KapTOHHI kopobLyj;
no 0,5 mn (1 gosa) y
nonepeaHLo
3aMNoBHEHOMY

AVCTpubyLii y m.
Bypanewr,
YropuimHa;

3anoBHeHHA

HaujioHasbHIl thapmakonei gepxasun €C).
3amiHa nocunaHb y peecTpauiiiHomy focbe ANs
BO/M, L0 BUKOPUCTOBYETLCA B NPOLLECI
BMPO6HULITBA fil040T PEYOBMHK, 3 MOHOTpadii
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

wnpuui 3
NPUKPINIEHO0
ronkoto (abo 2-ma
OKPemMMMU rosikamu)
B CTaHAA@pTHO-
EKCMOPTHilA
yMakoBLi, sika
MIiCTUTbCA Y
KapTOHHI Kopobui 3
iHCTpyKUi€eto Ans
MeANYHOro
3aCcTOCyBaHHs; No 5
mn (10 go3s) y
hNakoHi 3 3aXUCHUM
KoBna4kom; no 1 a6o
10 dpnakoHiB B
KapTOHHI kopobuyj;
no 5 mn (10 po3s) y
h1aKoHi 3 3aXMCHUM
KoBnaykom; no 1 a6o
10 donakoHiB B
CTaHfapTHO-
€KCMOPTHiN
ynakoBLyj, sika
MICTUTBCA Y
KapTOHHI Kopobuji 3
IHCTpYKUi€eto ans
MeANYHOro
3aCTOCyBaHHs.

LUNPWLB, KOHTPO/Ib
AKOCTI
(cTepunbHICTb):
CAHO®I BIHTPOM
IHOACTPIA,
PpaHuis

Ph.Eur. Highly Purified Water (1927) Ha Ph.Eur.
Water for Injection (0169). TepmiH BBefeHHSA
3MiH - MneHb 2024 poky.

126.

IHCMPA®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, Nno 50
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI Kopoo6Li

ANIKOH
toc 1 1nC

CLWA

Mdpaiizep
dapmactoTikan3
NNC, CWA
(Bpo6HMLTBO
npenapary in bulk,
Ta KOHTPOJ1b AKOCTI);
dapeBa Ambyas,
®paHuia (BUMycK
cepil, NaKyBaHHs,
MapKyBaHHS,
KOHTPO/b AKOCTi Nput
BUNYCKY)

CLIA/
®paHuis

BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BeefeHHs abo 3MiHuN [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnisgy). 3MiHa ynoBHOBaXKEHOT 0CO6U
3a8BHKa, BiANOBIAA/bLHOI 3a hapmakoHarnsag.
[Litoua pepakuin: Barbara De Bernardi.
MponoHoBaHa pepakuis: Dr Eiko Soehlke, MD

3a
peyerimom

UA/3752/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

MPH. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOT 3a hapMakoHarnsag.
3MiHa KOHTaKTHOT 0COo6U 3asBHMKa,
BiANOBIAa/IbHOI 3a hapMakoHar/ia4 B YKpaiHi.
[Litova pepakuis: Y3nosa IpuHa. MNponoHoBaHa
pepakuis: basnnescbka FOnis BanepiiBHa. 3MmiHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
BignoBigasIbHOT 3a hapMakoHarnsag B YkpaiHi.
3MiHa MicLe3HaxoMxeHHA MacTep-aiina
cuctemu hapmakoHarnsgy Ta noro Homepa.
3MiHa MicLs 3AiICHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy.

127.

IHCMPA®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, M0 25
Mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHIA KOpoo6Li

ANDKOH
toC 1 IC

CLWA

Mdpaiizep
dapmactoTikan3
NNC, CWA
(BpO6HMLTBO
npenaparty in bulk,
Ta KOHTPOSb SKOCTI);
dapeBa Ambyas,
PpaHuisa (Bunyck
cepii, nakyBaHHs,
MapKyBaHHS,
KOHTPO/b AKOCTi Npnt

BUWMYCKY)

CLUA/
PpaHuin

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX nNpo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa AN5 34iiCHEHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA
BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-goaiina cuctemm
dhapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, BignoBigasibHOI 3a hapMakoHarnsag.
[Litoua pepakuisn: Barbara De Bernardi.
MponoHoBaHa pepakuis: Dr Eiko Soehlke, MD
MPH. 3MiHa KOHTaKTHUX faHUX YNOBHOBaXEHOT
ocobu, BignoBifabHOI 3a hapmakoHarnag.
3MiHa KOHTaKTHOT 0CO6Y 3asABHNIKA,
BignoBigasIbHOI 3a hapMakoHarnsag B YkpaiHi.
[itoua pepakuin: Y3nosa IpuHa. NMponoHosaHa
pepakuis: basnnescbka HOnis BanepiiBHa. 3MiHa
KOHTaKTHUX JaHWNX KOHTaKTHOT 0CO6U 3asBHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarisg B YKpaiHi.
3MiHa MicLe3HaxomkeHHss MacTep-haiina
cucteMu chapmakoHarnsgy Ta noro Homepa.
3MiHa Micus 3iICHEHHS OCHOBHOT AiSNIbHOCTI 3
chapmakoHarnsgy.

3a
peyenmom

UA/3752/01/01

128.

KAACITIA®

MOPOLUOK A/151
KOHUeHTpaTy Ans
PO3UnHyY Ans

iHchysiii no 100 mr; 1
h/1aKOH 3 MOPOLLKOM

TOB «Pouu
Ykpaina»

YKpaiHa

BupobHMLTBO
Hepo3dacoBaHol
NPOAYKLUiT, NepBnUHHE
nakyBaHHs,
BTOPUHHE

LLeiiuapisi/
Himeuunna

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUpOGHMYOT AinbHULI (BKIHOYaK0UM
LinbHUUi ans A®I, npomixHoOro Nnpoaykty abo
rOTOBOrO /1iKapCbKOro 3acoby, AiNbHULI A4S

3a
peyenmom

UA/13770/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
B KQPTOHHI kopobuj nakyBaHHs, NpoOBeAEHHS NaKyBaHHs, BUPOGHYKa,
BMNPO6YBaHHSA BiANOBIAa/IbHOrO 3a BUMYCK Cepiii, MicLe
KOHTPOJIO AKOCTI, NpoBefieHHs KOHTPO/IIO cepii) abo
BUMYCK Cepii: noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy
& . XohpmaHH-/15 a60 [0NOMDKHOT PevyOoBMHN (SIKLLIO 3a3HAYEHO Y
Pow /itg, [0CbE) BunyyeHHs OinbHuUL 3 BUpO6HULTBA
LLiBeiuapis Hepo3dhacoBaHOI NPOAYKLi Ta NePBUHHOTO
BunpobyBaHHs nakyBaHHs MNMaTteoH MaHydekTypuHr CepBicus,
KOHTPOJIO AKOCTI: NNCi, 5900 MaprTiH /ltloTep KiHr mon. Xavisei,
Pow fiarHocTtuke IpinBinn, NC 27834, CLLUA.
m6X, HimeuunHa BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPMKEHHS. 3MiHW | TUny - AOMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpO6HUYOI AinbHULI
(BKNovatoum ginbHULi ons APl NpoMiXKHOro
npoaykTy abo rotToBOro NikapcbLKoro 3acooy,
AINbHUL ANA NPOBEEHHA NaKyBaHHs,
BMPOGHMKA, BiAnoBifasibHOro 3a BUMYCK cepil,
MicLie NpoBeAEHHS KOHTPOSIIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy
a60 [0NOMDKHOT PevyoBMHN (SIKLLIO 3a3HAYEHO Y
[0Cbe) BunyyeHHs AinbHULi 3 BUNPoGyBaHHSA
KOHTposto sikocTi Pow ®apma All, Eminb-
Bapenb-LTpacce 1, peHuax-BroneH, bageH-
BiopTembepr, 79639, HiveuunHa. BeeaeHHs
3MiH NpoOTArom 6-Tu MicsiB nicns
3aTBEPKEHHS.

129. | KAACINA® NOPOLLIOK ANsi TOB «Pouw YkpaiHa Brpo6HMUTBO LLsenuapis/ BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a - UA/13770/01/02
KOHLeHTpaTy Ans YkpaiHa» Hepo3dacoBaHol HimeuunHa 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. peyenmom
pPO34nHYy NS NPOAYKLUii, NepBUHHE Buny4yeHHs1 BUPOGHMYOI AiNbHULI (BKIHOYA0UM
iHdpy3ili no 160 mr; 1 nakyBaHHs, LinbHUUi ans A®I, npomixxHOro NnpoaykTy abo
h/1aKOH 3 MOPOLLKOM BTOPUHHE roTOBOrO /iKapCbKOro 3aco0y, AiNbHULI Ans
B KapTOHHI kopo6Lyi nakyBaHHs1, NpoBeAEeHHS NakyBaHHS, BUPOOHUKaA,

BMNPOGYBaHHS BiAMNoBigasIbHOro 3a BMMNYCK Cepiit, Micue
KOHTPO/I0 SIKOCTI, npoBefeHHS KOHTPOJIIO cepii) abo
BUMYCK Cepii: noctavasibH1Ka BUXiLHOTO MaTepiany, peareHTy
& . XohchbmaHH-/15 a60 [0NOMIKHOT pevyOBMHN (SIKLLIO 3a3HAYEHO Y
Pow fiTg, [0Cbe) BunyyeHHs AinbHuLi 3 BUpo6HULTBA
LLiBeiiuapis Hepo3dhacoBaHO! NPoAYKLii Ta NepBUHHOIO
BunpobyBaHHs nakyBaHHs MNaTeoH MaHydekTypuHr Cepsicus,

KOHTPO/IO AKOCTI:
Pow fiarHocTuke
'm6X, HimeuunHa

NNCi, 5900 MaprtiH NtoTep KiHr mon. XaiiBeid,
IpiuBinn, NC 27834, CLUA.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHW | Tuny - AOMiHICTpaTMBHI
3MiHW. BunyyeHHs BUpOBHUYOT AiNbHALLI
(Brmrovatoun ginbHuui ona A®l, npoMixXHOro
npoaykTy abo rotToBOro nikapcbKoro 3acooy,
AiNbHULI AN NPOBEAEHHA NakKyBaHHS,
BMPOGHMKA, BifMOBifaIbHOTO 3a BUMYCK Cepil,




n/n

Hasga

Popma sBUMYCKY

3asiBHuUK

Kpaina

110

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o

130.

KAPAICENB®

TabneTku, BKPUTI
NNiBKOBOIO

AT

Ykpaina

AT "dapmak”

YkpaiHa

MicLie NpoBeAeHHS KOHTPO/IHO cepil) abo
noctavasibH1Ka BUXILHOTO MaTepiany, peareHTy
ab0 AONOMIKHOT PeYOBMHN (KO 3a3HaYeHO Y

[0Cbe) BunyyeHHs ainbHULI 3 BUNPOGyBaHHS
KOHTpOt0 siKoCTi Pow ®apma Al', EMinb-
Bbapenb-LTpacce 1, NpeHuax-BioneH, bageH-
Bioptembepr, 79639, HimeuunHa. BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.

nocsBi0YeHHs

131.

KAPAICENB®

060/10HKOH0, MO 75
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
5 6nicTepis y nauyj

TabNeTkn, BKpUTI

"Papmak”

AT

YKpaiHa

AT "®apmak”

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
YTOUHEHHS HanucaHHsA peecTpauiiiHoro
Homepa B Hakasi MO3 YkpaiHu Ne 387 Big
25.02.2023 B npovieci BHECEHHSA 3MiH (3MiHu |
TUMy - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasbHuWi
3aci6. 3miHa nocTavanbHVKa nakyBabHUX
MaTepianis abo KOMMIEKTYUMX (SKLWO0
3a3HayYeHo B JOCbE) (3amiHa abo AofaBaHHS
noctavasibH1Ka) BHECEHHA 3MiH go p. 3.2.P.7.
CuncTeMa KoHTelHep/ 3aKynoptoBasibHUiA 3aci6, a
came [fofaBaHHs albTEPHATUBHOTO
noctavasnibHuka posnbr namiHoBaHol
noniBiHiNIXI0pMAOM Ta noniamigom Amcor
Flexibles Singen GmbH, HimeuunHa. 3miHn |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKumii
3aci6. Cuctema KoHTeliHep/3aKynoproBabHui
3aci6. 3miHa napameTpiB cneuudikauii Ta/abo
A0NYyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
NiKapcbKoro 3acoby (BUy4eHHS He3HAYHOro
nokasHuka (Hanpvknag 3acTapisioro NokasHuka))
BHECEHHS 3MiH 0 cneuudikauii Ans onsrm
namiHOBaHoI NoniBiHiNX10puAOM Ta noniamigom,
a came BuUy4YeHHs n. «Matepian», «Po3mipu
pynoHa», «LnpuHa donbrn», «ToBLUMHA.
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MeX MepPBNHHOT YNakoBK1 FOTOBOrO MiKapCbKOro
3acoby (fonoBHeHHS cneuudikauii HOBUM
NOKa3HUKOM 3 BiNOBIAHUM METOAOM
BMNPOBYBaHHA) BHECEHHS 3MiH A0 cneuudikawii
415 honbrn namiHoBaHoT MOMIBIHINX10PUAOM Ta
nosiamifiomM, a came JOMOBHEHHS .
«lgeHTudikanis»). Pegakuis B Hakasi -
UA/14585/01/01. BipHa pepakuis -
UA/14585/01/02.

Ykpaina

Ne 30 — 6e3
peyenma;
Ne 50 — 3a
peyenmom

UA/14585/01/02

BHECEHHS 3MiH [0 peecTpaLiinHMx MaTepiasis:

Ne 30 — 6e3

UA/14585/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NNiBKOBOIO

060/10HKOH0, Mo 150
mr, no 10 TabneTok
y 6nictepi; no 3 abo
5 6nicTepiB y nayui

"papmak”

YTOUYHEHHSA HanncaHHA peecTpauiiiHoro
HOMepa B Hakasi MO3 YkpaiHu Ne 387 Big
25.02.2023 B npovieci BHECEHHA 3MiH (3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBanbHui
3aci6. 3MiHa nocTavasnbHVKa nakyBabHUX
mMarepianis abo KOMNIEKTYHUUNX (SKLLO
3a3HayeHo B 10CbE) (3amiHa abo AofaBaHHS
nocTavasibHvKa) BHECEHHS 3MiH o p. 3.2.P.7.
CuncTemMa KoHTelHep/ 3aKynoptoBasibHuiA 3aci6, a
came fofaBaHHS asibTePHATVBHOIO
noctavanbHUka onbrvm nNaMmiHoBaHol
noniBiHiIX10pUAOM Ta noniamigom Amcor
Flexibles Singen GmbH, HimeuunHa. 3MiHu |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3aKkynopoBaibHWi
3aci6. 3miHa napameTpiB cneyudikauii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNaKoBK/ rOTOBOTO
NiKapCbKoro 3acoby (BWUyYEHHS HE3HAYHOTO
nokKasHuka (Hanpvknag 3acTapisioro nokasHuka))
BHECEHHS 3MiH [0 cneuudikauii Ana donsrv
NaMiHOBaHOI NOAIBIHINX10PUAOM Ta Nosiamigom,
a came BWUIyYeHHs Nn. «Marepian», «Po3Mipu
py/noHa», «lLnpuHa donbrn», «ToBLMHAY.
3MiHu | TUny - 3MiHK 3 SKocTi. FoToBMiIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeX NepBMHHOI YNakoBKW rOTOBOrO NikapCbKOro
3aco6y (fonNoBHEHHS cneuyndikauii HoBUM
NOKa3HUKOM 3 BifNOBIAHNM METOAOM
BUNPOOYBaHHA) BHECEHHS 3MiH A0 cneuudikadli
ANna honbrn namiHoBaHo! NOAIBIHINX10PUAOM Ta
nosiiamioM, a came AOMOBHEHHS .
«lpeHTudpikauis»). Pegakuis B Hakasi -
UA/14585/01/02. BipHa pepgakuis -
UA/14585/01/02.

peyenma;
Ne 50 — 3a
peyenmom

132.

KAPAOCAN®
nnoc
20/12,5

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOH0, Mo 20
mr/12,5 wr, no 14
TabneTtok y 6nicrepi;
no 1 aéo no 2
6nictepu B
KapTOHHI Kopoo6Li

MeHapiHi
IHTEepHeLLOoH
an
OnepeiioH
c
Tokcembypr
C.A.

Tokcemby
pr

Bupo6bHMLTBO "in
bulk": AAIYI
CAHKIO HOPOYT
Mv6X, HimeuyunHa,;
MMepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepiii: BEP/IH-
XEMI Al
HimeuumnHa,;

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHW | Tuny - 3MiHK 3 aAkocTi. FoToBWiA
nikapcbkuii 3aci6. KOHTpoib roToBOro

nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauin Ta/abo AoNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (40NOBHEHHS abo 3amiHa

nokasHuka cneuudikadii 3a pesynstaramu
pocnigpkeHb 3 6e3nekn abo AKOCTi (32 BUHSATKOM
nikapcbKnx 3aco6iB 6io10rivYHOro/iMyHOMOriYHOro

NMOXOPKEHHS)) - AONOBHEHHS NOKA3HVKOM
KoHTponto N-HiTposogumeTnnamid (NDMA) T1a N-

3a
peyenmom

UA/7139/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
BMPOGHMLTBO "in HiTpo3ogieTunamid (NDEA) cneuudikauii Ha 13
bulk", neperHHe Ta 3 Bi4NOBIAHMMMN METOLOM KOHTPOJIIO Ta
BTOPUHHE [onyCTUMUMU Mexamu, pekoMeHgosaHumn EMA
nakyBaHHs, (NDMA < 2.40 ppm; NDEA < 0,663 ppm; cyma
KOHTPO/1b Ta BUMYCK NDMA T1a NDEA < 0,663 ppm (y pasi
cepiii: MeHapiHi-®oH O[JHOYACHOrO BUSIB/IEHHS 060X AOMILLIOK))
XengeH M'v6X,
HimeyunHa
133. | KAPAOCAN® | Tabnetku, BKpUTI MeHapiHi INokcemby Brpo6HuyTBO "in Himeuunna BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/7140/01/01
NNC 20/25 NAiBKOBOO IHTEpHeLLOoH pr bulk": AAIYI 3MiHW | Tuny - 3MiHK 3 skocTi. FoToBWIA peyenmom
060/10HKO10, 1Mo 20 an CAHKIO tOPOYI nikapcbkuii 3aci6. KOHTpOb roToBOro
mr/25 mr, no 14 OnepewoH vM6X, HimeyunHa; nikapcbkoro 3acoby. 3miHa napameTpis
TabneTtok y 6nictepi; c MeHapiHi-®oH cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
no 1 aéo no 2 Tokcembypr XeligeH Mv6X, niKkapcbKoro 3acoby (f0NoBHeHHA abo 3aMiHa
6nictepu B C.A. HimeuumnHa; nokasHuka cneuudikauii 3a pesynbtatamu
KapTOHHIA KOpoo6Li MepBuHHE Ta JocnigpKeHb 3 6e3nekn abo AKOCTi (3a BUHATKOM
BTOPVHHE nikapcbknx 3acobis 6i0N0riYHOro/iMyHo0r4HOro
nakyBaHHS, NOXOMXXEHHS)) - AONOBHEHHS MOKA3HNKOM
KOHTPO/Ib Ta BUMYCK KoHTponito N-HiTposogumeTunamiH (NDMA) Ta N-
cepiii: BEP/IH- HiTpo3sogieTunamiH (NDEA) cneuudpikauii Ha MN3
XEMI AT, 3 BIAMNOBIAHMMWU METOAOM KOHTPOSIO Ta
HimeuyumnHa; [ONYyCTUMUMKN MeXaMu, pekomeHgosaHnmMu EMA
MeHapiHi-®oH (NDMA < 2.40 ppm; NDEA < 0,663 ppm; cyma
XeligeH MM6X, NDMA T1a NDEA < 0,663 ppm (y pasi
HimeyumnHa 04HOYACHOTO BUSIB/IEHHA 060X OMILLIOK))
134. | KAPOYPA® Tabnetku no 1 mr, AMNI>KOH CLIA Mdcpaiizep Himeuunna BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a - UA/5972/01/01
no 10 TabneTok y HOC 1 /171C MeHtodekuypuHr 3MiHM | TMnYy - 3MiHK Woao peyenmom
6nictepi; no 3 Hoiuneng MrmoéxX, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
6nictepu B HimeyuunHa BBefeHHSA abo 3MiHM [0 y3arasibHeHVX AaHnx
KapTOHHI ynakosLi (B1pOGHMLTBO npo cuctemy thapmakoHarnsgy (BBefeHHS

npenapary in bulk,
KOHTPO/b AKOCTi Npnt
BWMYCKY, NaKyBaHHs,
BUNycK cepii); P-
$apm JxepmaHi
m6X, HimeuunHa
(BMpOGHNLTBO
npenaparty in bulk,
KOHTPO/1b SIKOCTi Npu
BUMYCKY, NaKyBaHHS,
BMNYCK cepil)

y3arasibHeHNX faHnx npo cuctemy
hapmakoHarnsgy, amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, AKLL0 BOHA
BiIMiHHa Bif YNOBHOBaXeHOI 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IIOYAOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-haiina cuctemu
thapmakoHarnsgy). 3MiHa ynoBHOBaXKeHOT 0co6u
3asBHWKa, BiANOBIAaIbHOI 3a hapMakoHarnsg,
[itova pepakuin: Barbara De Bernardi.
MponoHoBaHa pepakuin: Dr Eiko Soehlke, MD
MPH. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobu, BignoBifanbHOI 3a hapmakoHarnsag.
3MiHa KOHTaKTHOI 0CObM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarisa B YKpaiHi.
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KpaiHa

BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o

HimeyunHa

[itoua pepaxuis: Y3nosa IpyHa. NMponoHoBaHa

KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,
BiANOBIAa/IbHOI 3a hapMakoHar/ia4 B YKpaiHi.
3MiHa MicLe3HaxomkeHHs1 MacTep-haiina
cucteMu chapmakoHarnsgy Ta ioro Homepa.
3MiHa Micus 34iiCHEHHS1 OCHOBHOI Aisi/TbHOCTI 3
chapmakoHarnsgy.

pepakuis: basunescbka HOnia BanepiiBHa. 3miHa

nocsBi0YeHHs

HimeuunHa

pegpakuis: basnnescbka FOnis BanepiiBHa. 3MiHa

3MiHa MicLsa 3AiiCHEHHSI OCHOBHOT AisiNIbHOCTI 3

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BeefeHHs abo 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, YyNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHA dapmakoHarnsagy
(BK/THOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnisgy). 3MiHa ynoBHOBaXKEHOT 0CO6U
3asBHMKa, BiANOBIAaILHOI 3a hapMakoHarnsg,
[Litoua pepakuin: Barbara De Bernardi.
MponoHoBaHa pepakuisn: Dr Eiko Soehlke, MD
MPH. 3miHa KOHTaKTHUX AAaHUX YNOBHOBaXKEHOT
ocobw, BignoBiganbHOI 3a hapMakoHarnsag.
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHaria4 B YKpaiHi.
[Litova pepakuis: Y3nosa IpuHa. MNponoHoBaHa

KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
BignoBigasIbHOI 3a hapMakoHarnsag B YkpaiHi.
3MiHa MicLe3HaxomkeHHss MacTep-aiina

cucteMu hapmakoHarnsgy Ta noro Homepa.

hapmakoHarnsgy.

3a
peyerimom

UA/5972/01/02

Ne Hassa Popma sBUMYCKY 3assHUK Kpaina Bupo6HuK
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asiBHUKa
3acoby yrnakoska)
135. | KAPOYPA® Tabnetku no 2 mr, AMNOXXOH CLWA Mdpannzep
no 10 TabneTok y tOC 1 11C MeHtodekvypuHr
6nictepi; no 3 Hoiunena MrmoéxX,
6nictepu B Himeuunna
KapTOHHI ynakoBL,i (B1po6HMLTBO
npenaparty in bulk,
KOHTPO/1b SKOCTi Npu
BUMYCKY, NaKyBaHHS,
BUNycK cepii); P-
dapm [JxepmaHi
Mv6X, HimewunHa
(BUPOBHULTBO
npenapary in bulk,
KOHTPO/b AKOCTi Nput
BUMYCKY, NaKkyBaHHS,
BUMYCK cepii)
136. | KAPAYPA® Tabnetku no 4 wmr, AMNOXXOH CWA Mdpaiizep
no 10 tabnetok y KOC 1 171C MeHiohekUypuHr
6nicTepi; no 3 [onuneng MrmoéxX,
6nictepu B HimeyunHa
KapTOHHI ynakoBLi (BUPOGHULTBO
npenapary in bulk,
KOHTPO/b AKOCTi Npn
BUMYCKY, NaKkyBaHHS,
BMNyckK cepii); P-

thapmakoHarnsigy, 3MiHa ynoBHOBaXeHOi 0cobu,

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs

y3arasibHeHVX AaHnx Npo cuctemy

BiANOBIAA/ILHOI 32 34iiCHEHHS

dhapmakoHarnsgy; KOHTakTHOi ocobm 3

3a
peyenmom

UA/5972/01/03




Hasga

Popma sBUMYCKY

3asiBHuUK

114

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

137.

KACAPK®

dapwm [LxepmaHi
vM6X, HimeuunHa
(BpO6HULTBO
npenapary in bulk,
KOHTPO/b AKOCTi Nput
BUMYCKY, NaKyBaHHS,
BUMYCK cepii)

thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, AKLLO BOHA
BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLeHHi MacTep-haiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, Bi4NoBiga/IbHOT 3a hapMakoHarnsag.
[itoua pepakuis: Barbara De Bernardi.
MponoHoBaHa pepakuis: Dr Eiko Soehlke, MD
MPH. 3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT
ocobu, BignoBifasbHOI 3a hapmakoHarnag,.
3MiHa KOHTaKTHOT 0CO6Y 3asABHNIKA,
BignoBigasIbHOI 3a hapMakoHarnsag B YkpaiHi.
[itoua pepakuin: Y3nosa IpuHa. NMponoHosaHa
pepakuis: Basnnescbka HOnis BanepiiBHa. 3MiHa
KOHTaKTHUX JaHNX KOHTaKTHOT 0CO6U 3asBHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarnag B YkpaiHi.
3MiHa MicLe3HaxomkeHHss MacTep-chaiina
cucteMu chapmakoHarnsgy Ta noro Homepa.
3MiHa MicLs 34iACHEHHS! OCHOBHOT AisNIbHOCTi 3
chapmakoHarnsgy.

138.

KACAPK®

Tabnetku no 32 mr,
no 10 TabneTtok y
6nictepi; no 3
6nictepu B nayuj

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT
"KniBmegnpenapar"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis:
3MiHn | TUnYy - 3MiHK 3 aKocTi. FoToBMIA
nikapcbknii 3aci6. 3MiHN Yy BUPOOHMUTBI (iHLLi
3MiHK) AkTyanisauis po3giny 3.2.P.3.3 «Onuc
BMPOBGHNYOro NpoLecy Ta KOHTPOSII0 NpoLecy»,
3MiHa kiacy unctotu D Ha knacudikoBaHi
NPUMILLEHHSA (BUYYEHHS iHhopmaLii npo
Knacudikauito BUPOGHNUNX NPUMILLEHb, Y SKUX
NpPOBOAATLCA CTafil TEXHOMOMYHOro npoLecy
BUpo6HUUTBA /13, ¥ 3B’A3KY 3i 3MiHOIO Knacy
ynctoTy D Ha knacudikoBaHi NPUMILLEHHS).
3aTBepaKeHo:

Po3gin 3.2.P.3.3. «On1c BUpo6HMYOoro npovecy
Ta KOHTPOJIIO NPOLEeCcy».
«...NMPUMILLLEHHS Knacy 4ncTotn D...»
3anponoHoBaHo:

Po3gin 3.2.P.3.3. «Onnc BUPO6GHMYOro npouecy
Ta KOHTPOJIIO NPoLecy».
«...KNnacuikoBaHi NPUMILLEHHS...»

3a
peyenmom

UA/12457/01/01

Tabnetku no 16 mr,
no 10 TabneTok y
6nictepi; no 3
6nictepu B nayuj

MAT
"Kuismegnp
enapar”

YkpaiHa

MAT
"Knismegnpenapar”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasiis:
3MiHu | TUnYy - 3MiHK 3 sKocCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMUTBI (iHLLi
3MiHM) AkTyanisauis posginy 3.2.P.3.3 «Onuc
BMPOOHMYOro Npouecy Ta KOHTPOSII0 NPoLEecy»,
3MiHa Kknacy umctotn D Ha knacudikoBaHi

3a
peyerimom

NpUMILLEHHS (BUNYyYeHHS iHdopmauii npo

UA/12457/01/02




Hasga

115

n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

knacudikauito BUPOGHNUMX MPUMILLEHb, Y SKNX
npoBOAATLCA CTafil TEXHOMOMYHOro npoLecy
BMpO6HULTBA /13, y 3B’A3KY 3i 3MiHOIO Knacy
ynctoTy D Ha knacudikoBaHi NPUMILLEHHS).
3arBepaKeHo:

Po3gin 3.2.P.3.3. «Onnc BUPOGHNYOro npouecy
Ta KOHTPOJIIO NPOLeCcy».
«...NPUMILLLEHHs Knacy YncToTn D...»
3anponoHoBaHo:

Po3sgin 3.2.P.3.3. «Onnc BUPOGHMYOro npouecy
Ta KOHTPOJII0 NPOLecy».
«...KnacugikoBaHi NPUMILLEHHS...»

139.

KACAPK®

Tabnetku no 8 wmr,
no 10 tabneTtok y
6nicTepi; no 3 a6o 9
6nicTepiB y nayi

MAT
"Kuismegnp
enapar”

Ykpaina

MAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBUIA
nikapcbknii 3aci6. 3MiHN Y BUPOOGHMLTBI (iHLLi
3MiHM) AkTyanisauis posginy 3.2.P.3.3 «Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOJII0 NPOoLLECy»,
3MiHa kiacy unctotu D Ha knacudikoBaHi
NPUMILLEHHS (BUNYyYEHHS iHdhopmaL,ii npo
KnacuaikaLito BAPOOHNUNX NPUMILLLEHb, Y SKNX
NpPOBOAATLCA CTail TEXHOMOMNYHOro npouecy
BMpOG6HMLTBA /13, y 3B’A3KY 3i 3MiHOIO Knacy
ynctoTn D Ha knacudpikoBaHi NPUMILLEHHS).
3aTBepakeHo:

Po3zgin 3.2.P.3.3. «Onnc BUpO6GHMYOro npouecy
Ta KOHTPOJII0 NPOLECY».
«...NMPUMILLLEHHS Knacy YncTotm D...»
3anponoHoBaHo:

Po3gin 3.2.P.3.3. «On1c BUpo6HMYoro npovecy
Ta KOHTPOJIHO MpoLecy».
«...KnacnikoBaHi NPUMILLEHHS...»

3a
peyenmom

UA/12457/01/03

140.

KETAHOB

PO3YUH NSt iH'EKLA,
30 mr/mn; no 1 mn B
amnyni; no 10
amnyn y KapTOHHIN
Kopoo6Li

Tepania AT

PymyHis

Tepanisa AT

PymyHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHY | TRy - AOMIHICTPaTMBHI 3MiHU. 3MiHa
HaliMmeHyBaHHs Ta/abo agpecy 3asBHMKA
(BNacHuKa peecTpauiiHoro NocBigYeHHs!)
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBepPKEHHS; 3MiHW | Tuny - AgMiHICTPaTUBHI
3MiHW. 3MiHa HallmeHyBaHHs Ta/abo aapecu
MiCLii NPOBaPKEHHS AiSNIbHOCTI
BMPOGHMWKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BK/IoYaoun AinbHUL BUNycKy cepii abo
MicLie NpoBEeAEHHS KOHTPOJIHO SKOCTI.
(OisanbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/OYaOUM BUMYCK CEpiid) -
AfMiHicTpaTMBHA 3MiHa HaliMeHyBaHHS
BMPOGHUKa /13, y 3B'A3KY 3 NPUBEAEHHSAM Y
Bi4NOBIAHICTb A0 HA3BW KOMMaHIT,
3apEECTPOBAHIN B KpaiHi NOXOMKEHHS.

3a
peyenmom

He
nionsieae

UA/2596/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
Bupo6Huya ainbHuUS, agpeca Ta yci BUpoGHMYi
onepavuii 3a1watTbCs He3MiHHUMU. TepMiH
BBE/lEHHS 3MiH NpoTAroM 6 micauis nicns
3aTBEPAKEHHS
141. | KNIBAC® Kancynu Teepai no 5 TOB YkpaiHa BUPOGHMLTBO, Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis: 3a - UA/19794/01/01
Ayo mr/100 wmr, no 7 "ACIHO nakyBaHHs, TeXHiuHa nomuska (3rigHo Hakasy MO3 Big peyenmom
Kancyn y énictepi, YKPATHA" KOHTPO/Ib AKOCTi Ta 23.07.2015 Ne 460), BunpaBrieHHst TEXHIYHMX
no 4 6nictepu y BMNyCK cepil NOMUWOK, 3rigHo Nn.4 n.2.4. po3giny VI Hakasy
KapTOHHIN navuj NiKapcbKoro 3acooby: MO3 Y«kpainu Big 26.08.2005p. Ne 426 (y
Apamven ®apma pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p
C.A., Monbla; Ne 460) — noMuUIKM NOB'A3aHi 3 Nnepeknagom abo
nepBuHHE Ta nepeHeceHHsaM iHcbopmau,i, ki 6ynn gonyLueHi
BTOPWHHE nif yac NnpoBefAeHHs npoLiefypy peectpauii
nakyBaHHs: Afame[, nikapcbKoro 3acoby (Haka3 Ne2268 Bif,
dapma C.A,, 15.12.2022p.), y Cneuudpikauii Ha BAnycK,
Monba MeTOoZiB KOHTposto AkocTi 13, 6yna gonylieHa
noMuW/IKa Npy 3a3HauveHHi KpuUTepiiB
NPUAHATHOCTI AN nokasHuka «KinbkicHe
BM3HAYEHHSA». 3a3HaueHe BUMpaB/ieHHs
Bignosigae po3giny 3.2.P.5.1 y matepianax
peecTpaLiiniHOro Aocbe
142. | KOMBOINI3A | TabneTku, BKpUTI ACTPA3EH LBeuis AcTpa3eHeka CLWA BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/12952/01/02
XR NNiBKOBOIO EKA Ab dapmacbloTUKanc 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat peuyenmom
060/10HKOI0, N0 5 nn BignosigHocTi/l E-cepTudikar BignosigHocTi

mr/500 wmr; no 7
TabneTtok y 6nictepi;
no 4 6nictepn y
KapTOHHIA Kopoo6Li

€Bponeiicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
BiANoOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ons BuxigHoro
marepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBUHU (cepTudikat
BiANoBIgHOCTI €Bponeiicbkili hapmakonei) -
OHoB/EeHWIA cepTUdikaT Bif yXe 3aTBEpXEHOro
BMpPOGHMKA. OHOBMEHWIA cepTudikaT
BIANOBIAHOCTI Bif, 3aTBEPAXXEHOT0 BUPOOHUKA
Merck Sante S.A.S. Lyon FR A®l| R1CEP-1997-
029-Rev 05 metformin hydrochloride,
(3atBepaxeHo: R1CEP-1997-029-Rev 04).
3MiHu | TUNY - 3MiHK 3 aKocTi. A®Il. KoHTposb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BU3HAYeHWX y creumdikauisax
Ha A®l, a60 BMXigHWIA/NPOMDKHWIA
NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoteci BupobHuuTea A®| (BUIyYeHHN
He3Ha4yHOro MokKasHuKa sIKOCTi (Hanpukniag,
BW/TYUYEHHS 3aCTapifioro nokasHukay)).
BunyyeHHs BUNpo6yBaHHS Ha Baxki MeTasu 3i
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cneumdikauii 4ns MeTchopMiHy rigpoxnopuay.
3MiHu | TUNY - 3MiHK 3 aKocTi. A®Il. KoHTposb
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
[OMNYCTUMKX MEX, BU3HA4YeHWX y creumdikanisax
Ha A®I, a6o BMXigHWIA/NPOMIKXHWIA
NpOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea A®I (iHwi 3miHW).
3MEHLUEeHHS 4aCcTOTW BUNPOGYBaHb Ha
BM3HAUYEHHS BMICTY CynbhaTHOI 30711 Y
cneuudikavii MeTdhopMmiHy rigpoxnopuay Ta
cneumaikauii cymiwi MmeTdopmiHy
rigpoxnopuay+ 0,5% marHito cteapary
(nepeHeceHHs1 NOKa3HMKa B PO3AiN AK
[04aTKOBUIA TECT), IK HAC/IAOK HE3HAYHI 3MiHN B
p. 3.2.5.4.2 aHaniTuuHa meTtoguka; p. 3.2.5.4.5
06rpyHTyBaHHS cneuudikauii; pegakuiiHi 3MiHn
— 3MiHX NOCUNAHHA AN MeT(OPMIHY
rigpoxnopuay y BuHocui ansa p. 3.2.P.1 Onuc Ta
cknag /13 (byno: USP/EP or USP, ctano:EP).

143.

KOMBOI/1I3A
XR

TabneTku, BKPUTI
NNiBKOBOIO
060710HKot0, Mo 2,5
Mr/1000 mr; no 7
TabneTtok y 6nicrepi;
no 4 6nictepu y
KapTOHHIA KOopoo6Li

ACTPA3EH
EKA Ab

LLBeuis

AcTpa3eHeka

PapmacboTrKanc

nn

CLWA

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | TURY - 3MiHK 3 aKkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUMyYeHHS cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOrO
mMarepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0MNOMDKHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI E€Bponelickkili hapmakonei) -
OHOoB/EHWIA cepTUQIKaT Bif y)Xe 3aTBEPKEHOrO
BUPO6HMKA. OHOBNEHUIA cepTudikaT
BiANOBIAHOCTI Bif, 3aTBEPAXEHOr0 BUPOGHUKA
Merck Sante S.A.S. Lyon FR A®l| R1CEP-1997-
029-Rev 05 metformin hydrochloride,
(3aTBepaxeHo: R1CEP-1997-029-Rev 04).
3MiHu | TUnNYy - 3MiHK 3 aKocTi. A®Il. KoHTposb
A®l. 3miHa y napameTpax cneuudikauii Ta/abo
[OMNYCTUMKX MEX, BU3HAYeHMX y creumdikalisax
Ha A®I, a60 BUXigHWIA/NPOMIXHWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci Bupo6Huutea A®| (BUy4YeHHs
He3Ha4yHOro MokKasHuKa sIKoCTi (Hanpukiag,
BW/TYYEHHS 3aCTapiforo nokasHukay)).
BunyueHHsi BUNPOGYyBaHHS Ha BaxKKi MeTasn 3i
crneuundikauii s meTdopmiHy rigpoxsiopuay.
3MiHu | TMNYy - 3MiHK 3 siKocTi. A®Il. KoHTposb

3a
peyenmom

UA/12952/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

A®I. 3miHa y napameTpax cneundikauii Ta/abo
O0NyCTUMMUX MEX, BU3HAYEHNX Y creumdikalisx
Ha A®l, a6o BUXigHWIA/NPOMIDXHNI
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BUpo6bHUUTBa API (iHLI 3MiHK).
3MeHLLEeHHS YacToTy BUNpobyBaHb Ha
BU3HAYEHHS BMICTY Cy/bddaTHOI 30711 Y
cneuudikavii MeTchopMiHy rigpoxnopugy Ta
cneumdikauii cymiwi MeTdopmiHy
rigpoxnopuay+ 0,5% marHito cteapary
(nepeHeceHHs1 NOKa3HUKa B PO3AiN AK
[04aTKOBUIA TECT), SIK HACNIAOK HE3HAYHI 3MiHU B
p. 3.2.S.4.2 aHaniTuuHa meToguka; p. 3.2.5.4.5
06rpyHTyBaHHs cneuudikauii; peaakuiiHi 3mMiHn
— 3MiHW NOCUNaHHa ANsa MeTOoPMiHY
rigpoxnopuay y BuHocui ans p. 3.2.P.1 Onuc Ta
cknag /13 (6yno: USP/EP or USP, ctano:EP).

144.

KOMBOII3A
XR

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, N0 5
Mr/1000 mr; no 7
TabneTtok y 6nictepi;
no 4 6nictepu y
KapTOHHI KOopoo6Li

ACTPA3EH
EKA Ab

LLisewjs

AcTpa3eHeka

dapmacboTuKasc

nn

CLWA

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3MiHM | TURY - 3MiHK 3 skocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
€Bponeiicbkiin hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOBNEHOTO cepTudiikaTa
BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIgHOCTI €Bponeiichbkili hapmakonei: gns
A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[O0MOMIXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBneHwnin cepTuddikat Bif, y)xe 3aTBEPAKEHOTO
BMpOGHMKa. OHOBNEHWIT cepTudikaT
BiANOBIAHOCTI Bif, 3aTBEPAXEHOI0 BUPOGHMKA
Merck Sante S.A.S. Lyon FR A®| R1CEP-1997-
029-Rev 05 metformin hydrochloride,
(3aTBEepaxeHo: R1CEP-1997-029-Rev 04).
3MiHn | TUNY - 3MiHn 3 sKocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMMX MEX, BU3HAYEHNX Y creumdikalisax
Ha A®l, abo BMXigHWIA/NPOMDKHWIA
NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTBa A®| (BUTyUYEHHS
HEe3Ha4YHOro MokasHmKa SKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)).
BunyyeHHsi BUNpo6yBaHHS Ha BadkkKi MeTauiu 3i
cneumdikauii 4na MeTchopmiHy rigpoxaopuay.
3MiHu | TURY - 3MiHu 3 axkocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneuudikadii Ta/abo
[0NyCTUMKX MEX, BU3HAYEHMX y crneumdikauisx

3a
peyerimom

UA/12952/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

Ha A®l, a6o BMXigHWIA/NPOMDKHWIA
NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuLTea A®I (iHLWi 3MiHW).
3MEHLUEeHHS 4acTOTW BUNPO6yBaHb Ha
BU3HAYEHHS BMICTY CyNbddaTHOI 3011 Y
crneundikaii meTdhopMiHy rigpoxnopugy Ta
cneumdikauii cymiwi MeTdhopmiHy
rigpoxnopugy+ 0,5% marHito cteapaty
(NepeHeceHHs nokasHuKa B po3ain sk
[0[aTKOBUIA TECT), 1K HACIAOK HE3HAYHI 3MiHN B
p. 3.2.S.4.2 aHaniTuyHa metoavka; p. 3.2.5.4.5
06rpyHTyBaHHS cneumdikauii; pefakuiiiHi 3MiHun
— 3MiHN MOCW/aHHS A5 MeTOPMIHY
rigpoxnopuay y BuHocui ansa p. 3.2.P.1 Onuc Ta
cknag 13 (byno: USP/EP or USP, ctano:EP).

145. | KCUNAT® po3uuH ang iHgysiii, | TOB "tOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/1070/01/01
no 200 mn a6o 400 dapm” 3MiHY | Tuny - 3MiHK 3 AkocTi. FoToBMIA peuenmom niosnsieae
M Y NAsLWKax nikapcbkuii 3aci6. KOHTponb roToBOro
CKNSHMX, Mo 200 mn nikapcbkoro 3acoby. 3miHa y MeToaax
a6o 400 mny BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
nAsLWKax (iHwWi 3miHM y meTogax BunpobyBaHb
noniMepHnX (BkNHOYAKOUM 3aMiHy @60 [OMOBHEHHS)) -

HOPMYBaHHA Ta MeToAuMKy KOHTposto 13 3a
nokasHukom «bakTepiasibHi eHA0TOKCUHMN
aKTyasli3oBaHo i NpuBeAEHO Y BigNOBIAHICTb A0
YMHHUX BUMOT EP 2.6.14, MeTog A
(3aTBEpmKeHo BUMOrn: meHee 1,6 ME/mn,
3anponoHoBaHo: MeHwe 0,25 MO/mn).
CynyTHSA 3MiHa
- 3MiHM 3 AKOCTi. F0TOBWIA NiKapcbkuii 3aci6.
KOHTpOsb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MEX rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHK);
3MiHW | Tuny - 3MiHK 3 skocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA rOTOBOrO MiKapCbKOro 3acoby
(iHWi 3MiHM Yy MeTogax BUNpobyBaHb
(BKKOUAOUM 3aMiHy ab0 [OMOBHEHHS)) - 3a
nokasHukom "CTepunbHicTb" [13: MeToauky
aKTyanizoBaHo i NpMBeAeHo Y BiANOBIAHICTb A0
YMHHUX BUMOr EP 2.6.1. - nogaHo iHchopmalito
npo po3mip Ta Tun dinbTpa.

CynyTHSA 3MiHa
- 3MiHM 3 AKoCTi. [0TOBWIA NiKapcbkuii 3aci6.
KOHTpOsb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MEX rOTOBOTO J1iKapCbKOro 3acoby (iHLi 3MiHK);
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

3MiHW | Tuny - 3MiHK 3 sikocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA roTOBOrO MiKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BuNpobyBaHb
(BrNtovaroun 3amiHy abo [OMOBHEHHS)) - 3MiHW
00 meTogiB koHTponto M3 Ta cneumdikauii 3a
NMOKa3HNKOM «MexaHiuHi BK/THOYEHHS». YMOBK
npoBefieHHs1 BUNPOBYyBaHHA He 3MiHWAncs. Onuc
MeTOoAVK NpuBeAeHuin BignosigHo o Ph. Eur.,
2.9.20 ta Ph. Eur. 2.9.19, meTopg, 1
(3atBepmxeHo: AdY 2.9.20, AdY 2.9.19 meTop,
1); BHeCeHi pefakuiiiHi Ta CTUNICTAYHI NpaBKu
BiANOBIAHO A0 hapMakoneliHUX BUMOT.
CynyTHS 3MiHa
- 3MiHu 3 AKocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTuMmx
MEX rOTOBOrO /liKapCbKOro 3acoby (iHLi 3MiHK);
* 3MiHKM | TMNY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeToAax
BMNPOBYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3mMiHM y MeToAax BuNpobyBaHb
(BKTHOHAOUM 3aMiHy @60 [JONOBHEHHS));

- 3MiHM B MeToZax BUNpo6yBaHHSA Ta
cneundikavii /13 3a NOKa3HMKOM
"laeHTudikayis", a came: «lgeHtudikauis.
Keuniton» - y cneundikaLii HaBegeHO
CKOPOYEHWIA ONMC KPUTEPIit0 NPUIAHATHOCTI;
«lgeHTudikayia. Xnopugn, Auetatu, Kanbuii,
Kanili, MaHiit» - MeToanky akTyasizoBaHo Ta
npuBeLeHo Yy BiANOBIgHICTb f0 BUMor EP 2.3.1,;
«lgeHTudpikayis. HaTpiii» - CTUAICTUYHI 3MiHW A0
onucy meToay, HaBefeHo nocvunaHHsa Ha EP
2.3.1. Ha 3aMiHy NOBHOrO ONKCY.
CynyTHS 3MiHa
- 3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MEX rOTOBOrO JliKapCbKOro 3acoby (iHLi 3MiHK);
3MiHK | TNy - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHN Y
npoueci BUpOOHULITBA rOTOBOrO NiKapCbKoro
3aco0y, BK/OYAKUM MPOMKHWIA NPOAYKT, WO
3aCTOCOBYETLCS NPW BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BVMPOGHMLTBA) - 3MiHa Y BUPOBHMYOMY NpoLeci
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
AN anbTepHaTUBHOI AiNbHULI Ha cTagil

"OBTUCHEHHS NNALIOK KOBNaykamun'.
3MiHK | TNy - 3MiHK 3 AKOCTi. FOTOBWIA

npoueci BUPOOHULITBA rOTOBOrO NiKapCbKoro
3aco0y, BK/OYAKUM MPOMKHWIA NPOAYKT, WO
3aCTOCOBYETLCS NPW BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) - 3MiHa Y BUPOOHNYOMY npoLeci
AN anbTepHaTMBHOI AiNbHULI Ha cTagil
"HanoBHeHHs Ta 3anatoBaHHsA MAWOK"; 3MiHu |
™Mny - 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbKuii
3aci6. 3mMiHV y BUpOOHULTBI. 3MiHM y mpoueci
BMPOGHWLITBA FOTOBOrO NliKapPCbKOro 3acoby,
BK/THOHAK0UM MPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y nNpoLeci
BMPOGHMLTBA) - 3MiHa Y BUPOOHNYOMY npoLeci
AN anbTepHaTUBHOI AiNbHULI Ha cTagil
"®inbTpauis posumHy"; 3MiHK | TUNY - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HMLTBA
roTOBOrO NiKapCcbkoro 3acoby, BKkIoYatoun
NPOMIKXHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPOGHMLITBI FOTOBOrO /liKAPCbKOro 3acoby
(He3HauHa 3MiHa y npoueci BUpo6HULTBA) -
3MiHa y BUpo6H1YOMY npoueci Ans
anbTepHaTUBHOI AiNbHWLI Ha cTagil
"MpUroTyBaHHs Po34mHy"; 3MiHK | TUNy - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
OiNbHWLI BUPOBHULTBA /19 YacTHK abo BCbOro
BVMPOGHMNYOrO MPOLEeCY roTOBOro NiKapCbKoro
3aco6y (ginbHWUA, Ha SKili NPoBOAATLCSA Oy ab-
SIKi BUPOOHWYI cTagil, 32 BUHATKOM BUMYCKY cepii,
KOHTPOJI0 SIKOCTi Ta BTOPMHHOTO MakKyBaHHSA A1
CTEPUIbHUX NIKaPCbKMX 3acobiB (BKIOYaUM
BMpOO6IeHi acenTUYHUM METOLO0M), KpiM
nNikapcbKkunx 3acobis 6ioN10rvYHOro/iMyHONOrYHOrO
NOXOMKEHHS) - BBEAEHHS [0AATKOBOI AiNbHUL
BUpo6HUUTBA AN /13 B NAsLwWKax 3
noninponineny no 200 Ta 400 mMn: YkpaiHa,
18030, Yepkacbka 06s1., M. Yepkacwu, Byn.
YurmpuHebka 21/11; 3miHu | Trny - 3MiHn 3
AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Onuc Ta
cknag, (iHwi 3MiHN) - BHECEHHS A0 nepesiky
[OMOMIKHUX PEYOBWH KOpUreHTy pH -

nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHN Y

X/I0PUCTOBOAHEBOI KUCNOTU KOHLIEHTPOBAHOI,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

LLI0 BUKOPUCTOBYETLCA Y XOfi NPUrOTyBaHHS
npenapary y Burnagi 2 M posumHy, 3 MeToto
Y3rofpkeHHs iHdopmalii B p. «Ckniag» 1a
marepianax peecTpauiiHoro AOCbE. Y TOUHEHHS
TEOPEeTUYHOI OCMOMIANBHOCTI Npenapary
(3aTBEepmKeHo: 610 Mocmonb/n,
3anponoHoBaHo: 611 Mocmonb/n). 3MiHK
BHeceHi y po3ginu "Cknag" (4onoMikHi
peuyosuHm) Ta "Nlikapcbka hopma" (OCHOBHI
Pi3MKO-XiMiYHi BNACTVMBOCTI) B iHCTPYKLiO A71A
MeAMYHOro 3acTOCyBaHHA NikapCbkoro 3acoby
Ta SK HACNIAOK - Y TEKCT MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby. BignosigHi 3MiHM BHeceHi B
KOPOTKY XapaKTepuCTUKy MikapCbKoro 3acoby;
3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW.
BunyyeHHs BUpOGHMYOT AinbHULI (BKTHOYAK0UM
LinbHUUi ansa A®l, npoMixHOro NnpoaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI AnA
NPOBefeHHA NakKyBaHHs, BUPOOHUKA,
BiANOBIAa/IbHOrO 3a BUMYCK Cepiii, MicLe
nNpoBeAEeHHSA KOHTPO/O cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasny, peareHTy
a60 [0NOMDKHOT PevyOoBMHN (SIKLLIO 3a3HAYEHO Y
[0CbE) - BUTyYEHHS BUPOGHYKa Ajiroyol
peyoBuHM Kanito xnopug - Kirsch Pharma
GmbH, HimeyuunHa, 3a HasaBHOCTI
3aTBepAKeHoro BMpo6Hrka Macco Organiques,
s.r.o., Yecbka Pecny6nika; 3MiHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBamXeHHS AisIbHOCTI
BMPOGHMKa (BK/TO4alouM, 3a HEOOXIAHOCTI, MicLe
NpoBeAeHHS KOHTPOJIO AKOCTI), abo BlacHuMka
macTep-haiina Ha A®l, abo noctayanbHUKa
Adl/BnxigHOro matepiasy/peareHTy/MpOMIXHOIo
NPOAYKTY, L0 3aCTOCOBYIOTHCS Y BUPOOHWLTBI
A®I (AKLLO 3a3HAYEHO Y AOCLE HA NiKapCbkuii
3acib) 3a BigcyTHOCTI cepTudiikaTa BifnoBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOI LOMOMIXHOT
PEYOBUMHM (SIKLLLO 3a3HAYEHO Y A0CbE) - 3MiHa
HaliMeHyBaHHS1 BUPOBGHWKa [il040T peYOBUHN
HaTpilo auetarty Tpurigparty; 3miHum | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo gonycTuMmx
MEX roTOBOrO /1iKkapCbKOro 3acoby (40MOBHEHHS
crneundikaLii HOBUM NOKa3HUKOM 3 BiNOBILHAM
METO/IOM BUMPO6YBaHHS) - ONOBHEHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

cneumdikauii nokasHMKOM "OCMOSA/IbHICTE" Ta
BiNOBIgAHUM METOA0M BUNPOGYBaHHS.
3anponoHoBaHo BMMoOrK creuudikauii: Big 539
MocMonb/kr fo 659 mocmons/kr (Ph. Eur.
2.2.35).
CynyTHS 3MiHa
- 3MiHu 3 aKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTofAax BUNPo6yBaHHS roTOBOTO J1iKapCbKOro
3aco06y (iHLi 3MiHK);
3MiHY | Tuny - 3MiHK 3 skocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
3aco6y (3amiHa abo fgogasaHHsA AibHULI, Ha
AKIV 34IACHIOETBCSA KOHTPO/Ib/BUNPOBOYBaHHS
cepii) - BBeAEHHA [04ATKOBOI AiNbHUL, Ha SIKilA
3AiiCHIOETLCA KOHTPOb cepii 3a i3nko-
XiMiYHMM Moka3HVKamu: Ykpaina, 18030,
Uepkacbka 06/1., M. Yepkacu, Byn. YUrmpuHcbka
21/11 — KOHTPO/b AKOCTI (PI3NKO-XIMiUHI
BMMPOGYBaHHS); 3MiHW | TMNy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BuNpobyBaHb
(BK/IIOYAIOUM 3aMiHY @60 AONOBHEHHS)) - 3MiHW B
cneumdikauii Ta MeTogax kKoHTposio 13 3a
nokasHukoM «KinbkicHe BU3HaUYeHHs», 6e3 3MiHK
BCTaHOBJ/IEHUX JOMNYCTUMUX MEX, & Came:
«KinbKicHe BU3HA4YeHHS KCUMITOTy» - 3MiHWIacs
CTPYKTypa BUKNaAEHHS MaTtepiany, o4aH0 OnNuc
NpUroTyBaHHs po3unHy 500 r/n eTUNeHrNikonto,
BHECEHO pefakuiliHi npasku; «KinbkicHe
BU3HaueHHA. K+» - BHECEHO pefakLiiiHi Ta
CTUNICTUYHI NpaBkW, MeTOAMKa 3a/mLieHa 6e3
3MiH; «KinbkicHe BM3HaueHHs. Cyma KabLito i
MarHito» - BU3HAYEHHS iOHIB KaslbLiito | MarHito
iHchopMmawito nepeHeceHo B «KinbkicHe
BU3HaueHHA. Mg+», meTogvKa 3anvweHa 6e3
3MiH; «KifnbkicHe BU3Ha4YeHHs. Ca+» 3 MeTol
onTuMi3aLii NpobonifroToBkM Ta npouecy
BU3HAYEHHSA A0AAHO ONWC NPUrOTYBaHHSA
MypeKcuay iHOUKaTOPHOT CyMiLlix»; 3a M.
«KinbkicHe BU3Ha4YeHHs. Mg2+» 3 MeTo
onTUMi3aLjii NpoLecy BU3HAYEHHS iOHIB MarHito 3
p. «KinbkicHe BU3HauYeHHs. Cyma KasbLito i
MarHito» nepeHeceHo iHgopmadito npo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

npob6onigrotoBky. Metoauka 3anuwunacs 6e3
3MiH; «KifnibkicHe BU3HaueHHs. Cl-» - gogaHo
ONMC NPUroTYBaHHS PO3YUHY iHAMKaTOpa Ta
dhopmyny AN po3paxyHKy BMICTY X/TOpUA-iOHIB.
«KinbkicHe BU3HayeHHs. Na+» - akTyanizoBaHo
hopMyy po3paxyHKy BMICTi HaTpili-ioHy,
3MiHEHO dhopmMaT BUKIaAeHHS iHdhopmadyii.
CynyTHSA 3MiHa
- 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JonycTUMmX
MEX roTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHK);
3MiHW | Tuny - 3MiHK 3 sikocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BkItOYatoun gianasoH po3mipy
cepii) roToBOro MikapcbKoro 3acoby (3MeHLIeHHS
0o 10 pasiB) - BBEleHHA [,04ATKOBOrO,
3MeHLLEHOro po3mipy cepii 2000 11 gns HOBOT
OiNbHWLI BUPOOHMLITBA NMiKAPCbKOro 3acoby,
NnopiBHAHO i3 3aTBepaxeHnmMun 4000 1 Ta 8000 n;
3MiHu Il Tuny - 3MiHK 3 AKocCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoproBasibHWiA 3aci6. 3miHa y
NepBUHHIlA yNakoBLi rOTOBOr0 NikapcbKoro
3acoby (Tvn KoHTeliHepa abo fofaBaHHS HOBOTO
KOHTeliHepa) - CTepunbHi Nikapcbki 3acobu Ta
nikapcbki 3acobu 6i0N0riYHOro/iMyHON0MNYHOro
NOXO/KEHHS - Y 3B'A3KY 3 BBE,EHHAM HOBOI
LiNbHUL BUPOBHMLITBA A04AETLCA NaKyBaHHA Mo
200 mn Ta 400 MA y naswkax noniMepHuX 3
noninponisieHy. 3mMiHM BHECEeHi y po3gin
"YnakoBka" B IHCTPYKLIiO 4719 Me4UYHOro
3aCTOCYBaHHSA Ta B KOPOTKY XapakTepucTuky
NiKapCbKoro 3acoby y 38"A3Ky 3 BBEEHHAM
[0AATKOBMX YNakoBOK Ta SK HACNiA0K -
3aTBEPMAKEHHSA TEKCTY MapKyBaHHSA [OAATKOBUX
YNaKOBOK NliKapCbKOro 3acoby

146.

KCO®DJ/TY3A®

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, M0 40
mr, no 1 a6o no 2

TOB «Pow
YkpaiHa»

YKpaiHa

BMNyCK cepil
roToBOro

nikapcbKoro 3acoby:

& . XohpmaHH-/15

LLeiiuapisi/
CLIA/
AnoHisa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPoBaPKeHHS AiSNIbHOCTI BUpobHMKa/imnopTepa

Tabnetkn y énictepi, Pow Nitg, rOTOBOrO JIiKApCbKOro 3acoby, BKIYaUn
no 1 6nictepy y LLiBeiuapis AinbHWL BUNYycKy cepii abo micle npoBeaeHHs
KapTOHHII nayui nepBuHHE Ta KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBiAae
BTOPVHHE BMPOGHUK/IMNOPTEP, HE BKTHOYAKOUN BUNYCK
nakyBaHHs, cepiii) 3MiHa Ha3BM BUPOOHWMKA BiANOBIAA/TLHOIO
BK/THOHAI0UM 3a NepBUHHE Ta BTOPMHHE NaKyBaHHS,
BMNpPO6YyBaHHSA BK/1H0YaK0UM BUNPOBYBaHHS KOHTPO/IHO SKOCTI B

3a
peyenmom

UA/18056/01/02
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

KOHTPOJTIO AKOCTi B
npoueci
BMPOGHMLTBA:
Wapn MekempKnHr
Cepsices, JI/IC,
CLWA
BMPOGHMLTBO
niKapcbKoro 3acooby,
BK/IOYa0UN
KOHTPO/1b B MPOLLECI
BMPOGHMLTBA,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI
npv BUNYCKy Ta
CTabiNbHOCTI:
LLioHori ®apma Ko.,
nra. Cetcy MnaHT,
AnoHia
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
npy BUNYCKy Ta
cTabinbHoCcTi (3a
BUK/IOYEHHSM
MiKpo6ionoriyHol
4YnNCTOTH):

@. XohchmaH-/15
Pow NTpa,
LLiBeiuapis
BMNPO6YBaHHSA
KOHTPOJHO SIKOCTI
npv BUNYCKy Ta
CTabiNbHOCTI (TiNbKN
Mikpob6ionoriyHa
yncToTa):

& . XohpmaHH-/15
Pow NTpa,
LLiBeiuapis

npoueci BUpobHuuTBa. 6€3 3MiHM agpecu Micus
NPOBaKEHHS isi/IbHOCTI.

[itoua pepakuis: Wapn KopnopeliwH, CLUA
lMponoHoBaHa pepakuis: LWapn MekemkuHr
Cepsices, /1/1C, CLLA
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.

147.

KCOD/TY3A®

TabneTtkn, BKPUTI
NNiBKOBOIO
060/10HKO10, Nno 20
Mmr, Mo 2 abo no 4

TOB «Pou
YkpaiHa»

YkpaiHa

BUMYCK cepil
roToBOro
niKapcbKoro 3acoby:
®.XothpmaHH-/15

LLiseliyapisi/
CuwA/
AnoHis

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa

Tabnetku y 6nictepi, Pow Ntg, rOTOBOrO /iKapCbKOro 3acoby, BKIKYakoum
no 1 6nictepy y LLiBeiiuapis OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KapTOHHIN navuj NnepBUHHE Ta KOHTPOJI0 SIKOCTI. (AiSbHICTb, 3a 5Ky BiANOBiAaE
BTOPUHHE BMPOGHUK/IMNOPTEP, He BK/THYAOUM BUMYCK
nakyBaHHs1, cepiii) 3MiHa Ha3BM BUPOOHYMKA BiANOBIAA/ILHOIO
BK/IO4a0YM 3a NepBUHHE Ta BTOPMHHE NaKyBaHHS,

3a
peyerimom

UA/18056/01/01




Hasga

3asiBHuUK
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

148.

KYTIBEUT

BMNPOGYBaHHSA
KOHTPO/IIO AKOCTi B
npoteci
BVMPOGHMLTBA:
Wapn MekegKnHr
Cepsices, JI/1C,
CLIA
BUPOBHULTBO
niKapcbKoro 3acooby,
BK/THOHAI0UM
KOHTPO/1b B MPOLLECI
BVMPOGHMLTBA,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
npy BUNYyCKy Ta
CTabiNbHOCTI:
LioHori ®apma Ko.,
nrta. Cetcy MnaHT,
AnoHis
BMNPO6YBaHHSA
KOHTPOJHO SIKOCTI
npvi BUNYCKy Ta
cTabinbHoCTI (3a
BUK/TIOYEHHSIM
MiKpo6iosioriyHol
YACTOTW):
®. XochpmaH-/1a
Pow NTa,
LLiBeiiuapis
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI
npv BUNYCKy Ta
CTabiNbHOCTI (TiNbkn
Mikpob6ionoriyHa
yucToTa):
®.XothpmaHH-/15
Pow NTa,
LLiBeiiuapis

BK/IHOHAK0UM BUNPOBYBAHHSA KOHTPO/IIO AKOCTI B
npoveci BUpobHuLTBa. 6€3 3MiHM agpecu Micus
NPOBaKEHHS AiSiSIbHOCTI.

[itoya pepaxkuis: Wapn KopnopeiiwH, CLUA
MponoHoBaHa pepakuisn: LWapn MekemkuHr
Cepsices, /1/IC, CLLA
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMAKEHHS.

Kpem 0,05 %, no 15
ry 1y6i; no 1 T1y6i y
KapTOHHI ynakosLii

nakcoCwmit
Knsidn
Ekcnopt
Nimiteq

Benuka
BpuTaHis

Hendcapm MosHaHb
C.A.

MonbLa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHU | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa
Ha3BW NikapcbKoro 3acoby - BuiyyeHHs 3Haky
TM 3 Ha3Bwu /13, y 3B'A3Ky 3 r106a/1bHO0
nosiTMKOI KoMNaHii. [itoya pegakuis:
KyTiBeliT™ Cutivate™ lNponoHoBaHa pefakuis:
KyTiBeliT Cutivate TepmiH BBEAEHHS 3MiH
NpoTArom 6 MicsLiB nicns 3aTBepKeHHs; 3MiHN

| Tuny - AAMiHICTpaTVBHI 3MiHW. 3MiHa

3a
peyenmom

He
nionsieae

UA/2677/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKIYaUn
AiNbHUL BUNYyCKy cepii abo micle npoBeaeHHs
KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae
BMPOGHWK/IMNOPTEp, BKOYAKOUN BUMYCK Cepild) -
3MiHa HaliMeHyBaHHS BUPOGHWYOI AiTbHULL
BiANOBIAA/IbHOI 32 BUPO6HULTBO /13,
BK/IOYAt0UM KOHTPOSb Ta BUMYCK cepild, 6e3
3MiHM agpecu, Micus NPoBaMKeHHS BUPOGHMYOT
[ISNbHOCTI Ta BUKOHYBaHUX (DYHKLiA. JaHa
3MiHa HalilMeHyBaHHSA BUPOGHMKa NPUBOAUTLCS
[10 OHOB/EHOT NiLleH3ii Ha BUPO6HULTBO. TepMmiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPMKEHHS; 3MiHuM | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3miHW) - 3MiHa chopmaTy 3aTBEpAKEHOro
TEKCTYy MapKyBaHHS, a came - BUNYYEHHS i3
3aTrBepmxeHnx MK Ta odhopmieHHs Sk
OKPeMOro peecTpau,iiHoro fokymeHTa. [itoya
pefakuist: MeToam KOHTPOJIH0 SKOCTI:
MAPK/POBKA (gogaeTtbcs NOBHUIA TEKCT
MapKyBaHHSA NEPBUHHOT i BTOPMHHOT YNakoBKM)
MponoHoBaHa pegakuis: MeToan KOHTPOo
akocTi: MAPKYBAHHSA TepmiH BBEAEHHS 3MiH
nNpoTArom 6 MicsLiB nicns 3aTBepkKeHHs; 3MiHW
| Tuny - 3MiHK WoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHu) - 3MiHW BHECEHO
B TEKCT MapKyBaHHS BTOPUHHOI YNakoBKW y
po3gin 17. IHWE. TepmiH BBEAEHHS 3MiH
npoTsrom 6 MicsiLiB nicnsi 3aTBepPAKEHHS

149.

KYTIBENT

Masb 0,005 %, no 15
ry Ty6i; no 1 1y6i y
KapTOHHI ynakoBL,i

nakcoCmit
Knsaiin
Excnopt
Nimiteq

Benvka
BputaHis

Lendhapm Mo3HaHb
CA.

MonbLa

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis:
3MiHW | TRy - AOMIHICTPaTMBHI 3MiHU. 3MiHa
Ha3BW NikapCbKoro 3acoby - BunyyeHHs 3Haky
TM 3 Ha3Bu N3, y 3B'A3KY 3 r1106&/1bHOI
nONITVKOI KoMNaHii. [lilova pegakuis:
KyTiBeliT™ Cutivate™ lNponoHoBaHa pefakuisi:
KyTiBeliT Cutivate TepMiH BBEIEHHS 3MiH
npoTArom 6 MicsLiB NicNA 3aTBEPAKEHHS; 3MiHN
| Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) - 3miHa hopmary
3aTBEPKEHOr0 TEKCTY MapKyBaHHs, a came -
BW/TyYEHHS i3 3aTBEpAxeHnx MKA Ta
0)OPMNEHHS SIK OKPEMOro peecTpauiliHoro
[OKyMeHTa. TepMiH BBEieHHS 3MiH MPOTAroM 6
MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHM | Tuny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus NPOBaMKEeHHS AisIbHOCTI

3a
peyenmom

He
nidnsieae

UA/2677/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0y, BK/IOHAKUM AifbHNLi BUNYCKY cepii abo
MicLie NpoBEeAEHHS KOHTPOJIHO AKOCTI.
(misnbHiCcTb, 3a AKy BigNoBifae
BMPOGHMK/IMNOPTEpP, BK/IOUAUM BUMYCK Cepiid) -
3MiHa HalimeHyBaHHA BUPOGHUYOT AiNbHULL
BiANOBIAa/IbHOI 32 BUPO6HULTBO /13,
BK/THOHAI0UN KOHTPO/Ib Ta BUMYCK Cepil, 6e3
3MiHV agpecu, Micus NPoBaKEHHS BUPOGHNYOT
[ISNbHOCTI Ta BUKOHYBaHUX (PyHKLiA. [aHa
3MiHa HalilMeHyBaHHSA BYPOGHVKa NPUBOAUTLCS
[0 OHOB/EHOI NiLEeH3ii Ha BUPOGHULITBO. 3MiHM
BHECEHO B iHCTPYKL,t0 4151 MELUYHOIO
3acTOCyBaHHS Nikapcbkoro 3acoby y po3ain
«Brpo6HMK» 3 BiAMNOBIAHMMW 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapCbKoro 3acooy.
TepMiH BBEEHHSA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPMKEHHS; 3MiHuM | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHX BHECEHO B TEKCT
MapKyBaHHS BTOPMHHOI YNakoBku y po3gin 17.
IHLWE. TepmiH BBEAEHHSA 3MiH MPOTAroM 6
MicALiB Micnsa 3aTBepAKEHHs

150.

NAHLIEPON®

kancynu no 30 mr,
no 10 kancyny
6nictepi; no 1
6nictepy y nauui

MAT
"Kuismegnp
enapar”

YkpaiHa

MAT
"KniBmegnpenapar”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis:
3MiHu | TUNYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOOHMUTBI (iHLLi
3MiHM) AkTyanisauis posginy 3.2.P.3.3 «Onuc
BMPOOHMYOro NpoLecy Ta KOHTPOJII0 NPoLEecy»,
3MiHa Kkiacy umctotn D Ha knacudikoBaHi
NPUMILLEHHS (BUNYYeHHS iHdhopmaL,ii npo
Knacudikauito BUPOGHNUMX MPUMILLEHb, Y SKNX
NpoBOAATLCA CTafil TEXHOMOrMYHOro npoLecy
BMpO6HMLTBA /13, y 3B’A3KY 3i 3MiHOI Knacy
ynctoTy D Ha knacudikoBaHi NPUMILLEHHS).
3arBepaKeHo:

Po3gin 3.2.P.3.3. «Onnc BUPOGHMYOro npouecy
Ta KOHTPO/II0 NPOLLECY».
«...NMPUMILLLEHHA Knacy 4icToTn D...»
3anponoHoBaHo:

Po3zgin 3.2.P.3.3. «Onnc BUPOGHMYOro npouecy
Ta KOHTPO/II0 NPOLLECY».
«...KnacugikoBaHi NPUMILLEHHS...»

3a
peyerimom

UA/7875/01/01

151.

NIrATo

Kancynv Teepai no
75 mr, no 7 kancyny
6nicTepi; no 2, 3 abo
8 6nicTepiB y
KapTOHHIA Kopoo6Li

Mepokemi
nTa

Kinp

nepBuHHe Ta
BTOPVHHE
nakyBaHHs:
Mepokemi 1T/,
(3aBog AZ), Kinp
BMPOGHMLTBO

Kinp

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MeAMYHOro 3acToCyBaHHA Ha MigcTaBi

3a
peyenmom

He
nionsieae

UA/18107/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

roToBOro
niKapcbKoro 3acooby,
KOHTPO/Ib SIKOCTI,
BWMNYCK Cepil:
Megokemi T4
(LleHTpanbHwuii
3asog), Kinp

perynisipHO OHOBJIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 JOC/iAXEHb, NPOBEAEHUX
BIAMNOBIAHO A0 NAaHy negiatpuyHnX JOCAiAKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XXEHNM OpraHoM) - 3MiHW BHECEHO [0
IHCTPYKLUIT 4155 MeAMYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3giu: "OcobnnBocCTi
3acTtocyBaHHs", "lMo6ivHi peakuii” BignoBigHoO A0
OHOBJIEHOI iHdhopMaLiii 3 6e3neku gitoyoi
peyoBMHM BBeAeHHS 3MiH NpoTArom 3-x MicsLiB
nicnsa 3aTBepKeHHs; 3MiHu | Tuny - 3MiHKW Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLi ons
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHNx/6ionodibHNX Nikapcbkmx
3ac06iB nicns BHECEHHSA TiEl camoi 3MiHN Ha
pethepeHTHM1 NpenapaT (3MiHa He noTpebye
HafjaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby y po3ginu:
"®apmakonoriyHi BractmsocTi”, "lMokasaHHA",
"B3aemogia 3 iHWKMMM Nikapcbkumn 3acobamm Ta
iHWi BUAW B3aemopiii", "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHA rpyaat”, "Cnocio
3acTocyBaHHs Ta fo3un", "MobiuHi peakuyii" 3rigHo
3 iHhbopMaLjelo WoA0 MeAUYHOTO 3aCTOCYBaHHS
pechepeHTHOro nikapcbkoro 3acoby (JTIPUKA,
Kancynu) BeegeHHs 3MiH NpoTAaroM 3-x Micsuis
nicns 3aTBepmkKeHHs; 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edheKkTBHOCTI Ta thapMakoHarnagy
(iHWi 3MiHM) * 3MiHWM BHECEHO A0 IHCTPYKLUiT AnA
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ain "Mo6iyHi peakuii Wo[0 BaX/IMBOCTI
3BiTYyBaHHA NPo NobiyHi peakuii. BBeAeHHsA 3MiH
npoTsrom 3-x MicsiliB nicnsl 3aTBEPKEHHS

152.

NIrATO

Kancynv TBepai no
300 mr, no 7 kancyn
y 6nictepi; no 2, 3
abo 8 6nictepiB y
KapTOHHI Kopoo6Li

Mepokemi
nTa

Kinp

nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
Megokemi T4
(3aBog AZ), Kinp
BMPOGHMLTBO
roToBOro
NiKapcbKoro 3acooy,

Kinp

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOoCyBaHHA Ha NigcTasi
perynsipHo OHOB/IOBAHOTO 3BiTY 3 6e3neku
niKapcbKkoro 3acoby, abo gocnimkeHb 3 6e3neku

3a
peyenmom

He
nidnsieae

UA/18107/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTPO/1b AKOCTI,
BUNYCK cepi:
Mepokemi T4
(UeHTpanbHuii
3aBsog), Kinp

3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbtart
OLLiHKM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NaHy negiaTpuyHUX SOCAIAKEHb
(PIP) (3MiHy y3rokeHo 3 KOMNETEeHTHUM
YMNOBHOB&XEHWM OpraHom) - 3MiHN BHECEHO 0
IHCTPYKUIi A1 MEeANYHOr0o 3acTOCYBaHHSA
nikapcbkoro 3acoby y po3giu: "OcobnnBocCTi
3actocyBaHHs", "lNo6ivHi peakuii" BiANOBIAHO A0
OHOB/IEHOI iHdhopMaLii 3 6e3nekn Aitoyoi
peyoBUHU BBeAEeHHSA 3MiH NPoTAroM 3-x micsuiB
nicns 3aTBepkeHHs; 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKIili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHsA
reHepuyYHUX/ribpuaHNX/6ionoibHNX NikapCbKnx
3ac06iB NicNsi BHECEHHSA TiET caMoi 3MiHW Ha
pedhepeHTHWI NpenapaT (3MiHa He noTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHWN BHECEHO A0 IHCTPYKLi 415 MegUyYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"papmMakonoriyHi BnactusocTi”, "MokasaHHs",
"B3aemogis 3 iHWVMK nikapcbkumMn 3acobamu Ta
iHWIi BUAn B3aemogjii”, "OcobanBocCTi
3acTocyBaHHSA", "3acTocyBaHHS Yy nepiog,
BariTHOCTi abo rogyBaHHA rpyaat”, "Cnocio
3acTocyBaHHs Ta fo3u", "MobiuHi peakuyii” 3rigHO
3 iHghopmaLieto WoA0 MeguyHOro 3acTocyBaHHS
pedrepeHTHOro nlikapcbkoro 3acoby (JIIPVIKA,
kancynv) BeefeHHst 3MiH NpoTArom 3-x micsiuis
nicnsa 3aTBepKeHHs; 3MiHu | Tuny - 3MiHKU Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy
(iHWi 3MiHK) * 3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3gain "Mo6iuHi peakyii" WoA0 BaXNNBOCTI
3BiTyBaHHS Npo NobiyHi peakuii. BBegeHHs 3MiH
npoTAroM 3-x MicsiuiB Nicns 3aTBepKEeHHS

153.

NIrATO

Kancysu TBepgi no
150 mr, no 7 kancyn
y 6nicTepi; no 2, 3
abo 8 bnicTtepis y
KapTOHHIA KopooLi

Megokemi
nTa

Kinp

nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
Megokemi NTA
(3aBog AZ), Kinp
BUPOBHULTBO
roToBOro
nikapcbKoro 3acooby,
KOHTPO/b AKOCTI,
BMMNYCK cepil:

Kinp

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT A4S
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOIO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
nicrisipeecTpaviinuii nepiog, abo sk pesynbtat

3a
peyerimom

He
nionsieae

UA/18107/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Megokemi T4
(UeHTpanbHuii
3asop), Kinp

OLLiHKVM 3BIiTYy 3 AOC/iAXEHb, MPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHnX JocnigxeHb
(PIP) (3MiHY y3rofXeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHNM OpraHoM) - 3MiHV BHECEHO [0
IHCTPYKUIi ANA MeAUYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby y po3ainu: "OcobanBocTi
3acTocyBaHHs", "lNo6GiyHi peakuii" BiANOBIAHO A0
OHOB/EHOT iHhopMaLii 3 6e3neku Aito4ol
peyoBuHM BBeaeHHs 3MiH NpoTArom 3-x MicsLiB
nicns 3aTBepmkeHHs; 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHM y KOPOTKili XapaKTepuCTuL NikapcbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyYHNX/ribpuaHNX/6ionogibHNX NikapCbkmx
3ac06iB nicns BHECEHHSA TiEl camoi 3MiHN Ha
pechepeHTHW1 NpenapaT (3MiHa He noTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3aCToCyBaHHSA Nikapcbkoro 3acoby y po3ainu:
"dapmakonoriyHi BnactusocTi”, "Moka3aHHs",
"B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta
iHWi BMAaW B3aemogiin", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHA Y nepiog,
BariTHocTi abo rogysaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta fo3un", "MobiuHi peakuii" 3rigHO
3 iHghopmaLieto WoA0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (JTIPUKA,
Kancynu) BeefeHHs1 3MiH NpoTAroM 3-x Micsuis
nicna 3aTBepkeHHs; 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3MiHK) * 3MiHWM BHECEHO A0 IHCTPYKLUiT AnA
MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby y
po3gain "MobiuHi peakyi” Woa0 BaXINBOCTI
3BiTyBaHHSA Mpo nobiyHi peakuii. BBeAeHHsA 3MiH
npoTsArom 3-x MicsLiB Nicns 3aTBEPAKEHHS

154.

nismHonrPn
N-TEBA

Tabnetku no 10 wmr;
no 10 tabnetok y
6nictepi; no 3 abo 6
6nicTepiB y kopobu,i

TOB «TeBa
YkpaiHa»

Ykpaina

Mepkne 'M6X,
HimeuunHa
(BupobHuyteo
Hepo3dacoBaHol
npoaykuii, 103BiN Ha
BWMNYCK Cepil;
MNepBuHHa Ta
BTOPUHHA YNaKoBKa,
KOHTPO/1b SIKOCTI)

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MEeANYHOro 3acToCyBaHHA Ha migcTaBi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbtart
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX
BiANOBIAHO A0 MaHy nefiaTpuyHUX JOCAIMKEHb

3a
peyenmom

He
nionsieae

UA/1572/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

(PIP) (iHWwi 3MiHN) - 3MiHM BHECEHO A0 IHCTpyKL;i
AN MeAMYHOro 3acTOCYBaHHS NikapCbKoro
3acoby A0 po3ginis "B3aemogis 3 iHLWmMu
nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aemogijin", "Ocob/MBOCTi 3aCTOCyBaHHSA",
"3acTocyBaHHA y nepiof BarirTHocTi abo
rogyBaHHs rpyaa” (YTOUHEHHs iHdhopmadii),
"34aTHICTb BNMBATY Ha LIBUAKICTL peakLiii npu
KepyBaHHI aBTOTPaHCNOPTOM abo iHWKMK
MexaHismamu', "Mepepo3yBaHHs", "MobiyHI
peakuii” 3 6e3neku 3acCTocyBaHHSA Aitoyol
peyoBuHM BBeaeHHs 3MiH NpoTArom 3-x MicsLiB
nicns 3aTBepmkeHHs; 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHM y KOPOTKili XapaKTepuCTuL NiKapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyYHNX/ribpuaHNX/6ionogibHNX NiKapCbKmx
3ac06iB nicns BHECEHHSA TiEl camoi 3MiHN Ha
pethepeHTHW Npenapart (3MiHa He noTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHN BHECEHO A0 IHCTPYKLiT 4518 MeauyHoro
3acToCcyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"apmakonoriyHi BnacTneocTi”,
"MpoTunoka3aHHa", "Cnoci6 3acTocyBaHHsA Ta
[031"(YTOUHeHHs iHchbopmad,i), "Aitn" BignosigHO
[0 OHOB/EHOI iHdhopMaLii pechepeHTHOro
nikapcbKoro 3acoby Zestril, Tabnetkn BeegeHHs
3MiH NpoTAroM 3-x MicslLiB Nicns 3aTBepKEHHS

155.

nismHonpPn
N-TEBA

Tabnetkn no 20 wmr;
no 10 TabneTok y
6nictepi; no 3 a6o 6
6nicTepis y kopobu,i

TOB «TeBa
Ykpaina»

YkpaiHa

Mepkne T'm6X,
HimeuunHa
(Bnpo6HULTBO
Hepo3acoBaHol
npoaykuii, 03BN Ha
BUNYCK cepil;
MepBuHHA Ta
BTOPWHHA YMakoBKa,
KOHTPO/b SIKOCTI)

HimeyunHa

BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT A4S
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOTIO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
nicnapeecTpaviinnii nepiog, abo Ak pesynbtat
OLLiHKVM 3BIiTYy 3 AOC/iMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NMaHy negiatpudHnX AocnigxeHb
(PIP) (iHWwi 3MiHK) - 3MiHM BHeCeHO A0 IHCTpyKL;i
AN MeANYHOro 3acTOCYBaHHS NikapCbKoro
3acoby A0 po3ainis "B3aemogis 3 iHLWMMU
nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aemogiin", "OcobMBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar" (YTOYHEHHs iHdhopmaii),

3a
peyerimom

He
nionsieae

UA/1572/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

"34aTHICTb BNIMBATY Ha LWBWAKICTb peakLiii npu
KepyBaHHi aBTOTpPaHCNopTOM abo iHWKMK
MexaHismamu', "Mepepo3ysaHHa", "MobiyHi
peakuii" 3 6e3nekn 3aCTOCyBaHHS Ailo4oi
peyoBUHM BBeAEeHHSA 3MiH NPoTAroM 3-x MicsuiB
nicna saTBepkeHHs; 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHsA
reHepuyYHNX/ribpuaHNX/6ionoibHNX NikapcbKnx
3aco06iB NicNsi BHECEHHSA TiET caMoi 3MiHW Ha
pedhepeHTHWI NpenapaT (3MiHa He noTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHN BHECEHO A0 IHCTPYKLIT 418 MeanyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"apmakonoriyHi BnacTnsocTi”,
"MpoTunoka3saHHa", "Cnoci6 3acTocyBaHHA Ta
[031"(YTOUHEHHs iHdopmadii), "Aitn" BignosigHO
[0 OHOBNEHOI iHGhopMaLil pedhepeHTHOro
nikapcbkoro 3acoby Zestril, Tabnetkn BBegeHHs
3MiH NpoTAroM 3-x MicsiLiB Nicnsi 3aTBEPAKEHHS

156.

NniSNHONPH
N-TEBA

Tabnetkn no 5 mr;
no 10 TabneTtok y
6nictepi; no 3 abo 6
6nicTepis y Kopobu,i

TOB «TeBa
YkpaiHa»

YKpaiHa

Mepkne 'vbX,
Himeuunna
(BupobHuuTtBo
Hepo3acoBaHol
npoayKuii, 403BIN Ha
BWMNYCK Cepil;
MNepBuHHa Ta
BTOPUHHA YNaKoBka,
KOHTPO/Ib SKOCTI)

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOoCyBaHHA Ha NigcTasi
perynsipHo OHOB/IOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTar
OLLiHKVM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NiaHy negiaTpuyHUX SOCAIAKEHb
(PIP) (iHLi 3MiHK) - 3MiHW BHECEHO A0 IHCTPYKUT
0151 MeMYHOro 3acTOCyBaHHS NiKapCbKOro
3acoby A0 po3ainis "B3aemogis 3 iHWNMK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiin", "OcobMBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiog BaritTHocTi abo
roflyBaHHs rpyaaro” (yTouHeHHs iHdopmaui),
"34aTHICTb BNAMBATY Ha LBWAKICTb peakLi npu
KepyBaHHi aBTOTpPaHCMoOpPTOM abo iHWMMHK
MexaHismamun”, "MepenosyBaHHA", "T0O6IYHI
peakuii" 3 6e3nekn 3acToCyBaHHA Ailo4oi
peyoBMHM BBeAeHHS 3MiH NpoTAroM 3-x MicsLiB
nicnsa 3aTBepKeHHs; 3MiHu | Tuny - 3MiHKW Woao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsagy.

3a
peyenmom

He
nidnsieae

UA/1572/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLi ons
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHNx/6ionogdibHNX NikapcbKnx
3ac06iB nicns BHECEHHSA TiEl camoi 3MiHN Ha
pethepeHTHMi1 NpenapaT (3MiHa He noTpebye
HafjaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHV BHeceHO A0 IHCTPpyKUii AN MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby Ao po3ainis
"®apmakooriyHi B1acTmBocTi",
"MpoTunokasaHHA", "Cnoci6 3acTocyBaHHA Ta
[031"(yToUuHeHHs iHdopmadii), "Aitn" BignosigHoO
[0 OHOBJIEHOT iHGhopMaLii pechepeHTHOro
nikapcbKoro 3acoby Zestril, Tabnetkn BeegeHHs
3MiH NpOTArom 3-X MiCALIB NicNsa 3aTBEPKEHHS

157.

NIHEBIOTUK

PO34unH NS iHdy3il,
2 mr/mn, no 300 mn
y donakoHi, no 1
hnakoHy y
KapTOHHIA Kopoo6Li

MicTpan
Kenitan
MeHemxmeH
T NimiTepq,

AHrnis

BEM Inay CaH. Be
Tik. A.C.

TypeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHs Ta IHCTPYKLUIT Ana
MEeANYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nexu
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX
BiAMNOBIAHO A0 NiaHy negiatpuyHnX JOCAiAKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMNeTeHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiHW BHECEHO [0
IHCTPYKU|ii 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3giu: "OcobnnBocCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 403u1"
(yTouHeHHs iHchopmawii), "MobiuHi peakwii™
BiANOBIAHO A0 OHOB/EHOI iHChOpMaL,i 3 6e3nekn
LitoY0i pevyoBuHU. BBeeHHSA 3MiH NPOTAroMm 6-Tu
MicsLIB MiCNsA 3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/18904/01/01

158.

nionie-
BIOJIK

niodpinizar ana
eMynbCii ons
iH'ekyjiin; 1 donakoH
abo nnsawka 3
niocpinizatom y
nauu,i

TOB
"BIONIK
OAPMA"

YkpaiHa

TOB "BIOJNIIK
PAPMA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHK | TUNY - AAMIHICTPaTUBHI 3MiHW. (iHLWI
3MiHM). 3MiHa Ha3Bu BUpoGHKKa 13 Ta
npvBefeHHA afpecn MicLe3HaxoMKeHHS HOBOTO
BUPOBHMKA Y BiANOBIAHICTbL A0 pEECTPY Ha3B
yp6aHoHIMIB y M. XapkoBi. TexHonoris
BMPOGHMLTBA, BUPOOHUYE 061aQHEHHS,
BUPOGHMYI AiNbHULI Ta MicLe NPOBeAEHHS
KOHTPO/H SIKOCTi 3a/IMLLINNCL HE3MIHHUMN.
TepMiH BBEEHHS 3MiH - TPOTATrOM 6 MicALiB
nicns 3aTBepKeHHs. 3MiHu | Tvny -
AAMiHICTPaTMBHI 3MiHW. (HLWi 3MiHK). 3MiHa

3a
peyenmom

He
nionsieae

UA/3549/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ha3Bu BUPOOHMKa ADI, y 3B'A3KY 3i 3MIHOO
3anBHUKa (BNacHNKa peectpauiiiHoro
NOCBIAYEHHSA) Ta 3 METOK CTBOPEHHS rpynu
KOMMaHili y hapmaveBTUYHIl ranysi Ha 6asi
3aTBEPAKEHOr0 BUPOGHMYOro MaingaHumka AT
"BIOJNIIK", Ta NnpuBeAEHHA aapecu
MiCL,e3HaxX0KEHHS BUPOOHMKA Y BiAMOBIAHICTb
[0 peecTpy Ha3B ypbaHOHIMIB y M. XapKoBi.
Brpo6HWyi ginbHuLi Ta yci BUpo6HuYi onepadii
3aMWAaTbLCA HE3MIHHUMUN. TepMiH BBeAeHHS
3MiH - NPOTArom 6 MicsiLiB MicNs 3aTBEPKEHHS.

159.

NINO®NABO
H-KAPJIO

niodpinizat gns
emynbCii Ans
iH'ekyjii; 1 donakoH
abo nnswka 3
niocgpinizatom B
nauui

TOB
"BIONIK
DAPMA"

YkpaiHa

TOB "BIOJIIK
PAPMA"

Ykpaina

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHY | TUny - AAMiHICTPaTWBHI 3MiHW. (iHLWi
3MiHKM). 3MiHa Ha3Bu BUpPOOHUKa M3 Ta
npyBeLEHHS afpecn MicLLe3Hax04KeHHS HOBOro
BMPOGHMKA Y BiAMNOBIAHICTb 40O PEECTPY Ha3B
yp6aHoHIMIB y M. XapkoBi. TexHonoris
BMPOGHMLTBA, BUPOOHUYE 06n1aaHaHHS,
BMPOGHWYI ibHUL Ta MicLie NpoBeAeHHS
KOHTPOO AKOCTi 3a/IULLINNCH HE3MIHHUMMU.
TepMmiH BBELIEHHS 3MiH - NPOTArom 6 micsiuis
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
AAMIHICTpaTVUBHI 3MiHW. (HLI 3MiHK). 3MiHa
Ha3BW BNPOGHKKa AD| "JleynTuH-cTaHgapT” Ta
BMpoGHMKa APl "KBepueTuH", y 3B'A3Ky 3i
3MiHO 3asiBHKKA (BN1acHVKa peecTpauiiHoro
NOCBIAYEHHS) Ta 3 METOK CTBOPEHHS rpynun
KOMMaHili y hapmaLeBTUYHI ranysi Ha 6asi
3aTBEPAXEHOr0 BUPOGHMYOro MaingaHumka AT
"BIOJIIK", Ta NnpuBeAEHHA aapecu
MiCL,e3HaxX0)KEHHS BUPOOHMKA Y BiAMOBIAHICTb
[0 peecTpy Ha3B ypHbaHOHIMIB y M. XapKoBi.
Brpo6HWYi ginbHuLi Ta yci BUpo6HWYi onepadii
3a/IMWAIOTLCA HE3MIHHUMU. TepMiH BBeAEHHS
3MiH - NPOTArom 6 MicsiLiB MicNs 3aTBEPIKEHHS.

3a
peyerimom

UA/3581/01/01

160.

NINO®NABO
H-O®TA

Kpansi OuHi,
niodpinizar ana
eMy/bCil; 1 dpnakoH
3 niocpinizatom Ta 1
chnakoH 3 1,5 mn
PO34MHHYKA (PO34NH
HaTpito xnopugy 9
Mr/mn) pasom i3
KpULLIKOHO-
KpanesnbHULEe B
iHAVBIAYa/TbHUX
naykax 3 KapToHy

TOB
"BIONIK
DAPMA"

YkpaiHa

TOB "BIOJIIK
PAPMA"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasis:
3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHW. (iHLLUI
3MiHK). 3MiHa Ha3Bu BUpPOOHUka M3 Ta
npuBeLEeHHs agpecn MicLie3Haxo4KeHHs HOBOro
BMPOGHMKA Y BiAMNOBIAHICTb 1O PEECTPY Ha3B
yp6aHoHIMIB y M. XapKkoBi. TexHonoris
BMPOGHMLTBA, BUPOOHUYE 06nafHaHHS,
BMPOGHWYI ibHUL Ta MicLie NpoBeAEHHS
KOHTPOJO AKOCTI 3aUTULLNINC HE3MIHHUMW.
TepMmiH BBELEHHS 3MiH - NPOTArom 6 micsuis
nicnsa 3aTBepkeHHsA. 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. (iHLI 3MiHK). 3MiHa
Ha3BW BNpo6HKKa AD| "JleynTuH-cTaHgapT” Ta

6e3
peyenma

UA/3053/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMpo6HMKa APl "KBepueTuH", y 3B'A3Ky 3i
3MiHOI 3asiBHUKA (BNacHMKa peecTpayiiiHoro
NOCBIAYEHHSA) Ta 3 METOK CTBOPEHHS rpynu
KOMMaHili y hapmaveBTUYHIl ranysi Ha 6asi
3aTBEPAKEHOr0 BUPOGHMYOro MaingaHumka AT
"BIOJNIIK", Ta NnpuBeAEHHA aapecu
MiCL,e3HaxX0KEHHS BUPOOHMKA Y BiAMOBIAHICTb
[0 peecTpy Ha3B ypbaHOHIMIB y M. XapKoBi.
Brpo6HWyi ginbHuLi Ta yci BUpo6HuYi onepadii
3aMWAaTbLCA HE3MIHHUMUN. TepMiH BBeAeHHS
3MiH - NPOTArom 6 MicsiLiB MicNs 3aTBEPKEHHS.

161.

NINPUMAP®

TabneTtkn, BKPUTI
NAiBKOBOO
060/10HKO10, 1Mo 20
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepn a6o no 10
6nictepis y
KapTOHHIA KOpoo6Li

AngxoH HOC
111C

CLWA

Brpo6HMLUTBO in
bulk, nepeuHHa Ta
BTOPWHHA YNakKoBKa,
KOHTPO/Ib SKOCTi Ta
BUMYCK Cepii:
Mdpaiizep
MeHtodekuypuHr
[Loliuneng r'v6X,
HimeuumnHa,;
BMPOGHULITBO in
bulk, koHTponb
skocTi: Mdpaiizep
dapmactoTikan3
NNcC, CWA

Himeyuunna/
CLWA

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BeefeHHs abo 3MiHu [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0co6u 3as1BHMKA, BiANOBIAA/IbHOT 32
thapmakoHarnsag. fitoya pefakuis: Barbara De
Bernardi. MponoHoBaHa pegakuis: Dr Eiko
Soehlke, MD MPH. 3MiHa KOHTaKTHUX gaHuX
YNOBHOB&XEHOT 0cO6M, BiANOBIAaNbHOI 3a
hapmakoHarniag. 3miHa KOHTaKTHOT 0co6u
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YkpaiHi. [itoya pefakuis: Y3nosa IpuHa.
MponoHoBaHa pepakuin: basnnescbka tOnis
BanepiiBHa 3MiHa KOHTAKTHUX AaHVX KOHTaKTHOI
0cobu 3as1BHMKa, BIANOBIAA/ILHOT 38
thapmakoHarnag B Ykpaini. 3miHa
MicL,e3HaxXoKEHHS MacTep-ghaiina cuctemm
thapmakoHarnsgy Ta lioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSNIbHOCTI 3
dhapmakoHarnsgy

3a
peyerimom

UA/2377/01/01

162.

NINPUMAP®

TabneTkn, BKPUTI
NAiBKOBOO

AngxoH HOC
111C

CLIA

Brpo6HMUTBO in
bulk, nepsuHHa Ta

Himeuumnna/
CLWA

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

060/10HKO0, M0 40 BTOPVHHA YNaKoBKa,
mr, no 10 TabneTok KOHTPO/Tb SIKOCTi Ta BBeaeHHs1 a60 3MiHN A0 y3arasibHeHUX AaHuX
y 6aicTepi; no 3 BMNYCK cepil: npo cuctemy gpapMakoHarnsay (BBefeHHs

3a
peyenmom

UA/2377/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nictepu B
KapTOHHIA Kopoo6Li

Mdpaiizep
MeHtohekyypuHr
Loiiunens rvoX,

HimeyunHa;
BUPOBHMLTBO in
bulk, koHTpONb
akocTi: MNdpaiizep
PapmactoTikan3
NNC, CWA

y3ara/ibHeHUX JaHuX npo cuctemy
thapmakoHarnsgy, amMiHa ynoBHOBaXeHO! ocobu,
BiNOBIAANbHOI 3a 3[jICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHuKa ANa 34iliCHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa Bif, YNOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-dhaiina cuctemu
thapmMakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
0cobu 3asBHVKa, BigNOBIAaIbHOT 3a
thapmakoHarnag. [livoua pegakuisn: Barbara De
Bernardi. NponoHoBaHa pefakuis: Dr Eiko
Soehlke, MD MPH. 3MiHa KOHTaKTHUX AaHuX
yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
thapmakoHarnag. 3miHa KOHTakTHOT 0co6u
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag B
YkpaiHi. [itova pefakuis: ¥Y3nosa IpuHa.
MponoHoBaHa pepakuin: basnnescbka tOnis
BanepiiBHa 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32
hapmMakoHarnsag B YkpaiHi. 3miHa
MicLIe3HaxXoKeHHs MacTep-thaiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
hapmakoHarnagy

163.

NINPUMAP®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO!0, M0 80
Mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHIA KopooLi

AngxoH HOC
111C

CLWA

MNepBuHHa Ta
BTOPVHHA YNakKoBKa,
KOHTPO/Ib AKOCTi Ta
BWMNYCK Cepil:
Mdpaiizep
MeHtodekuypuHr
[Loliuneng r'v6X,
HimeuumnHa,;
BMPOGHULITBO in
bulk, koHTponb
skocTi: Mdpaiizep
dapmactoTikan3
NNC, CWA

HimeuuunHa/
CWA

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX nNpo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
thapMmakoHarnsgy B YkpaiHi, KLU0 BOHA
BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-goaiina cuctemmn
hapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi
0cobu 3as1BHUKa, BIAMNOBIAA/ILHOT 38
thapmakoHarnsg. [itova pegakuisi: Barbara De
Bernardi. MponoHoBaHa pegakuis: Dr Eiko
Soehlke, MD MPH. 3MiHa KOHTakTHUX gaHuX
YMOBHOBaXXEHOI 0CO6M, BigNOBIiga1bHOI 3a

3a
peyenmom

UA/2377/01/03




138

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

hapmakoHarnsg. 3mMiHa KOHTaKTHOT 0cobu
3asBHVKa, BigNoBiga/IbHOT 3a hapmakoHarnsg B
YKpaiHi. [jtoua pefakuis: Y3nosa IpuHa.
MponoHoBaHa pepakuin: basnnescbka HOnis
BanepiiBHa 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
0cobu 3asBHVKa, BigNOBiAaIbHOT 3a
chapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaxoKeHHs MacTep-thaiina cuctemu
hapmakoHarnsigy Ta iioro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy

164.

NINPUMAP®

TabneTtkn, BKPUTI
NAiBKOBOO
060/10HKO10, 1Mo 10
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepn a6o no 10
6nictepis y
KapTOHHIA KOpoo6Li

AngxoH HOC
111C

CLWA

Brpo6HMLUTBO in
bulk, nepeuHHa Ta
BTOPWHHA YNakKoBKa,
KOHTPO/Ib SKOCTi Ta
BUMYCK Cepii:
Mdpaiizep
MeHtodekuypuHr
[Loliuneng r'v6X,
HimeuumnHa,;
BMPOGHULITBO in
bulk, koHTponb
skocTi: Mdpaiizep
dapmactoTikan3
NNcC, CWA

Himeyuunna/
CLWA

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BeefeHHs abo 3MiHu [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0co6u 3as1BHMKA, BiANOBIAA/IbHOT 32
thapmakoHarnsag. fitoya pefakuis: Barbara De
Bernardi. MponoHoBaHa pegakuis: Dr Eiko
Soehlke, MD MPH. 3MiHa KOHTaKTHUX gaHuX
YNOBHOB&XEHOT 0cO6M, BiANOBIAaNbHOI 3a
hapmakoHarniag. 3miHa KOHTaKTHOT 0co6u
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YkpaiHi. [itoya pefakuis: Y3nosa IpuHa.
MponoHoBaHa pepakuin: basnnescbka tOnis
BanepiiBHa 3MiHa KOHTAKTHUX AaHVX KOHTaKTHOI
0cobu 3as1BHMKa, BIANOBIAA/ILHOT 38
thapmakoHarnag B Ykpaini. 3miHa
MicL,e3HaxXoKEHHS MacTep-ghaiina cuctemm
thapmakoHarnsgy Ta lioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSNIbHOCTI 3
dhapmakoHarnsgy

3a
peyerimom

UA/2377/01/04

165.

NIPNKA

Kancynu no 50 wr;
no 21 kancyniy
6nicTepi; no 1 abo
no 4 6nictepu B
KapTOHHI Kopoo6Lli

AngxoH HOC
111C

CLIA

Mdpaiizep
MeHtodekuypuHr
LoiiuneHg Tv6X

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHS

3a
peyenmom

UA/3753/01/05
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

y3ara/ibHeHUX JaHuX npo cuctemy
thapmakoHarnsgy, amMiHa ynoBHOBaXeHO! ocobu,
BiNOBIAANbHOI 3a 3[jICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa Bif, YNOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-dhaiina cuctemu
thapmMakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
0cobu 3asBHVKa, BigNOBIAaIbHOT 3a
thapmakoHarnag. [livoua pegakuisn: Barbara De
Bernardi. NponoHoBaHa pefakuis: Dr Eiko
Soehlke, MD MPH. 3MiHa KOHTaKTHUX AaHuX
yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
thapmakoHarnag. 3miHa KOHTakTHOT 0co6u
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag B
YkpaiHi. [itova pefakuis: ¥Y3nosa IpuHa.
MponoHoBaHa pepakuin: basnnescbka tOnis
BanepiiBHa 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32
hapmMakoHarnsag B YkpaiHi. 3miHa
MicLIe3HaxXoKeHHs MacTep-thaiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
hapmakoHarnagy

166.

NIPUKA

Kancynu no 75 wr,
no 14 kancyny
6nicTepi; no 1 abo
no 4 6nictepv B
KapTOHHI kopobuyj;
no 21 kancyniy
6nicTepi; no 1 abo
no 4 6nictepu B
KapTOHHI Kopoo6Li

AngxoH HOC
111C

CLWA

Mdpaiizep
MeHtohekUypuHr
[Jonunena MrmeX

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX nNpo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO BOHA
BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-goaiina cuctemmn
hapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi
0cobu 3as1BHUKa, BIAMNOBIAA/ILHOT 38
thapmakoHarnsg. [itova pegakuisi: Barbara De
Bernardi. MponoHoBaHa pegakuis: Dr Eiko
Soehlke, MD MPH. 3MiHa KOHTakTHUX gaHuX
YMOBHOBaXXEHOI 0CO6M, BigNOBIiga1bHOI 3a

3a
peyenmom

UA/3753/01/04




140

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

hapmakoHarnsg. 3mMiHa KOHTaKTHOT 0cobu
3asBHVKa, BigNoBiga/IbHOT 3a hapmakoHarnsg B
YKpaiHi. [jtoua pefakuis: Y3nosa IpuHa.
MponoHoBaHa pepakuin: basnnescbka HOnis
BanepiiBHa 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
0cobu 3asBHVKa, BigNOBiAaIbHOT 3a
chapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaxoKeHHs MacTep-thaiina cuctemu
hapmakoHarnsigy Ta iioro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy

167.

NIPNKA

kancynu no 150 mr;
no 14 kancyny
6nictepi; no 1 a6o
no 4 6nictepu B
KapTOHHI kopobuyj;
no 21 kancyniy
6nicTepi; no 1 abo
no 4 6nictepu B
KapTOHHIA Kopoo6Li

AngxoH HOC
111C

CLWA

Mdpaiizep
MeHodekuypuHr
Loiunena rmexX

HimeyunHa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BeefeHHs abo 3MiHu [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA hapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0co6u 3as1BHMKA, BiANOBIAA/IbHOT 32
thapmakoHarnsag. fitoya pefakuis: Barbara De
Bernardi. MponoHoBaHa pegakuis: Dr Eiko
Soehlke, MD MPH. 3MiHa KOHTaKTHUX gaHuX
YNOBHOB&XEHOT 0cO6M, BiANOBIAaNbHOI 3a
hapmakoHarniag. 3miHa KOHTaKTHOT 0co6u
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YkpaiHi. [itoya pefakuis: Y3nosa IpuHa.
MponoHoBaHa pepakuin: basnnescbka tOnis
BanepiiBHa 3MiHa KOHTAKTHUX AaHVX KOHTaKTHOI
0cobu 3as1BHMKa, BIANOBIAA/ILHOT 38
thapmakoHarnag B Ykpaini. 3miHa
MicL,e3HaxXoKEHHS MacTep-ghaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSNIbHOCTI 3
dhapmakoHarnsgy

3a
peyerimom

UA/3753/01/02

168.

NIPNKA

kancynu no 300 mr;
no 21 kancyniy
6nicTepi; no 1 abo
no 4 6nictepu B
KapTOHHI Kopoo6Lli

AngxoH HOC
111C

CLIA

Mdpaiizep
MeHtodekuypuHr
LoiiuneHg Tv6X

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHS

3a
peyenmom

UA/3753/01/06




141

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

y3ara/ibHeHUX JaHuX npo cuctemy
thapmakoHarnsgy, amMiHa ynoBHOBaXeHO! ocobu,
BiNOBIAANbHOI 3a 3[jICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa Bif, YNOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-dhaiina cuctemu
thapmMakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
0cobu 3asBHVKa, BigNOBIAaIbHOT 3a
thapmakoHarnag. [livoua pegakuisn: Barbara De
Bernardi. NponoHoBaHa pefakuis: Dr Eiko
Soehlke, MD MPH. 3MiHa KOHTaKTHUX AaHuX
yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
thapmakoHarnag. 3miHa KOHTakTHOT 0co6u
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag B
YkpaiHi. [itova pefakuis: ¥Y3nosa IpuHa.
MponoHoBaHa pepakuin: basnnescbka tOnis
BanepiiBHa 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32
hapmMakoHarnsag B YkpaiHi. 3miHa
MicLIe3HaxXoKeHHs MacTep-thaiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
hapmakoHarnagy

169.

noKkcuaon

PO3YUH ANS iH'EKLN,
15mr/1,5mnno 1,5
M B amnysi; no 3
amnysn y KOHTYpHil
YapyHKOBIli
ynakosLj; no 1
KOHTYpHIl
YapyHKOBIli yrnakoBLi
B KApPTOHHIli Kopobu,i

TOB
"YOP/[,
MEANLIMH"

Ykpaina

K.O. Pomdhapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHs Ta IHCTPYKLUIT Ana
MEeANYHOro 3acToCyBaHHA Ha migcTaBi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbtart
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NAaHy negiatpuyHnX fOCAIAKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMNeTeHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiHN BHECEHO 10
IHCTPYKLUIii 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy “"3acTocyBaHHA Y
nepiog sariTHoCTi abo rogyBaHHs rpyaat”
BIANOBIAHO A0 pekomeHAauin PRAC. TepmiH
BBE/EHHS 3MiH MPOTSAroM 6 Micauis nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/14841/01/01

170.

NOPAHIIH

cnpeli 4n1a poToBOi

TOB

YKpaiHa

TOB "Mikpodapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiinHMx MaTepiasis:

6e3

UA/14801/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
NOPOXHUHM 1o 50 "Mikpodhapm 3miHu | TMRY - 3miHk 3 sKocTi. CepTudikar peyenma

MY pnakoHi Ta
posnuioBayem; no
1 donakoHy B nav, 3
KapToHy

BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI 260 BUMYyYEHHS cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[O0MOMIXHOT peyoBrHY (cepTuddikat
BiANoOBigHOCTI EBponelickkili hapmakonei) -
HoBwii cepTudikaT Bif, BXe 3aTBEPIAKEHOTO
BMPOOHMKA - MOJaHHS HOBOrO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Bif,
BXE 3aTBep-AKeHOro Bupo6Huka AdI
Xnop6yTtaHony remirigpat JSC OLAINFARM,
Nartsia, CEP Ne R1-CEP 2013-148-Rev 00.
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY a6o
€Bponeiicbkoi thapmakonei, abo iHLwoi
HaujioHasIbHOI thapmakonei aepxasun €C (3miHa
y cneuudikayisix, NoB'A3aHa 3i 3aMiHOK0 BUMOT
MoHorpadii APY abo iHWOT HalioHaNbHOT
hapmakonei gepxasu €C Ha BUMOrn
MoHorpadii €Bponeiicbkoi thapmakoner)

- 3aMiHa BUMOr cneumdikauii Ta MeToziB
KOHTpONto skocTi A®I XnopbyTtaHony remirigpar
(y Bupo6Huvka MN3) 3 4PY Ha BUMOTY AjitoHoi
MoHorpadii Ph.Eur. «Chlorobutanol
hemihydrate» 3a nokasHukamu: «Onuc»,
«P0O3uMHHICTbY», «lgeHTudikayis», «Mpo3opicTb
PO34MHY», «KO/TIbOPOBICTb PO3UNHY»,
«KncnoTHicTb», «Xnopuam», «Boga»,
«CynbghaTHa 30na», «Jomiwkm A i B»,
«KinbKicHe BU3HaUYeHHs».

CynyTHS 3miHa - 3MiHu 3 fkocTi. APl KoHTponb
A®|. 3miHa y meTogax BunpobyBaHHsa AD| abo
BMXiAHOro Matepiany/npomiKHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®! (iHWi 3MiHN Y
MeTofax BUNpo6yBaHHA (BK/IOYAKUN 3aMiHy
ab0 fonoBHeHHs) APl abo
BUWXi4HOr0/MPOMiXHOro NpoAykTy). 3miHu | Trny -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo AonycTUMmX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
MeX, BU3HaueHux y crneuudikayisx Ha Ad®l, abo

BVXiAHWA/NPOMIDKHUIA NpOAYKT/pearexT, Lo
BVKOPVCTOBYIOTbCSA Y NpoLeci BUpobHuutea API
(3BY>KEHHS1 OMYCTUMMNX MEX, BUSHAYEHUX Y
crneundikauii) 3miHa y cneuudikauii Ta metogax
KoHTponto A®I XnopbyTtaHony remirigpar y
BMPOGHMKa /13 32 NOKa3HWKOM
«Mikpob6iofioriyHa YmcToTa», a came 3BYXXEHHs
Bumor ana TAMC ta TYMC, a Takox
3anporoHoOBaHO A0AATKOBE KOHTPOIOBaHHS
Staphylococcus aureus Ta Pseudomonas
aeruginosa.

CynyTHS 3MiHa - 3MiHKM 3 AkocTi. A®l. KoHTponb
A®l. 3miHa y meTogax BuUnpobyBaHHs A®| abo
BUXiAHOro marepiany/npomikHOro
NPOAyKTy/peareHTy, L0 BYUKOPUCTOBYETLCS Y
npoueci BUpobHULUTBa APl (HE3HAUHI 3MIHW Y
3aTBEPKEHNX MeToAax BUNPobyBaHHA) 3MiHu |
1Ry - 3miHu 3 skocTi. A®I. KoHTponb Adl. 3miHa
y napameTpax cneuudikayin Ta/abo gonyctummx
MeX, BU3HaueHux y crneuudikanisx Ha A®l, abo
BVIXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y NpoLeci BupobHuutea AdI
(monoBHeHHA crevymdikalii HOBUM NOKa3HUKOM
SKOCTi Ta BifMNoBiAHMM METOLOM BUNPOOYBaHHS)
- OONOBHEHHS cneumdikauii A®| XoniHy
caniiymnat BupobHuka NN13 HOBMM NOKa3HWKOM
akocTi «Konip» 3 BignoBigHUM MeToA0M
BUNPO6YBaHHS, BIAMOBIAHO A0 OPUTiHAIBHUX
marepianis BUPO6HUKa. 3MiHu | TUny - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNPO6YBaHHSA) HE3HAYHI 3MiHW B MeTofax
KoHTpono A®I XoniHy caniuynat BUpoGHMKa
['N13 3a nokasHukamm «laeHTudikayis»,
«TpumeTunamin», «CynyTHi LOMILLKW.
ETnnenrnikonb», «KinbkicHe BU3HAYEHHA»
BiANOBIAHO 0 OpUriHaNIbHUX MaTtepianis
BMPOGHMKa.
3MiHu | TUNY - 3miHu 3 axkocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneuudikadii Ta/abo
[OMNYCTUMUX MEX, BU3HAYEHMX y crevmdikanisax
Ha A®l, a6o BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTHCS Y
npoteci BupobHuutea AP| (BUIyYeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

He3Ha4HOro MoKasHuKa sIKOCTi (Hanpvknag,
BWU/TYYEHHS 3aCTapisioro nokasHuka)) —
BUYyYeHHN 3i cneuudikauii A®I Xoniny
caniumnar BupobHuka 113 napameTpis

«laeHTUiKavisf. TpumetTunamid» Ta «Baxki
MeTann», BiANOBIAHO A0 OPUTiHASTbHUX
marepianis BAPO6HMKA Ta OLHKN PU3UKIB,

BignosigHo ICH Guideline Q3D Elemental

impurities. 3miHu | TUNYy - 3MiHX 3 AKOCTI.

CeptudpikaT BignosigHocTi/l E-cepTudikart

BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudikaTa BignosigHOCTI
€sponelicbkili hapmakonei: gns A®l; ans
BMXiQHOro marepiany/peareHTy/npoMikKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ans [onoMixXHOT pevoBuHN (cepTudpikar
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
HoBwuii cepTudpikat Bif BXe 3aTBEPAXEHOr0
BMPOOHUKA - NOJaHHS HOBOTO cepTudikara
BiANoBigHOCTI E€Bponeiickbkili hapmakonei Big
BXe 3aTBep-KEHOro BUpobHuka MekceTnanH
CEP Ne R1-CEP 2005-238-Rev 02 3i 3MiHO0
HalimeHyBaHHs BnacHuka CEP Ha CURIA
FRANCE S.A.S, ®paHuis (3aTBepaXeHo:
Euticals S.a.S, ®paHuist). 3MiHn | TUNY - 3MiHn 3
akocTi. A®l. KoHTposb A®L. 3miHa y napameTpax
cneuudgikauii Ta/abo AONYCTUMUX MEX,

BM3HAYeHNX Y cneuudikauisx Ha Adl, abo

BVXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y NpoLeci BupobHuutea AdI
(monoBHeHHA crevymdikalii HOBUM NOKa3HUKOM
SKOCTi Ta BifMNoBiAHMM METOLOM BUNPOOYBaHHS)
[OMOBHEHHS cneumadikauii A®I MekceTuamnH
BMPO6HUKA /13 HOBMM MOKa3HWKOM SIKOCTI
«3a/IMLLKOBA KiNbKICTb OPraHiYHNX PO3UNHHUKIB.
"ekcaH» 3 BigNOBIAHUM METOLOM
BUNPOGYBaHHS, Y BifNOBIAHOCTI 40
opuriHanbHVX MaTepianis BUPO6bHUKa. 3MiHu |
TUny - 3MiHn 3 AkocTi. A®l. KoHTponb APl. 3miHa
y napameTpax cneuudikayiin Ta/abo gonycTummx
MeX, BU3HaueHux y crneuudikayisx Ha Ad®l, abo
BVXiAHWA/NPOMIDKHUIA NpOAYKT/pearexT, Lo
BVIKOPVCTOBYIOTbCSA Y NpoLeci BUpobHuutea API
(BVNYyYEHHSI HE3HAYHOTO MOKa3HKKa SKOCTI
(Hanpukniag, BUy4YeHHs 3acTapifioro nokasHuka))
BWIyYeHHs 3i cneymdikauii AP| MekceTnamH
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMPOGHMKa /13 noka3Huka «Baxkki meTasin»
BiANOBIAHO 0 OpUriHaNIbHUX MaTtepianis
BMPOGHUWKA Ta aHanidy pusukis 3rigHo ICH
Guideline Q3D Elemental impurities. 3MiHu |
TUny - 3MiHn 3 AkocTi. A®l. KoHTponb APl. 3miHa
y napameTpax cneuudikayiin Ta/abo gonycTummx
MeX, BU3HaueHux y crneuudikayisx Ha Ad®l, abo
BVXiAHWA/NPOMIDKHUIA NpOAYKT/peareHxT, Lo
BVKOPVCTOBYIOTbCSA Y NpoLeci BupobHuutea API
(3BY>KEHHS1 OMYCTUMMUX MEX, BUSHAYEHNX Y
cneuundikauii) - 3miHa y cneumdikauii Ta meToai
KOHTpON0 A®| M'ekceTnanH 3a NOKa3HNKOM
«MikpobiosnoriyHa uncToTa», a came: 3By)XXeHHS
KpUTEpIiB NPUAHATHOCTI Ta 3MiHa MeToay
BMNPOGYyBaHHA 3 METOAY BUCIBAHHS Ha METO[,
MeM6paHHoI dinbTpavii. CynyTHsa 3MiHaT -
3MiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofdax BunpobysaHHs A®| abo BUxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HULTBa AD|
(iHWi 3MiHM y MeTogax BUNpobyBaHHA
(BkNtOYarOUM 3aMiHy abo foMoBHeHHs) APl abo
BUXIAHOTO/NPOMIXHOr0 NPOAYKTY)

171.

NOPATAAVH

Tabnetku no 10 mr,
no 10 TabneTok y
6nictepi; no 1
6nictepy B nauui

MAT
"Kuismegnp
enapar”

YkpaiHa

MAT
"KniBmegnpenapar”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis:
3MiHu | TUNYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOOHMUTBI (iHLLi
3MiHM) AkTyanisauis posginy 3.2.P.3.3 «Onuc
BMPOOHMYOro NpoLecy Ta KOHTPOJII0 NPoLEecy»,
3MiHa Kkiacy umctotn D Ha knacudikoBaHi
NPUMILLEHHS (BUNYYeHHS iHdhopmaL,ii npo
Knacudikauito BUPOGHNUMX MPUMILLEHb, Y SKNX
NpoBOAATLCA CTafil TEXHOMOrMYHOro npoLecy
BMpO6HMLTBA /13, y 3B’A3KY 3i 3MiHOI Knacy
ynctoTy D Ha knacudikoBaHi NPUMILLEHHS).
3arBepaKeHo:

Po3gin 3.2.P.3.3. «Onnc BUPOGHMYOro npouecy
Ta KOHTPO/II0 NPOLLECY».
«...NMPUMILLLEHHA Knacy 4icToTn D...»
3anponoHoBaHo:

Po3zgin 3.2.P.3.3. «Onnc BUPOGHMYOro npouecy
Ta KOHTPO/II0 NPOLLECY».
«...KnacugikoBaHi NPUMILLEHHS. .. »

A TakoX [0MNOBHEHHS iHhOpMaLjiEelo Wwoao
nepioaNYHOCTI KOHTPOJIO SAKOCTI Bi4MUBKA
obnagHaHHA Big 3anmwkis A®| Ta MMIOYoro
3acoby.

6e3
peyenma

UA/7014/01/01

172.

NOPATEK®

cnpeii HasaslbHUiA,

Ao3oaHuii 0,05 %;

TOB
"BANAPTIH

YKpaiHa

TOB "Mikpodpapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | Tuny - 3MiHK 3 skocTi. FoToBWiA

6e3
peyenma

nionsieae

UA/17398/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 10 r y dpsiakoHi 3
po3nunoBayem, no
1 donakoHy y nauuj

DAPMA"

nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO JliKapCbKOro 3acoby (36inbLUeHHs
TepMiHy NpuaaTHOCTI FOTOBOTO JliKapCbKOro
3aco6by) - 1519 Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHMMKN peasibHOro Yacy)
36ibLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB AOBrOCTPOKOBUX AOCAIAKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBepKeHO:
TepMiH NpUAATHOCTI: 2 POKKU. 3anpONOHOBaHO:
TepMiH NpuAaTHOCTI: 3 POKN. 3MiHN BHECEHI B
IHCTPYKUiO 4N MeANYHOTO 3aCTOCYBaHHS
niKapcbkoro 3acoby y po3ain "TepMiH
npugatHocTi". BBeAeHHA 3MiH npoTsarom 6-tu
MicsILiB Micnsi 3aTBEPAKEHHS.

173.

NOPHALO

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOI0, M0 8 Mr;
no 10 tabnetok y
6nictepi;no 1, 2,5
a6o 10 6nicTepiB y
KapTOHHIA KOopoo6Li

YOPN],
MEAMLIH
nTh

Ipysia

YOPNL, MEAVNLMH
INIAY CAH. BE
TIOK. A.LLL

TypeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOB/IOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NiaHy negiaTpuyHUX SOCAIAKEHb
(PIP) (3MiHy y3rokeHo 3 KOMNeTEeHTHUM
YMOBHOB&XEHVNM OpraHom) - 3MiHN BHECEHO A0
IHCTPYKUIii 418 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao po3ainy "3actocyBaHHs y
nepiog BaritTHOCTi abo rogyBaHHs rpyaat”
BiANOBIAHO A0 pekomeHAauin PRAC. TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS

3a
peyenmom

He
nidnsieae

UA/18717/01/02

174.

NOPHAJLO

TabneTku, BKPUTI
NNiBKOBOIO
0060/10HKOH0, MO 4 Mr;
no 10 TabneTok y
6nictepi;no 1, 2,5
abo 10 6nicTepiB y
KapTOHHI Kopoo6Li

YOPN],
MEAMLIH
nTh

Ipysia

YOPA, MEAVNLH
INIAY CAH. BE
TIDK. AL

TypeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Ak pesynbtart
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHNX
BiAMNOBIAHO A0 MaHy neAiaTpuyHUX JOCAiIKEHb

3a
peyenmom

He
nionsieae

UA/18717/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

(PIP) (3MiHy y3rofXeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XXEHNM OpraHoM) - 3MiHWN BHECEHO [0
IHCTPYKLUIiT 4155 MeAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby A0 po3ziny "3acTocyBaHHA y
nepiog, BariTHoCTi abo rogyBaHHs rpyaat”
BiNOBIAHO [0 pekoMeHAaaLin PRAC. TepMiH
BBEAEHHSA 3MiH - MPOTAroM 6 micauis nicns
3aTBEPAKEHHS

175.

MAAJIOKC®

CyCMeHsisi opasibHa,
Ne 1: no 250 mny
dhnakoHi; no 1
chnakoHy B
KapTOHHIA KOopoo6Li

TOB
«Onenna
Xenckea
YkpaiHa»

YkpaiHa

Ei. HatTepmaHH
eHp Caiii. TM6X,
HimeuuunHa; CaHoi
C.p.n., ITania

Himeyuunna/
ITanis

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3MmiHu | TUny - 3MiHK 3 SKocTi. API.
Bupo6HMLTBO. 3MiHA BUPOGHMKA
BVIXiZHOro/MpoMiKHOro NpoayKTy/pearenTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECI
A®l, ab0 3miHa BUpO6HMKa (BKOUatouu, ae
HeobxigHO, MiCLie NPOBEAEHHS KOHTPO/THO SKOCTI)
A®I (3a BigcyTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0Cbe)(3anponoHOBaHWin BUPOOHUK HANEXUTb
[0 Tiel camoi BUPO6HUYOI rpyny NigNpUEMCTB,
Lo 11 3aTBEpAKEHWIT) [lofaBaHHs
albTepPHaTUBHOIO BMPOGHMKA Ai04OT PEYOBUHN
antomiHito rigpokcnay — SPI Pharma Inc., USA.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLTBO. 3MiHa BUPOGHUKaA
BVIXiZLHOro/MpoMKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECi
A®I, ab60 3miHa BUpO6GHMKa (BKIOUatOum, ge
HeobxiaHO, MicLe NPOBeAEHHS KOHTPOJTIO SIKOCTI)
A®I (3a BigcyTHOCTI cepTucpikata BianoBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHomy
[0Cbe)(3anponoHoBaHuUii BUPOOHUK HANTEXUTb
[0 Tiel camoi BUPO6HWYOT rpynu nignpuemcTs,
L0 11 3aTBEpAKEHWiT) [lofaBaHHA
a/IbTEPHATVBHOIO BUPOOHYKA Ait040T peYOBUHN
MarHito rigpokcugy — SPl Pharma Inc., USA.

6e3
peyenma

UA/9220/01/01

176.

MAMNAEKNA

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 60
Mr; no 28 TabneTok
y HENPO30pOMY
nonieTuneHoBomMy
dnakoHi 61akMTHOro
Konbopy 3
61aKNTHOO
HEenpo30po
nosinponisieHoBOK
KPULLIKOIO B
KapTOHHI Kopoo6Lli

MaiinaH
NabopaTtopis
Nimiteq

IHais

MaiinaH
Na6opatopis
Nimitep

IHgis

BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasis:
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edpekTBHOCTI Ta hapMakoHarnagy
(iHWi 3MiHM) 3MiHWM BHECEHI B iHCTPYKLil0 ons
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ain "BupobHuK" 3 BiANOBIAHUMY 3MiHAMY B
TEKCTi MapKyBaHHs yNnakoBKu/

3a
peyerimom

He
niosnsieae

UA/17912/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
177. | MAKMIPOP TabneTku, BKpUTI MNONIKEM ITanisa [Jonnenb ITanisa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a - UA/5045/01/01
060/10HKOt0, Mo 200 C.p.n. PapmaueyrTiui C.p.a. 3MiHY | TUnY - 3MiHK Woao peuyenmom
mr, no 10 TabneTok 6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy.
y 6nicTepi; no 2 BBefeHHs1 abo 3MiHU [0 y3arasibHeHUX AaHNX
6nictepu B npo cuctemy hapmakoHarnsgy (BBefeHHs
KapTOHHI nauuj y3arasibHeHNX AaHux npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA
thapmakoHarnagy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa 415 34iCHEHHSA
thapmakoHarnsgy B YKpaiHi, KO BOHa
BiAMiHHa Bif, yNOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH: hapmakoHarnsagy
(BK/IKOYAOYM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-chaiina cuctemu
thapmakoHarnsgy) 3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHOT 0COOU 3asiBHMKA, BignoBigabHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
CaBueHko AmuTpo CeprilioBuy. MponoHoBaHa
pepakuisi: Xinbko €sreHis OnekcaHapiBHa.
3MiHa KOHTaKTHUX JaHWUX KOHTaKTHOT 0co6u
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag B
YKpaiHi.
178. | MAKMIPOP Kancysnu BariHasibHi Monikem ITania BiANoBigabHMIA 3a ITania BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a - UA/3934/02/01
KOMMJIEKC® | m'siki, no 8 kancyny C.p.n. nepBuUHHE, 3MiHu | TYny - 3MiHK Woao peyenmom
6nictepi; no 1 BTOPUHHE 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
6nictepy B nayui nakyBaHHs1, BBefeHHA abo 3MiHM [0 y3arasibHeHVX AaHnx

KapTOHHIi

KOHTPO/b Ta BUMYCK
cepii: fonnenb
dapmaueyTii
C.p.n., Itanis;

BignoBiganbHWi1 3a

NOBHUIA LMK
BMPOGHMLTBA:
Jonnenb
dapmaueyTii
C.p.n., Itanis;

BUPOBHWK NPOAYKTY

in bulk: KataneHt
Itani C.n.A., Itanisa

npo cuctemy thapmakoHarnsgy (BBefeHHSA
y3ara/ibHeHUX JaHuX npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapmakoHarnagy B YkpaiHi, AKLL0 BOHA
BiIMiHHa Bif, YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IIOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MileHHI MacTep-dhaiina cuctemu
hapmakoHarnsagy) 3MiHa KOHTakTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHNIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U 3asBHMKA, BigNoBigaNbHOI 3a
hapmakoHarnag B Ykpaini. [itoya pegaxuis:
CasueHko munTpo CeprilioBny. MNponoHoBaHa
pefakuis: Xinbko €sreHist OnekcaHgpiBHa.
3MiHa KOHTaKTHMX A@HNX KOHTaKTHOI 0cobu
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3asBHMKa, BiANOBIAANbHOI 3a hapmakoHarnsag B
YKpaiHi

179.

MAKMIPOP
KOMMNJ/IEKC®

KpeMm BariHa/IbHWiA,
no 30ryTy6i; no 1
Ty6i B KOMNAEKTi 3
rpagyvioBaHum
LUNPULLOM Y
KapTOHHII nayui

Monikem
C.p.n.

ITanis

[Jonnenb
dapmaueyrTiyi C.p..

ITanis

BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis:
3MmiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BeefeHHs abo 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) 3MiHa KOHTakTHUX AaHUX
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BignoBiganbHOI 3a hapmakoHarnsg. 3MiHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoOBiga1bHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegaxuis:
CaBuyeHko Amutpo CepriiioBuy. MponoHoBaHa
pegakuis: Xinbko €sreHist OnekcaHgpiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3asBHYKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
YKpaiHi.

3a
peyerimom

UA/3934/01/01

180.

MEBEPUH®

Kancynu no 200 mr,
no 10 kancyn y
6nicTepi; no 3
6nictepu B nauui

MAT
"Kuismegnp
enapar”

YkpaiHa

MAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNY - 3MiHK 3 siKocTi. FoTOBMIA
nikapcbknii 3aci6. 3MiHN Yy BUPOOGHMLTBI (iHLLi
3MiHK) AkTyanisauis po3giny 3.2.P.3.3 «Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOJIHO NPOoLLEeCy»,
3MiHa kiacy unctotu D Ha knacudikoBaHi
NPUMILLEHHSA (BUNYYEHHS iHhopmaLii npo
KnacuaikaLito BAPOOHNYNX NPUMILLLEHb, Y SKNX
NpPOBOAATLCA CTail TEXHOMOMYHOro npouecy
BMpOGHMLTBA /13, y 3B’A3KY 3i 3MiHOIO Knacy
ynctoTn D Ha knacudpikoBaHi NPUMILLEHHS).
3aTBepiKeHo:

Po3zgin 3.2.P.3.3. «Onnc BUpOGHMYOro npouecy
Ta KOHTPO/II0 NPOLLECY».
«...MPUMILLEHHS Knacy ymctoTtn D...»
3anponoHoBaHo:

Po3gin 3.2.P.3.3. «On1c BUpo6HM4Ooro npovecy
Ta KOHTPO/II0 NPOLLECY».
«...KnacudikoBaHi NPUMILLLEHHS. .. »

3a
peyenmom

UA/7725/01/01

181.

ME/TOKCUKA

M-®APMEKC

PO3UMH ANA iH'EKLN,
10 mr/mn, no 1,5 mn

TOB
"®APMEKC

YkpaiHa

TOB "®APMEKC
FPYIM", YkpaiHa (Bci

Ykpaina

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis:
3MiHu | TMny - 3MiHK Woao

3a
peyenmom

He
nidnsieae

UA/17702/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

y donakoHi; no 5 reyn" cTagii unkny 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
hnakoHiB y BMPOGHMLTBA Ta 3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
KOHTYpHIlA BUMNYCK cepil); 3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
YapyHKOBIli ToBapucTBo 3 MeZMYHOro 3aCTOCYBaHHS Ha NiacTasi
ynakosLij; no 1 06MeXeHOI perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3nekn
KOHTYpHIlA BiANOBIAA/LHICTIO nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
YapyHKOBIli yrnakoBLi "®dapmaneBTyHa 3aCTOCYBaHHS NiKapcbKoro 3acoby B
B nauuj; no 1,5 mn B KOMnNaHis "340poB'a, nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
amnyni; no 5 amnyn Ykpaina (Bci ctagii OLLiHKM 3BIiTY 3 AOCNiAKEHb, NPOBEAEHNX
y 6nicTepi; no 1 LMKy BUPOGHMLTBA BiAMOBIAHO A0 NaHy negiaTpuyHUX SOCAIAKEHb
6nicTepy B nauywi; no KpiM BUMycky cepii) (PIP) (3MiHy y3roeHo 3 KOMNETEeHTHUM
1,5 mn B amnyni; no YNOBHOB&XEHVM OpraHom)
5 amnyn B navui 3MiHN BHECEHO B IHCTPYKLiIO 4151 MEANYHOro

3acToCcyBaHHSA Nikapcbkoro 3acoby Ao po3ainy

"3acTocyBaHHA y nepiof BarirTHocTi abo
roflyBaHHs rpyaar” BiAnoBigHO 4O OHOBMEHOT
iHbopmaLii 3 6e3nekn 3acTocyBaHHA Aito4ol
PEYOBUHM NiKAPCbKOro 3acoby.
182. | MEHOMNYP MOPOLLIOK deppiHr HimeuunH BMPOGHUK MOPOLLKY, Himeuunna/ BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a - UA/6705/01/01

niochinizoBaHuin aAns 6X a nepBuHHe cuwA/ 3MiHM | TUNY - AOMIHICTPATUBHI 3MiHN. peuyenmom
NPUroTyBaHHsA nakyBaHHs, Yecbka BunyyeHHs BUPOBGHMYOT AinbHULI (BKIHOYAKOUM
PO3YUHY A5 iH'EKLLA KOHTPO/b AKOCTI Pecny6nika OinbHUUi ana A®l, npomikHOro npoAykTy abo

no 75 MO ®CT Ta
75 MO NI no 10
h/1aKoHIB 3
nopotukom i no 10
amnyn i3
po3uunHHKKoM (0,9 %
PO34MH HaTpito
xnopuay, kucnora
X/10PUCTOBOJHEBA
po3BefeHa, Boaa
Ans iH'ekuii) no 1
mn

(okpim GionoriyHoro
aHaunisy),
MapKyBaHHS,
BTOPWHHE
nakyBaHHs Ta
BUMYCK Cepii:
PeppiHr MM6X,
Himeuunna
BUPOGHWK MOPOLLIKY,
nepBuHHe
nakyBaHHS:
®eppiHr MNpogakwH
IHK., CLLA
BTOPVHHE
nakyBaHHS:
PeppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
KOHTPONb SIKOCTI
(6ionoriynHuii
aHanis):

NOT, HimeuunHa
KOHTPO/b AKOCTI
(6ionoriuHuii
aHanis):
Ksantek

roTOBOrO JIiKapCbKOro 3acoby, AiNbHuLi Ans
NPOBEeAEHHS NakKyBaHHs, BUPOOHUKA,
BiAMOBIAa/TLHOIO 3a BUMYCK Cepiii, MicLe
NpoBeAeHHSA KOHTPOIO cepii) abo
nocTtayasibHuKa BUXIAHOrO Matepiasy, peareHTy
ab0 4ONOMIXHOT peYOBMHU (SIKLLO 3a3HAYEHO Y
nocbe) BupganeHHs ginbHuui Charles River
Laboratories Edinburgh Ltd., Tranent, Edinburgh
EH33 2 NE, UK, fika BignoBigae 3a KOHTpO/ib
AKOCTi (TECT Ha Bipycu) akTUBHOT cyb6CTaHLjl.
3MiHn | TUNY - 3MiHn 3 sKocTi. A®l. KoHTponb
A®|. 3miHa y meTogax BunpobyBaHHs AD| abo
BMXiAHOro MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®I (iHWi 3MiHW y
MeTofax BUNpo6yBaHHA (BK/IOYAKUYN 3aMiHy
ab0 fonoBHeHHs)) Adl abo
BWXi4HOro/MpoMiKHOro npoAykTy) BeeaeHHs
anbTepHaTUBHY MeToAy A/18 aHaliTUYHOT
npoueaypu gns Ailo4oi peYoBUHM:
enekTpodopes B nosiakpunamigHomy reni (SDS-
PAGE) y 3B'A3Ky 3 BBEJ€HHSIM HOBOIrO
o6nagHaHHA ans Ferring Pharmaceuticals.
3MiHu | TURY - 3MiHu 3 axkocTi. A®l. KoHTponb
A®|. 3miHa y MeToAax BunpobysaHHsA APl abo
BWXiHOr0 Marepiaay/npomikHOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETHCA Y

Na6opaTtopis, IHK.,
CLA
BMPOGHUK
PO3YMHHNKA,
nepBuHHe
nakyBaHHs,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs:
Xaynt ®apma
BtonbiHr MM6X,
Himeuunna
BMPOGHUK
PO3YMHHYKA,
nepBuHHe
nakyBaHHs,
KOHTPO/b SIKOCTI:
3eHTiBa K.C., Yecbka
Pecny6nika
MapKyBaHHS,
KOHTPO/Ib SIKOCTI,
BTOPWHHE
nakyBaHHs Ta
BUMYCK cepii
PO3YMHHYIKA:
PeppiHr TM6X,

Himeuunna

npoueci BUpo6HULUTBa AP (iHLWI 3MiHK Y
MeToZax BMNpoOyBaHHA (BK/IOHAKUYN 3aMiHy
abo gonoBHeHHs)) A®I abo
BMXIZAHOro/NpoMiXHOro NpoaykTy) BeegeHHs
anbTepHaTUBHY MeTOAy ANA aHaNiTUYHOT
npoueaypu Ans Ailo4oi peyoBUHM:
i3oenekTpuyHe cokycyBaHHs (IEF) y 3B'A3Ky 3
BBEJIEHHSIM HOBOrO 06nafHaHHA ansa Ferring
Pharmaceuticals. 3miHu Il TUny - 3MiHK 3 SKOCTI.
A®I. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BVIXiZHOro/NpoMiKHOro NpoAyKTy/pearenTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNYOMY MPOLIECI
A®Il, a60 3miHa BUpO6HMKa (BKKOUatouu, e
HeobXiAHO, MiCcLie NPOBEAEHHS KOHTPOSTIO SKOCTI)
A®I (3a BigcyTHOCTI cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0CbE)(3MiHM A0 3aX0piB, NOB’A3aHNX 3
KOHTPO/IEM aKTVBHOI PEYOBMHMW 6i0I0riYHOTO
NOXO/PKEHHSA: 3aMiHa abo fofaBaHHA AiNbHULL,
[le NPOBOAUTLCA KOHTPOSIb/BUNPODBYBaHHS cepil,
BK/IH0H4AK0UM 3aCTOCYBaHHS
6i010riYHOro/iMyHOM0rYHOro/iMyHOXIMIYHOTO
meToay) JopasaHHa Minerva Analytix GmbH,
Labelstrabe 6, 15834 Randsdorf, Germany B
AKOCTi aNlbTepPHATUBHOI AiNbHNLL,
BIAANOBIAA/IbHOI 38 KOHTPO/b AKOCTI (TECT Ha
BipyCM) aKTMBHOI pe4yoBuHU. 3MiHu |l Tuny -
3MiHM 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roToOBOro Nikapcbkoro 3acoby (3amiHa abo
[0AaBaHHA fiNbHUL, Ha AKi 34iiCHI0ETLCSA
KOHTPO/Ib SKOCTI/BMNPOGYBaHHSA cepii Ans
6ionoriyHoro/iMyHoON0rYHOrO NMikapcbKoro
3aco06y, Ta 6yab-sKoi AiNbHUL, Ha SKilA
3aCTOCOBYETLCS 6i0N0riYHNIA/IMYHOMOTiIYHWIA
MeTo[, BunpobyBaHHs) logaBaHHA BUPOGHMKaA
N3 Keantek Jlabopatopis, IHK. ,104 piH MpoyB
Poag, OyweH, Hbto-Mxepci (HAx),07712, CLLA
(QualTech Laboratories, Inc., 104 Green Grove
Road, Ocean, (NJ) 07712, United States (USA))
B SIKOCTi a/lbTEPHATUBHOI Ai/TbHUL,
BiANOBIAA/IbHOI 3@ KOHTPO/b AKOCTI (GioNorivyHmiA
aHanis). 3minu Il Tuny - 3MiHn 3 aKocTi. AdDI.
(iHwi 3miHM) OHOBrEeHHS p. 3.2.S.2 npouec
BMPOGHMLTBA AD| peaakLiliHi Ta koperyBasbHi

3MiHM BiANOBIAHO 0 Npouecy BUPO6GHULTBA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
LjiH0Y0i PEYOBUHN.

183. | MEPOIMNEHEM | nopoLuok ans MpusatHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/17669/01/01
pO34nHYy AN aKujioHepHe akujioHepHe 3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa peyenmom
iH ekuiii no 500 mr; 1 | TOBapMCTBO TOBapuCTBO HaliMeHyBaHHs Ta/abo agpecu Micus
abo 10, abo 50 "Jlekxim- "Jlekxim-Xapkis", NPOBaPKEHHSA AiSNIbHOCTI BUPOOHMKA
h1aKoHIB 3 Xapkis" YkpaiHa (BKntovatoun, 3a HeobXigHOCTI, Micue
MOPOLLKOM y (BMpPOGHMLTBO 3 NpoBeLeHHS KOHTPOJIIO SKOCTi), a60 B1acHUKa

KapTOHHII nayui

npoaykuii in bulk
hipMu-BMpo6GHMKa
EliCiEc JOB®AP
Ec.Mi.Ei., ITanis)

macTep-paiina Ha A®l, abo noctavasibHUKa
Adl/BnxigHoro matepiany/peareHTy/npoOMiIXXHOIo
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHULITBI
A®I (KL 3a3HAYEHO Y LOChLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudiikaTa BignNoOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHMKA HOBOI LONMOMIXHOT
PEYOBUHM (SIKLLLO 3a3HaYeHo y Aocke) [na
Ailo40T peyoBUHN: 3MiHa Ha3BM 3aBOAY Mo
cTepwunisauii 6eta-npomeHsamu 3 BIOSTER
S.p.A. Ha STERIS S.p.A., 3miHa agpecu
BUPOGHMKA CTEPU/IBHOrO MeponeHemy
Tpurigparty, 3mMiHa agpecu Ta Ha3Bu BUPOOHMKa
nakyBaslbHUX MaTepianis. 3aTBepiXeHo
3arasibHa agpeca HalimeHyBaHHA BUPOOHWMKa
cTepunbHoro MeponeHemy Tpurigpaty ACS
DOBFAR SpA 2: Addetta Site- Addetta Plant2
and Addetta Plant 3 Viale Addetta, 4/12 20067
Tribiano Milano- Italy XimiuHi, Mikpo6ionoriyHi
[OCNigpKEeHHs Ta fociAKeHHs cTabinbHocTi ACS
DOBFAR SpA 2: Addetta Site Viale Addetta,
4/12 20067 Tribiano Milano- Italy CTOpOHHI
dhipmMu, AKi 3aliMaroTbCs BUPOOHULITBOM
Sterbag® -3aBop 3 BUpo6HULITBA
nonieTUIeHOBUX NakeTiB BUCOKOI LLi/IbHOCTI
PRIULA S.r.l. Via Nazionale, 2 23018 Talamona
(SO), Italy -3aBog 3 BUPOOHULTBA BHYTPILLHIX
nakeTis ACS DOBFAR INFO S.A. Casai CH-
7748 Campascio Switzerland -3aBog,
cTepwnisauii 6eTa-npomeHsmu BIOSTER S.p.A.
Via Ca’ Bertoncina 29 24068 Seriate (BG) ITALY
A60 BIOSTER S.p.A. (Back-up plant only) Via A.
Piva 46025 Poggio Rusco (MN) Italy
3anponoHoBaHo 3arasibHa ajpeca
HaiimeHyBaHHS BUPOGHVKa CTEPU/IBHOTO
MeponeHemy Tpurigpaty ACS DOBFAR SpA 2:
Addetta Site- Addetta Plant2 and Addetta Plant 3
(Addetta site is also referred to as ACSD2) Viale
Addetta, 2a/12 -3/5 20067 Tribiano Milano- Italy
XimiuHi, MiKpobionoriyHi AocnimKeHHA Ta

pocnimpkeHHs ctabinsHocti ACS DOBFAR SpA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

2: Addetta Site Viale Addetta, 2a/12 -3/5 20067
Tribiano Milano- Italy CTOpoHHi hipmu, Aki
3alimatloTbCs BUpo6HULTBOM Sterbag® -3aBof 3
BMPOGHMLTBA NONIETUIEHOBMX NakeTiB BUCOKOT
wineHocTi PRIULA S.r.l. Via Stelvio, 176 23018
Talamona (SO), Italy -3aBog 3 BUpo6HMLTBA
BHYTpiWHix nakeTiB InfoRLife S.A. (previously
named ACS DOBFAR INFO S.A.) Casai CH-
7748 Campascio Switzerland -3aBog,
cTepunisauii 6eta-npomeHsmn STERIS S.p.A.
Via Ca’ Bertoncina 29 24068 Seriate (Bg) ITALY
A60 STERIS S.p.A. (Back-up plant only) Via A.
Piva 46025 Poggio Rusco (MN) Italy 3miHu |
T1ny - 3MiHn 3 AkocTi. A®L. KoHTponb APl. 3miHa
y napameTpax cneuudikayiin Ta/abo gonycTummx
MeX, BU3HaueHux y crneuudikayisx Ha Ad®l, abo
BVXiHWA/NPOMIDXHWIA NpOAYKT/peareHxT, Lo
BVKOPVCTOBYIOTbCSA Y NpoLeci BUpobHuutea API
(monoBHeHHs cneumdikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOAO0M BUMNPOOYBaHHS)
B nokasHukn AKocTi «laeHTrdikauis.
IHdhpauepBoHa cnekTpockonis» Ta «Cuna gjix»
[oAaHo MeTof, BU3HaYeHHsA 2.2.40
CnekTpomeTpisi y 6nmkHIl iHhpayepBoHiii
obnacTti. MeToAnKy BU3HAYEHHS 40AAHO B
MeToAu BUNPobyBaHHA. 3MiHEHO Ha3BY
noKasHWKa IKOCTi B CYNYTHiX AOMiLLKaX:
«|HAMBIAYabHOT OMILLKM» Ha «Byap-akoi
HecneungivHoi AoMiLKu». 3MiHKM | TUny - 3MiHK
3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo [ONYCTUMKX MEX FOTOBOrO
NikapcbKoro 3acoby (A0NOBHEHHN crevumdikawi
HOBMM MOKa3HUKOM 3 BifNOBIAHUM METOA0M
BUNPOOYBaHHA) 3MiHa Ha3BW OAHOrO 3
nokasHuKiB B «CynpoBigHMX AOMiLLKax»: 6yn10 —
«ByAb-KOT iHLWOT AOMILLKM», CTaso — «Byab-AKoi
HecneungivHoi AoMiLKu». 3MiHKM | TUny - 3MiHK
3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHnX meTofdax
BMNpoGyBaHHS) [51a nokasHuka «CynpoBifHi
[OOMiLLKM» 6YN0 ONTUMI30BaHO
XpomaTorpaciuHuii MeToz LWNSXOM AofaBaHHS
XOJ10CTOr0 PO34MHY B CEPIt0 @aHANITUYHUX
BMNpo6yBaHb. Kpim Toro, BigHOCHWI Yac
yTpMyBaHHs Ans goMiwkun UK-2 6yno
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
OHOBNEHO A0 “2.0 — 2.8". [iana3oH BiAHOCHOro
yacy yTpuMyBaHHs ans UK-2 6yno
nepepaxoBaHo 3 ypaxyBaHHsAM RT (4acy
yTpuMyBaHHs) nikie UK-1 Ta UK-2 meponerewmy,
OTPMMaHNX 3 BUKOPUCTaHHAM BaslifoBaHol
BHYTPILLUHBbOI METOAMKN AN15 BU3HAYEHHS
CYNPOBiAHNX AOMIWOK. 3MiHK | TURY - 3MiHK 3
AKoCTi. A®l. BUpo6bHMLTBO. 3MiHU B NpoLeci
BMPOGHMLTBA AD| (HE3HAYHA 3MiHa Y NpoLeci
BMPOGHMLTBA ADI) BHECEHHSA HE3HAYHUX
KopuryBaHb B BUPOGHUYMIA NpoLec Ajto4oi
PeYoBUHM A1 A0ro onTuMmisauii.
184. | MEPOMEHEM | nopoluok ans MpuBaTHe YkpaiHa MpvBaTHE YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/17669/01/02
pPO34MHY N akuioHepHe akuioHepHe 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuenmom
iH ekyii no 1000 wr; TOBapUCTBO TOBapUCTBO HaliMeHyBaHHS Ta/abo agpecu micus
1 a6o 10, a6o 50 "Nlekxim- "Jlekxim-Xapkis", NPOBaXEHHS AiS/IbHOCTI BUPOGHMKA
dhnakoHiB 3 Xapkis" YkpaiHa (BKtOYatoum, 3a Heob6XigHOCTI, Micue
NOPOLLKOM Y (BUPOGHMLTBO 3 NpOBeAEHHS KOHTPOJIO SKOCTI), ab0 BNacHuMka

KapTOHHIM navui

npoaykuii in bulk
hipmu-BUpPOOHUKA
EiCiEc JOB®AP
Ec.Mi.Ei., ITanis)

macTep-haiina Ha A®l, abo noctavasbHuKa
Adl/BMXxigHOrO MaTepiany/peareHTy/npoMiKHOIro
NPOAYKTY, L0 3aCTOCOBYHOTLCS Y BUPOGHULTBI
A®| (AKLW0 3a3HAYEHO Y [OChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikarta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepapkeHomy
[ocbe, abo BUPOOHMKA HOBOT AOMOMIDKHOT
PeyoBMHM (SKLLO 3a3HaYeHO0 y foCbe) Ans
[i040i peyoBMHY: 3MiHa Ha3BM 3aBOAY No
cTepunisauii 6eta-npomeHsamn 3 BIOSTER
S.p.A. Ha STERIS S.p.A., 3miHa agpecu
BMPOGHMKA CTEPUIBHOTO MEPONEHEMY
Tpurigpary, 3MiHa agpecu Ta Ha3By BUPOGHMKa
nakyBaslbHVX MaTepianiB. 3aTBepaAXeHo
3aranbHa agpeca HalimeHyBaHHS BUPOGHMKa
cTepusibHOro MeponeHemy Tpurigpaty ACS
DOBFAR SpA 2: Addetta Site- Addetta Plant2
and Addetta Plant 3 Viale Addetta, 4/12 20067
Tribiano Milano- Italy XimiuHi, Mikpo6ionoriuHi
LOCNiMKEHHS Ta foCNiMKeHHs cTabinbHocTi ACS
DOBFAR SpA 2: Addetta Site Viale Addetta,
4/12 20067 Tribiano Milano- Italy CTopoHHi
chipMu, siKi 3aliMaloTbCst BUPOGHULITBOM
Sterbag® -3aBog 3 BUPO6HULITBA
noslieTUIEHOBUX NaKeTiB BUCOKOI LLi/IbHOCTI
PRIULA S.r.l. Via Nazionale, 2 23018 Talamona
(SO), Italy -3aBog 3 BUPOOHULTBA BHYTPILLHIX
nakeTiB ACS DOBFAR INFO S.A. Casai CH-
7748 Campascio Switzerland -3aBof
cTepwnizauii 6eta-npomerHamun BIOSTER S.p.A.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

Via Ca’ Bertoncina 29 24068 Seriate (BG) ITALY
A60 BIOSTER S.p.A. (Back-up plant only) Via A.
Piva 46025 Poggio Rusco (MN) Italy
3anponoHoBaHo 3arasibHa ajpeca
HalimeHyBaHHS BUPOGHUKA CTEPUIbHOIO
MeponeHemy Tpurigpaty ACS DOBFAR SpA 2:
Addetta Site- Addetta Plant2 and Addetta Plant 3
(Addetta site is also referred to as ACSD2) Viale
Addetta, 2a/12 -3/5 20067 Tribiano Milano- Italy
XiMiuHi, MiKpOGIONOrivHi AOCIMKEHHA Ta
nocnigpxeHHs ctabinbHocTi ACS DOBFAR SpA
2: Addetta Site Viale Addetta, 2a/12 -3/5 20067
Tribiano Milano- Italy CTopoHHi chipmu, Siki
3aliMaloTbCcsl BUPOGHMLUTBOM Sterbag® -3aBof 3
BMPOGHULITBA NONIETUIEHOBMX NaKeTiB BUCOKOT
winbHocTi PRIULA S.r.l. Via Stelvio, 176 23018
Talamona (SO), Italy -3aBog 3 BUpo6HULUTBA
BHYTpIiWHix nakeTiB InfoRLife S.A. (previously
named ACS DOBFAR INFO S.A.) Casai CH-
7748 Campascio Switzerland -3aBog
cTepunisauii 6eta-npomeHsamu STERIS S.p.A.
Via Ca’ Bertoncina 29 24068 Seriate (Bg) ITALY
A60 STERIS S.p.A. (Back-up plant only) Via A.
Piva 46025 Poggio Rusco (MN) Italy 3miHu |
IRy - 3miHn 3 skocTi. A®I. KoHTponb Adl. 3miHa
y napameTpax cneuudikayin Ta/abo gonyctummx
MeX, BU3HaueHux y crneuudikayisx Ha A®l, abo
BVXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y NpoLeci BupobHuutea AdI
(monoBHeHHA crevymdikaLii HOBUM NOKa3HUKOM
SKOCTi Ta BifMNOBiAHVM METOLOM BUNPOOYBaHHS)
B nokasHuku AKocTi «laeHTudikauis.
IHdppayepBoHa cnekTpockonis» Ta «Cuna fgii»
[0o4aHO MeTop, BU3HaYeHHA 2.2.40
CnekTpoMeTpis y 6nxHil iHhpayepBoHiii
obnacTti. MeTounKy BU3HAYEHHSA [0AaHO B
MeToau BUNPobyBaHHA. 3MiHEHO Ha3BY
NoKasHMKa AKOCTi B CYMNyTHIX AOMiLLKaXx:
«IHAMBIAYaNbHOT JOMILLKN» Ha «Byab-aKoi
HecneundivyHoi AoMiwKu». 3MiHK | TNy - 3MiHK
3 AKoCTi. FoTOBUIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
niKkapcbKoro 3acoby (f0N0BHEeHHA cneumdikaui
HOBWM MOKa3HWKOM 3 BiANOBIgHUM METOA0M
BMNPOGYBaHHs) 3MiHa Ha3BM OAHOTO 3
NnoKasHukiB B «CynpoBigHMX AOMiLLKax»: 6y/10 —
«Byb-AKOT iHLWOT AOMILLKW», CTaso — «ByAb-AKoi
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

HecneundgivyHoi AoMiWwKu». 3MiHK | TNy - 3MiHK
3 AKoCTi. FoTOBUIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCcbkoro 3acoby. 3miHa y MmeTogax
BMNPOGYBaHHSA roTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNpo6yBaHHSA) [na nokasHuka «CynpoBifHi
LOMiLLKM» BY/10 ONTUMI30BaHO
XpomaTorpaciuHuii MeToz LNSXOM AofaBaHHS
XOJIOCTOr0 PO3UYMHY B CEPIt0 aHATITUYHUX
BMNpobyBaHb. Kpim TOro, BigHOCHWIA Yac
yTpumyBaHHsa ans gomiwkn UK-2 6yno
OHOBNEHO A0 “2.0 — 2.8". [iana3oH BiAHOCHOrO
yacy yTpumMmyBaHHs ans UK-2 6yno
nepepaxoBaHo 3 ypaxyBaHHsaM RT (4acy
yTpumMyBaHHs) nikie UK-1 ta UK-2 meponerewmy,
OTPMMaHNX 3 BUKOPUCTaHHAM BaslifoBaHOT
BHYTPILLHBOT METOAVKN 415 BUSHAYEHHSA
CYNPOBIAHNX AOMILLOK. 3MiHW | TURY - 3MiHN 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHM B MpoLeci
BMPOGHMLTBA AD| (HE3HAYHA 3MiHa Y NpOLLECi
BMPOGHMLTBA ADI) BHECEHHA HE3HAYHUX
KOpWryBaHb B BUPOGHMYMIA NpoLec Ajtoyol
pPeYOBUHM A1 A0ro onTuMmisawii.

185.

METANI3E®

niodpinizat gns
PO3YUHY A5 iH'EKLLA
no 10 000 Of, (50
mr); 1 chnakoH 3
niogpinizatom Ta 1
Lnpuy, 3
PO3YMHHMKOM NO 10
mn (Boga ons
iH'eKUilA) y KOMMNEKTI
3i CTEPU/IBHUM
nepexigHum
NpUCTPOEM ANA
dnakoHa y
KapTOHHIA KopooLi

BepiHrep
IHrenbxanm
IHTEepHeLwHN

m6X

HimeyunH
a

BepiHrep
IHrenbxaim ®apma
m6X i Ko. KI

HimeyunHa

BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BeefeHHs abo 3MiHn [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA hapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnagy). 3mMiHa KOHTakTHOI 0co6bu
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.

[itoya pepakuis: Monisyak OneHa BikTopisHa.
MponoHoBaHa pepakuis: Uymak Aptem
BonoavmvpoBuy. 3mMiHa KOHTaKTHUX JaHWUX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigaIbHOI 3a
hapMakoHarnsg B YKpaiHi

3a
peyerimom

UA/8168/01/01

186.

MIPAMEKC®
na

Tabnetkn
NPOJIOHroBaHoI Aji

BepiHrep
IHrenbxanm

HimeyunH
a

BepiHrep
IHrenbxanm ®apma

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | Tuny - 3MiHK Woao

3a
peyenmom

UA/3432/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
no 0,375 wr; no 10 IHTEpHeLHN v6X i Ko. KT, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
Tabnetok y 6nictepi, m6X HimeyunHa BBefeHHA abo 3MiHM [0 y3arasibHeHVX AaHnx
no 3 6nictepu B (Bpo6HMLTBO, npo cuctemy thapmakoHarnsgy (BBefeHHs
KapTOHHI KOpooLi nepBrHHE Ta y3arasibHeHVX AaHnX Npo cucTemy
BTOPWHHE dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
nakyBaHHs, BiiNOBIAANbHOI 3a 3[jACHEHHS
MapKyBaHHS, dhapmakoHarnsgy; KOHTakTHoi ocobm 3
KOHTPO/b AKOCTI, dhapmakoHarnsgy 3asaBHuKa ANa 34iliCHEHHS
BK/IOYA0YMN hapmakoHarnagy B YkpaiHi, SKLWO BOHA
[OCAIMKEHHS BiAMiHHa Bif YNOBHOB&XeHOi 0cobu,
cTabinbHOCTI Ta BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
BMNyCK cepii); (BK/IKOUAKOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PotTengopd ®apma pO3MilLeHHI MacTep-dhaiina cuctemu
m6X, HimeuunHa thapmakoHarnagy). 3MiHa KOHTakTHOI 0cobu
(Bpo6HMLTBO, 3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag B
KOHTPO/Ib SKOCTI, YKkpaiHi.
BK/IHOYaA0UN Litova pepakuisn: Monisyak OneHa BikTopiBHa.
[OCNIHKEHHA MponoHoBaHa pepakuis: Yymak Aptem
cTabinbHoCTI Ta BonogmmunpoBmy. 3MiHa KOHTaKTHUX AaHuX
BMNyCK cepil KOHTaKTHOT 0CO6U 3asBHKKA, Bi4NoBiganbHOI 3a
roToBOro thapmakoHarnag B Ykpaini
nikapcbKoro
3acoby);
PotteHgopg dapma
m6x, HimeuunHa
(nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHs)
187. | MIPAMEKC® Tabnetkn BepiHrep HimeuunH BepiHrep HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTepiais: 3a - UA/3432/02/02
na NPOJIOHroBaHoI Aji IHrenbxanm a IHrenbxaim ®apma 3MiHM | TUNY - 3MiHK WoAao peyenmom
no 0,75 wmr; no 10 IHTepHeLwwHN 'm6X i Ko. KT, 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
Tabnetok y 6nictepi, 6X Himeuunna BeefeHHs abo 3MiHuN [0 y3araslbHEHUX AaHnX
no 3 6nictepu B (BpOGHMLTBO, npo cuctemy chapmakoHarnsgy (BBefeHHS
KapTOHHiiA KOpo6Li nepBuHHe Ta y3arasibHeHUX JaHnx npo cucTemy
BTOPVHHE hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
nakyBaHHs, BiANOBiAA/IbHOT 32 3AiACHEHHS
MapKyBaHHS, dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
KOHTPO/Ib SKOCTI, dhapmakoHarnagy 3asBHuka ans 34iiCHeHHA
BK/IOHa04MN thapmakoHarnagy B YkpaiHi, SKLL0 BOHa

LOCNIMKEHHS
cTabinbHOCTI Ta
BUMYCK cepi);
PotTeHgopt ®apma
'm6X, HimeuunHa
(BpOGHMLTBO,
KOHTPO/b AKOCTI,
BK/THOHAI0YUM

BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnagy). 3mMiHa KOHTakTHOI 0co6bu
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.

[itoya pepakuis: Monisyak OneHa BikTopisHa.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
LOCTiHKEHHS MponoHoBaHa pepakuis: Yymak Aptem
cTabinbHOCTI Ta BonoavmvpoBuy. 3mMiHa KOHTaKTHUX JaHWUX
BUMYCK cepii KOHTaKTHOI 0CO6W 3asBHWKa, BiANOBIAaILHOI 3a
roToBOro thapmakoHarnag B YkpaiHi
nikapcbKoro
3acoby);
PotTtengopd ®apma
'mM6x, HimeuunHa
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHs)

188. | MIPAMEKC® Tabnetku BepiHrep HimeuunH BepiHrep HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/3432/02/03
na NPOMOHroBaHoI Aji IHrenbxanm a IHrenbxaiim ®apma 3MiHuM | TUNY - 3MiHK Woao peyenmom
no 1,5 mr; no 10 IHTepHeLHN v6X i Ko. KT, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

Tabnetok y 6nictepi, 6X HimeuunHa BBefeHHs abo 3MiHU [0 y3arasibHeHUX AaHNX
no 3 6nictepu B (BUpO6GHMLTBO, npo cuctemy hapmakoHarnsgy (BBefeHHs
KapTOHHI Kopoo6Li nepBuHHE Ta y3araJibHeHNxX AaHux npo cuctemy
BTOPWHHE dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT 0coou,
nakyBaHHs1, BiANOBIAA/ILHOI 3a 34iiCHEHHS
MapKyBaHHS, hapMakoHarnsay; KOHTakTHOI ocobu 3
KOHTPO/Ib SKOCTI, thapmakoHarnagy 3asBHUKa AN5 34iiCHEHHSA
BK/IKOYa04YM thapmakoHarnagy B YkpaiHi, KO BOHA
OOCTiHKEHHSA BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
cTabinbHoCTi Ta BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
BMNyCK cepii); (BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
PotteHgopg dapma po3MiLLeHHI MacTep-goaiina cuctemm
Mv6X, HimeuunHa hapmakoHarnsgy). 3miHa KOHTakTHOI 0cobu
(BUpO6GHMLTBO, 3asBHVKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
KOHTPO/Ib SKOCTI, YkpaiHi.
BK/HOYaAOUN [itoua pepakuis: Monisyak OneHa BikTopiBHa.
LOCNIMKEHHS MponoHoBaHa pepakuis: Yymak Aptem
cTabinbHOCTI Ta Bonogmmunposny. 3MiHa KOHTaKTHUX JaHWX
BUMYCK cepil KOHTaKTHOI 0CO6U 3asBHMKa, BiANOBIAa/ILHOI 3a
roToBOro thapMakoHarnsag B YkpaiHi
nikapcbKkoro
3acoby);
PotTeHgopd ®apma
'm6X, HimeuunHa
(nepBuHHE Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS)
189. | MITOKCAHTP | koHueHTparT Ans EBEBE ABCTpist NOBHUIA LMK ABcTpisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/3145/01/01
OH "EBEBE" po3UnHYy AN dapma BVMPOGHMLTBA: Himeuunna 3MiHM | Tuny - 3MiHK 3 akocTi. A®l. KoHTposb peyenmom
iHdpysin, 2 mr/mn; no lec.m.6.X. ®APEBA YHTepax A®I. 3miHa y meTogax BunpobyBaHHs AD| abo
5 mn (10 mr) a6o 10 Hdpr.KI 'M6X, ABCTpIst; BMXiAHOrO MaTepiany/npomiKHOro
M (20 mr) y BWNYCK cepil: NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
dhnakoHi; no 1 EBEBE dapma npoueci BupobHuuTea A®! (iHWi 3MiHN Y
dhnakoHy B KOPO6L lec.m.6.X. Hdpr. KT, MeTofax BUNpo6yBaHHA (BK/IOYAKUN 3aMiHy
ABCTpIS; ab0 fonoBHeHHs) APl abo
TeCTyBaHHS: BVIXiLHOro/MpOMKHOr0 NPOAYKTY) OHOB/IEHHS
M DMF ans Bupo6Hrka A®l MiTOKCaHTPOHY
Mikpo6ionoriwec rigpoxnopug - Synthesia, a.s., Yecbka
Mptochnabop Mm6X, Pecny6nika (3atBepmxeHo: CDT section
ABCTpIS; number(s) i.e. 3.2.r-regional information DMF
TeCcTyBaHHS: Synthesia (issue 12, January 2017;
Na6op /1C CE & Ko. 3anponoHoBaHo: CDT section number(s) i.e.
KI, HimeuunHa 3.2.r-regional information DMF Synthesia (issue
13, September 2019). BBegeHHA 3MiH NPOTArOM
6-T1 MicsILIB NiCNs1 3aTBEPKEHHS.
190. | MOBANIC® PO3YUH ANS1 iH'EKLLIN, BepiHrep HimeuunH BepiHrep IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a - UA/2683/03/01
15 mr/1,5 mn; no 1,5 IHrenbxanm a IHrenbxainm EcnaHa, 3MiHu Il TMny - 3MiHK Woao peyenmom
My amny”ni; no 5 IHTEpHeLHN CA, IcnaHis 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
amny/s B KAPTOHHIlA 6X (BMPOGHMLTBO Ta BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB
Kopoo6Li nepBuHHe BMAAYi peecTpauiliHoro nocBigYeHHs,
nakyBaHHs); BK/IOYatoumM MNnaH ynpasniHHA pusnkamu
BepiHrep (3acTocyBaHHA 3MiH(K), siKi(a) BUMaratoTb(€)
IHrenbxanm EcnaHa, noAasIbLIOro 06r'pyHTYBaHHSA HOBMMMU
CA, IcnaHis [0AaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
(BTOpPUHHE KOMNETEeHTHUM OpraHoM, OCKi/TbK/ BUMaraeTbCs
nakyBaHHs, CyTTEBA OLiHKa KOMNETEHTHVMM OpraHoMm)
KOHTPO/Tb AKOCTi Ta 3asaBHMKOM HalaHO OHOBJ/IEHWIA NaH
BUNYCK cepil) ynpas/iHHA pusmkamum Bepcisa 2.0. 3MiHn
BHECEHO A0 yYacTuH: |l «Cneyudpikauis 3
6e3nekn», V «3axoau 3 MiHimiauii pusukie», VI
«Pe3tome nnaHy ynpasniHHA pusukamus, VII
«Jlogatkm» y 3B'A3Ky 3 BUAATEHHAM BaOK/IUBUX
iIeHTUIKOBaHUX PU3MKIB, BXINBUX
MOTEHLAHNX PU3UKIB, @ TAKOX BUAANEHHS
BiACYTHbLOI iHhopmauii. CTpykTypy MNYPa 6yno
OHOBJ/IEHO BiAMNOBIAHO O pEKOMeH aLiii
Guideline on good pharmacovigilance practices
(GVP) Module V — Risk management systems
(Rev 2).
191. | MOBANIC® Tabnetku no 15 mr; BepiHrep HimeuunH BepiHrep HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/2683/02/02
no 10 TabneTok; no IHrenbxanm a IHrenbxaivm ®apma pevys 3MiHuY I TMny - 3MiHK Woao peyenmom
1 a6o 2 6nicTepu B IHTepHeLwwHN v6X i Ko. KT, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
KapTOHHIA Kopoo6Li X HimeuunHa; BHeceHHs abo 3miHa(1) [o 3060B'A3aHb Ta yMOB
BepiHrep BMAAYi peecTpauiiiHoro nocBigYeHHs,

IHrenbxaim Xennac
CuHrn Membep
C.A., T'peuia

BK/TIOYaouM MNnaH ynpasniHHA pusnkamm
(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
noAasIbLIOro 06r'pyHTYBaHHSA HOBUMMU
[0AaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/TbK/ BUMaraeTbCs
CYTT€EBA OLIiHKa KOMMETEHTHUM OpraHom) -
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3asBHMKOM HalaHO OHOBJ/IEHWIA NaH
ynpas/iHHA pu3nkamu Bepcis 2.0.
3MiHM BHeceHOo A0 YacTuH: |l «Cneyudikadis 3
6e3nekn», V «3axoau 3 MiHimizauii pusukie», VI
«Pe3tome nnaHy ynpasniHHA pusukamus, VII

«Jlogatkn» y 3B'A3Ky 3 BUATEHHAM BaOXK/INBUX

iIeHTUIKOBaHUX PU3MKIB, BX/INBMX

MOTEHL,AHMX PU3UKIB, @ TAKOX BUAANEHHS
BiACYTHbLOI iHhopmauii. CTpykTypy MNYPa 6yno
OHOBJ/IEHO BiAMNOBIAHO O pEKOMeH AL
Guideline on good pharmacovigilance practices
(GVP) Module V — Risk management systems
(Rev 2)

192.

MOBAJIC®

Tabnetkn no 7,5 mr;
no 10 Tabnetok; no
2 6nictepu B
KapTOHHIA KOopooLi

BepiHrep
IHrenbxanm
IHTEpHELLHN
M6X

HimeyunH
a

BepiHrep
IHrenbxanm ®apma
v6X i Ko. KT,
HimeuuunHa;
BepiHrep
IHrenbxaiim Xennac
CuHrn Membep
C.A., T'peuia

Himeyumnna/
pevyis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHu Il Tvny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB
BMAAYi peecTpauiliHoro nocBigYeHHs,
BK/IOYatoumM MNnaH ynpasniHHA pusnkamu
(3acTocyBaHHA 3MiH(K), siKi(a) BUMaratoTb(€)
noAasIbLIOro 06r'pyHTYBaHHSA HOBMMMU
[0AaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
KOMNETEeHTHUM OpraHoM, OCKi/TbK/ BUMaraeTbCs
CyTTEBA OLiHKa KOMMETEHTHUM OpraHom) -
3asaBHMKOM HalaHO OHOBJ/IEHWIA NaH
ynpas/iHHA pu3mkamu Bepcis 2.0.
3MiHM BHeceHo A0 YacTuH: |l «Cneyudpikauis 3
6e3nekn», V «3axoau 3 MiHimiauii pusukie», VI
«Pe3tome nnaHy ynpasniHHA pusukamus, VII
«Jlogatkm» y 3B'A3Ky 3 BUAATEHHAM BaOK/IUBUX
iIeHTUIKOBaHUX PU3MKIB, BXINBUX
MOTEHLAHNX PU3UKIB, @ TAKOX BUAANEHHS
BiACYTHbLOI iHhopmauii. CTpykTypy MNYPa 6yno
OHOBJ/IEHO BiAMNOBIAHO O pEKOMeH aLiii
Guideline on good pharmacovigilance practices
(GVP) Module V — Risk management systems
(Rev 2)

3a
peyenmom

UA/2683/02/01

193.

MOBIKCUKA
M®

PO3YUH NSt iH'EKLA,
15 mr/1,5 mn; no 1,5
M/1 B amnyni; no 5
amnyny
naacTKoBOMy
KOHTeliHepi B
KapTOHHIA Kopoo6Li

Mosi Xenc
mM6X

Lseiiuapi
2

Xenn CA

Mpeuis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MmiHu | TURY - 3miHk 3 sKocTi. CepTudikat
BignosigHocTI/TE-cepTudpikar signosigHocCTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTuglikaTa
BiANOBIAHOCTI @60 BUMYyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ons BMXigHOro
mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; ans
[0MNOMIXHOT peyoBrHY (cepTuddikat

3a
peyenmom

UA/14916/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
OHOB/EHWIA cepTUdIKaT Bif yXe 3aTBEPXEHOr0
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkiii hapmakonei Ne R1-
CEP 2014-261 - Rev 00 (3aTBepmxeHo: RO-CEP
2014-261 - Rev 03) gna A®| menokcukamy Big,
BXe 3aTBepAKeHOro B1pobHuka Swati Spentose
Pvt. Ltd., India
194. | MYKODANDbLK | rpaHynu, 3,25r1/5T Ap. ®anbk HimeuunH BiANOBIAaIbHMI 3a Himeuunna BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a - UA/6104/01/01
ANENbCUH no 5rrpaHyny dapma a BWMNYCK Cepiii 3MmiHu | TURY - 3MiHK Woao peyenmom
nakeri; no 20 6X KiHLLeBOro MPOAyKTY: 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
nakeTiB y KapTOHHIl [p. danbk Papmva BeefeHHs abo 3MiHN [0 y3araslbHeHUX AaHnX
Kopoo6Li v6X, HimeuunHa npo cuctemy chapmakoHarnsgy (BBefeHHS
BUPOGHMKM y3arasibHeHUX faHnx npo cucTemy
[030BaHoOi chopmu, hapmakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
nepBrHHE Ta BiANOBiAA/IbHOT 32 3AiACHEHHS
BTOPWHHE dhapmakoHarnsgy; KOHTakTHoi ocobm 3
nakyBaHHA Ta hapmakoHarnsagy 3asBHuka 415 34iCHEHHS
KOHTPO/Tb AKOCTI: dhapmakoHarnsgy B YkpaiHi, AKLWO0 BOHA
NosaH ®apma M'vbX, BiAMiHHa Bif, YyNOBHOBaXEHOT 0cobu,
Himeuunna BiANOBIAa/IbHOI 3a 3AiiCHEHHA hapmakoHarnsagy
BMPOGHMKM, (BK/THOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
BignoBigabHI 3a pO3MiLLEeHHI MacTep-thaiina cuctemu
nepBuHHeE, thapmakoHarnsgy) 3miHa KOHTaKkTHOI 0cobu
BTOPWHHE 3asBHUKa, BiANOBIAa/IbHOI 3a hapMakoHarnag, B
nakyBaHHs Ta YKpaiHi.
KOHTPO/Ib SIKOCTI: [itoua pepakuis: BoliteHko AHTOH eoprinoBuy.
Ninpgochapm MvbX, MponoHoBaHa pepakuis: byask OnekcaHgpa
HimeyunHa CepriiBHa. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
NozaH ®apma M'vbX, 0cobu 3as1BHMKA, BIAMNOBIAA/ILHOT 32
HimeuunHa thapmakoHarnsg, B Ykpaii.
BUPOBHUKM,
BiANOBiAa/bHI 3a
KOHTPO/Tb AKOCTI:
'BA ®dapma M'vbX,
Himeuunna
XeHkenb Al i Ko.
KraA, HimeuunHa
'BA ®apma M'm6X,
HimeyunHa
Nabop N1IC CE i Ko.
KI', HimeuunHa
IMK - IHCTUTYT
Mikpo6ionoriyHoro
3abe3neyeHHs
AKOCTi FTM6X,
HimeyunHa
195. | HA3AJIOHI® | cnpeii Ha3aslbHUIA, TOB YkpaiHa TOB "Mikpodapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHMx MaTepiasis: 6e3 - UA/10620/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
po3osaHuii 0,05 % "BANIAPTIH 3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA peyenma
no 10 r y dpnakoHi; PAPMA" nikapcbkuii 3aci6. Onuc Ta cknag (iHLWi 3MiHW)
no 1 dnakony y BHOCUTbCS NepepaxyHoK AONOMDKHOI peYOBUHU
nauu,i BeHszankoHito xnopugy Ha 100 % peyoBuHy, 3
BignoBigHMMM 3MiHaMKn B po3ain «Cknaa» MKA
196. | HASMBIH® cnpeii Ha3asTbHUIA, Mi eng Oxi HimeuunH Codpapimekc - MopTyranis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 - UA/18086/01/01
no3oBaHuii 0,05 %; Xenc a IHaycTpia Kimika e 3MiHu | TUnYy - 3MiHK Woao peuenma
no 10 mn y donakoHi [xepmaHi dapmaueyTika, C.A. 6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy.
3 103Y0UNM mM6X BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npucTpoem; no 1 npo cuctemy chapmakoHarnsgy (BBefeHHs
chnakoHy B y3arasibHeHVX AaHnx Npo cuctemy
KapTOHHIA KOopoo6Li thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa AN5 34iICHEHHSA
thapmMakoHarnagy B YkpaiHi, AKLLO BOHA
BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
poO3MiLLeHHI MacTep-goaiina cuctemm
thapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHuX
YNOBHOB&XEHOT 0cO6M, BiANOBIAaNbHOI 3a
hapmakoHarnsg. 3mMiHa MiCLLe3HaxX04KEHHS
mMacTep-gaiina cuctemy hapmakoHarisgy Ta
ioro Homepa. 3miHa MicLsa 3AiACHEHHS] OCHOBHOT
[ISNbHOCTI 3 hapmakoHarisay
197. | HAN3® Tabnetku no 100 wr, O-p Peppi'c IHAjA A-p Pepai'c IHAjsA BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/3458/02/01
no 10 tabnetok y Na6opatopi Na6opaTopic /Ta, 3MiHuM | TUNY - 3MiHK Woao peuenmom nionsieae
6nictepi; no 2 citg Bupo6Huya 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
6nictepu B ginbHuug - 11, IHAis; 3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
KapTOHHIA Kopoo6Li O-p Peppi'c 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana

NabopaTtopic
Nimiteg, IHAais

MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Ak pesynbtart
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHNX
BiAMOBIAHO A0 NAaHy negiaTpuyHUX fOCAiAXEHb
(PIP) (3MiHY y3rokeHo 3 KOMNETEeHTHUM
YNOBHOBA)XXEHVM OPraHom).
3MiHN BHECEHO A0 IHCTPYKLIT 418 MeanyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHS y nepiog BariTHOCTi abo
rofyBaHHs rpyaaro” 3 6esnekn 3acTocyBaHHS
Ait040T pevoBMHN BiAMOBIAHO A0 pekoMeHAaLii
PRAC. BBefeHHS 3MiH NpOTAroM 6-Tu MicAL,iB
nicns 3aTBepAKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
198. | HANBEH PO34YUH ANS iH'EKLN, Crepun- IHAis Crepun-[xeH Naiic IHAjs BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a - UA/19141/01/01
10 mr/mn; no 1 mn B [bxeH Nalicp CaiieHcus (M) Ntg, 3MiHY | Tuny - 3MiHK 3 skocTi. FoToBMIA peuyenmom
amnyni; no 5 amnyn CalieHcus nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
Y KOHTYpHIlA (m Nt po3mipy cepii (BktOYarun gianasoH po3mipy
ynakosui; no 1 cepii) roToBOro Nikapcbkoro 3acoby (36iN1bLIeHHS
KOHTYpHIli ynakoBLi [0 10 pasiB NOPIBHAHO i3 3aTBEPKEHNM
Y KapTOHHIli kopoobLi pO3MipoMm) - ofaBaHHS HOBOTO PO3Mipy cepii
'N3 3aTtBepmxeHo: 70 niTpis (63,636 amnyn)
3anponoHoBaHo: 70 niTpis (63,636 amnyn), 170
niTpiB (154,545 amnyn)
199. | HAIBY®IH PO3YUH ANS1 iH'EKLLIN, CKAH IHais CTEPUN-O)KEH IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a He UA/17533/01/01
10 mr/mn; no 1 mn B BIOTEK NAA® CANEHCU3 3MiHu | TMNY - AgMiHICTPaTUBHI 3MiHN. 3MiHa peyenmom nidnsieae
amnyni; no 5 amnyn nTa (mnTa Ha3BW nikapcbkoro 3acoby (A.2. 1B)
Y KOHTYpHIlA 3MiHa Ha3BW /iKapcbKoro 3acoby. 3aTBepAXeHO:
YapyHKOBIl HO®A 3anponoHosaHo: HAJIBY®IH BeefeHHs
ynakosLi; no 1 3MiH NpOTArom 6-Tu MicALiB nicns
KOHTYpHili 3aTBEPAKEHHS
YapyHKOBIli yrnakoBLj
B KapPTOHHIl
ynakoBLi
200. | HATPIO pO3unH ANs iHdysil B. bpayH HimeuunH B. BpayH Megikan Icnanis/ BHECEHHS 3MiH 40 peecTpaLiiniHux MmaTepiasis: 3a - UA/9611/01/01
xnoenagy 0,9 % no 100 mny Menb3yHreH a CA, Icnanis; B. HimeuuunHa 3MiHuW | TUNYy - 3MiHK Woao peyenmom
PO34MH donakoHi; no 20 Al BpayH Menb3yHreH 6e3nekn/edpekTBHOCTI Ta hapMakoHarnagy
IBOTOHIYHWN | dhnakoHiB y A, HimeuunHa (iHLWi 3MiHW). 3MiHM BHECEHI Yy TEKCT MapKyBaHHS
10,9% B. KapTOHHI kopobuyj; (BpO6HMLTBO, NepBUHHOT Ta BTOPUHHOI YNakKoBKY J1iKapCbKoro
BPAYH no 250 mn, a6o no nepBuHHa Ta 3acoby y posgin "OATA 3AKIHYEHHA
500 mn, abo no BTOPVHHA ynakoBKa, TEPMIHY NPUOATHOCTI". BBeAeHHS 3MiH
1000 mn'y chnakoHi; BMnyck cepii); b. NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPIKEHHS.
no 10 dhnakoHiB y BpayH Menb3yHreH
KapTOHHI Kopoo6Li A, HimeuunHa
(KOHTpO/b cepii)
201. | HATYBIOTUH | TabneTtku no 5 wmr; AnbneH Lseliuapi [Op. TycTtas KnsiiH Himeuunna BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 6e3 - UA/15961/01/01
no 30 TabneTok y dapma Al a m6X & Ko. KI 3MiHu | TUny - 3MiHN Woao peuyenma

6nicTepi; no 1 abo
no 2 6nictepun y
KapTOHHI KOPOOL;i

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHM [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
thapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asBHUKa A5 34iCHEHHS
hapmakoHarnsigy B YKpaiHi, KLU0 BOHA
BiIMiHHa Bif, yNOBHOBaXeHOI 0coou,
BiiNOBigaNbHOIT 3a 3iiCHEHHSA hapmakoHarnsgy
(BK/IKOUAKOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
pO3MilLeHHI MacTep-haiina cuctemu
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHoI
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOI 32
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o

202.

HATYBIOTUH

Tabnetkn no 10 wmr;

AnbneH

thapmakoHarnag. [itoua pegakuyis: BoliTeHko
AHTOH leopriiioBny. MponoHoBaHa peaakLis:
[p. NeoHappo E6eniHr / Dr. Leonardo Ebeling.
3MiHa KOHTaKTHMX AaHuX YNOBHOBaXXEHOT 0cobu,
BiANoBiAa/IbHOT 3a hapmakoHarns. BeegeHHs
KOHTaKTHOT 0CO6U 3asiBHKKA, BigNoBigabHOI 3a
thapmakoHarnag B YkpaiHi. NponoHoBaHa
pepakuis: byask OnekcaHgpa CepriiBHa.
BBefeHHs1 KOHTaKTHUX AaHWX KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIAANbHOI 3a hapmakoHarnsag B
YKpaiHi. 3MiHa MicLle3HaxoMKeHHsA MacTep-
(haiina cuctemu chapmakoHarnsgy Ta ioro
Homepa. 3MiHa MicLs 3AiACHEHHS OCHOBHOT
Ais/IbHOCTI 3 chapmakoHarnagy

nocsBi0YeHHs

203.

HEBIBONO/-

no 30 TabneTok y
6nictepi; no 1 a6o
no 2 6nictepn y

KapTOHHIA KOpoo6Li

TabneTkn no 5 mr;

Papma Al

TOB «TeBa

Lseiuapi
A

[Op. N'yctas KnsiH
v6X & Ko. KI

HimeyunHa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
BeefeHHs abo 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA hapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0Cco6u 3as1BHMKA, BiAMNOBIAA/IbHOT 32
thapmakoHarnag. fitoua pefakuis: BoliTeHko
AHTOH leopriioBmy. MponoHoBaHa pegakuis:
[Op. Neonapao E6eninr / Dr. Leonardo Ebeling.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXXEHOT 0cobu,
BiANOBiAaNbHOI 3a thapmakoHarnsg,
BBefeHHs1 KOHTAKTHOT 0COOM 3asiBHUKA,
BignoBigaIbHOI 3a hapMakoHarnsag B YkpaiHi.
MponoHoBaHa pepakuis: byask OnekcaHgpa
CepriiBHa. BBeJEHHS KOHTAKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NoBiganbHOI 3a
thapmakoHarnag B Ykpaini. 3miHa
MicL,e3HaxX0MKEHHS MacTep-ghaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSNIbHOCTI 3
dhapmakoHarnsgy

6e3
peyenma

UA/15961/01/02

TEBA

no 10 TabneTok y

Ykpaina»

YKpaiHa

Bupo6HMLTBO 3a
NMOBHWM LVKIOM:

ManbTa/

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:

Bonrapis

3MiHu | TMny - 3MiHK 3 siKocTi. FoToBMIA

3a

UA/14877/01/01

peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nicTepi; no 2 abo AxTtasic NTA, nikapcbkuii 3aci6. KOHTpob roToBOro
no 3 6nictepu B ManbTta nikapcbkoro 3acoby. 3MiHa y MeToax
KapTOHHiiA Kopo6Lj; Bupo6HuuTBO 3a BMNPOGYBaHHA roTOBOro /iKapCbKOro 3acoby
no 14 trabnetok y MOBHUM LK/IOM: (iHwWi 3miHM y meTogax BunNpobyBaHb
6nictepi; no 2 BankaHdapma- (BKKOYaKOUM 3aMiHy a60 [ONOBHEHHS))
6nictepu B OynHunus AT, BBE/leHHA a/IbTEPHATUBHOIO METOAY
KapTOHHI KopooLi Bonrapis BMNpo6yBaHHA /13 3a NoKa3HUKOM
«OpfHOPIAHICTL f030BaHUX oavHULbL» (Ph. Eur.
2.9.40) — po3paxyHKOBO-BaroBuii Metos. YnHHWiA
MeTOA NPSIMOro BU3HAYEHHS 3aUTMLLIAETbCA 6e3
3MiH. BBeieHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepipkKeHHs
204. | HEMPOAMKN | kancynu, no 10 TOB YkpaiHa .. ®apma M'm6X, ABcTpist BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/5909/01/01
OBIT Kancyn y énictepi; «BAYLU ABCTpISi; BAPOOHUK 3MiHuM | TUNY - 3MiHK Woao peyenmom nionsizae
no 3 abono5 XENC» BiANOBIAa/IbHUI 3a 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

6nicTepiB B KOPOOL
3 KApTOHY

BUMYCK NPOAYKTY:
1. dapma Mm6X,
AscTpist

3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MEeANYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX
BIAMNOBIAHO A0 NAaHy negiatpuyHnX fOCAIAKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMNeTeHTHUM
YNOBHOB&XXEHNM OpraHoM) - 3MiHN BHECEHO [0
IHCTPYKUiT 4N MEeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ginis "OcobmBocTi
3acTocyBaHHsA", "Mo6iuHi peakuii" 3 6e3neku
3aCTOCYBaHHS AjilouMX PeYOBUH BiANOBIAHO A0
pekomeHgauiin PRAC; 3miHu | Tvny - 3MiHu Wwoao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT A4S
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOTIO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
nicnapeecTpaviinnii nepiog, abo Ak pesynbtat
OLLiHKVM 3BIiTYy 3 AOC/iMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NMaHy negiatpudHnX AocnigxeHb
(PIP) (3MiHY Y3rofXeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHNM OpraHoM) - 3MiHN BHECEHO [0
IHCTPYKLUIT 415 MEAUYHOTO 3aCTOCYBaHHS
niKapcbKoro 3acoby o po3ainy "3actocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar” 3
6e3nekn 3acTocyBaHHA AiloUnX PeHOBUH
BiANOBIAHO A0 pekomeHaauin PRAC
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
205. | HEMPOPYBIH | TabneTtku, BKpUTI TOB «TeBa YkpaiHa Brpo6HMUTBO LLseriuapis/ BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 6e3 - UA/1950/02/01
™-®OPTE NNiBKOBOIO YkpaiHa» Hepo3ghacoBaHoOro HimeuuunHa 3MiHM | TURY - 3MiHK 3 aKocTi. CepTudikar peyenma
NAKTAB 060/10HKO0; Mo 10 NPOAYKTY, KOHTPO/Ib BignosigHocTi/l E-cepTudikar BignosigHocTi
AKOCTI, [O3BIN HA €Bponeiicbkii hapmakonei/MmoHorpadii.

Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHiiA Kopo6Li

BUNYyCK cepii: AuMHO
Papma AT,
LLiefiuapis;

lNepBuHHa Ta

BTOPVHHA YMnakoBKa:

AuunHo ®apma Arl,

LLiBeiiuapis;
KoHTponb sikocTi:
HHAC Na6op A-p

Xolicnep M'v6X,
HimeuumnHa,;
Jopatkosa
naboparopis, Lo
npuiimae y4yacTtb B
KOHTPO/Ii SIKOCTi:
YHTep3yXyHrciHcTUT
yT Xennenep MmoéX,
HimeyunHa

MopaHHA HOBOro abo OHOB/EHOTO cepTudlikaTa
BIANOBIAHOCTI abo BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npoMiKHOrO NPOAYKTY, L0
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[L0MOMDKHOT peyoBUHU (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
OHoBEeHWIA cepTUdikaT Bif yXe 3aTBepXEHOro
BMPOOHUKA - NOAaHHA OHOB/IEHOro cepTudpikara
BignoBigHoCTI EBponelickkili hapmakonei Ne R1-
CEP 2011-205-Rev 00 (3aBTepgxeHo: RO-CEP
2011-205-Rev 01) gnsa APl LiaHokobanamiHy
Bif 3aTBEpAKeHOro B1upobHuka Hebei Huarong
Pharmaceutical Co Ltd, China; 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikat BignosigHOCTI/lE-
cepTudikaT BignoBigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BifnoBigHOCTI a6o
BWUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BUXIAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; ans fonoMixHOT pevoBnHN (cepTudikar
BiANoOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif Y)Xe 3aTBEPLKEHOIO
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2011-205-Rev 01 gns Adl
LliaHoko6anamiHy Bif 3aTBEpAXEHOr0
BMpobHuka Hebei Huarong Pharmaceutical Co
Ltd, China; 3miHu | TMNy - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponechkili
hapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TYYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: gns A®l; ans
BMXigHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ans [ONOMIXHOT pevoBuHN (cepTudpikar
BiANOBIAHOCTI €Bponelickbkili hapmakonei) -
OHOB/EHWIA cepTUdiKaT Bif yXe 3aTBEPXEHOr0

BMPOGHMWKA - MOAaHHSA OHOB/IEHOTO cepTudlikara
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
BiANoBigHOCTI EBponeiickkiii hapmakonei Ne R1-
CEP 2011-205-Rev 02 gns A®I

LliaHoko6anamiHy Big, 3aTBEpPYKEHOrO
BMpo6HUKa Hebei Huarong Pharmaceutical Co
Ltd, China; 3miHu | TUNY - 3MiHX 3 AKOCTI.
CeptucpikaT BignosigHocTi/l' E-cepTudikart
BiANOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBsigHOCTI a6o
BWyYEHHS cepTudpikaTta BiANoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona fonoMikHOT peqyoBuHN (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
BunyueHHsi cepTudpikatis (3a HassBHOCTI
My/IbTUNIETHOIO cepTuddikata Ha matepian) -
BUYYEHHS cepTudikaTta BiAnoBigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 1998-
140-Rev 03 gns A®I LiiaHokob6anamiHy Bif
BUpo6HuKa Sanofi Chimie, France; 3MiHu | Tuny
- 3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: gns A®l; ans
BMXiQHOro marepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ans fonoMixXHOT pevoBuHN (cepTudpikar
BiANOBIAHOCTI €Bponelickbkili hapmakonei) -
BunyuyeHHs cepTudikaTtie (3a HassBHOCTI
My/IbTUNIETHOIO cepTuddikata Ha matepian) -
BWyYEHHS cepTudpikaTta BiANoBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-CEP 2003-
233-Rev 00 ans APl LiiaHoko6anaminy Big,
BMpo6HUKa Hebei Huarong Pharmaceutical Co
Ltd, China; 3miHu | TUNY - 3MiHX 3 AKOCTI.
CeptucpikaT BignosigHocTi/l' E-cepTudikar
BiANOBIAHOCTI €BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBsigHOCTI a6o
BWyYEHHS cepTudpikaTta BiANoBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npoMikHOro

A®I; nna [ONOMIKHOI peyoBUHKN (cepTudikat

NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Yy BUPOGHULITBI

BifiNoBigHOCTI €Bponelicbkili hapmakonei) -
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
OHoBEeHWNIA cepTUdikaT Bif yXe 3aTBepXEHOro
BMPOBHUKA - NOAaHHA OHOB/IEHOro cepTudpikara
BignoBigHoCTI EBponelickkili hapmakonei Ne R1-
CEP 1999-057-Rev 05 (3aTBepgxeHo: R1-CEP
1999-057-Rev 04) ans A®I TiamiHy HiTpaTty Bif,
3aTBEpAXEHOro Bupo6Hrka DSM Nutritional
Products GmbH, Germany
206. | HEMPOUUTW | posumH gns iHdpysiii, | TOB "tOpis- YkpaiHa TOB "Opia-®apm” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a - UA/14906/01/01
H® no 50 mn, 100 mn, Papm"” 3MiHn | TUnYy - 3MiHK 3 aKocTi. FoToBMIA peyenmom

200 mMn y naswyi; no
1 naawyi B nayui

nikapcbkuii 3aci6. KOHTpoib roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax BUNpobyBaHb
(BKKOYALOUM 3aMiHy a60 [ONOBHEHHS)) — 3MiHN
3a MOKa3HMKOM sIKOCTi «Onunc», BUNPaB/IEHHS
MOMWJIKM B METOAax BUNPOOYBaHHS:
3arBepakeHo: MpospayHas 6ecuBeTHas nm
cnabo xentosatas XnAKoCTb; BusyanbHblid,
oYy 2.9.20. 3anponoHoBaHo: NMpo3opa
6e3bapBHa abo 3/1erka XoBTyBara piguHa,;
BizyanbHui.

CynyTHS 3MiHa - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX rOTOBOrO
nikapcbkoro 3aco6y (iHWi 3miHW) 3MiHn | TNy -
3MiHuM 3 SIKOCTi. [OTOBWIA Nikapcbknii 3aci6.
KOoHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y
MeTogax BUNPobyBaHHA rOTOBOTO /liKapCbKOro
3aco6y (iHWi 3MiHN y MeToAax BMNPO6yBaHb
(BKNHOYAKOUN 3aMiHYy @60 JOMOBHEHHS)) — 3MiHV B
MeToAax BUNpobyBaHHA 13 Ta yTOUYHEHHS Y
chopmyntoBaHHi BUMOr cnevudikauii 3a
nokasHukoMm «KinbkicHe BU3HaydeHHs» [N13.
CynyTHs 3MiHa - 3MiHU 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo [ONYCTUMUX MEX FOTOBOrO
nNiKapcbKoro 3acoby (iHLwi 3MiHK) 3miHun | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPOGYyBaHHS rOTOBOTO J1iKapCbKOro
3aco06y (iHWi 3MiHM y MeToAax BUMPo6yBaHb
(BKKOYALOUM 3aMiHy a60 [ONOBHEHHS)) — 3MiHa
dhopmyoBaHHA BUMOr cneumdikauii Ta
nocunaHHs Ha BiANoBIAHY dhapMakoneto y
MeTogji BUNpo6yBaHHS, 3a NOKa3HMKOM
«OcMonsnbHicTb» [N13: 3aTtBepaxeHo: Ot 0,270
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

00 0,330 Ocmonb/kr; AdY, 2.2.35
3anponoHoBaHo: Big 270 MmocMonb/Kr oo
330mocmonb/kr, Ph. Eur. 2.2.35 CynyTHA 3MiHa -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTuMmx
MEX roTOBOrO NiKapCbKOro 3aco6y (iHLui 3MiHW)
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3mMiHM y MeToAax BuNpobyBaHb
(BKNHOYAKOUN 3aMiHy @60 JOMOBHEHHS)) — 3MiHV B
3aTBEpIAXEHOMY MeToi BUNnpobyBaHHs 13 3a
nokasHukom «CynposigHi fomituku» (Ph. Eur.
2.2.29), a TaKoX 3BY)XEHHS 3aTBEPIKEHUX BUMOT
cneumaikauii 3a faHUM NOKa3HUKOM SIKOCTI:
CynyTHsi 3MiHa - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO
niKapcbKoro 3aco6y (iHWwi 3mMiHu) 3miHun | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeTogax BUnpobyBaHHsA rOTOBOTO /TiKapPCbKOro
3aco06y (iHLWi 3MiHM y MeToAax BUNPoGyBaHb
(BkNtOYaKOUM 3aMiHy abo [ONOBHEHHS)) -
YTOYHEHHSI BUMOT crneuudikauii Ta npoBeaeHHs
onucy MeToauk BunpobysaHHs M3 3a
NOKa3HNKOM «MexaHiuHi BK/THOYEHHS» Y
BiANOBIAHICTb A0 BMMoOr Ph. Eur. 2.9.19, MeToz
1 ta Ph. Eur. 2.9.20. (3aTBEpaxeHO: AdY
2.9.20, AdY 2.9.19 meTog 1). CynyTHA 3MmiHa
- 3MiHu 3 aKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTuMmx
MEX roTOBOrO /iKapCbKOro 3aco6y (iHLUi 3MiHW)
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3mMiHM y MeToAax BuNpobyBaHb
(BK/IHOYAOUM 3aMiHY 260 JOMOBHEHHS)) — 3MiHW Y
cneumaikauii Ta MeTogax BunpobysaHHsa 13 3a
nokasHWKoM «laeHTudikauis»: onuc kpuTepiis
NPUHATHOCTI y cnevudikauii Ta onmc
BiANOBIAHWX aHaNNITUYHUX METOAVK NPUBELEHO Y
BiANOBIAHICTb A0 Aitounx Bumor Ph. Eur. 2.3.1,;
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHa CTUNICTUYHOIO BUKNAAEHHS BUMOT
cneumagikauii Ta onMcy MeToauKn BUNPo6yBaHHs
3a n. «lgeHtudikayis. Lintukonin» (Ph. Eur.
2.2.25). CynyTHs 3MiHa - 3MiHU 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbkoro 3acoby (iHwWi 3miHW) 3MiHu | TNy -
ALMiHICTpaTMBHI 3MiHN. Buy4yeHHs BUPOGHWYOT
AinbHUUi (BKIOYaoumn ainbHuui ans Adl,
NPOMIXHOro NPOAYKTY abo roToBOro Nikapcbkoro
3aco6y, AiNbHULI 4719 NPOBEAEHHSA NaKyBaHHS,
BMPOGHMKA, BiAMoBifasibHOro 3a BUMYCK Cepil,
MicLLle NPOBeAEeHHS KOHTPOIO cepii) abo
nocTtayasibHuKa BUXiAHOro MaTepiasy, peareHTy
ab0 4ONOMIXHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y
[l0Cb€) — BUNYYEHHS a/TbTEPHATVBHOIO
BMpo6Huka APl Kanito xnopugy Kirsch Pharma
GmbH, Germany (3aTBepgxeHo: Macco
Organiques s.r.o., Czech Republic). 3miHu | Trny
- 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
CuncTemMa KoHTelHep/3aKynopioBasibHUiA 3aci6.
3MiHa 6y/ib-AKOI YaCTUHW MaTepiany NnepBUHHOT
YNaKoBKM, LLIO HE KOHTaKTye 3 FOTOBUM
nikapcbknM 3ac060M (Hanpuknag, konip
KPWLLIEYOK 3 KOHTPO/IEM NEPLLOro BifKPUTTS,
Konip KOLOBYX Kineub Ha amnynax, KoHTeliHepa
Ans ronok (pisHi BMAn nnactmacu) (3miHa, ska
He BMMBA€E Ha KOPOTKY XapaKTepucTuKy
nikapcbKoro 3acoby)

- ONWC NEPBUHHOTO NaKyBaHHS NMPUBEAEHO Y
BiANOBIAHICTbL A0 TepMmiHonorii EDQM Standard
Terms Internal controlled vocabularies for
pharmaceutical dose forms and packaging .
3atBepakeHo: no 50 mi abo 100 mn, abo 200
M/T Y NAALKAX CKASHHUX 3aKOPKOBaHWX
npobKamMu ryMoBUMM i OGTUCHYTUX KOBMaYvkam
aIloMiHIEBO-NNACTUKOBUMU. 3anponoHoOBaHO: Mo
50 mn a6o 100 mn, abo 200 MmN y NasLIKax
CK/IAHHUX 3aKyNOpPeHUX NpobkaMu ryMoBUMM i
06TUCHYTUX KPULLKaMU asTlOMiHIEBO-
noniMepH1MU.

207.

HI®YPOKCA3
na-CnerPko

Kancynu no 200 mr,
no 12 kancyn s
KOHTeliHepi; no 1
KOHTeliHepy B maui
3 KapTOHY

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpvemMcTB
0 "Cnepko
YKpaiHa"

Ykpaina

CninbHe yKpaiHCbKo-
icnaHcbke
niANPMEMCTBO
"Cnepko YkpaiHa“,
YkpaiHa (NoBHUiA
LKA BUPOGHMLTBA,

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHs Ta IHCTPYKLUIT Ana
MeAMYHOro 3acToCyBaHHA Ha nigcTaBi

3a
peyenmom

He
nionsieae

UA/8638/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BWMNYCK Cepil;
KOHTPO/b SIKOCTI)

perynisipHO OHOBJIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 JOC/iAXEHb, NPOBEAEHUX
BIAMNOBIAHO A0 NAaHy negiatpuyHnX JOCAiAKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiH1 BHeCeHi 0
IHCTPYKUiT AN MEeAWYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby A0 po3ainis
"apmMakonorivyHi BnactusocTi”, "3actocyBaHHA y
nepiog, BaritTHOCTi abo rogyBaHHs rpyaa"” Wwoao
6e3nekn 3acToCcyBaHHA Ail040i PEYOBUHM.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPMKEHHS; 3MiHuM | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3miHW) - 3MiHK BHeceHi Ao IHCTpyKLii ans
MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
[0 po3ainy "Mo6iyHi peakyii” Wwoao 6esnekn
3aCTOCYBaHHSA NikapcbKoro 3acoby, a Takox A0
po3sgainy "MicuesHaxoKkeHHs BUPO6HMKa Ta
agpeca MicLus NpoBa)KEHHS Oro Ais/IbHOCTI"
(peparyBaHHsl Ha3BW po3finy). BBegeHHs 3MiH
NpOTArom 6-T1 MiCALIB MiCNsA 3aTBEPKEHHS

208.

HI®YPOKCA3
na-CnerPko

CyCneH3isi opasibHa,
200 mr/5 mn, no 100
My KOHTeHepi; no
1 KoHTelHepy 3
0310400 NTOXKKOKO
B NnayLj 3 KapTOHY

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpvemMcTB
0 "Cnepko
YkpaiHa"

Ykpaina

CninbHe yKpaiHCbKo-
icnaHcbke
niANPMEMCTBO
"Cnepko YkpaiHa“,
YKpaiHa
(noBHWIA LWKN
BVMPOGHMLTBA,
BUNYyCK cepil;
KOHTPO/1b SIKOCTI)

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHs Ta IHCTPYKLUIT Ana
MeANYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX
BIAMNOBIAHO A0 NAaHy negiatpuyHnX fOCAIAKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMNeTeHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiHN BHECeHi 40
IHCTPYKUiT NS MEeAWYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"apMakonoriyHi BnactusocTi”, "3actocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaa” woano
6e3nekn 3acTocyBaHHA Ail040T PEYOBUHU.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS; 3MiHKM | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3MiHW) - 3MiHK BHeceHi Ao IHCTpyKLii ans
MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby

3a
peyenmom

He
nionsieae

UA/13326/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
[0 po3ainy "Mo6iyHi peakyii” Wwoao 6esnekn
3acTocyBaHHS nikapcbkoro 3acoby. BeeaeHHs
3MiH NpPOTArom 6-Tn micauis nicns
3aTBEPAKEHHS
209. | HOBOMNAPWH | po3unH ans iH'ekwii, HKEHODA Benuka LeHaxeH Tekgoy Kutaii BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis: 3a He UA/9061/01/01
® 100 mr (10 000 PM NTA BpuTaHis PapmacbioTuKan 3MiHu | TUny - 3MiHK Woao peyenmom nidnsieae
aHTu-thakTop Xa Ko., NiTg, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
MO)/mn, no 0,2 mn 3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro
(20mr), a6o no 0,4 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ans
mn (40mr), abo no MeZJMNYHOro 3aCTOCYBaHHS
0,6 mn (60mr), abo reHepUYHNX/TiBPUAHNX/6I0NOAIGHNX NiKAPCbKMX
no 0,8 mn (80mr), 3aco06iB Nic/11 BHECEHHS TiET camoi 3MiHN Ha
a6o no 1,0 mn (100 pedhepeHTHW NpenapaT (3MiHa He noTpebye
Mr) y nonepeaHbo HafaHHA XOAHVX HOBMX A0AATKOBUX AAHNX)
HanoBHEHOMY 3MiHV BHECEHO A0 IHCTPYKLUIT ANsi MEAUYHOTO
Lnpuui; no 2 3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3ainy
wnpuum B 6nictepi; "apmakonoriyHi BnacTneocTi” BignoBigHO A0
no 1 6nictepy B iHchopmawii Npo 3acTocyBaHHs pethepeHTHOro
KapTOHHI kopobuyj; nikapcbkoro 3acoby.
no 0,2 mn (20mr),
a6o no 0,4 mn
(40wmr), abo no 0,6
M (60mr), abo no
0,8 mn (80mr) y
nonepeaHL0
HanoBHEHOMY
Lnpuui; no 2
Lwnpuum B 6nictepi;
no 5 6nictepis y
KapTOHHI Kopoo6Li
210. | HOPBACK® Tabnetku no 10 wmr; AMNIKOH CLA Mdpaiizep HimeuuunHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/5681/01/02
no 10 tabnetok y KOC 1 171C MeHiohekUypuHr CLWA 3MiHu | TUnYy - 3MiHK Woao peuyenmom nionsieae
6nicTepi; no 3 abo [onuneng MrmoéxX, 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
no 6 6nictepiB y HimeyunHa 3MiHa y KOpOTKili XapakTepucTuL, NikapcbKoro
KapTOHHI ynakoBLi (BMPOGHUK, 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
BiANOBiAaIbHMI 3a MeJMYHOro 3aCTOCyBaHHS Ha niacTasi
nakyBaHHs, perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekun

KOHTPO/Ib AKOCTi Ta
BUMYCK cepil);
Mdpaiizep
dapmactoTikan3
NNC, CWA
(BUPOOHUK,
BiANoBigabHMI 3a
BMPOGHMLTBO
npenapary in bulk,
KOHTPONb AKOCTi); P-
dapm [HkepmaHi

nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbtart
OL|iHKM 3BITY 3 AOC/IAXEHb, MPOBEAEHUX
BiAMOBIAHO A0 NiaHy nefiaTpuyHUX JOCAiAXEHb
(PIP) (3MiHY y3roikeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom)
3MiHVN BHECEHO A0 IHCTPYKLii 415 MegUyYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
"Mepefo3yBaHHA" BiANOBIAHO A0 OHOBMEHOT
iHchopmauii 3 6e3nekn 3acTocyBaHHs Aito4oi




173

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
v6X, HimeuunHa PeyYOoBUHM MiKapCbKOro 3acoby. BBegeHHs 3MiH
(BUPOGHUK, NPOTArom 6-TW MiCALIB MicNa 3aTBEPKEHHS
BiNOBigaNbHWIA 3a
BMPOGHMLTBO
npenaparty in bulk,
nakyBaHHS,
KOHTPO/Tb AKOCTi Ta
BUNyCK cepii)
211. | HOPBACK® Tabnetkn no 5 mr; AMNIKOH CLIA Mdpaiizep HimeuunHa/ BHECEHHS 3MiH 40 peecTpaviiHnx maTepiais: 3a He UA/5681/01/01
no 10 TabneTok y tOC 1 11C MeHtodekvypuHr CLWA 3MmiHu | TURY - 3MiHK Woao peyenmom nionsizae
6nictepi; no 3 abo Hoiunena MrmoéxX, 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
no 6 6nictepis y HimeuunHa 3MiHa y KOpOTKill XapaKTepucTuLli Nnikapcbkoro
KapTOHHI ynakoBL,i (BMPOGHMK, 3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT A4S
BiANoBigabHMIA 3a MeANYHOro 3acTocyBaHHA Ha nigcTasi
nakyBaHHs, perynsipHO OHOB/OBAHOTO 3BiTYy 3 6e3neku
KOHTPO/Ib AKOCTi Ta nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
BMNyCK cepii); 3acToCcyBaHHSA NikapcbKoro 3acoby B
Mdpaiizep nicnapeecTpaviinnii nepiog, abo Ak pesynbtat
dapmactoTikan3 OLiHKV 3BIiTYy 3 AOC/iAXEeHb, NPOBEAEHNX
NNcC, CWA BiA4NOBIAHO A0 MaHy negiatpudHnX AocnigxeHb
(BUPOGHUIK, (PIP) (3MiHY Y3rofXeHo 3 KOMNEeTEHTHUM
BiANoBigaIbHMI 3a YMOBHOB&XEHVIM OpraHoM)
BUPOBHULTBO 3MiHV BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
npenapary in bulk, 3aCcTOCyBaHHS MikapCbKoro 3acoby Ao po3giny
KOHTPO/b AKOCTI); P- "Mepepo3yBaHHA" BiAMOBIAHO A0 OHOBEHOI
dapm xepmaHi iHbopMmawLii 3 6e3nekn 3acTocyBaHHA Aito4ol
v6X, HimeuunHa PeyYoBUHM NiKapCbKOoro 3acoby. BBeAeHHs 3MiH
(BMPOGHMK, NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPMAKEHHS
BiANoBigabHMIA 3a
BMPOGHMLTBO
npenapary in bulk,
nakyBaHHs,
KOHTPO/Ib SKOCTi Ta
BMNYCK cepii)
212. | HOPBACK® Tabnetkn no 5 mr; AMNIKOH CLWA Mdpaiizep HimeuuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a - UA/5681/01/01
no 10 TabneTok y HOC 1 /171C MeHtodhekuypuHr CLWA 3MiHM | TMnYy - 3MiHK Wwoao peyenmom
6nicTepi; no 3 abo Hoiuneng MrmoéxX, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
no 6 6nictepis y HimeyuunHa BBefeHHSA abo 3MiHM [0 y3arasibHeHVX AaHnx
KapTOHHI ynakosLi (BMPOGHMK, npo cuctemy thapmakoHarnsgy (BBefeHHS
BifjNOBigabHWIA 3a y3ara/ibHeHUX JaHnx npo cucTemy
nakyBaHHS, dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,

KOHTPO/Ib AKOCTi Ta
BMNYyCK cepii);
Mdpaiizep
dapmactoTikan3
NNC, CWA
(BMPOGHUK,
BiANoBiAa/IbHWI 3a

BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
hapmakoHarnagy B YkpaiHi, AKLL0 BOHA
BiIMiHHa Bif YNOBHOBaXeHOI 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
BMPOGHMLTBO po3MileHHI MacTep-dhaiina cuctemu
npenaparty in bulk, thapmakoHarnagy). 3MiHa ynoBHOBaXKeHOT 0cobu
KOHTPO/b AKOCTI); P- 3a8BHWMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag,.
dapm LxepmaHi [itoua pepakuis: Barbara De Bernardi.
vm6X, HimeuunHa MponoHoBaHa pepakuin: Dr Eiko Soehlke, MD
(BUPOOBHUYIK, MPH. 3miHa KOHTaKTHUX faHUX YNOBHOBaXKEHOT
BignoBigabHWi1 3a ocobwu, BignoBifabHOI 3a hapmakoHarnag.
BUPOBHULTBO 3MiHa KOHTaKTHOI 0CO6M 3as1BHYKA,
npenapary in bulk, BiANOBIAa/IbHOI 3a hapMakoHariag B YKpaiHi.
nakyBaHHs, [itoua pepaxuis: Y3nosa IpyHa. NMponoHoBaHa
KOHTPO/Ib SKOCTI Ta pepakuisn: basunescbka HOnia BanepiiBHa. 3miHa
BUMYCK cepii) KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6W 3asBHNKa,
BiANOBIAa/IbHOI 3a hapMakoHar/iag B YKpaiHi.
3MiHa MicLe3HaxomkeHHs1 MacTep-haiina
cucteMu chapmakoHarnsgy Ta ioro Homepa.
3MiHa Micus 34iiCHEeHHS1 OCHOBHOI Aisi/TbHOCTI 3
chapmakoHarnsgy.
213. | HOPBACK® Tabnetku no 10 mr; AMNIKOH CLIA Mdpaiizep HimeuunHa/ BHECEHHS 3MiH 40 peecTpaviiHnx maTepiaiis: 3a - UA/5681/01/02
no 10 TabneTok y t0C 1 11C MeHodekuypuHr CLWA 3MiHM | TUNY - 3MiHK WoAao peyenmom
6nictepi; no 3 abo Hoiunena MrmoéxX, 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
no 6 6nictepis y Himeuunna BeefeHHs abo 3MiHN [0 y3araslbHeHUX AaHnX
KapTOHHI ynakoBL,i (BMPOGHMK, npo cuctemy chapmakoHarnsgy (BBefeHHS
BiNOBigaNbHWIA 3a y3arasibHeHUX JaHnx npo cucTemy
nakyBaHHs, thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,

KOHTPO/Tb AKOCTi Ta
BMNyCK cepii);
Mdpaiizep
dapmactoTikan3
NNnc, CWA
(BUPOGHUIK,
BignoBiganbHWi1 3a
BUPOBHULTBO
npenapary in bulk,
KOHTPO/b AKOCTI); P-
dapm xepmaHi
'm6X, HimeuunHa
(BMPOGHMK,
BiANoBigabHMIA 3a
BMPOGHMLTBO
npenapary in bulk,
nakyBaHHs,
KOHTPO/Ib SKOCTi Ta
BUMYCK cepii)

BiANOBiAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, YyNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnisgy). 3MiHa ynoBHOBaXKEHOT 0CO6U
3a8BHKa, BiANOBIAA/IbLHOI 3a hapmakoHarnsag,.
[Litoua pepakuin: Barbara De Bernardi.
MponoHoBaHa pepakuisn: Dr Eiko Soehlke, MD
MPH. 3miHa KOHTaKTHUX AAaHUX YNOBHOBaXKEHOT
ocobw, BignoBiganbHOI 3a hapMakoHarnsag.
3MiHa KOHTaKTHOT 0CO6U 3asBHMKa,
BiANOBIAa/IbHOI 3a hapMakoHariag B YKpaiHi.
[Litova pepakuis: Y3nosa IpuHa. MNponoHoBaHa
pegpakuis: basnnescbka FOnis BanepiiBHa. 3MiHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
BignoBigaIbHOI 3a hapMakoHarnsag B YkpaiHi.
3MiHa MicLe3HaxomkeHHss MacTep-haiina
cucteMu hapmakoHarnsgy Ta noro Homepa.
3MiHa MicLsa 3AiiCHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
214. | OKCUTOUWMH | po3unH ans iH'ekuiin, TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a - UA/1888/01/01
5MO/Mnno 1 mnB "BIO®APMA "BIODAPMA" 3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA peuyenmom

amnyni; no 5 amnyn
y 6nictepi; no 1 abo
2 6nictepn y nauui 3
KapToHYy

"

nikapcbkuii 3aci6. KOHTPOIb AONOMIKHUX
peyoBuH. 3MiHa NapameTpiB cneuudikauii
Ta/abo [onycTUMNX MeX AN LONOMIXHOT
peyoBuHM (BUNYYEHHS 3i cneuudikawii
HEe3HaYyHOro NokasHuka (Hanpvkiag 3acrapisnoro
NoKa3HuKa))

BHeceHHs 3MiH A0 cneumdikauii 4onoMiXHOT
peyoBuHM X10pbyTaHosy remirigpary, a came-
BUTYYEHHS AKICHOT peakuii iaeHTudikaui
«KonbopoBsa peakuis 3 nipuavHom P», ske
3ymoB/ieHe Bumoramu EP. [laHa sikicHa peakuis
iaeHTUikauii € 3acTapinoto, i, BiANoBiAHO [0
MOHOrpadqii, 3aMiHeHa NoKasHNKOM
ineHTndikauii «CnekTp cybcTaHuii Mae
BiNOBIAATW CNEKTPY CTaHAApPTHOro 3paska
xnop6yTaHony remirigpaty CRS 3a NONOXEHHAM
CMyr», KWl 3a6e3neyye abCcosTHY TOYHICTb
iaeHTuikawLii cybcTaHuii. 3MiHM | TUNy - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb
[OMOMDKHMX PEeYOBMH. 3MiHa NapameTpis
cneuudikayii Ta/abo AoNycTUMUX MEX A1
[OMOMDKHOT pEYOBUHY (BUTYHEHHS 3i
cneuudikaLii He3Ha4YHOro NokasHuka
(Hanpukniag, 3actapinoro nokasHuka)) BHeceHHs
3MiH 0 creymdikalii 4ONOMIKHOT peYoBUHN
Xxn0p6yTaHony remirigpaty, a came- BUyYeHHs
AKICHOI peakLii ifeHTudikalii «Peakuito 3 cpibna
HITpaTy po34nHOM amiayHnM P», fke 3ymoBreHe
Bumoramu EP. [laHa sikicHa peakuis
iaeHTuikauii € 3actapinoto, i, BiAgNoBiAHO [0
MOHOrpadqii, 3aMiHeHa NoKasHNKOM
ineHTndikauii «CnekTp cybcTaHuii Mae
BiNOBIAATW CNEKTPYy CTaHAApPTHOro 3paska
xnop6yTaHony remirigpaty CRS 3a NONOXEHHAM
CMyr», iKWl 3a6e3neyye abCcosITHY TOYHICTb
iaeHTuikawLii cybcTaHuii. 3MiHM | TUNy - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb
[OMOMDKHMX PEeYOBMH. 3MiHa NapameTpis
cneuudikayii Ta/abo AoNycTUMUX MEX A1
[OMOMDKHOT pEYOBUHY (BUTYYEHHS 3i
cneuudikaLii He3Ha4YHOro NokasHuka
(Hanpukniag, 3actapinoro nokasHuka)) BHeceHHs
3MiH 0 creymdikalii 4ONOMIKHOT peYOBUHN
Xxn0p6yTaHony remirigpaty, a came- BUyYeHHs
AKICHOI peakLjii igeHTudikalii «Peakuia 3 kanito
noamay po3yMHOM ogoBaHUM Px», sike
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

3ymoB/ieHe Bumoramu EP. [laHa sikicHa peakuis
iaeHTUikauii € 3acTapinoto, i, BiAgNoBiAHO [0
MOHOrpadqii, 3aMiHeHa NoKasHNKOM
ineHTndikauii «CnekTp cybcTaHuii Mae
BiNOBIAATW CNEeKTPy CTaHAApPTHOro 3paska
xnop6yTaHony remirigpaty CRS 3a NONOXEHHAM
CMyr», KWl 3a6e3neyye abCcosTHY TOYHICTb
iaeHTuikaLii cybcTaHuii. 3MiHM | TUny - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb
[OMOMDKHMX PEYOBMH. 3MiHa NapameTpis
cneuudikayii Ta/abo AoNycTUMUX MEX A1
[OMNOMDKHOI PeYOBUHM (JOMNOBHEHHSA
cneuudikaLii HOBUM NMOKA3HUKOM 3 BifMOBIAHNM
MeTOoZ0M BUNPO6YBaHHA) BHECEHHS 3MiH A0
cneumaikaLii 4ONOMIXHOI pevoBUHU
xnop6yTaHosny remirigpaty, a came- A04aBaHHS
iAeHTudikauii MeToaoM iHGhpayepBoOHOro
cnekTpa 3 BifnoBiAHNM METOAOM KOHTPOSIO.
MokasHyKoM igeHTudikawii «CrnekTp cybcTaHLi
Ma€ BiAnoBiAaTh CnekTpy cTaHAapTHOro 3paska
xnopbyTaHony remirigpaty CRS 3a NONOXEHHAM
CMyr», 3aMiHIOTbCS 3acTapini SKiCHi peakuj,
L0 BMYyYalOTbCS NapanenbHo. faHnii metof,
3abe3neyye abCcoMOTHY TOYHICTb iAeHTUdIKaLil
cy6cTaHUjii. 3anponoHoBaHi 3MiHN 3yMOB/IEHI
BMMOramMm MmoHorpadii €sponeiicbKoi
tpapmakonei 01/2019:0383 «Chlorobutanol
hemihydrates». 3miHu | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTposb
[OMNOMDKHMX peyoBUH. 3MiHa napameTpis
cneuudikauin Ta/abo AoNyCTUMUX MEX AN1s
[OMOMIXHOI PeHOBUHW (AOMNOBHEHHS
crneungikaLii HOBUM NOKA3HMKOM 3 BiZNOBILHNM
MeToA0M BUMPOOYBaHHS) BHeceHHs 3MiH Ao
cneuunaikaLii 4ONOMIXHOI pevoBUHU
XxnopbyTaHony remirigpaty, a came- foAaBaHHs
nokasHuka «flomiwku A Ta B» 3ymoBneHe
BMMOramMum MoHorpadii €sponeiicbKoi
papmakonei 01/2019:0383 «Chlorobutanol
hemihydrate».

nocsBi0YeHHs

215.

OMENPA30/1
-BOKATE

niocpinizat ana
PO34UMHY NS iH'EKLR
no 40 wr; 1 donakoH
3 niocpinizaTtom y
KomnekTi 3 1
amnysnoto 3
PO34MHHMKOM Nno 10
M

®PapmaueBT
nyHa
KOMNaHis
«BOKATE
C.A»

Ipeuis

AHOAPM XEJIJIAC
CA.

peuis

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/ibHeHUX JaHuX npo cucTemy
thapmMakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3@ 3[iiCHEHHS

3a
peyenmom

UA/1030/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
(nonieTnneHrnikonb thapmakoHarnsay; KOHTakTHOi 0cobm 3
400, kucnoTu thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
JIMMOHHOT thapmakoHarnagy B YkpaiHi, KO BOHA
MOHOriZpaT, Bo4y BiAMiHHa Bif, YNMOBHOBaXeHOi 0cobu,
ONns iH'eKUiin) y BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
KapTOHHiiA Kopo6Li (BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y

pO3MilLeHHI MacTep-dhaiina cuctemu
thapmakoHarnsgy) - 3miHa KOHTaKTHOI 0co6u
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag B
YkpaiHi. [itova pegakuis: IBacbkoBa Anna
BacwunisHa. NMponoHoBaHa pepfakuis: bagbs
OneHa AHaToniiBHa. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigabHOI 3a
hapMakoHarnsag B YkpaiHi

216. | OMHAAPEH® | po3uuH oniiHuiA agns TOB YkpaiHa dapmsasog Enbda Monbwa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a - UA/5204/01/01
250 iH'ekyin, no 1 mny «BAYLU AT. 3MiHun Il Tuny - 3MiHu Wwoao peyenmom
amnyni; no 5 amnyn XENC» 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
Y KapTOHHIl kopoobLi BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB

BMAAYi peecTpauiiiHoro nocBigYeHHs,
BK/IIOYa0UM MnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), Ki(a) BUMaraloTb(€)
noAasIbLLIOro 06I'pPyHTYBaHHS HOBUMM
[0AaTKOBUM AaHVIMW, L0 MaloTb HafaBaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCst
CyTTEBA OL{iHKA KOMMNETEHTHUM OpraHoMm)
3asaBHMKOM HafaHO OHOBIEHWIA 3rigHO 3
BuMoramun o CtaHgapTu3oBaHoro chopmarty
MyP (EMA/PRAC/613102/2015 Rev.2
accompanying GVP , Module V Rev.2, Human
Medicines Evaluation Guidance on the format of
the risk management plan (RMP) in the EU —in
integrated format) nnaH ynpasniHHS pusmkamun
Ans nikapcbkoro 3acoby OMHagpeH 250. 3miHn
BHECEHO A0 4acTuH: V " 3axogm 3 MiHimizauii
pusukis", VI "Pe3stome nnaHy ynpasniHHA
pusukamun”, VII "foaartku'.

217. | OPAAPO TabneTku, BKpUTI, TOB YkpaiHa yopng MEANUNH TypeyunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/17328/01/02
NNiBKOBOIO "YOPNA IIAY CAH. BE 3MiHa 3asBHuKa J13 (MIBI) (BnacHuka peuenmom nionsieae
o6050HKoto, no 500 MEAOMUMH" TIOXK. A.LL. peecTpaviiHoro noceig4eHHs) (3rigHo Hakasy
Mr, no 7 TabneTok y MO3 Big 23.07.2015 Ne 460). BBefeHHA 3MiH
6nicTepi; no 2 NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAKEHHS;
6nictepu B 3MmiHu | TURY - 3MiHK Woao
KapTOHHI Kopoo6Li 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnxX npo cuctemy
hapmakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3@ 3[iiCHEHHS
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Hassa
JliKapcbKo20
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Popma sBUMYCKY
(nikapcbka ¢hopma,
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3asiBHuUK
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Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*
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peecmpayitiHo2o
nocsioYyeHHs1

dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa Bif, YNMOBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-dhaiina cuctemu
hapMakoHarnsagy) - 3MiHa ynoBHOBaXeHO|
0cobu 3asBHVKa, BigNOBiAaIbHOT 3a
thapmakoHarnag. [ioua pegakuis: PycyaaH
Ecakis / Rusudan Esakia. lNMponoHoBaHa
pegakuis: Myano NaHHa CtaHicnasiBHa. 3MiHa
KOHTaKTHUX AaHnX yNOBHOBaXKEHOI 0Co6M
3asBHVKa, BigNoBigasIbHOI 3a hapMakoHarnsag.
3MiHa MicLs 34iiCHEHHS! OCHOBHOT AisfIbHOCT 3
hapmakoHarnsgy. 3mMiHa MicLle3Hax0oMKeHHS
macTep-haiina cuctemun chapmakoHarnsgy

218.

OPAJZIPO

TabneTkn, BKpUTI,
N/iBKOBOIO
060/10HKOt0, N0 250
Mr, Mo 7 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHI kopobuyj;
no 14 tabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIA KopooLi

TOB
"YOPA[,
MEOLIMH"

YkpaiHa

YOP/A, MEAVLH
INIAY CAH. BE
TIDK. A.LLL

TypeyunHa

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3miHa 3asBHuKa J13 (MIBIM) (BnacHuka
peecTpayiiiHoro nocBig4eHHs) (3rifHO Hakasy
MO3 Big 23.07.2015 Ne 460). BeegeHHs 3miH
NpoTArom 6-Tn MicALIB NiCNs 3aTBEPIXKEHHS;
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX nNpo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi ocobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa AN5 34iICHEHHSA
thapmakoHarnagy B YkpaiHi, KO BOHA
BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
poO3MiLLeHHI MacTep-ghaiina cuctemmn
hapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi
0cobu 3as1BHMKa, BIANOBIAA/ILHOT 38
thapmakoHarnag. fivoua pegakuis: PycyaaH
Ecakisi / Rusudan Esakia. NponoHoBaHa
pepakuis: Myano NaHHa CtaHicnasiBHa. 3MiHa
KOHTaKTHUX JaHWX YyNOBHOBaXKEHOI 0cobu
3a8BHKa, BiANOBIAA/IbLHOI 3a hapmakoHarnsag,.
3MiHa MicLs 3AiICHEHHSI OCHOBHOT AisifIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLe3HaxoLKeHHs
MacTep-haiina cuctemu dpapmakoHarnsgy

3a
peyerimom

He
nionsieae

UA/17328/01/01

219.

OPIrANYTPA
H®

PO3YUH NSt iH'EKLA,
0,5 mr/mn; mo 0,5 mn

OpraHoH
CeHtpan Ict

Lseiiuapi
f

BupobHMLTBO
Hepo3sdacoBaHol

Himeuumnna/
HigepnaHngm

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | Tuny - 3MiHK 3 akocTi. A®I. KoHTposb

3a
peyenmom

UA/8192/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
y nonepefHb0 6X npoaykuii Ta A®|. 3miHa y meTogax BunpobyBaHHsa AD| abo
HanoBHEHOMY nepBMHHA yNakoBka, BUXiZHOTO MaTepiany/npoMiKHOro
Lwnpuui; no 1 KOHTPO/Ib SKOCTI: NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
Lnpuly pasom 3 BetTep-dapma npoueci BupobHuutea A®! (iHWi 3MiHN Y
rO/IKOKO 3 3aXMCHUM PepturyHr rméX i MeTofax BUNpo6yBaHHA (BK/IOYAKUN 3aMiHy
KOBNa4kom y Ko. KI', HimeuunHa ab0 fonoBHeHHs) APl abo
BiAKpPUTOMY KoHTponb sikocTi: BMXi4HOro/MpoMikHOro npoAykTy) - B npoueci
naacTKoBOMy BeTtTep-®apma KBanicpikaLii HOBOro eTa/IOHHOro CTaHAapTy
NOTKY; Mo 5 NoTkiB y ®epTuryHr MmoX i 6y BHECEHI HE3HAYHI 3MIHN Y MeToA
KapTOHHI KopooLi Ko. KI', HimeuunHa KifIbKiCHOro Bn3HaueHHss AdD| Ta cropigHeHux
BToprHHa ynakoska, peyoBuH B Moayni 3.2.S.4.2. lo meTogy aHanisy
KOHTPO/Ib SKOCTI, BEPX ana A®I raHipenikc BHeCeHi 3MiHu, a came
[O03BIi/T Ha BUMYCK — KOpWryBaHHsi 06’eMy iH'eKUT ANS KiTbKICHOTO
cepii: BM3HAYEHHS; 36iblUEeHHSA PO3BeAEHHS
H.B. OpraHoH, CTaHAapTIiB 415 BU3HAUYEHHS CropigHEHNX
HigepnaHgu PEYOBMH | 3MiHa po3paxyHKy 3 nnouli % Ha macy
% OCHOBW. TakoX NpeAcTas/ieHo HOBY Cepito
raHipenikc sik eTa/IOHHUIA cTaHaapT
220. | OPHI3ON® TabneTku, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a - UA/1140/01/01
NNiBKOBOIO "Kuismegnp "KniBmegnpenapar” 3MiHu | TUNy - 3MiHK 3 siKoCTi. FoTOBUIA peyenmom
o060n10HKot0, No 500 enapar” nikapcbknii 3aci6. 3MiHN Yy BUPOOHMLTBI (iHLLi
Mr no 10 TabneTok y 3MiHM) AkTyanisauis posginy 3.2.P.3.3 «Onuc
6nictepi; no 1 BUPOGHMYOro NpoLEecy Ta KOHTPOJI0 NPoLLecy»,
6nicTepy B navui 3MiHa Kkacy umctotn D Ha knacudikoBaHi
NPUMILLEHHS (BUNYyYEHHS iHdhopmaL,ii npo
KnacudikaLito BUPOGHUUNX NPUMILLEHb, Y AKUX
NPOBOAATLCA CTail TEXHOMOMNYHOro npouecy
BMpOG6HMLTBA /13, y 3B’A3KY 3i 3MiHOIO Knacy
ynctoTn D Ha knacudpikoBaHi NPUMILLEHHS).
3aTBepakeHo:
Po3zgin 3.2.P.3.3. «Onnc BUPOGHMYOro npouecy
Ta KOHTPO/II0 NPOLLECY».
«...MPUMILLEHHS Knacy ymctotm D...»
3anponoHoBaHo:
Po3gin 3.2.P.3.3. «On1c BUpo6HMYOoro npovecy
Ta KOHTPO/II0 NPOLLECY».
«...KnacnikoBaHi NPUMILLEHHS...»
221. | OTO®A Kpanni ByLUHi, Nab6opaTopii PpaHuis dapmacTep PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/2690/01/01
PO34nH, 26 Mr/mn Bywapa 3MmiHu | TURY - 3miHk 3 sKocTi. CepTudikat peyenmom
(20000 MO/mn); no Pekopparti BignosigHocTI/TE-cepTudpikar signosigHocCTi

10 mn y dhnakoHi; no
1 donakoHy 3
nineTkow y
KapTOHHIA Kopoo6Li

€Bponeiicbkiit hapmakonei/MoHorpadii.

MopaHHA HOBOro abo OHOB/IEHOTO cepTuglikaTa

BiANOBIAHOCTI @60 BUMYyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns

A®I; ons BMXigHOro

mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO

BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; ans

[0MNOMIXHOT peyoBrHY (cepTuddikat
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
OHOB/EHWIA cepTUdIKaT Bif yXe 3aTBEPXEHOr0
BMPOGHUKa - MNMoJaHHsA OHOBNEHOrO cepTudikata
BiANOBIAHOCTI EBponeiicbkin hapmakonei R1-
CEP 2011-233-Rev 03 (3aTBepaxeHo: R1-CEP
2011-233-Rev 02) ana A®l PudamiymHy HaTpito
Bif 3aTBepmxeHoro BupobHnka SANOFI S.R.L.,
Italy, sikni1 3miHMB Ha3By Ha EUROAPI ITALY
S.R.L,, Italy.
222. | OTPUBIH cnpeii Ha3asTbHUIA, rCK Lseiiuapi 'CK KoHcblomep LLiBefiuapis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 - UA/5206/02/01
no3oBaHuii 0,1 %; KoHcbromep a Xenckep CAP/ 3MiHu | TUnYy - 3MiHK Woao peyenma
no 10 mny Xenckep 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
noniMepHomy CAP/I 3miHa yacToTu Ta/abo TepMmiHiB MogaHHS
donakoHi 3 perynsipHoO OHOBJ/IHOBAHWX 3BITiB 3 6e3neku
posnuasayem; no NikapcbKnx 3aco06iB - 3MiHW y YacToTi NOAAaHHSA
1 donakoHy B perynsipHo OHOBJIOBAHOrO 3BiTY 3 6e3neku 3 8-
KapTOHHIA KOopooLi MW POKIB Ha 3-U POKV BHECEHI BiANOBIAHO A0
pekomeHgauii PRAC i nepioAn4HOCTI NoAaHHsA
perynsipHoO OHOB/IHOBaHMX 3BITIB 3 6e3MeKn
nikapcbkux 3acobiB y €sponeiicbkomy Cotosi, Ta
PEKOMEHA0BAHO 10 3aTBEPKEHHS.
223. | OTPUBIH 3 cnpeii HasasTbHUIA, rCK LBeiiuapi 'CK KoHcblomep LLiBeiuapis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 - UA/5416/01/01
MEHTO/IOM no3oBaHuii 0,1 %; KoHcbromep a Xenckep CAP/ 3MiHu | TUnYy - 3MiHK Woao peyenma
TA nol0mny Xernckep 6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy.
EBKANIATO nosiMmepHoMy CAPN 3MmiHa yacToTu Ta/abo TepMmiHiB MogaHHS
M donakoHi 3 perynsipHoO OHOBJ/IHOBAHWX 3BITiB 3 6e3neku
posnuasayem; no NikapcbKyx 3aco06iB - 3MiHW y YacToTi NOAAaHHSA
1 donakoHy B perynsipHo OHOBJIOBAHOrO 3BiTY 3 6e3neku 3 8-
KapTOHHIA Kopoo6Li MW POKIB Ha 3-M POKV BHECEHI BiAMNOBIAHO A0
pekomeHgauii PRAC i nepioAn4HOCTi NogaHHsA
perynsipHo OHOBJIHOBAHVX 3BITiB 3 6e3neku
nikapcbkux 3acobiB y €sponeiicbkomy Cotosi, Ta
pPEKOMEHA0BAHO 10 3aTBEPKEHHS.
224. | NAPALETAM | Tabnetku no 325 mr AT YkpaiHa AT "Nly6Hnchapm” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: Ne 10 - 6e3 He UA/17677/01/01
on no 10 TabneTtok y "Ny6Hudpap 3MiHu | TUnYy - 3MiHK Woao peyenma; nionsieae
6nictepax; no 10 m" 6e3nekn/eddekTBHOCTI Ta hapMakoHariaay. Ne 100 — 3a
TabneTtok y 6nictepi, 3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro peyenmom

no 10 6nictepis y
nauui

3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHSA /iKapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKM 3BIiTY 3 AOCNIAKEHb, NPOBEAEHNX
BiAMNOBIAHO A0 M1aHy NeaiaTpudHNX AOCIAKEHb
(PIP) (3MiHY y3roXeHo 3 KOMNETEeHTHUM
YNOBHOB&XXEHUM OpraHom)
3MiHV BHECEHO B IHCTPYKLiHO A1 MeANYHOro
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Homep
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nocsioYyeHHs1

3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogia 3 iHWKMMM Nikapcbkummn 3acobamm Ta
iHWi BUAW B3aemogiii", "OcobnusocTi
3acTocyBaHHsA" BiAMoBigHO A0 OHOBEHOI
iHbopMmaLii 3 6e3nekn 3acTocyBaHHA Aito4ol
peyvoBUHM NikapcbKoro 3acoby. BBefeHHsA 3MiH
NpoTArom 6-Tu MiCALIB NiCNs 3aTBEPMKEHHS.
CynyTHSA 3MiHa - 3MiHU Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB
BMAAui peecTpauiiHoro nocBigYeHHs,
BK/IIOYa0UM MnaH ynpasniHHA pusnkamm
(3acTocyBaHHS TEKCTY, KNI NOTOKEHNI 3
KOMNETEHTHUM opraHoM) 3asBHUKOM HaJaHo
OHOB/IEHWIA MNaH ynpasniHHSA pu3nkaMmu Bepcis
1.1. 3MiHM BHECEHO A0 YacTuH: | «3aranbHa
iHchopmauis», Il «Cneyudikauist 3 6e3nekn»
(mopynb CVIII «Pe3tome npobnem 6e3nekn»), Il
«[lMnaH 3 chapmakoHarnagy», V «3axogu 3
MiHimi3aLii pusukie», VI «Pe3tome nnaHy
ynpasniHHA pusmkamm», VIl «logatku» y 38'3Ky
3 OHOBJIEHHSIM iH(hopMaLii B NPOeKTi IHCTPyKLU,i
AN MeAnYHOro 3acToCyBaHHS, L0
BMKOPUCTOBYETLCA B IKOCTI PYTUHHUX 3aX0fiB 3
MiHimi3aLii pu3ukiB, Ha nigcTasi pekomeHaaw,i
PRAC. 3MiHu | TUny - 3miHn wono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
(iHLWi 3MiHW) 3MiHVM BHECEHO B IHCTPYKLiO An1A
MeAMYHOro 3acTOCyBaHHA NikapCbkoro 3acoby
[0 posgainy "Mo6iyHi peakuii” WoAo 3BiTyBaHHA
npo no6iyHi peakuii. BBeAeHHS 3MiH NpoTArom 6-
TW MiCALIB Nic/IA 3aTBEPAXKEHHS.

225,

NMAPALEETAM
O/ BEBI

CyCneHsist opasibHa
120 mr/5 mn no 100
M1y ¢pnakoHi; no 1
dhnakoHy pasom 3
[03yH04nM
NPUCTPOEM Yy
KapTOHHI kopo6Lyj;
no 5 mn y cawle; no
20 cawey
KapTOHHI kopo6Lyj;
no 10 mn y calue; no
20 cawey
KapTOHHI Kopoo6Li

ToBapucTeo
3
06MEeXeEHO
Bignosigaib
HicTI0
"®apmaueBT
NyHa
KOMMaHis
"3popos'a”

YKpaina

ToBapucTso 3
06MeXeHO
BiANOBIAA/ILHICTIO
"papmaLeBTUiHa
KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MmiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpaviinnii nepiog, abo Sk pesynbtat
OLiHKVM 3BIiTYy 3 AOC/igKEeHb, MPOBEAEHNX
BiANOBIAHO A0 NMaHy negiatpudHnX AocnigxeHb
(PIP) (3MiHY Y3rofXeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHM BHeceHO A0 [HCTPpyKUii AN MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3fainis

6e3
peyenma

He
nionsieae

UA/11577/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
"B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta
iHWi BMAan B3aemogiin", "OcobnmBocTi
3acToCcyBaHHA" 3 6e3nekn 3acTocyBaHHA Aitoyol
peyvoBUHM BigNOBIAHO A0 pekoMeHaauii PRAC.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS
226. | NEMOHA pO34uH NS iHdysil K'esi ABcTpist BMPOGHMLTBO bulk, ITanis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/15097/01/01
Ta opaslbHOro dapmac'tioTik nepBuHHE Ta ABcTpisi/ 3MiHU | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa peuyenmom
3acTocyBaHHs, 20 en3 M'v6X BTOPVHHE YropmHa HalilMeHyBaHHs Ta/abo agpecu Micua
Mr/ms; o 1 mn B nakyBaHHs, NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
amnyni; no 5 amnyn MapKyBaHHS, roTOBOrO NiKapcbKoro 3acoby, BKkIYatoun
Y KOHTYpHIl KOHTPO/b AKOCTI: AiNbHUL BUNYCKy cepii abo micue npoBegeHHs
YapyHKOBIli Anbgpacirma C.n.A., KOHTPOJI0 AIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
ynakoBLi, no 2 ITanis BMPOGHUK/IMNOPTEp, HE BKIOYAKYN BUMYCK
KOHTYPHIi YapyHKOBI MapKyBaHHs Ta cepiii) - 3miHa agpecu BUPOBHNYOT AifIbHUL
YyNakoBKN B BTOPUHHE BMpo6Huka I.J1.®dapma Mv6X, ABCTpis, a came
KapTOHHI Kopobuji 3 nakyBaHHs: BUNYyYeHHA agpec "Byn. [aHcTepepracce, 12,
MapKyBaHHAM .. dapma M'méX, 1160 BigeHb" Ta "Byn. ApHeTracce, 3, 1160
iHO3EMHUMMN MOBamMu ABcTpist BigeHb", oCKinbkv 3a3HayeHi agpecu €
3i CTUKEpOM BUNYyCK cepil: afMiHICTPaTUBHUMW OAUHULAMU Ta He
YKparHCbKO0 K'esi BVIKOHYHOTb BUPOOHNUMX PYHKLA. AKTYasTIbHOK
MOBOIO; N0 1 MmN B dapmac'ioTikens AinbHMLEl, Ae BUKOHYETLCA BUPOOHULTBO, €
amnyni; no 5 amnyn 'M6X, ABCTpis nuwe "Byn. MNaHcTepepracce, 9-13, 1160 BigeHb,
Y KOHTYpHIlA MapKyBaHHs Ta AscTpis"; 3miHu | TMny - 3miHK 3 AKocTi. FoToBMIA
YapyHKOBIli BTOPUHHE nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ynakosLi, no 2 nakyBaHHs: ab0 BBeLleHHs A04aTKOBOT AiNbHUL
KOHTYPHIi YapyHKOBI TOB "®apma Mak BMPOGHMLITBA A4/15 YaCTUHU abo BCbOro
ynaKkoBku B XyHrapi", YroplmHa BMPOBHNYOro NpoLecy roToBoro Nikapcbkoro
KapTOHHI Kopobui 3 3aco06y (4iNbHULA A5 BTOPUHHOIO NakyBaHHS) -
MapKyBaHHAM [logasaHHsA anbTepHaTUBHOI BUPOGHNYOT
YKpaiHCbKOI Ta AinbHUUI BUpo6Hrka TOB "®apma MNak XyHrapi®,
aHrnincoLKo Byn. 3anisHuuHa, 13, 2040 byaaepLy, YropwuHa
MoBaMm (Pharma Pack Hungary Kft., Vasut utca 13, 2040
Budaors, Hungary), o Bignosigae 3a
MapKyBaHHsi Ta BTOPUHHE NaKyBaHHS
227. | NEHTAKCUM | nopoliok CaHodi ®paHuina NOBHUIA LKA PpaHuis/ BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasis: 3a - UA/13010/01/01
® BAKUNHA Haemophilus MacTep BMPOGHMLTBA, YropwmHa 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat peyenmom
ana influenzae Tuny b Ta 3anoBHEHHA Ta BignosigHoCTI/IE-cepTucpikat BignosigHoCTI
MPO®INTAKT cycnexsisa ans niodhinizauis €Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
KU iH’exuiii (0,5 mn); no (chbnakoHw), noB'sA3aHi 3 HeOOXIiAHICTIO MPUBEAEHHS Y
LONDTEPII, 1 chnakoHy 3 BTOPVHHE BiANOBIAHICTb A0 MOHOrpadii AdY abo
NPABLUA, nopowkom Ta 1 nakyBaHHs, €BponeiicbKoi hapmakonei, abo iHWwoi
KALLUTHOKY nonepegHL0 KOHTPO/1b SIKOCTI, HauioHas1bHOT hapmakonel gepxasun €C (3MiHa
(AUENONAP | 3anoBHeHOMY BUNYCK cepi: y cneyudpikauisix, nos'asaHa 3i 3miHamu B Y,
HUIA wnpudy (0,5 mn) 3 CaHodpi MacTep, abo E€sponelicbkin hapmakonei, abo iHLii
KOMMOHEHT | npukpinneHoto $paHuifa; BTOpUHHE HaujioHanbHili hapmakonei gepxasu €C).
) ronkoto (a6o 2 nakyBaHHs1, BUMYCK 3amiHa nocuiaHb y peecTpauiiHoMy A0Cbe AN
noniomMien OKpeMumMu roaikamu), cepii: CaHodi- BOAM, L0 BUKOPUCTOBYETLCS B NPOLECI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
TY L0 MICTUTb AseHrTic MpaiisiT Ko. BMPOGHMLITBA Ail040T peYOBMHU, 3 MOHOTrpadii
IHAKTUBOBA | cycneHsito ons Nta., Mnatcopma Ph.Eur. Highly Purified Water (1927) Ha Ph.Eur.
HA TA iH'EKLLiiA, B KAPTOHHIli NoricTukm Ta Water for Injection (0169). TepMiH BBeAEHHSA
BAKLUVHA Kopob6ui; no 1 AncTpubyuii y m. 3MiH - uneHb 2024 poky
ana donakoHy 3 Bypanewr,
MPO®INTAKT nopotukom Ta 1 YroplmHa
NKIN nonepeaHsLo
IHOEKLLIA, 3anoBHEHOMY
CNPUYMHEH | wnpuuy (0,5 mn) 3
nx NPUKPINIEHOO
HAEMOPHIL ronkoto (a6o 2
usTuny B OKpEMUMU rofikamu),
KOH’FOFOBA L0 MiCTUTb
HA, cycneHsito A1
ALCOPBOBA | iH'ekuiil, y
HA cTaHgapTHoO-
€KCMOPTHiN
ynakoBLyj, sika
MICTUTBCA Y
KapTOHHI kopobui (3
IHCTpYKUieto Ans
MeANYHOro
3aCTOCYBaHHSA).
228. | NEHTANIIH- Tabnetku no 10 ToBapucTeo YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpaviiHnx maTepiais: 3a He UA/14757/01/01
340POB'A TabneTtok y 6nictepi; 3 obmexeHor 3MmiHu | TUNY - 3MiHK Woao peyenmom nionsizae
1 a6o 2 6nictepu B 06MEeXEHO BiANOBIAA/ILHICTIO 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
KOpOoO6Li 3 KapTOHY Bignosigaib "papmaLeBTUyHa 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
HicTI0 KOMMaHis 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
"®apmaueBT "380poB'a”, YkpaiHa MeAMYHOro 3acTocyBaHHA Ha nigcTasi
NyHa (dpacyBaHHs i3 "in perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
KOMMaHis bulk" npenapary nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
"3popos'a” hipmu-BMpPOOHUKA 3acTocyBaHHSA NikapcbKoro 3acoby B
TOB "XapkiBCbke nicnsapeecTpauiiinii nepiog, abo sk pesynbtar
hapmaLeBTUUHE OLiHKVM 3BIiTYy 3 AOC/igKEeHb, MPOBEAEHNX
nignpueMcTBO BiA4NOBIAHO A0 NMaHy nejiatpudHnX AocnigxeHb
"3[0poB's Hapoay", (PIP) (3MiHY Y3rofXeHo 3 KOMNEeTEHTHUM
YkpaiHa) YMOBHOB&XEHVIM OpraHoM)
3MiHM BHeceHO A0 [HCTPpyKUii AN MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta
iHWi BMAaW B3aemogiin”, "Ocob6mBocTi
3acTocyBaHHSA" 3 6e3nekun 3acTocyBaHHA Aitoyol
peyvoBUHM Bi4NOBIAHO A0 pekoMeHaauii PRAC.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS
229. | NEPACVH NOpOLLOK AN AHTNGIOTUKN PymyHis BMPOGHMLTBO Kuraii/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/19691/01/02
pPO34MHYy NS CA CTEePUILHOT CyMiLli PymyHis 3MiHM | Tuny - 3MiHK 3 AkocTi. FoToBMIA peuenmom nionsieae

iHcpysiit, no 4 /0,50

ninepaumniHy

nikapcbkuii 3aci6. Onuc Ta cknag (iHLWi 3MiHW)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
ry conakoHax; no 1 HaTpilo Ta 3MiHa ck1agy AOMOMDKHUX peyoBuH /13 3
a6o no 10 chnakoHis Tasobakramy BignoBigHMMM 3MiHaMKn B po3ain «Cknaa» MKA
Y KapTOHHI navui HaTpito: lWaHaoHr N3. 3arBepaxeHo: [JonoMiXHI pevyoBUHK:
AHKCIH Hartpito rigpokap6oHaTt. 3anponoHoBaHo:
dapwmac toTikan Ko., [onomikHi pe4yoBuHN: BiacyTHI. 3MiHN BHECEHI Y
N1a., Kutai; po3gin "Cknag" (4ONOMDKHI pe4oBUHK) B
BMPOGHMLITBO IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
KiHLLeBOro MPoAyKTYy, NiKapcbKoro 3acoby.
nakyBaHHs,
KOHTPO/b AKOCTI,
BUNYyCK cepil:
AHTUBIOTUKN CA,
PymyHist
230. | NEPACVH NOpPOLUOK AN AHTNBIOTUKN PymyHis BUPOBHULTBO Kutaid/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a He UA/19691/01/01
pO34nHYy AN CA CTEpPUIbHOI CyMiLLli PymyHis 3MiHW | Tuny - 3MiHK 3 skocTi. FoToBWiA peyenmom nionsizae
iHdpysiin, no 2 r/0,25 ninepaumniHy nikapcbknii 3aci6. Onuc Ta cknag (iHLWi 3MiHW)
ry conakoHax; no 1 Hatpito Ta 3MiHa ck1agy AOMOMDKHUX peyvoBuH /13 3
a6o no 10 chnakoHis Tazobaktamy BiANOBIgHMMYM 3MiHamu B po3gin «Cknag» MKA
Y KapTOHHII nayui HaTpito: LWaHaoHr N3. 3atBepaxeHo: [ONOMiXKHI pe4yoBUHK:
AHKCIH HaTpito rigpokap6oHaT. 3anponoHoBaHo:
dapwmac toTikan Ko., [JlonomixHi peyoBuHW: BiacyTHi. 3MiHN BHECEHI Y
Nra., Kutaig; po3gain "Cknag” (ZOMOMKHI pe4oBUHWN) B
BMPOGHMLITBO IHCTPYKLUiO AN MeANYHOT0 3aCTOCYBaHHS
KiHLeBOro NpoAyKTY, nikapcbkoro 3acoby.
nakyBaHHs,
KOHTPO/b SKOCTI,
BWMNYCK cepil:
AHTUBIOTUKN CA,
PyMyHis
231. | NEP'ETA® KOHUeHTpaT ans TOB «Poww YkpaiHa Brpo6HMLUTBO HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLiiniHux MmaTepiasis: 3a - UA/13062/01/01
pPO3UnHYy N YkpaiHa» Hepo3acoBaHol LLiBeiuapis 3MiHu Il Tuny - 3MiHu 3 akocTi. AdL. peyenmom
iHchysiii no 420 NPOAYKLUii, NepBUHHE Bupo6bHMLTBO. 3MiHM B NpoLeci BUPO6HULTBA
Mr/14 mn; no 14 mn nakyBaHHs, A®I (3HauHa 3MmiHa y npoueci BupobHuytea Adl,
y thnakoHi; no 1 BMNPOGYBaHHSA LLIO MOXe MaTu iCTOTHWIA BMN/IMB Ha SKICTb,
donakoHy y KOHTPOJIO SIKOCTI: 6e3neky abo e(peKTUBHICTb NikapCbKoro 3acoby)
KapTOHHI Kopoo6Li Pow fliarHocTuke 3amiHa NoTouYHOro ifibTpa ANA YTPUMyBaHHS
vM6X, HimeuunHa BipyciB 3 HopMmasibHVUM notokom (Viresolve NFR),
BTopuHHe QiNbTPOM 1A YTPUMAHHS Masux BipycCiB pasom
nakyBaHHs, BUMYCK i3 MoB’A3aHUM nonepegHim hinbTPOM Big, BipyciB
cepii: (XOSP) y npougeci oumnLLeHHs nepTy3ymaby.
® . XodhpmaHH-/15 BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
Pow /itg, 3aTBEPKEHHS.
LLiBelinapis
232. | NEPUHAONP | TabneTtku, BKpUTI TOB «TeBa YkpaiHa AT YropLmHa BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3a He UA/14925/01/01
mni NNiBKOBOIO YKpaiHa» dapmMaueBTUUHWIA 3MiHu | TUny - 3MiHN Woao peuyenmom nidnsieae
IHAANAMIA 060/10HKOI0, N0 5 3aBop TeBa 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
DOPTE- mr/1,25 wr; no 30 (iHLWi 3MiHW) - 3MiHK BHECEHI A0 IHCTPYKLIT ANns
TEBA TabneTok y MEeAMYHOrO 3aCTOCYBaHHS /likapCcbKoro 3acoby, a
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTeliHepi, no 1 came -pefakLiiiHi KOPeKTUBU 3 METOHO
KOHTelHepy B CKOPOYEHHS TEKCTY LUMNSXOM BUAASIEHHS
Kopoo6ui NOBTOPEHHSA iHhopMaLlii, @ TakoX y po3gin
"Mo6iuHi peakwyji" BigNOBIAHO [,O OHOBMEHOI
iHhopmaLii W00 BaXXNMBOCTI 3BiTYyBaHHS Npo
no6iyHi peakuii.
BBefeHHs1 3MiH NpoTArom 6-TM MicsAUIB 3 Aatu
3aTBEPAKEHHS
233. | NEPUHAONP | TabneTtku, BKpUTI TOB «TeBa YkpaiHa AT YropmHa BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a He UA/14925/01/02
uni NAiBKOBOO YkpaiHa» dapmaueBTUYHNI 3MiHM | TUNY - 3MiHK WoAao peyenmom nionsizae
IHAANAMIA- 060/10HKOM0, M0 2,5 3aBop TeBa 6e3nekn/edekTBHOCTI Ta thapMakoHarnagy
TEBA mr/0,625 wr; (IHWi 3MiHW). 3MiHW BHECEHI [0 IHCTPYKUIT Ans
no 30 Tabnetok y MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby, a
KOHTeliHepi; no 1 came - peflaKLiiiHi KOpeKTUBU 3 METOH
KOHTelHepy B CKOPOYEHHS TEKCTY LUMSIXOM BULASIEHHS
Kopoo6Li NOBTOPEHHS iHhopMaLlii, @ TakoX y po3gin
"Mo6ivHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopMmaw,ii LWoA0 BaXX/IMBOCTI 3BITYBaHHS Npo
nob6iyHi peaxuii. BBeeHHS 3MiH NpoTArom 6-Tu
MiCAILB 3 ATV 3aTBEPKEHHS.
234. | NEPCEH® Kancysnum TBepAi; no 3eHTiBa, K.C. Yecbka Nex CnoseHis/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 6e3 nidnsieae UA/2838/02/01
POPTE 10 kancyny Pecny6nik PapmaueBTUYHA Bonrapis 3MiHu | TUnYy - 3MiHK 3 sKocCTi. FoTOBMIA peuyenma
6nicTepi; no 2 a KoMnaHisa 4. 4., nikapcbkuii 3aci6. KOHTPOb roToBOrO
6nictepn y CnoBeHis nikapcbkoro 3acoby. 3miHa y meTogax
KapTOHHI Kopoo6Li Agichapm EAL, BMNPO6YBaHHSA roTOBOr0 MiKapCbKoro 3acoby
Bonrapis (iHWi 3miHM y MeTogax BUNpobyBaHb

(BrNtovaroum 3amiHy abo [OMOBHEHHS)) —
BBE/IeHHS a/IbTepHaTUBHOT METOAVKM
BMNPO6YBaHHA MeTofoM BEPX ans koHTponto
'N3 3a nokasHMKoM «KinbkicHe BU3HAaUYEeHHS
(EkcTpakT BasiepiaHu (KopeHiB) BOAHO-
eTaHOMbHUI Cyxnil)» [0 BXe 3aTBEPAKEHOT
MeTOAMKM BUNPObYBaHHSA MeTodom YBEPX Y
3B’513KY 3 BBEZIEHHSIM HOBOTrO BUpo6HUKa /13
[0aTKOBO BHOCATLCS 3MiHW [0 pO34inis
3.2.P.5.1 12 3.2.P.5.2, wo nonsraiotb y 3mMiHW
nocunaHb 4o metogis 3 EP-/lek Ha EP-In-hous,
cami MeToau 3anuLieHi 6e3 3MiH. 3MiHu | Tvny -
3MiHM 3 SIKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTuMmx
MEX roTOBOr0 NiKapCbKoro 3acoby (iHLui 3MiHW)
YTOYHEHHS OMUCY Karicyn, a Takox [0 onucy
BHOCUTBLCS iH(hOpMALLiS LWOA0 PO3MIpY Kancysu.
Brpo6HMKOM 6y/10 3MiHEHO OMUC Kancyn B
4YacTUHI KONbOpPY (CTapa pepakuis - Brick-red,;
HoBa pegakuis Reddish-brown), o He
BMNAVHW/IO Ha Nepeknaj Ha yKpalHCbKy MOBY,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

TOMy 6y/10 NPUIAHATO PILLIEHHS HE BHOCUTMW 3MiHN
B YaCTWHY ONWCY KOSIbOPY Kancysnu.
3arBepaKeHo: Kancynu 3 KpuLeykor
KOPUYHEBOTO -4E€PBOHOIO KO/IbOPY i KOPMyCOM
KOPUYHEBO-YEPBOHOIO KOMbOPY.
3anponoHoBaHo: Kancynun po3mipom 2, 3
KPVYILLEYKOIO Ta KOPMyCOM KOPUYHEBO-4EPBOHOIO
KO/IbOPY BHECEHi B IHCTPYKLi0 415 MeAUYHOIO
3acTOCyBaHHA NikapcbKoro 3acoby y po3gin
"MMikapcbka hopma” (OCHOBHI (hi3nKO-XiMiYHi
BNacTMBOCTI). BBeAeHHS 3MiH NPOTArom 6-Tu
MiCALIB MiCNSA 3aTBEPAKEHHS
3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU
BMNPOGYBaHb abo AONYCTUMUX MEX,
BCTAHOBJIEHVX Y cneumdikauisx, nig vac
BMPOBGHULTBA rOTOBOrO NiKapCbKoro 3acoby (iHLui
3MiHM) BHOCATBCA 3MiHU WOA0 creuundikawi
KPUTUYHMX MapameTpiB B MpoLeci iHkancynauii,
NOKa3HUK «LLUBUAKICTb iHKaNCynALii» AONOBHEHO
[aHVMU LWoA0 iHKancynauil CyMilli BUroToBneHol
3 API pi3H1Xx BUPO6HUKIB (OKpemo). 3MiHu | Tuny
- 3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHU Y BUPOBGHMLTBI. 3MiHM y NpoLieci
BVMPOGHMLTBA rOTOBOrO JiKapCbKOro 3acoby,
BK/THOHAK0UM MPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI TOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BUPOOHMLTBA) — BHECEHHSA HE3HAHWUX 3MiH 0
npouecy BMpo6HuuTBa 13, a came Ha cTagji
3MillyBaHHS 3aMpOMNOHOBaHO NPOBOANTY K
6apabaHHNM 3MillyBayeM Tak 3 6apabaHnm
[BOXKOHYCHMM 3MillyBayem. PaHile npouec
3MiLLlyBaHHS1 NPOBOAMBCSA Tislbk 6apabaHum
3milyBayem. Bupo6Huunii npouec, skuii
BKJ/THOYAE OKpeMi CTagii, 3a/ImLIaeTbCs
HE3MiHHWM.
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHs BUPOOHUKA, LLO
BiANOBiAaE 3a BBe3eHHs Ta/abo BMMYCK cepil) -
Bktouatouy KOHTPOb/BUNPo6yBaHHSA cepii -
BBE/IEHHSI a/lbTEePHATMBHOIO BUPOGHUKA
nikapcbkoro 3acoby, Agicdhapm EAJ], Bonrapis,
LLIO BiANOBifaIbHWIA 3@ BUNYCK Cepil Ta KOHTPO/1b
AKOCTI. BHECEHI B iHCTPYKLitO /19 MEANYHOIo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

3acTOCyBaHHS NikapcbKoro 3acoby y po3gim
"Brnpo6HuMK", "MicLie3HaxomKeHHs BUPOOHMKa Ta
afpeca MicLsi NPoBapKeHHs Moro fisnbHocTi" 3
BIANOBIAHUMY 3MiHAMY B TEKCTI MapKyBaHHS
ynakoBOK BBefieHHS1 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepipkeHHs. 3MiHu | Tuny - 3miHu 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHUUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHWL| BUPOOHULTBA 718 YacThHK abo BCbOro
BMPOBHNYOro NpoLecy roToBoro NikapcbKoro
3aco0by (4iIbHMUA 418 NePBUHHONO NakyBaHHS)
BBE/IEHHSI a/lbTEePHATMBHOIO BUPOGHUKA
nikapcbkoro 3acoby, Agicdhapm EAJ], Bonrapis,
LLI0 BiNOBIfA/IbHWIA 3@ MEPBUHHE NaKyBaHHS.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeLEHHA A0ATKOBOI AiNTbHNUL
BMPOGHMLTBA 4151 YaCTUHM abo BCbOro
BMPOBGHNYOro NpoLecy roToBoro NikapcbKoro
3acoby (ginbHUUA 418 BTOPUHHONO NakyBaHHS)
BBE/IEHHSI a/lbTEePHATMBHOIO BUPOGHUKA
nikapcbkoro 3acoby komnanis Agidhapm EAL,
Bonrapis, Lo BignoBifanbHWiA 3a BTOPUHHE
nakyBaHHs. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. 3miHN Yy
BUPOGHUUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHUL| BUPOOHULTBA 718 YacTUHK abo BCbOro
BMPOBHNYOro NpoLecy roToBoro NikapcbKoro
3acoby (fibHMULA, Ha K NPoBOAATLCS 6y Ab-
AKI BUPOGHWYI cTagii, 3a BUHATKOM BUMYCKY
cepili, KOHTPOSIIO AKOCTi, MEPBMHHOIO Ta
BTOPWHHOTO MakKyBaHHS, A4/19 HECTEPUTbHUX
NikapcbKux 3aco06iB) BBELEHHS
a/IbTEPHATUBHOIO BUPOBHMKA TiKapCbKOro
3acoby, Agichapm EALl, Bonrapis, wo
BiANOBIAaNbHMIA 32 BUPOOHWULTBO /13, 3MiHu |
UMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKuii
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby
(iHWi 3MiHW) 3aTBEPKEHHA METOLiB KOHTPOSO
Ans nikapcbkoro 3acoby NEPCEH® ®OPTE,
Kancynv TBepAi yKpaiHCbko MOBOHO

235. | MIKONTAKC® Tabnetku no 7,5 mr AT YKpaina AT "®dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTepiaiis: 6e3 - UA/11778/01/02
no 10 TabneTok y "®apmak" 3MiHW | Tuny - 3MiHK 3 skocTi. FoToBWIA peyenma
6nictepi; no 1 a6o nikapcbkuii 3aci6. Cuctema
no 3 6nictepu B KOHTeliHep/3aKkynopoBasibHWi1 3aci6. 3MiHa
nauu,i noctayasibHvKa nakyBajibHUX MaTepianis abo

KOMMNIEKTYOUMX (FIKLLO 3a3HAYEHO B [OCLE)
(3amiHa abo AofaBaHHA NocTavasibHMKA)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[ofaBaHHA a/IbTEPHATVBHOIO NOCTavYaslbHUKa
nnNiBk1 NoNiMEPHOT TPbOXLLAPOBOT
(PVC/PE/PVAC) . «Perlen Packaging AG»,
LLiBeiuapis.
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo JonycTUMmX
MeX NepBNHHOT YNakoBK1 rOTOBOrO MiKapCbKoro
3aco6y (fONOBHEHHS cnevuydikalii HOBUM
NOKa3HUKOM 3 BiNOBIAHUM METOAOM
BMNPOGYBaHHA) OHOBMEHHA po3giny 3.2.P.7
CuncTema KoHTeliHep/3aKynoploBasibHUIA 3aci6, a
came J0NoBHEHHS cneumdikauii ans nnisku
noniMepHOT TPbOXLLAPOBOT MOKA3HUKOM
«lgeHTudikayis». 3miHn | TRy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeX NepBMHHOI YNakoBKW rOTOBOrO NikapCbKOro
3aco6y (BW/TyYEHHSI HE3HAYHOMO MOKa3HMKa
(Hanpwvknag 3acTapinioro NokasHuka))
OHOB/EHHS po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3aKynoptoBasibHUiA 3aci6, a came:
BWYYEHHS 3i cneuudikauii Ansa nniskv
nosiMepHOT TPbOXLLAPOBOT HE3HAYHUX
(nokasHukiB «Matepian», «Po3mipy pysioHy»,
«LUunpunHa nniku». 3miHu | TNy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeX NepBMHHOI yNakoBKW rOTOBOrO NiKapCbKOro
3aco6y (iHLi 3MiHK) OHOBNEHHSA po3giny 3.2.P.7
CuncTema KoHTeliHep/3aKynoploBasibHUIA 3aci6, a
came BHECEHHS 3MiHM 0 cneuundikauil ans
NNiBKM NONIMEPHOT TPbOXLLIAPOBOI 3a
NMOKa3HNKOM «30BHILLHIA BUrNag» Ta « TOBLMHA
M/1iBKU».

236.

MIKONTAKC®

Tabnetkun no 5 mr no
10 TabneTtoky
6nictepi; no 1
6nictepy B nayui 3
KapToHYy

AT
"Papmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHY | Tuny - 3MiHK 3 skocTi. FoToBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
noctayasibHvKa nakyBasibHUX MaTepianis abo
KOMMNEKTYUNX (AKLLO0 3a3Ha4YeHO B [OCLE)
(3amiHa abo gofaBaHHA nocTavasibHMKA)
[ofaBaHHA a/IbTEPHATVBHOIO NOCTavYaslbHUKa
nANiBk1 NoNiMepPHOT TPbOXLLAPOBOT
(PVC/PE/PVAC) th. «Perlen Packaging AG»,

6e3
peyenma

UA/11778/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

LLiBeiuapis.
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo JonycTUMmX
MeX NepBNHHOT YNakoBKN rOTOBOrO MiKapCbKoro
3aco6y (foNOBHEHHS cnevuydikauii HOBUM
NOKa3HUKOM 3 BiNOBIAHUM METOAOM
BMNPOGYBaHHA) OHOBMEHHA po3giny 3.2.P.7
CucTema KoHTeliHep/3aKynoploBasibHUIA 3aci6, a
came J0NoBHEHHS cneumadikauii ans nnisku
noniMepHOT TPbOXLLAPOBOT NMOKA3HUKOM
«lgeHTudikayis». 3miHn | TRy - 3MiHW 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeX NepBMHHOI yNakoBKW rOTOBOrO NikapCbKOro
3aco6y (BW/TyYEHHSI HE3HAYHOIO MOKa3HMKa
(Hanpwvknag 3acTapinioro NokasHuka))
OHOBNEHHS po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3aKynoptoBasibHUiA 3aci6, a came:
BWYYEHHS 3i cneyudikauii 4ns nniskv
nosiMepHOT TPbOXLLAPOBOT HE3HAYHUX
(nokasHukiB «Matepian», «Po3mipy pysoHy»,
«LLuvpuHa nniku». 3miHu | TNy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeX NepBMHHOI YNakoBKW rOTOBOrO NikapCbKOro
3aco6y (iHLi 3MiHK) OHOBNEHHSA po3giny 3.2.P.7
CuncTema KoHTeliHep/3aKynoploBasibHWIA 3aci6, a
came BHECEHHS 3MiHW 0 cneuundikauil ans
NNiBKM NONIMEPHOT TPbOXLLIAPOBOI 3a
NMOKa3HNKOM «30BHILLHIA BUrNag» Ta « TOBLMHA
M/1iBKU».

237.

NMNAKBEHIN®

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKOt0, Mo 200
mr; Ne 60 (15x4): no
15 TabneTtok y
6nictepi; no 4
6nictepu y
KapTOHHI kopobuyj;
Ne 60 (10x6): no 10
TabneTtok y 6nictepi;
no 6 GnictepiB y
KapTOHHIA Kopoo6Li

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YKpaina

CAHO®I-ABEHTIC
CA.

IcnaHis

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3MiHY | TUMy - AAMiHICTPaTUBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA
(BktOYatoun, 3a HeobXiAHOCTI, Micue
NpoBeAEeHHS KOHTPOJIO AKOCTI), abo BnacHuMka
macTep-thaiina Ha A®l, abo noctavasibHuka
Adl/BnxigHOro matepiasy/peareHTy/MpOMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCS Y BUPOOHWLTBI
A®| (AKLWO 3a3HAYEHO Y [OCbE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTuduikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0cbe, ab0 BUPOOHMKA HOBOI JOMOMiXHOI

3a
peyerimom

UA/8261/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
PEYOBUMHM (SIKLLLO 3a3HAYEHO Y A0CbE) - 3MiHa
HaliMeHyBaHHs BUPOOHWNYOT AifIbHUL
BiANOBIAa/IbHOI 3@ BUPOOHULITBO Ait0yOT
PEYOBUHM TiAPOKCUXTOPOXIHY CynbddaTy 3
CHINOIN Pharmaceutical and Chemical Works
Private Co. Ltd., Hungary Ha EUROAPI
HUNGARY Ltd., Hungary. Agpeca, micue
NPOBaXEHHS AiSNIbHOCTI Ta BCi BUPOOHWUI
onepawii 3amwatTbcs 6e3 3MiH
238. | NMC- TabneTku, BKPUTI dapmacaiiH KaHaga BTOPUHHE Nutea/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/9555/01/01
ypPcogaion 060/10HKOH0, M0 250 C IHK. nakyBaHHs: KaHnapa 3MiHuM | TUNY - 3MiHK Woao peuenmom niosnsieae
Mmr no 100 TabneTok JINTOBCLKO- 6e3nekn/edhekTUBHOCTI Ta hapMakoHariagy.
y donakoHax; no 10 HopBe3bke 3AT 3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
Tabnetok y 6nictepi; Hopchauewm, /lnTea; 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
no 5 6nictepis y BMPOGHMLTBO MeANYHOro 3acToCyBaHHA
KapTOHHIA KOpoo6Li Hepo3dacoBaHoro reHepuyYHUX/ribpuaHNx/6ionogibHNX NikapcbKMx
NpPoAYyKTY, NepBUHHE 3aco06iB Nic/1s BHECEHHSA TiET camoi 3MiHWN Ha
Ta BTOPUHHE pedepeHTHUIA npenapart (3miHa He noTpebye
nakyBaHHs, Ha/laHHS XXOAHNX HOBUX AOAATKOBUX JaHUX).
KOHTPO/1b SIKOCTI, 3MiHM BHeceHO A0 [HCTPpyKUii AN MeguyHoro
BMNYCK cepil: 3acTOCyBaHHS MikapcbKoro 3acoby Ao po3ginis
dapmacaiiHc IHK., "®apmakonoriyHi BractmeocTi", "B3aemogis 3
KaHnapa iHLWIMMK NiKapcbKMK 3acobamu Ta iHWi BUAn
B3aemMogiin", "OcobMBOCTi 3aCTOCyBaHHS",
"Cnoci6 3acTocyBaHHS Ta 403" (yTOYHEHHS
iHbopMawii), "Mo6iuHi peakwii" BignosigHO A0
OHOB/IEHOI iHGhopMaLii pedhepeHTHOro
nikapcbKoro 3acoby Ypcodhanbk, TabneTkm
BKPWTI NNIBKOBOK 060/I0HKOHO.
239. | NMC- TabneTkn, BKPUTI dapmacaiiH KaHaga BTOPVHHE Nutea/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 3a He UA/9555/01/02
yPcogion 060/10HKOH0, Mo 500 c IHK. nakyBaHHs: KaHaga 3MiHuW | TUNYy - 3MiHK Woao peyenmom nionsieae
Mmr, no 100 Tabnetok JlnToBcbKO- 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.

y thnakoHax; no 10
TabneTtok y 6nictepi;
no 5 6nictepis y
KapTOHHI Kopoo6Li

HopBe3bke 3AT
Hopdhauewm, /lnTea,;
BUPOBHULTBO
Hepo3dacoBaHoro
NPOAYKTY, NEePBUHHE
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
BMNYCK cepil:
dapmacaiHc IHk.,
KaHaga

3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHsA
reHepuyYHNX/ribpuaHNX/6ionogibHNX Nikapcbkmx
3ac06iB nicna BHECEHHSA TiEl camoi 3MiHN Ha
pethepeHTHWi1 NpenapaT (3MiHa He noTpebye
HafaHHS XXOAHWNX HOBUX AOAATKOBUX AaHMWX).
3MiHV BHeceHo A0 IHCTPpyKUii AN MeguyHoro
3aCcToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmsocTi", "B3aemogis 3
HLIMMKM NikapcbKMKU 3acob6amMu Ta iHLWi BUan
B3aemogijit", "Ocob6/MBOCTi 3aCTOCyBaHHS",
"Cnoci6 3acTocyBaHHA Ta 403" (YyTOYHEHHS
iHdhopmawii), "Mo6iuHi peakwii” BignoBigHO 40
OHOB/EHOI iHhopMaLii pedhepeHTHOro
NiKapcbKoro 3acoby Ypcodhanbk, Tabnetku
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

BKPWTI NNIBKOBOK 060/I0HKOHO.

240.

nonAnPUn

Kancynv TBepai no
2,5 mr; no 14 kancyn
y 6nictepi; no 1 abo
2 6nictepny
KapTOHHI KOopoo6Li

®PapmaueBT

NYHWIA 3aBOS,

“Monbchapm
a" C.A.

MonbLua

dapmaleBTUYHNIA
3aBog “Monbtapma”
C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnX npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOBaXeHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MileHHI MacTep-dhaiina cuctemu
hapmakoHarnsagy) 3MiHa yrnoBHOBaXXeHOT 0co6u
3asBHMKa, BiANOBIAaIbHOI 3a (hapMakoHarnsg,
[itoua pepakuis: Krzysztof Karpinski / Kpuwtod
KapniHcki. MponoHoBaHa pefakuis: AHHa KoHyak
/ Anna Konczak. 3MiHa KOHTaKTHMUX AaHnX
YMOBHOB&XEHOI 0CO6W 3asBHIIKA,
BifnoBiganbHOI 3a hapMakoHarnsag.

3a
peyenmom

UA/4441/01/02

241.

nonAnpPun

Kancysu Teepgai no
5,0 wr; no 14 kancyn
y 6nicTepi; no 1 abo
2 6nictepn y
KapTOHHIA Kopoo6Li

PapmaueBT

WNYHWIA 3aBO[,

“Monbhapm
a" C.A.

Monbla

dapmaLeBTUUHWI
3asog “Monbcapma”

Monblwa

BHECEHHS 3MiH 40 peecTpaLiiniHux MmaTepiasis:
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BBefeHHs abo 3MiHU [0 y3araslbHeHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHNX faHunx npo cuctemy
hapMakoHarnsiay, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
thapmakoHarnsfy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHUKa ANs 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobH,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/TIHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3miHa ynoBHOBaXXEHOT 0co6U
3asBHVKa, BifNoBigas/IbHOT 3a hapMakoHarnsag,.
[Litouva pepakuis: Krzysztof Karpinski / Kpywtod
KapniHcki. MponoHoBaHa pegakuis: AHHa KoHuak
/ Anna Konczak. 3miHa KOHTaKTHUX faHnx
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBiga/IbHOI 3a hapmakoHarnsag.

3a
peyerimom

UA/4441/01/03

242,

nonAnPUn

Kancysnu Teepgi no
10,0 mr no 14
Kancyny 6nicrtepi;

dapmaueBT
NYHWIA 3aBOJ,
“Monbgapm

MonbLa

dapmaLeBTUYHNIA
3asog, “Monbgapma”
C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/eddeKTVBHOCTI Ta ddapMakoHarisay.

3a
peyenmom

UA/4441/01/04
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Peecmpayjitina npoyedypa

Ymosu

Peknamys
aHHs*

Homep
peecmpayitiHo2o

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

BBe/ieHHs1 a60 3MiHW 10 y3ara/lbHEHNX faHNX

Bionycky

nocsBi0YeHHs

3acoby

no 1 a6o 2 6nictepu
Y KapTOHHIli kopobLi

a"C.A.

Brpo6Hu1UTBO,

Himeyumnna/

npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnxX nNpo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI ocobw,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA
thapmakoHarnsfy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmakoHarnsgy B YKpaiHi, KO BOHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/IKOYAKOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-chaiina cuctemu
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BigNoBiga/IbHOT 3a hapMakoHarnsag.
[itoua pepakuis: Krzysztof Karpinski / Kpuwwtod
KapniHcki. MponoHoBaHa pepakuis: AHHa KoHuak
/ Anna Konczak. 3MiHa KOHTakTHUX gaHuX
YNOBHOB&XEHOI 0CO6Y 3anBHNIKa,
BignoBiga/IbHOI 3a dpapMakoHarnsaa.
BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:

3a
peyenmom

UA/15467/01/01

243.

NPAKCBAH
o®

po34nH Ans
iH eKuili/iHdpysi, 2,5
r/50 m; no 50 mny
donakoHi; no 2
hnakoHn y
KapTOHHIA KopooLi

BepiHrep
IHrenbxanm
IHTEpHELLHN
M6X

HimeyunH
a

nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib AKOCTi Ta
BWMNYCK Cepil:
BepiHrep
IHrenbxanm ®apma
vm6X i Ko.KI,
HimeuuunHa;
AnbTepHaTnBHA
nab6oparopia gns
KOHTPOO AKOCTI
npoTArom
BMNPOGYBaHHSA
cTabinbHOCTI:
KsoniTi AccictaHc
CA, benbris

Benbris

3MiHW | TRy - 3MiHK 3 sAkocTi. FoToBWiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
noctavasibHuKa nakyBasibHUX maTepianis abo
KOMMNIEKTYUMX (AKLLO 3a3Ha4YEHO B [JOCHE)
(3amiHa abo fofaBaHHA NocTavyasibHYKA) -
BHeceHHs 3miH go posginy 3.2.P.7 Cuctema
KOHTeliHep/3akKyrnoptoBasbHWii 3acib, a came -
3MiHa agpecy BUPO6HYKa ryMoBOT MpobKu
Daikyo Seiko, LTD (Japan) Ta pefakujiHi
npaBeku y po3gini 3.2.P.7.1. (kopekuii onncy
rymoBoi npo6kw). MNMponoHoBaHa 3MiHa He
BMAMBAE Ha AKICTb r'yMOBOI NPo6KM; 3MiHu | Trny
- 3MiHu 3 sKocTi. [oTOBMIA Nikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3MiHa napameTpiB cneundikauiii Ta/abo
A0NYyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHS
3MiH fo po3giny 3.2.P.7.2., a came — 3amiHa
nocunaHHsa Ha MoHorpadito USP <381> ans
NnoKasHuKiB crneundikaLii ryMoBoi npobku
«Pyxomi dpopMu LMHKY> i «Badkki MeTanIM» Ha
Ph. Eur. 3.2.9 , 3 NpyyvH/ BUYYEHHS iX 3
MoHorpadii USP <381>. Hemae X0AHWX 3MiH,
SKi BNAMBaOTb Ha AKICTb Npo6ku. LLLo6
3MEHLUNTU CTYMiHb AeTanisauii, nepenik
chapmakoneliHux NoKa3HWKIB TECTYBaHHS

BUIy4YeHO 3 Tabnumui 1 «Cneundikauis rymosoi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
Npo6KN». HaToMiCTb 3arasibHe NOCUIaHHA Ha
MoHorpadii Ph. Eur. 3.2.9 i USP <381>
BK/IIOYEHO B Tabnuuo; 3miHu | Tuny - 3miHm 3
AkocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
noctayasibHuKa nakyBasjibHUX maTepianis abo
KOMMNIEKTYIOUMX (AKLLO 3a3HaYEHO B [JOCHE)
(3amiHa abo gofaBaHHA nocTavyasibHUKA) -
BHeceHHs 3MmiH fo po3sginy 3.2.P.7 Cuctema
KOHTeliHep/3aKyrnoproBasibHWii 3acib, a came -
3MiHa aApecu BUPOBHMKa 3MOMHOro KoBnayka
West Pharmaceutical Services (Germany).
MponoHoBaHa 3MiHa He BN/IMBAE Ha AKICTb
3/I0MHOrO KoBMayka
244. | NPEBUMIC KOHLeHTpaT Ans Mepk Wapni | LWseiuapi BTOPUHHE Benbrisi/ BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a - UA/19269/01/01
pO3uuHy ons Ooym IAEA A nakyBaHHs, IpnaHgis 3MiHY | TUMy - AAMiHICTPaTUBHI 3MiHU. 3MiHa peyenmom
iHcpysiii, 240 mr (20 v6X aHaniTmyHe HallMeHyBaHHs Ta/abo aapecy 3asiBHMKa
Mr/MA); KOHUEHTpaT TEeCTyBaHHS, (BNacHviKa peecTpauiiHoro nocBigYeHHs) -
AN PO3UMHY B TecTyBaHHSA 3MmiHa agpecu 3asaBHUKa; 3MiHW | Ty - 3MiHK
CKNAHOMY (P/1aKOHi cTabinbHocTi Ta oo 6e3nekun/epekTMBHOCTI Ta
(tvny 1), 1 cpnakoH y [03BiNT HAa BUMYCK thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
KapTOHHIA KOpooLi cepii: y3arasibHeHVX AaHUX Npo cucTemy
LepiHr-Mnay /1a6o thapmakoHarnagy (BBeAeHHs y3araslbHeHNX
H.B., Benbris AaHux npo cuctemy chapmakoHarnsgy, 3amiHa
BVMPOGHMLTBO, yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
nepBuHHe 34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0co6u
nakyBaHHs Ta 3 thapmakoHarnsagy 3asBHvKa A1s 34iACHEHHS
aHaniTn4He thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
TeCTyBaHHs BiAMiHHa Bif, YyNOBHOBaXEHOT 0cobu,
(cTepunbHicTb Ta BiANOBIAA/IbHOI 3a 3AiiCHEHHA dapmakoHarnsagy
6akTepiasibHi (BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
€HOO0TOKCUHN): pO3MiLLEeHHI MacTep-thaiina cuctemu
MC/, IHTepHewwHn thapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHnX
M6X/MC/L IpnaHgais YNOBHOB&XEHOI 0CO6M 3asBHIIKA,
(Kapnoy), IpnaHgis BignoBiganbHOI 3a hapmakoHarnsg. 3MiHa
MicLe3HaxoMKeHHs macTep-haiina cuctemm
hapmakoHarnsagy. 3miHa micus 34iiCHeHHS
OCHOBHOI AiANbHOCTI 3 hapmakoHarnsay
245. | NPEFABAJIH | nopoLok TOB YkpaiHa XelizsaH Xyaxali Kutaii BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: - - UA/13690/01/01
(cybcTaHuis) y "papma $apmacbtoTikan Ko., 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat
naketax Crapt" nTAa. BignosigHocCTI/TE-cepTucpikat BignosigHoCTI
nonieTnIeHoBmX €Bponeiicbkiin hapmakonei/moHorpadii.
ans MogaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
hapmaLeBTUYHOIO BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
3aCcTOCyBaHHA BiANoOBIgHOCTI €Bponeiickbkili hapmakonei: gns

A®I; ans suxigHoro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[O0MOMIXHOT peyoBrHY (cepTuddikat
BiANoOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif Y)Xe 3aTBEPLKEHOIO
BMPOGHMKa - BHECEHHS 3MiH 0 MaTepiasis
peecTpavuiiHoro A0Che Ha Nikapcbkuii 3acio
MPEFABAJIIH, nopoLlok (CybcTaHLis) y 3B'A3Ky 3
OTPVMMaHHSIM OHOBJ/IEHOTO cepTudikaTy
BiANoBigHOCTI EBponeiickkili hapmakonei Bif
BXE 3aTBEP)KEHOro BUPOOHWMKa, KOMMaHii
Zhejiang Huahai Pharmaceutical Co., Ltd., China
(Ne R1-CEP 2016-189-Rev 01), a came
npusefeHHs po3giny MKA /13 3anuLikosi
KifIbKOCTi OpraHiYHnX PO34MHHUKIB Y
BignosigHicTb o CEP

246.

PABE/TIOK

niogpinizat gns
PO34UHY ONS iH'EKL
no 20 mr, 1 donakoH
3 niogpinizaTom y
KapTOHHIA KOpoo6Li

Kagina
dapmacbioT
nkans
Nimiten

IHais

Kagina
dapmMacbioTKan3
Nimitep

IHgis

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MmiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
BeefeHHs abo 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA hapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3MiHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.

[itoua pepakuis: Savchenko Dmytro
Sergiyovych. MNponoHoBaHa pefakuis:
Onyshchuk Liudmyla Valeriivna. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asiBHYMKA,
BiANOBIAa/IbHOI 3a hapMakoHariag B YKpaiHi.
3miHa HoMepa mMacTep-thaiina cuctemm
hapmakoHarnsgy.

3a
peyerimom

UA/1441/02/01

247.

PAMI
CAHAO3®

TabneTkn no 2,5 wr,
no 10 tabnetok y
6nicTepi; no 3
6nictepu B
KapTOHHIA Kopoo6Li

CaHpo3
dapmacbHoTi
Kans g.4a.

CnoseHis

Nek C.A., MNonbla
(BMPOGHMLITBO 3a
NOBHUM LMK/IOM);
Nek C.A., MNonbla
(nakyBaHHS, BAMNYCK
cepii)

Monba

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUny - 3MiHuK 3 aKocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi

€Bponeiicbkiit hapmakonei/MmoHorpadii.

MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYeHHS cepTudikara

BiANoOBIgHOCTI EBponeiickkili hapmakonei: gns

A®I; ons BuxigHoro
mMarepiany/peareHTy/npomMiKHOrO NMPOAYKTY, Lo

3a
peyenmom

UA/11299/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o

248.

PAMI

BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; Ans
[LOMOMDKHOT peyoBUHU (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
OHoBrEeHWNIA cepTUdikaT Bif yXe 3aTBepXEHOro
BMPOOHUKA - NOAaHHA OHOB/IEHOro cepTucpikara
BiNOBIAHOCTI €Bponelickkilt thapmakonei R1-
CEP 2003-050-Rev 09 ans gito4oi peyoBuHM
paminpun Bif yxe 3aTBepKeHoro BUpobHuKa
Dr. Reddy’s Laboratories Limited, India
3areepaxeHo: R1-CEP 2003-050-Rev 08
3anponoHoBaHo: R1-CEP 2003-050-Rev 09

nocsBi0YeHHs

249.

CAHJ03®

PAMI

TabneTkn no 5 wr,
no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHIA KOpoo6Li

CaHpo3
dapmachbHoTi
Kans a.4.

CnoBeHis

Nek C.A., MNonbLya
(BMPOGHMLTBO 3a
NOBHUM LMK/IOM);
Nek C.A., MonbLa
(nakyBaHHs, BAMYCK
cepir)

Monblwa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3miHu | TUnY - 3MiHk 3 sKocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkin hapmakonei/moHorpadii.
MoaaHHA HoBOro abo OHOBNEHOTO cepTudiikata
BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIgHOCTI €Bponeiichbkili hapmakonei: gns
Adl; gns BuxigHOro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[OOMOMIXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBneHWin cepTuddikat Bif, y)Ke 3aTBEPAKEHOTO
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudiikata
BiAnoBigHOCTI E€Bponeiickbkilt hapmakonei R1-
CEP 2003-050-Rev 09 ans gito4oi peyoBuHn
paminpun Big, yXxe 3aTBeppKeHOro BUPO6HMKa
Dr. Reddy’s Laboratories Limited, India
3arsepaxeHo: R1-CEP 2003-050-Rev 08
3anponoHoBaHo: R1-CEP 2003-050-Rev 09

3a
peyerimom

UA/11299/01/02

CAHA03®

Tabnetku no 10 mr,
no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHI Kopoo6Li

CaHpo3
dapmachbHoTi
Kans g.4.

CnoseHis

Nek C.A., MNonbLa
(BMPOGHMLTBO 3a
NOBHUM LMK/IOM);
Nek C.A., MNonbLa
(nakyBaHHs, BUMYCK
cepir)

MonbLa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MmiHu | TURY - 3MiHK 3 sKocTi. CepTudikat
BignosigHocTI/TE-cepTudpikar signosigHocCTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOB/IEHOTO cepTuglikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ons BMXigHOro
mMartepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BWKOPUCTOBYHOTLCA Y BUPOOHMLTBI API; ans
[0MNOMIXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHoB/EHWIA cepTUQIKaT Bif Y)Xe 3aTBEPKEHOIO
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudikara
BiAnoBigHOCTI EBponeiickbkiii hapmakonei R1-
CEP 2003-050-Rev 09 ans gjto4oi pevyoBuHU
paminpun Bif y)xe 3aTBepAKeHOoro BUpobHuKa

3a
peyenmom

UA/11299/01/03




196

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
Dr. Reddy’s Laboratories Limited, India
3arBepgxeHo: R1-CEP 2003-050-Rev 08
3anponoHosBaHo: R1-CEP 2003-050-Rev 09
250. | PAMI3EC® Tabnetkn, 5 mr/12,5 AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a - UA/15545/01/02
KOM Mmr no 10 TabneTok y "papmak” 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBUIA peuyenmom

6nictepi, no 3
6nictepu y nauui

nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MeX MepPBNHHOT YNakoBKN rOTOBOrO MiKapCbKoro
3aco06y (iHLi 3MiHM) BHECEHHS 3MiH 40 po34iny
3.2.P.7 Cuctema KoHTeliHep/ 3aKynoproBasibHWi
3acib, a came OHOB/EHHS crneumndikauii s
honbIv antoMiHIEBOT 1aKOBaHOI pyKOBaHOI 3a
nokasHUKaMmn «30BHILLHIN BUrNAg» Ta «TOBLMHA
donbrv». 3miHn | TMny - 3MiHW 3 AKoCTi. FoTOBMUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikayii Ta/abo AonycTMmx
MeX NepBUHHOT YNakoBKM rOTOBOrO NiKapCbKOro
3aco6y (fonoBHEHHSs cneuudikalii HoBUM
MOKa3HWKOM 3 BifNOBIgHVM METOLOM
BMNpPOGYyBaHHA) OHOBMEHHSA po3giny 3.2.P.7
CuncTeMa KoHTelHep/ 3aKynoptoBasibHuiA 3aci6, a
came [0NOBHEHHS cneundikauii Ha donbry
naMiHOBaHy MOJIiBIHINXI0pMAOM Ta noniamigom
NOKa3HWKOM «laeHTudpikauis» (MokasHuK
BM3HAYaETbCA AN BUpo6HuKa “MTC Polska Sp.
Z.0.0.). 3MiHuM | TUNY - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeX NepBMHHOI YNakoBKM rOTOBOrO NiKapCbKOro
3aco6y (fonNoBHEHHS cneuyndikalii HoBUM
MOKa3HUKOM 3 BifNOBIAHUM METOAOM
BUNPOGYBaHHS) OHOB/IEHHSA po3ainy 3.2.P.7
Cuctema koHTeliHep/ 3aKynoproBasibHUiA 3aci6, a
came [0MOBHEHHS cneuudikauii Ha donbry
aIloMiHIEBY NnakoBaHy [pyKoBaHy MOKa3HMKOM
«lgeHTudikauis» (NoKasHUK BU3HAYaETLCA A1A
BMpo6HuKa “MTC Polska Sp. Z.0.0.). 3MiHu |
TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasbHuWi
3aci6. 3miHa napameTpiB cneyndikauii Ta/abo
[0NyCTUMUX MEX NEPBMHHOI YNakoBK/ rOTOBOrO
NiKapCbKOro 3acoby (BMyYEHHS HE3HAYHOTO
nokasHuka (Harnpviknag, 3actapifioro nokasHuka))
OHOB/EHHS po3giny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKkynopoBasibHWiA 3acib, a came:
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KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

BUPOBGHUKa

BWyYEHHS 3i cneuudikayii Ha dhonbry

nocsBi0YeHHs

3acoby

YkpaiHa

namiHoBaHy NONiBiHINX/I0pMAOM Ta noniamigom
He3Ha4YHMX NokasHukiB «Matepian», «Po3mipu
pynoHy», «LLnprHa donbrnx». 3MiHn | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoproBasibHUiA 3aci6.
3miHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
NiKapCbKOro 3acoby (BUyYEHHS HE3HAYHOTO
nokasHuka (Harmpviknag, 3actapifioro nokasHuka))
OHOB/EHHS po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3aKynoptoBasibHUiA 3aci6, a came:
BWyYEHHS 3i cneyudikaii Ans donsrm
NIOMIHIEBOT NTakoBaHOT APYKOBaHOI HE3HAYHUX
nokasHukis «IpadiiyHe ochopmneHHs,
NPaBU/IbHICTb HAHECEHHS TEKCTY», «Po3mipu
pynoHy», «LlUnpunHa honbrn gpykoBaHoi»,
«BU3HaYeHHs HafiiHOCTi HaHEeCEeHHSI
Apykapcbkyx hapb Ta 3axMCHOro naky Ha
honbry», «CTilikicTb NOBEPXHEBOTO LWapy
honbIv [0 BUCOKOT TEMNepaTypu»,
«CknetoBaHHA 3 MBX»
BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis:

3a
peyenmom

UA/15545/01/01

251.

PAMI3EC®
KOM

Tabnetku, 10 mr/25
Mmr no 10 TabneTok y
6nictepi, no 3

6nictepun y nauui

AT
"papmak”

YKpaiHa

AT "dapmak”

3MiHn | TUnYy - 3MiHK 3 aKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikayii Ta/abo AonycTuMmx
MeX NepBUHHOT YNakoBKMN rOTOBOrO NiKapCbKOro
3aco06y (iHLi 3MiHW) BHECEHHS 3MiH 0 po34iny
3.2.P.7 Cuctema KoHTeliHep/ 3aKynoproBasibHWi
3acib, a came OHOB/IEHHS creumdikauii ns
hosIbrv antoMiHIEBOT NakoBaHOI APYKOBaHOI 3a
nokasHukammn «30BHIiLUHIA BUrNS4» Ta «TOoBLMHA
donbrv». 3miHn | TMNy - 3MiHW 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo AonycTUMnX
MeX NepBMHHOI YNakoBKM rOTOBOr0 NiKapCbKOro
3aco6y (fonNoBHEHHS cneundikauii HoBUM

NOKa3HUKOM 3 BiNOBIAHNUM METOAOM
BUNPOGYBaHHS) OHOB/IEHHSA po3ainy 3.2.P.7

came [0MOBHEHHS cneuudikauii Ha donbry
namiHOBaHy NOMiBIHINX/I0pMAOM Ta noniamigom
nokasHMKoM «laeHTudpikauis» (NokasHuK

Z.0.0.). 3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBMIA

Cuctema koHTeliHep/ 3aKynoproBasibHUiA 3aci6, a

BM3HAYa€ETbCA AN BUpo6HuKa “MTC Polska Sp.

nikapcbkuii 3aci6. Cuctema
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneyudikauii Ta/abo AonycTUMmX
MeX NepBNHHOT YNakoBKN rOTOBOrO MiKapCbKoro

3aco6y (fONOBHEHHS cnevuyvdikalii HOBUM

NOKa3HUKOM 3 BiNOBIAHUM METOAOM
BMNPOGYBaHHA) OHOBMEHHSA po3giny 3.2.P.7
CuncTemMa KoHTelHep/ 3aKynoptoBasibHuiA 3aci6, a
came J0NoBHEHHS cneumadikauii Ha honbry
a/tOMiHIEBY N1akoBaHy ApyKOBaHy NOKa3HUKOM
«laeHTudikalis» (NoKasHUK BU3HAYAETLCA AN1A
BMpo6HMKa “MTC Polska Sp. Z.0.0.). 3MiHu |
™Mny - 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3aKkynopoBabHWi
3aci6. 3miHa napameTpiB cneyudikauii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNaKoBKW rOTOBOTO
NiKapCbKoro 3acoby (BUTyYEHHS HE3HAYHOTO
nokKasHuka (Hanpvknag 3acTapisioro nokasHuka))
OHOBJ/IEHHSA po3diny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a came:
BW/IYYeEHHS 3i cneuudikauii Ha donbry
naMiHoBaHy NoniBiHINX10pMAOM Ta noniamigom
He3HauyHVX nokasHukie «Matepian», «Po3mipu
pynoHy», «LLnpuHa donbrn». 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3aKynopioBasibHUiA 3aci6.
3miHa napamMeTpiB cneyudikaii Ta/abo
[0NyCTUMUX MEX NEPBUMHHOI YNaKOBKW rOTOBOTO
NiKapCbKOro 3acoby (BWTyYEHHS HE3HAYHOTO
nokKasHuka (Hanpvknag 3acTapisioro nokasHuka))
OHOBJ/IEHHSA po3diny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a came:
BWIYYEHHS 3i cneumdikauii s onibrm
a/IlOMIHIEBOT /1aKOBaHOI [ pyKOBAHOI HE3HAYHMX
nokasHukis «IpaduiyHe ochopmneHHs,
NPaBU/IbHICTb HAHECEHHS TEKCTY», «Po3mipn
pynoHy», «LLnprHa chonbrvu pyKoBaHoi»,
«Bu3Ha4eHHs1 HafiNHOCTI HAHECEHHS

Apykapcbkux hapb Ta 3axmMCcHOro naky Ha

dhonbry», «CTilikicTb NOBEPXHEBOrO Lapy

honbrv J0 BUCOKOT TEMNEPATYPU»,
«CknetoBaHHs 3 MNMBX»

252. | PAMI3EC® Tabnetkn, 10 AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 40 peecTpaviiHnx maTepiaiis: 3a - UA/15546/01/01
KOM mr/12,5 wr, no 10 "®apmak" 3MiHu | TUNYy - 3MiHK 3 sKocTi. FoToBMIA peyenmom
Tabnetok y 6nictepi; nikapcbkuii 3aci6. Cuctema
no 3 6nictepu y KOHTeliHep/3aKkynopoBasibHWi1 3aci6. 3MiHa
nauu,i napameTpiB cneuudikauiii Ta/abo AonycTUMnX

MeX NepBMHHOI YNakoBKM rOTOBOr0 NiKapCbKOro
3aco6y (iHLWi 3MiHW) BHECEHHS 3MiH 0 po34iny




199

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
3.2.P.7 Cuctema KoHTeliHep/ 3aKynoproBasibHuWi
3acib, a caMe OHOB/EHHA cneuudikauii ans

osbry antoMiHIEBOT NakoBaHOT APYKOBaHOI 3a
NnoKasHUKamm «30BHILLHIA BUMAA» Ta «TOBLUHA
dosbru». 3miHn | TMny - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo JonycTUMmX
MeX NepBNHHOT YNakoBK1 rOTOBOrO MiKapCbKoro
3aco6y (fONOBHEHHS cnevuydikalii HOBUM
NOKa3HUKOM 3 BiNOBIAHUM METOAOM
BMNPOGYBaHHA) OHOBMEHHA po3giny 3.2.P.7
CuncTemMa KoHTelHep/ 3aKynoptoBasibHuiA 3aci6, a
came J0NoBHEHHS cneumadikauii Ha chonbry
naMiHoBaHy NoniBiHINX10pMAOM Ta noniamigom
nokasHUKoM «laeHTudikauis». (MokasHuK
BM3HAYaETbCA AN BUpo6HuKa “MTC Polska Sp.
Z.0.0.). 3MiHu | TUNy - 3MiHW 3 SIKOCTIi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo gonycTuMmx
MeX NepBUHHOI YNakoBKM rOTOBOrO NiKapCbKOro
3acoby (fOMOBHEHHS cneuudikalii HOBUM
MOKa3HWKOM 3 BifNOBigHVM METOLOM
BMNPOGYBaHHA) OHOBMEHHSA po3giny 3.2.P.7
CuncTeMa KoHTelHep/ 3aKynoptoBasibHuiA 3aci6, a
came [0NOBHEHHS cneundikauii Ha donbry
a/IIOMIHIEBY NakoBaHy [pyKOBaHY MOKa3HNKOM
«lpeHTudikauis». (NokasHUK BU3HAYAETLCA A/1A
BMpo6HuKa “MTC Polska Sp. Z.0.0.). 3MiHu |
UMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBanbHui
3aci6. 3miHa napameTpis cneuudikawiii Ta/abo
A0NYyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (BUy4eHHS He3HAa4YHOro
nokasHuka (Hanpvknag 3acTapisioro NokasHuka))
OHOBJ/IEHHS po3giny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKkynoptoBasibHWiA 3acib, a came:
BUNYYeHHS 3i cneuudikauii Ha chonery
NaMiHOBaHy MOJIiBIHINX10pMAOM Ta noniamigom
He3HauyHNX NokasHukiB «Matepian», «Po3mipu
pynoHy», «LLnpuHa donbrnx». 3MiHu | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3miHa napameTpiB cneyudikauii Ta/abo
J0NYyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (BUTyYeHHS He3HAa4YHOro

nokasHuka (Hanpvknagj 3acTapisioro NokasHuka))
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

OHOBJ/IEHHS po3giny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKkynoptoBasibHWiA 3acib, a came:
BUNYYEHHS 3i cneyudikadii ana donsrm
a/IloMiHIEBOT /1aKOBaHOI JpPYKOBAHOI HE3HAYHMX
nokasHukis «pagpiyHe ohopM/IEeHHS,
NPaBU/IbHICTb HAHECEHHS TEKCTY», «Po3Mipu
pynoHy», «LLnprHa chonbrv pyKoBaHoi»,
«BuW3HaYeHHA HaAiHOCTI HAHECEHHS
[pyKapcbKux hapb Ta 3axMCcHOro naky Ha
honbry», «CTiliKicTb NOBEPXHEBOrO LWapy
onbry 0 BUCOKOT TEMNepaTypu»,
«CknetoBaHHA 3 MBX»

253.

PEBALIO

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, M0 20
Mr, no 15 Tabnetok
y 6nicTepi; no 6
6nictepis y
KapTOHHIA KOpoo6Li

AngxoH HOC
111C

CLWA

dapeBa Ambyas

®paHuis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX nNpo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa AN5 34iiCHEHHSA
thapmakoHarnagy B YkpaiHi, KO BOHA
BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-goaiina cuctemm
hapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi
0cobu 3as1BHMKa, BIANOBIAA/ILHOT 38
thapmakoHarnsg. [itoya pegakuisi: Barbara De
Bernardi. MponoHoBaHa pegakuis: Dr Eiko
Soehlke, MD MPH. 3MiHa KOHTaKTHUX gaHuX
YNOBHOBaXXEHOT 0CO6M, BigNOBigaNbHOI 3a
hapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobu
3asBHYKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
YkpaiHi. [itoya pegakuis: ¥Y3nosa IpuHa.
MponoHoBaHa pepakuin: basnnescbka HOnis
BanepiiBHa 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
0cobu 3asBHVKa, BigNOBiAaIbHOT 3a
thapmakoHarnag B Ykpaini. 3miHa
MicLie3HaxoKeHHs MacTep-thaiina cuctemu
hapmakoHarnisgy Ta oro Homepa. 3MiHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy

3a
peyenmom

UA/6839/01/01

254,

PUBABIPUH-
DAPMEKC

Kancysu TBepgai no

200 mr no 10 kancyn
y 6nicTepi; no 3 abo
6 6nicTepiB y nayuyi 3

TOB
"®APMEKC
reyn

YkpaiHa

TOB "®APMEKC
reymn"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:

3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa

Ha3BM Jikapcbkoro 3acoby. 3miHa Ha3su /13 y
3B'AA3Ky 3 MApKETMHIOBOK MONITUKO

3a
peyerimom

He
niosnsieae

UA/10004/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KapToHy

nignpvemcTaa. [jtoya pegakuisi: MakcBipuH®
Maxvirin®. NponoHoBaHa pefakuis:
PVBABIPVNH-®APMEKC. RIBAVIRIN-
PHARMEX. BBefeHHS 3MiH NpOTArom 6-Tu
MicsILiB Micns 3aTBepAKEHHS.

255.

PO3YBACTA
TUH-TEBA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHI Kopoo6Li

TOB «TeBa
Ykpaina»

YkpaiHa

Tesa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis:
3MiHM | TURY - 3MiHK 3 sKkocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikart BignosigHoCTi
€Bponeiicbkin hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOBNEHOTO cepTudiikaTa
BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns
A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[O0MOMIXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTudbikat Bif HOBOro BUPOGHMKA
(3amiHa abo [OMOBHEHHS) NoJaHHS HOBOTO
cepTudikaTa BiANOBIAHOCTI EBPONEiCHKIlt
phapmakonei Ne RO-CEP 2020-057 - Rev 00 gnis
A®| posyBacTaTVHy KasibLiilo Bi HOBOrO
Bupo6HMka MSN LIFE SCIENCES PRIVATE
LIMITED (India) (aonoBHeHHs). 3miHu | Tvny -
3MiHuM 3 sKocTi. A®Il. CTabinbHicTb. 3MiHa
nepiogy NoBTOPHMX BUMNPO6YyBaHb/nepiosy
36epiraHHa abo ymoB 36epiraHHa AdI (3a
BifICYTHOCTi Y 3aTBEp)KEHOMY [0CbE
cepTudikaTa BiANOBIAHOCTI EBPONEiCHKIlt
hapmakonel, Lo BK/oYae nepiog NOBTOPHOIoO
BMNpobyBaHHs) (Nepiog NOBTOPHOTO
BMNPO6YyBaHHsa/Nepios 36epiraHHs) -
36inbleHHA abo BBeAEHHS nepiody NOBTOPHOMO
BMNpobyBaHHsA/nepiody 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOC/IMKEHb Y peasibHOMY Yaci.
BBefeHHs nepiofy NOBTOPHOrO BUNPOGYBaHHS
24 micaui ona A®|l posyBacTaTuHy KasbLjito
Bupo6HMka MSN LIFE SCIENCES PRIVATE
LIMITED (India)

3a
peyerimom

UA/19505/01/02

256.

PO3YBACTA
TUH-TEBA

TabneTku, BKPUTI
NNiBKOBOIO
o6onoHkoto, no 20
Mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHI KopooLi

TOB «TeBa
YkpaiHa»

Ykpaina

TeBa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYeHHS cepTudikara
BiANoOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ons BuxigHoro
mMarepiany/peareHTy/npomMiKHOrO NMPOAYKTY, Lo

3a
peyenmom

UA/19505/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

257.

BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; Ans
[LOMOMDKHOT peyoBUHU (cepTudikat
BifnoBigHOCTI €Bponelicbkili hapmakoner) -
HoBwuii cepTudpikat Bif HOBOrO BMPOGHMKA
(3amiHa abo AONOBHEHHS) NOAAHHS HOBOTO
cepTucpikaTa BignoBiAHOCTI EBpONEiChKilt
thapmakonei Ne RO-CEP 2020-057 - Rev 00 gns
A®| posyBacTaT/Hy KauibLito Bif HOBOrO
BMpo6HMKka MSN LIFE SCIENCES PRIVATE
LIMITED (India) (zonoBHeHHs). 3miHu | Tvny -
3MiHu 3 siKocTi. A®Il. CTabinbHicTb. 3MiHa
nepiofy NOBTOPHWX BMNPOo6yBaHb/nepiogy
36epiraHHsA abo ymoB 36epiraHHs A®l (3a
BifICYTHOCTi Y 3aTBEp)KEHOMY [0CbE
cepTucpikaTa BigNoBiAHOCTI EBpONEiChKilt
dhapmaxonei, Wwo BkIoYa€e nepiog NOBTOPHOIO
BMNpoOyBaHHS) (Nepiog NOBTOPHOTO
BMNpOGYyBaHHs/Nepiog, 36epiraHHs) -
36inbLIeHHss abo BBeAEHHS Nepiogy NOBTOPHOIO
BUNpobyBaHHs/Nepioay 36epiraHHA Ha OCHOBI
pes3ynbTaTiB AOCIAKEHb Y peaslbHOMY Yaci.
BBegeHHs nepiofy NOBTOPHOTO BUNPOGYBaHHSA
24 wmicsaui ans A®I posyBacTaTuHy KasnbLiito
BMpo6HMKka MSN LIFE SCIENCES PRIVATE
LIMITED (India)

PO3YBACTA
TUH-TEBA

TabneTku, BKPUTI
NAiBKOBOO
060/10HKO0, M0 5 Mr;
no 10 tabnetok y
6nicTepi; no 3
6nictepu y
KapTOHHIA KOopoo6Li

TOB «TeBa
YkpaiHa»

YKpaiHa

Tesa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3MiHM | TURY - 3MiHK 3 aKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHS cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
marepiany/peareHTy/npoMiKHOr0 NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0MNOMDKHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI €Bponelickkili hapmakonei) -
HoBwuii cepTuchikat Bif HOBOTO BUPOGHMKA
(3amiHa abo [OMOBHEHHS) NOJaHHS HOBOTO
cepTudpikaTa BiANOBIAHOCTI EBPONEChKIl
thapmakonei Ne RO-CEP 2020-057 - Rev 00 gns
A®| posyBacTaTvHy KasibLiilo Bi HOBOTO
BMpo6Huka MSN LIFE SCIENCES PRIVATE
LIMITED (India) (80NOBHEHHS). 3MiHuK | TUNy -
3MmiHu 3 sKocTi. APl CtabinbHiCTb. 3MiHa
nepiofy NoBTOpHMX BMNPOGyBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHa AdI (3a
BiCYTHOCTI Y 3aTBEPA)KEHOMY AOCHE

3a
peyenmom

UA/19505/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cepTudikaTa BiANOBIAHOCTI EBPONEChKIl
dhapmakonei, Wwo BkoYae nepiod NOBTOPHOTO
BMNpobyBaHHSA) (Nepiog, NOBTOPHOTO
BMNpOGyBaHHs/Nepiog 36epiraHHs) -
36inbleHHA abo BBeAEeHHS nepiody NOBTOPHOrO
BunpobyBaHHA/nepioay 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOC/IHKEHb Y PeasibHOMY Yaci.
BBegeHHs nepiofy NOBTOPHOroO BUNPOGYBaHHS
24 micaui ana A®|l posyBactaTuHy KasibLjito
BMpo6HMka MSN LIFE SCIENCES PRIVATE
LIMITED (India)

258.

CANODAINDbK

cycneHsis
pekTanbHa, 4 r/60 r
no 60 r cycneHsii y
Ki3Mi; MO 7 KMi3m y
6nictepax B KOpoOLi
3 KapTOHY

Op. Panbk
Papma
6X

HimeyunH
a

BignosiganbHuii
3a BUNYCK cepiii
KiHL,eBOro
NpPOAYKTY:

Ap. Panbk dapma
m6X, HimeuuunHa;
Brpo6HMK
[030BaHoi chopmu,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
Bichop CA
LiBaiiHigepnaccyHr
Megixemi ETTiHreH,
LLsefiuapis;
Nlo3zaH ®apma M'M6X,
HimeuuunHa;
Bupo6bHMKN,
BiAnoBiAa/IbHI 3a
KOHTPO/b AKOCTI:
NozaH ®apma M'vbX,
HimeuyumnHa;
Bichop CA,
LLsefiuapis;
Bioeksam AT,
LLiseiiuapis;
HaykoBo-gocnigHuii
iHCTUTYT Xennenep
v6X, HimeuunHa

HimeuunHa/
LLiBefuapis

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
YTOUYHEHHSI HaNnMCaHHA BUPOGHUKIB Ta
cpyHKUili B Haka3i MO3 YkpaiHnu Ne 387 Big
25.02.2023 B npovieci BHECEHHSA 3MiH (3MiHu |
TMNy - AGMIHICTPaTWBHI 3MiHW. BunyyeHHs
BMPOOHUYOI AiNbHULI (BKNOHAKOUM AiNbHULI ANs
A®I, NpOMiXXHOro NPoAyKTy abo roToBOro
NiKapCbKOro 3acoby, AiNbHUL AN NPOBeAEeHHS
nakyBaHHs1, BUPOOHMKa, BifNOBILaIbHOIO 3a
BMNYCK Cepiii, MiCLie NPOBEAEHHS KOHTPO/TIO
cepii) abo noctavanbHMKa BUXIAHOTO Marepiany,
peareHTy ab0 LOMNOMIDKHOI pevoBUHY (KLLO
3a3HayeHo y Aocbe) BunyyenHs ginbHuui ans
a/IbTEPHATUBHOIO BTOPUHHOIO NakyBaHHS - Jp.
danbk Papma M'M6X, HimeuunHa
(NanHenBebepwTpacce 5, 79108 dpalibypr,
HimeuumHa). Mpn uboMy AaHa AiTbHALA
3aMLWAaETbCS, SK BiANOBIAabHA 3a BUMYCK
cepiii KiHLEBOro NPoAyKTy. 3anvatTbes
anbTepHaTUBHI AiNIbHULSA, KOTPI BUKOHYIOTb
(hYHKLI0 BTOPUHHE NakyBaHHs: (J/lozaH ®apma
'm6X, HimeuunHa, Bidhop CA LiBaliHigepnaccyHr
Megixemi ETTiHreH, LLBeiiuapis). Pepakuis B
Hakasi - BignosiganbHuii 3a Bunyck cepiii
KIHLLEBOro NPOAYKTY Ta a/fibTepPHaTUBHE
BTOPUHHE NakyBaHHs: [p. ®anbk dapma M6X,
HimeyunHa; BupobHuk f030BaHOi hopmu,
NnepBUHHE Ta BTOPWHHE NakyBaHHS, KOHTPO b
aKocTi: Bichop CA LiBaiiHigepnaccyHr Megixemi
ETTiHren, WBeiiyapis; /lozaH ®apma M6X,
HimeuunHa; BupobHuku, BiANOBIAa/bHI 3a
KOHTPO/Ib AKOCTI: Jlo3aH ®apma m6X,
HimeuuunHa; Bichop CA, LseiiLapis; Bioekzam
Ar, LLseiuapis; HaykoBo-A0CNigHWIA IHCTUTYT
Xennenep Nv6X, HimeuunHa. BipHa pepakuis -
BignosiganbHuii 3a BUNycK cepiii KiHLLeBOro
npoaykty: [ip. ®anbk Papma F'moX,

3a
peyerimom

UA/3745/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
HimeuunHa; BupoGHUK go3oBaHoi chopmu,
nepBUHHE Ta BTOPUHHE NaKyBaHHS,
KOHTpOAb AKOCTi: Bichop CA
LpaiiHigepnaccyHr Megixemi ETTiHreH,
LBeiiyapis; flozaH ®apma MM6X, HimeuuuHa;
BunpoGHUKN, BiANOBIAaIbHI 32 KOHTPONb
AIKOCTi: JlozaH ®apma MM6X, HimeyunHa;
Bidhop CA, LLBeliyapis; Bioeksam Al
LBeliyapis; HaykoBo-gocnigHuii iHCTUTYT
Xennenep N'm6X, HimeuunHa
259. | CANNIODA/bK | rpaHynu Op. ®anbk HimeuunH BianosiganbHuii HimeuuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a - UA/3745/01/04
racTpope3nCTEHTHI Papma a 3a BUNYyCK cepiii YTOYHEHHA HanUCaHHA BMPOGHUKIB Ta iX peyenmom
NPOJIOHroBaHoI Aji m6X KiHL,eBOro coyHKLi B Hakasi Ne 387 Big 25.02.2023 B
nol5r;no2,79r NPoAyKTY: npoueci BHECEHHA 3MiH (3MiHu | Tuny -

rpaHyn y nakeri
«["paHy-CTuKKC»; No
35 nakeTiB y KOpooLi
3 KapTOHY

Ap. Panbk dapma
rm6X, HimeuuuHa;
BUPOOBHMK [030BaHOT
chopmu, NepBrHHE,
BTOPWHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI:
Nlo3zaH ®apma M'v6X,
HimeuumnHa,;
dapbin dPapma
rv6X, HimewunHa,
BUPOGHMK,
BiANOBIAa/IbHMI 3a
nepBuHHE,
BTOPWHHE
nakyBaHHs Ta
KOHTPO/Tb AKOCTI:
NosaH ®apma M'm6X
(Ewbax cair),
HimeyunHa,;
BUPOGHMK,
BiANOBIAaIbHMI 3a
KOHTPO/b SIKOCTI:
HaykoBo-gocnigHuii
IHCTUTYT Xennenep
rv6X, HimewunHa;
BUPOGHMK,
BiANOBIAa/IbHUI 3a
KOHTPO/b SIKOCTI:
anndgames ®APBIN
ApuHarimitTTens
Mv6X, HimewunHa

ALMiHICTpaTMBHI 3MiHN. BuiyyeHHs BUPOGHMYOT
AinbHuUi (BkoYaoumn ainbHuui ans Adl,
NPOMIXHOro NPOAYKTY abo roToBOro Nikapcbkoro
3aco6y, AiNbHULI 4719 NPOBEAEHHSA NaKyBaHHS,
BMPOGHMKA, BiAMoBifasibHOro 3a BUMYCK Cepil,
MicLle NPOBeAEHHS KOHTPOIO cepii) abo
noctayasibHuKa BUXIAHOrO MaTepiasy, peareHTy
ab0 4ONOMIXHOT peHOBMHU (SIKLLO 3a3HAYEHO Y
[0Cbe) BuyyeHHs BUPOOHUYOT AinbHULI ANns
a/IbTEPHATUBHOIO BTOPMHHOIO NakyBaHHSA - Jp.
danbk dapma MM6X, HimeuwunHa
(NsaiiHeHBebepLuTpacce 5, 79108 dpaiibypr,
HimeuumnHa). Mpu uboMy AaHa finbHULA
3a/MWAETbCS, AK BiANOBigaIbHA 3a BUMYCK
cepiil KiIHLEBOro NPoAyKTY. 3aMLWaloTbCs
anbTepHATUBHI AiNIbHULSA, KOTPI BUKOHYIOTb
dhyHKLil0 BTOPVHHE NakyBaHHS: (/lozaH ®apma
'M6X, HimeuyuunHa, ®ap6in ®apma M6X,
HimeuunHa). Pegakuis B Hakasi - BUPOOHMK
[i030BaHoOi hopmu, NEPBUHHE, BTOPUHHE
nakyBaHHS Ta KOHTPONb SIKOCTi: JlozaH Papma
'M6X, HimeuyunHa; ®ap6in ®apma MvbX,
HimeuunHa; BUpOGHWK, BiANOBIAA/IbHNI 3a
nepBuHHe, BTOPUHHE NakyBaHHA Ta KOHTPO/ b
akocTi: JlozaH ®apma M'v6X (Ewbax cainr),
HimeuyunHa; BUPOGHWK, BiANOBIAA/IbHNI 32
KOHTPO/Ib SIKOCTi: HaykoBO-A0CNIAHWIA IHCTUTYT
Xennenep Mv6X, HimeyunHa; BUPOGHUK,
BiANOBIAa/IbHUIA 32 KOHTPOJIb SKOCTI: anndames
®APBIN ApuHalimiTTens MM6X, HimeuunHa.
BipHa pepgakuis - BignoBiganbHuii 3a BUnycK
cepili KiHueBoro npoAaykty: Aip. ®anbk
®dapma NM6X, HiMeyunHa; BUPOGHUK
[030BaHoi hopmu, NepBUHHE, BTOPUHHE
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260.

CEPMIOH®

naKyBaHHSAl Ta KOHTPOJb AIKOCTi: Jlo3aH
®dapma N'm6X, HimeuunHa; Pap6in dapma
M6X, HimeuunHa; BUPOGHUK,
BignoBiga/IbHUII 3a NepBUHHE, BTOPUHHE
naKyBaHHSAl Ta KOHTPONb AIKOCTi: Jlo3aH
®dapma Mv6X (Ewbax caiit), HimeuunHa;
BMPOGHUK, BiANOBIfa/IbHUIA 32 KOHTPOJIb
AIKOCTi: HaykoBo-goCnigHUIA IHCTUTYT
Xennenep M6X, HimeyunHa; BUPOGHUK,
BifNoBiAa/IbHUIT 32 KOHTPO/b AKOCTI:
anndgameq ®APBIN ApuHaiimitTens MM6X,
HimeyunHa

TabneTku, BKPUTI
NiBKOBOIO
060/10HKO0, Mo 30
Mr no 15 TabneTtok y
6nicTepi; no 2
6nictepu y
KapTOHHIA KOpoo6Li

ANDKOH
toC 1 IC

CLWA

Mdpaiizep ITanisa
C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX nNpo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa AN5 34iiCHEHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA
BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-goaiina cuctemm
dhapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, BignoBigasibHOI 3a hapMakoHarnsag.
[Litoua pepakuisn: Barbara De Bernardi.
MponoHoBaHa pepakuis: Dr Eiko Soehlke, MD
MPH. 3MiHa KOHTaKTHUX faHUX YNOBHOBaXEHOT
ocobu, BignoBifabHOI 3a hapmakoHarnag.
3MiHa KOHTaKTHOT 0CO6Y 3asABHNIKA,
BignoBigasIbHOI 3a hapMakoHarnsag B YkpaiHi.
[itoua pepakuin: Y3nosa IpuHa. NMponoHosaHa
pepakuis: basnnescbka HOnis BanepiiBHa. 3MiHa
KOHTaKTHUX JaHWNX KOHTaKTHOT 0CO6U 3asBHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarisg B YKpaiHi.
3MiHa MicLe3HaxomkeHHss MacTep-haiina
cucteMu chapmakoHarnsgy Ta noro Homepa.
3MiHa Micus 3iICHEHHS OCHOBHOT AiSNIbHOCTI 3
chapmakoHarnsgy.

3a
peyenmom

UA/5183/01/01

261.

CEPMIOH®

niodpinizat ana
PO34UMHY ANs iH'EKLR
no 4 mr, 2 pnaxkoHu
3 NOPOLLKOM Ta no 2

amnynu 3

AngxoH HOC
111C

CLIA

Brpo6HuMLTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHe
nakyBaHHs1, BUMYCK
cepii AN NOPOLLKY:

Icnanis/
Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHS

3a
peyenmom

UA/5183/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

PO3YMHHKKOM Mo 4 Baet dapma, C.A., y3ara/ibHeHUX JaHuX npo cuctemy
M/ (HaTpito xsiopua, IcnaHis; thapmakoHarnsgy, amMiHa ynoBHOBaXeHO! ocobu,
6eH3aNKOoHI0 Brpo6HMLTBO, BiNOBIAANbHOI 3a 3[jICHEHHS
xnopwg, soga ans KOHTPO/1b AKOCTI, dhapmakoHarnsgy; KOHTakTHoi ocobm 3
iH'eKuil) y nepBuHHe thapmakoHarnagy 3asiBHUKa ANs 34iiCHEHHSA
YapyHKOBIi nakyBaHHs, BUMYCK hapmakoHarnsagy B YKpaiHi, Ko BoHa
ynakoBLi; no 2 cepii ans BiAMiHHa Bif, YNOBHOB&XeHOi 0cobu,
YapyHKOBI YNaKkoBKu PO3YMHHMKE; BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
B KapTOHHIlA BTOPUHHE (BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
Kopo6ui; 1 dnakoH 3 nakyBaHHs Ta pO3MilLeHHI MacTep-dhaiina cuctemu
nopoLukomM Tano 1 BUNYyCK cepii ans thapmakoHarnagy). 3MiHa ynoBHOBaXKeHOT 0cobu
amnyni 3 KiHLLeBOro NPoAYyKTY: 3a8BHWMKa, BiANOBiAaIbHOI 3a thapmakoHarnsag,.
PO3YNHHUKOM Mdpaiizep [itoua pepakuis: Barbara De Bernardi.
(HaTpito xnopug, MeHtohekyypuHr MponoHoBaHa pepakuin: Dr Eiko Soehlke, MD
6eH3aNKOoHI0 Benbris HB, benbris MPH. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
xsiopug, Boga ans ocobu, BignoBifanbHOI 3a hapmakoHarnag.
iH'EKLilA) B KAPTOHHIN 3MiHa KOHTaKTHOI 0CO6M 3as1BHYKA,
Kopob6ui; no 4 BiANOBiAaNbHOI 3a thapmakoHarnsag, B YKpaiHi.
KapTOHHI KOPOOKH, [itoua pepaxuis: Y3nosa IpyHa. NMponoHoBaHa
ynakoBaHi pa3om B pepakuis: basunescbka HOnia BanepiiBHa. 3miHa
KapTOHHY KOPOGKY KOHTaKTHUX aHNX KOHTaKTHOT 0CO6U 3asiBHYKA,

BiANOBIAa/IbHOI 3a hapMakoHar/ia4 B YKpaiHi.

3MiHa MicLe3HaxomkeHHs1 MacTep-haiina
cucteMu chapmakoHarnsgy Ta ioro Homepa.
3MiHa Micus 34iiCHEHHS1 OCHOBHOI Aisi/TbHOCTI 3
chapmakoHarnsgy.
262. | cKonPun Taénetku no 20 ANKANOIL | Pecny6nik ANKANOIO AL Pecny6nika BHECEHHS 3MiH [0 peecTpaujiiiHux MaTepianis: 3a - UA/10253/01/01
NNHC® mr/12,5 wr; no 10 AL Ckon'e a NisHiyHa Ckon'e MiBHiuHA 3MiHu | TUNYy - 3MiHK 3 sKocTi. FoToBMiIA peyenmom

Tabnetok y 6nictepi; MakefoHis MakefioHis nikapcbkuii 3aci6. KOHTpOb roToBOro

no 3 6nictepu B
Kopoo6Li

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BYXXEHHS [OMYyCTUMMUX
MeX) 3MiHa Bumor cneumdikavii 13 npn
BUMYCKY Ta Ha TepMiH NpUAATHOCTI 3a
NoKa3HNMKOM «Po34nHeHHs. TigpoxiopoTiasng» 3
«He meHLue 80 % (Q) yepes 60 xB» Ha «He
meHLue 80 % (Q) 3a 45 xB». 3miHu | TMNy - 3MiHK
3 AKOCTi. FoTOBUIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKkapCcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nNiKapcbKoro 3acoby (BUyYeHHS HE3HAYHOro
nokasHuka (Hanpuknag, 3actapifioro nokasHuka,
Takoro Sk 3anax Ta cmak, abo igeHTudikauis
6apBHYIKIB Y/ CMaKoBUX [406aBOK)) BUSTYYEHHS
nokasHukis «CepefHs Maca Ta OfHOPIAHICTb
macu» 3i cneuudpikadii 13 npu Bunycky Ta
TEepMiHi NpuAaTHOCTI. BunyyeHHs nokasHuka
«OAHOPIAHICTb A030BaHNX ONHULIb 3i
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cneuudikayii /13 Ha TepmiH 36epiraHHs. Mpn
BUMYCKY, BUNPOBYBaHHS 3a NOKa3HUKOM
«OAHOPIAHICTb A030BaHNX O4UHULIb>
3aMWaeTbCA 6e3 3MiH.
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo [ONyCTUMUX MEX FOTOBOrO
nNikapcbKoro 3acoby (iHLi 3MiHW) BBEAEHHSA
nepioAnNYHOCTI KOHTPO/H0 /13 3a NOKasHMKOM
«MikpobionoriyHa unctoTa»: nepioguyHe
BUNPOOYBaHHA: BUKOHYETLCA Ha KOXHIilA 10-i
KOMePpLLiiHI cepii abo Ha oAHii cepil Ha pik,
3a/1eXKHO Bif TOro, LLO BiAOYBa€ETChA paHille.
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToax
BMNPOGYBaHHSA roTOBOrO /iKapPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUNPO6YBaHHS)
3MiHa B METO/i KOHTPOJIIO 38 NOKa3HWKOM
«Po3unHeHHs. TigpoxnopoTiasna», a came
3MEHLUEHHA Yacy po3ynHEHHs 3 60 xB Ha 45 XB.
3MiHa B cneuudikallii Ta MeToAi KOHTPOIO 3a
nokasHUKkoM «OAHOPIAHICTb [030BaHNX
OAMHULb», & CaMe 3HaYeHHS MPUAHATHOCTI
BUPaXaeTbCA Yy BiAcoTKax (%) BUKIOYHO ANs
BiANOBIAHOCTI NO/IOXEHHSIM OHOB/IEHOT
3arasibHOT MoHorpadii meToay 3 €sp.dapm.
2.9.40.

263.

CONMNAQAEIH

Tabnetku; no 12
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHIA KopooLi

nakcoCmit
KnsiiH
KoHcbomep
Xenckep
(OK)
TpengiHr
Nimiteq

Benuka
BpuTaHis

nakcoCmiTKnaiH
[anrapsaH flimites

IpnaHgis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX nNpo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi ocobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, KO BOHA
BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-goaiina cuctemmn
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, Bi4NoBiAa/IbHOT 3a hapMakoHarnsag.
[litova pegakuis: Dr. Jens-Ulrich Stegmann, MD.

3a
peyenmom

UA/4740/03/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
MponoHoBaHa pepakuis: John Poustie. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKeHOi 0cobu
3a8BHWMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHOT 0CO6Y 3asABHNIKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsag, B YkpaiHi.
[litova pepakuis: JlanumHcbka IHHa IropiBHa.
lMponoHoBaHa pepgakuis: Knpunisa MNanvHa
[eopriiBHa. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI
0cobu 3asBHVKa, BigNOBiAaIbHOT 3a
thapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaxoKeHHs MacTep-thaiina cuctemu
hapmakoHarnsigy Ta iioro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
264. | COMATVH niodpinizat ana TOB "®3 YKpaina TOB "®3 YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTepiaiis: 3a - UA/17216/01/02
PO3UnHYy AN "BIO®APMA "BIODAPMA" 3miHu |l Tuny - 3MiHn 3 akocTi. A®L. KoHTposb peyenmom
iH ekuili no 2,6 mr (8 " A®I. 3miHa y napameTpax cneuudikaii Ta/abo
MO); 1 donakoH 3 [ONYCTUMUX MEX, BU3HAYEHMX y crevumdikanisax
niocgpinizatom y Ha A®l, a6o BMXigHWA/NPOMDKHWIA
KOMNNekTi 3 NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
PO3UYUNHHUKOM npoueci BupobHuuTea A®I (iHWwi 3MiHK)
(po3uuH BHeceHHs 3MiH A0 p.3.2.S.4 KoHTponb Adl, a
MeTakpesony 0,3 %) caMe- OHOBJMIEHHS cnevmdikayii BXigHOro
no 2,0 mn B amnyni 'y KOHTPO/II0 Ha Cy6CTaHLit0 coMaTponiHy /0ANHN
6nicTepi B mayui PEKOMBIHAHTHOrO, Y 3B’A3KY 3 NPMBEAEHHAM [0
MoHorpadii 0950 EP «ComaTponiH po3yunH
KOHLEHTPOBaHMI». TakoX 40 HOBOI pedakuii
cneumdikauii BHeCEHi A0AATKOBI,
BHYTPILLIHbO3aBOACHKI MOKA3HUKM AKOCTI:
«MikpobionioriyHa YyucTotTa» 1a «pH»
265. | COMATVH niodpinizar ana TOB "®3 YkpaiHa TOB "®3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a - UA/17216/01/01
pO34mnHy Ansa "BIO®APMA "BIO®PAPMA" 3MiHu Il TUny - 3MiHK 3 aKkocTi. A®L. KoHTponb peyenmom
iH ekuii no 1,3 mr (4 " A®l. 3miHa y napameTpax cneumdikauin Ta/abo
MO); 1 donakoH 3 O0NyCTUMMUX MEX, BU3HAYEHNUX Y creumdikalisax
niocpinizatom y Ha A®I, a60 BMXigHWIA/NPOMIKXHWIA
KOMMEKTi 3 npoayKT/peareHT, L0 BUKOPUCTOBYOTLCA Y
PO3UYMHHUKOM npoueci BupobHuuTea A®I (iHLwi 3MiHK)
(po3uunH BHeceHHs 3MiH 80 p.3.2.S.4 KoHTponb AP, a
meTakpesony 0,3 %) camMe- OHOBJIEHHS cnevmdikawii BXigHOro
no 1,0 mn B amnyni y KOHTPO/I0 Ha Cy6CTaHLito coMaTponiHy JTANHN
6nicTepi B naywi PEKOMOIHAHTHOrO, Y 3B’13KY 3 NPUBEAEHHSAM [0
MoHorpadii 0950 EP «ComaTponiH po3yunH
KOHLLeHTPOBaHWiA». Takox A0 HOBOI pefakuii
cneumaikaLii BHeCEHI LOAATKOBI,
BHYTPILIHbO3aBOACHKi MOKa3HWKM SKOCTI:
«Mikpo6ionoriyHa YncToTa» Ta «pH»
266. | COPBEKC® kancynu no 0,25 r TOB YkpaiHa TOB "BANNIAPTIH Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 6e3 nionsieae UA/10156/01/01
no 10 kancyn y "BAJIAPTIH PAPMA" 3MiHu | TMNy - 3MiHK 3 AKOCTI. F0TOBUIA

peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nicTepi; no 1 abo PAPMA" nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
no 2 6nicrepun y TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
nadui 3 KapToHy; No roTOBOro NikapCbKoro 3acoby (36iNbLUeHHs
2 kancynu 'y TepMiHy NMPMAATHOCTI FOTOBOTO NiKaPCbKOro
6nictepi; no 100 3aco6by) - 1519 Toprosoi ynakoBku
6nicTepiB y nauui 3 (nigTBEPAXYETLCA AaHMMKN peasibHOro Yacy)
KapTOoHY 36ibLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB AOBrOCTPOKOBUX AOCAIAKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBepKeHO:
TepMiH NnpuaaTHocTi: 3 pokn 3anponoHOBaHO:
TepMiH npugaTtHocTi: 5 pokiB BBeAeHHS 3MiH
NpOTSArom 6-Tv MicsILiB Mic/1a 3aTBepAKEHHS!

267. | CMEKTPINA NOpPOLUOK AN Mepak HimeuunH Bupo6HuK, Lo HimeuuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a - UA/17474/01/01
KOHUeHTpaTy Ans lesenbwady a Bignosigae 3a 3MiHM | TMny - 3MiHK Wwoao peyenmom
pO3uuHy ons T dhrop MapKyBaHHs1, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
iHcpysiii, no 10 000 KniHiwe BTOPVHHE 3MiHa yacToTu Ta/abo TepMiHiB NofaHHSA
O 1a6o5 Lneyianbnp nakyBaHHs Ta 3a perynsipHO OHOBJ/IHOBAHUX 3BITiB 3 6e3neku
h1aKoHIB 3 enapaTte BMNyCK cepii: Megak nikapcbknx 3acobiB. 3mMiHa YacToTu Ta TepMIHIB
MOPOLLKOM Y M6X lesenbliadT drop nofaHHA perynsapHO OHOB/OBAHOIO 3BITY 3
KapTOHHI KOpOOL KNiHiwe 6e3neku

Lneujanbnpenapat [itova pepakuis: YactoTa nogaHHa perynspHo
e M6X, HimeuunHa; OHOBJIIOBAHOrO 3BiTYy 3 6e3nekun 3 poku KiHuesa
BupobHuK, Lo Jara ans skaoyeHHs gaHnx no PO3b -
BignoBigae 3a 31.08.2018 p. flata nogaHHs - 29.11.2018 p.
BMPOGHMNLITBO MponoHoBaHa peaakuis: Yactota nogaHHs
roTOBOT NiKapCbKoi perynsipHo OHOB/IHOBAHOIO 3BiTy 3 6e3nekn 3
dhopmu, neperHHe poku KiHueBa Aata AN BKIIOYEHHA AaHuX [0
nakyBaHHs, PO3b - 14.01.2024 p. flaTa nofaHHs -
BMNPOGYBAHHS/KOHT 13.04.2024 p. PekomeHA0BaHO 10
pornb cepii: 3aTBEpPXEHHS BiANOBIAHO [0 NepioAnYHOCTI
PenTwnep nofaHHA perynsapHoO OHOB/IOBAHMUX 3BITiB 3
Biochapma CE, 6e3nekn nikapcbkunx 3acobis y EC
HimeuumnHa;
Bupo6HuK, Lo
Bignosigae 3a
BMPOGHMLTBO
roToBOT NiKapCbKoi
dopmu, NeperHHE
nakyBaHHs,
BUNPOGYBAHHSA/KOHT
POsIb SKOCTI:
NiokoHTpakT M6X,
HimeyunHa

268. | CNIPUBA® NOPOLLIOK ANs BepiHrep HimeuunH BepiHrep Himeuunna BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: 3a - UA/6495/01/01
iHransuin, TBepai IHrenbxanm a IHrenbxaim ®apma 3MiHu | TUnNYy - 3MiHK Woao peyenmom
Kancysnum no 18 mkr IHTepHeLwwHN 'm6X i Ko. KI 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
no 10 kancyn 3 66X BBefeHHs abo 3MiHU [0 y3arasibHeHNX AaHuX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
MOPOLLKOM ANs1 npo cuctemy chapmakoHarnsgy (BBefeHHs
iHransuin y bnictepi; y3araslbHeHNX AaHux npo cuctemy
no 3 6nictepu B thapmakoHarnagy, 3miHa ynosHOBaXeHOoi ocobu,
KapTOHHI kopobuyj; BiANOBIAA/IbHOT 32 3AiACHEHHS
no 10 kancyn 3 hapmMakoHarnsgy; KOHTakTHoOi ocobu 3
NOPOLLKOM AN1A hapmMakoHarnsgy 3asBHvKa A5 34iACHEHHS
iHranauin y énictepi, thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
no 1 a6o 3 6nicrepu BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
B KOMM/IEKTI 3 BiNOBIAaNbHOI 3a 34iiCHEHHS hapmakoHarnsgy
NpUCTPOEM (BK/THOYAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
XeHpiXelinep® B pO3MiLLEeHHI MacTep-thaiina cuctemu
KapTOHHI Kopoo6Lli hapmakoHarnsgy) 3MiHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIAANbHOI 3a hapmakoHarnsag B
YKpaiHi.
[itoya pepakuis: Monisyak OneHa BikTopisHa.
MponoHoBaHa pepakuis: Yymak Aptem
Bonoavmvposuy. 3miHa KOHTaKTHUX JaHWUX
KOHTaKTHOT 0CO6U 3asiBHKKA, BignoBigabHOI 3a
dhapMakoHarisg B YKpaiHi.
269. | CMIPUBA®PE | po3uuH ansa BepiHrep HimeuuunH BepiHrep HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/6495/02/01
CMNIMAT® iHransauin, 2,5 IHrenbxanm a IHrenbxanm ®apma IcnaHis 3MiHu | TUny - 3MiHK Woao peyenmom
MKr/iHransuito; no 4 IHTEpHeLLHN v6X i Ko. KT, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
MY KapTpuaxi (60 6X HimeuuunHa; BBefeHHA abo 3MiHM [0 y3arasibHeHVX AaHnx
iHransaujn); no 1 BepiHrep npo cuctemy thapmakoHarnsgy (BBefeHHSA
KapTpuaKy B IHrenbxaiim Ecnaxa, y3ara/ibHeHUX JaHnX npo cucTemy
KoMnnekTi 3 1 CA, IcnaHis thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
iHransTopom BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
Pecnimat® y thapmakoHarnsay; KOHTakTHOi 0cobm 3
KapTOHHIA Kopoo6Li thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
BiAMiHHa Bif, yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BK/IIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MileHHI MacTep-haiina cuctemu
hapmakoHarnagy) -
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHariag B YKpaiHi.
Litoua pepakuisn: MoniByak OneHa BikTopiBHa.
MponoHoBaHa pepgakuis: Yymak Aptem
Bonoanmvposuy. 3mMiHa KOHTaKTHUX JaHWnX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NoBiganbHOI 3a
hapmakoHarnag B YkpaiHi
270. | CTONAHIIH cnpeii AN poToBOi TOB «TeBa YkpaiHa TeBa Yex IHAacTpi3 Yecbka BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 - UA/1831/01/01
NOPOXHUHWU, 1,92 YkpaiHa» c.p.o. Pecny6nika 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat peyenma

mr/mn; no 30 mny
chnakoHi; no 1
donakoHy 3
MeXaHiYHUM

BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BIANOBIAHOCTI 260 BUYyYEHHS cepTudikara
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
po3nuBayem, BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
annikatopom gns A®I; ons BuxigHoro
POTOBOT MOPOXHUHMN marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
Ta KpULLKOIO, sika BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
3axuae [LOMOMDKHOT peyoBUHU (cepTudikat
posnuniosay, B BifnoBigHOCTI €Bponelicbkili hapmakoner) -
Kopoo6Li OHoBEeHWNIA cepTUdiKaT Bif yXe 3aTBepKEHOro
BMPOOHUKA - NOaHHA OHOB/IEHOro cepTucpikara
BignoBigHoCTI EBponelickkili hapmakonei Ne R1-
CEP 2005-238 - Rev 02 (3aTBepmkeHo: R1-CEP
2005-238 - Rev 01) ana A®| rekceTUanHY Bif,
BXe 3aTBepaKeHoro BupobHuka EUTICALS
SAS., France, sikuii 3mMiHMB Ha3By Ha Curia
France S.A.S., France. BBefieHHS 3MiH
NpoTArom 6-T1 MiCALIB NiCNsA 3aTBEPKEHHS
271. | CYNb®ACAN | Tabnetku, BKpUTI KPKA, a.4., CnoBeHisi KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a He UA/0420/01/01
A31H NNiBKOBOIO HoBo mecTo mecTo, C/ioBeHis 3MiHuM | TUNY - 3MiHK Woao peuenmom niosnsieae
o060510HKot0, No 500 (Bpo6HMLTBO 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
Mr no 10 TabneTok y roTOBOro (iHWi 3miHW). 3MiHM BHECEHO A0 IHCTpyKUii Ans
6nictepi; no 5 nNiKapcbKoro 3acooby, MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
6nictepis y nepBrHHA Ta [0 po3ginis "Oco6nBOCTi 3aCTOCYBaHHA",
KapTOHHIA KOpooLi BTOPUHHA YNaKoBKa, "Mo6iyHi peakuii” 3 6e3nekn 3aCTOCyBaHHS
KOHTPO/Ib Ta BUMYCK Ait040T peYOBMHN BiANOBIAHO A0 pekoMeHAaLlii
cepii; NnepBrHHa Ta PRAC. BBefieHHS 3MiH NpoTArom 6-Tu Micauis
BTOPVHHA YMakoBKa) nicns 3aTBepKEHHs.
272. | CYIb®ACAN | Tabnetku KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a He UA/0420/02/01
A3UH-EH KMLLKOBOPO34YMHHI N0 | HOBO MecTo mecTo, C/ioBeHist 3MiHu | TUny - 3MiHK Woao peyenmom nionsieae
500 mr no 10 (BMpOGHNLTBO 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy
Tabnetok y 6nictepi; roToBOro (iHWi 3miHW). 3MiHWM BHEeCeHO A0 IHCTpyKLii ans
no 5 6nictepis y NiKapcbKoro 3acooy, MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby
KapTOHHI Kopoo6Li nepBuHHa Ta [0 po3giniB "Oco6nBOCTi 3aCTOCYBaHHA",
BTOPVHHA yNakoBKa, "Mo6ivHi peakui™ 3 6e3nekn 3acTocyBaHHs
KOHTPO/1b Ta BUMYCK Ait040T peYoBMHM BIAMOBIAHO A0 pekomeHAaLii
cepii; NnepBuHHa Ta PRAC. BBefieHHS 3MiH NPOTATOM 6-Tu MicALiB
BTOPVHHA ynakoBKa) nicns 3aTBepKeHHs.
273. | TAProuna® | niodinisat gnsa TOB YkpaiHa CAHO®I C.P.N. ITanis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a - UA/9229/01/02
PO34UHY A5 iH'EKLLA "CaHoi- 3MiHu | TUNy - 3MiHK 3 siKoCTi. FoTOBMIA peyenmom
no 400 mr; 1 chnakoH ABeHTiC nikapcbkuii 3aci6. Cucrema
3 niocpinizatom y YkpaiHa" KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa

KoMnnekTi 3 1
amnysor
PO34YMHHMKA No 3,2
M (Boga ans
iH'eKLLiA) B KAPTOHHIl
Kopoo6ui

chopmm abo po3Mipy KOHTelHepa un
3aKynoproBasibHOro 3acoby (NepBUHHOI

ynakoBKK) (CTepusbHi Nikapcbki 3acobu)
BBE/IEHHS1 40AATKOBOI a/lbTEpHATMBHOI NPOOKK
019 YKynoproBaHHA do/iakoHy 3 niodini3aTtom -
Helvoet rubber stopper product number V9154
(3aTBEpaxeHO: Helvoet rubber stopper product

number V9120 Ta Helvoet rubber stopper
product number V5252). 3miHn | Trny - 3MiHn 3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AKoCTi. [0TOBWIA Nikapcbkunii 3aci6. KOHTposb
roTOBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO

NiKapCbKoro 3acoby (BUTyYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag 3acTapisioro NokasHuka,

Takoro sk 3anax Ta cMak, abo igeHTudikauis

6apBHUKIB UM CMAKOBMX 406ABOK)) BHECEHHS

3MiH fo Cneumdikayii/MeTogis BUNpo6yBaHHS

N3, 30kpema: BUNYyYEHHS BUNPOGYBaHHS 3a

NMOKa3HUKOM "3a/IULLIKOBI KifIbKOCTi OpraHiyHmnx

PO3UMHHWKIB". 3MiHU | TUNY - 3MiHW 3 AKOCTI.

[OTOBWIA NiKapCbKMii 3aci6. 3MiHN Y

BMPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HMLTBA

roTOBOrO NiKapCcbKoro 3acoby, BkIoYatoun

NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpY

BMPOGHMLITBI FOTOBOIO /liKAPCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpo6HNLTBA)
BBE/IEHHS1 HOBOTO CTEPWUI3aLiiHOrO LMKy Ans
cTepunisauii KOMMOHEHTIB Ta 061aaHaHHSA nig,
Yyac BupobHuuTBa N3 (3aTBEpAKEHO: 55 XB Npn
121° C ; 3anponoHoBaHo: 35 xB npu 121° C).

274,

TEBA/IOP-
TEBA

Tabnetkn ans
CMOKTaHHs; no 20
TabneTtok y 6nicrepi;
no 1 a6o 2 6nictepu
B KapTOHHII nauui

TOB «TeBa
YkpaiHa»

YkpaiHa

BankaHdapma-
Pasrpag AT,
Bonrapis,
BankaHdapma-
OynHuusa AT,
Bonrapis

Bonrapis

BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis:
3MiHu 1l TUnNYy - 3MiHU 3 AKOCTi. ADL. (iHLWi 3MiHW)
nogaHo oHoneHy Bepcito DMF Ha Ad|
OeKBaTiHIl0 XJT0pUA, Bif, 3aTBEPAKEHOTO
BUpO6HMKa Laboratorios Espinos Y Bofill, S.A.
(LEBSA), IcnaHisi. 3aTBepaxeHa Bepcis:
APPLICANTS PART 9245-90-1P.08
RESTRICTED PART 9245-90-2P.05 OHoBneHa
Bepcia: APPLICANTS PART 9245-90-1P_EU.02
RESTRICTED PART 9245-90-2P_EU.02

6e3
peyenma

UA/4271/01/01

275.

TENMICTA H
80

Tabnetkun no 80 mr/
12,5mMrno 7
TabneTtok y 6nictepi;
no 2 a6o 4, a6o 8,
abo 12, abo 14
6nictepiB y
KapTOHHI kopobLyj;
no 10 TabneTtok y
6nicTepi; no 3 a6o 6,
a6o 9, a6o 10
6nictepis y
KapTOHHI Kopoo6Li

KPKA, a.4a.,
HoBso mecTo

CnoseHis

KPKA, a.4., Hoso
MECTO

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOB/IOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKVM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiaTpudHNX SOCNiAXEHb
(PIP) (iHLWi 3MiHK). 3MiHN BHECEHO [0 IHCTpyKLii
ON151 Me4MYHOro 3acToCyBaHHS NiKapCbKoro
3acoby go posginis: "OcobmBocTi
3acTocyBaHHs", "Mo6iuHI peakuii” woao 6esneku
3aCTOCYBaHHS fil04MX Pe4YOBUH TesiMicapTaH T1a

3a
peyenmom

He
nionsieae

UA/15858/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

rigpoxnopoTiasng BignoBigHO A0 pekoMeHaau il
PRAC. BBefieHHS 3MiH NPOTAroM 6-Tu MicALiB
nicna 3aTBepkeHHsA. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OLLiHKM 3BIiTY 3 AOCNiAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NaHy negiaTpuyHUX LOCAIAKEHb
(PIP) (iHWi 3MiHK). 3MiHN BHECeHO [0 IHCTpyKLii
019 MeMYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby fo po3ginis: "OcobnnBoCTi
3acTocyBaHHs", "TMob6iuHI peakuii” Woa0 6e3nekn
3aCTOCYBaHHSA Ajl0uMX PeyoBUH TesiMicapTaH Ta
rigpoxnopoTiasng BignoBigHO A0 pekoMeHaau il
PRAC. BBefieHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKEHHs.

276.

TENMICTA
HD 80

Tabnetkn no 80
Mmr/25,0 mr, no 7
TabneTtok y 6nicrepi;
no 2 a6o 4, a6o 8,
abo 12, abo 14
6nictepis y
KapTOHHI kopobuyj;
no 10 tabnetok y
6nicTepi; no 3 abo 6,
a6o 9, a6o 10
6nictepiB y
KapTOHHI Kopoo6Li

KPKA, a.4.,
HoBo mecTo

CnoBeHisi

KPKA, a.4a., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK WoAa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX
BiAMNOBIAHO A0 NAaHy negiatpuyHnX JOCAiAKEHb
(PIP) (iHwi 3MiHK). 3MiHM BHECEHO [0 IHCTpyKL,i
AN MeAMYHOro 3acTOoCyBaHHS NikapCbKoro
3acoby A0 po3ginis: "Oco6anBOCTi
3acTocyBaHHs", "lMob6iuHi peakuii” Wwoao 6e3nekn
3aCTOCYBaHHSA [il04MX PEYOBUH TeMicapTaH Ta
rigpoxnopoTiasng BignoBigHO A0 pekoMeHaau il
PRAC. BBefeHHS 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MEeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHSA NikapcbKoro 3acoby B

3a
peyenmom

He
nionsieae

UA/15860/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/iAXEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NAaHy negiatpuyHnX JOCiAXeHb
(PIP) (iHwi 3MiHK). 3MiHM BHECEHO [0 IHCTpyKLi
AN MeAMYHOro 3acTOCYBaHHS NikapCbKoro
3acoby A0 po3ginis: "Oco6AnBOCTi
3acTocyBaHHs", "lNMob6iyHi peakyii” Wwoao 6esnekn
3aCTOCYBaHHSA [il04MX PEYOBUH TeMicapTaH Ta
rigpoxnopoTia3ng, BignoBiAHO A0 pekoMeHaauil
PRAC. BBefeHHS 3MiH NpoTArom 6-Tu micauis
nicns 3aTBepAKEeHHS.

2717.

TENMMICTA H
40

Tabnetku no 40
mr/12,5 mr, no 7
Tabnetok y 6nictepi;
no 2 a6o 4, a6o 8,
abo 12, abo 14
6nictepiB y
KapTOHHI kopo6Lyj;
no 10 TabneTok y
6nictepi; no 3 abo 6,
a6o 9, a6o 10
6nictepiB y
KapTOHHIA KOopoo6Li

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., Hoso
MEeCTO

CnoBeHis

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHM | TUNY - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT A4S
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOTIO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
nicnapeecTpaviinnii nepiog, abo Ak pesynbtat
OLLiHKV 3BIiTYy 3 AOC/igKEeHb, MPOBEAEHNX
BiANOBIAHO A0 NMaHy negiatpudHnX AocnigxeHb
(PIP) (iHWi 3MiHK). 3MiHM BHECEHO [0 IHCTpYyKLi
AN MeANYHOro 3acTOCYBaHHS NikapCbKoro
3acoby a0 po3ainis: "Oco6nBOCTI
3acTocyBaHHs", "Mob6iuHi peakuii” woao 6esnekn
3aCTOCYBaHHA [il04MX PEYOBUH TeIMicapTaH Ta
rigpoxnopoTiasug BignoBiAHO A0 pekoMeHAaaLil
PRAC. BBefieHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT A4S
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJ/IOBAHOTIO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
nicnapeecTpaviinnii nepiog, abo Ak pesynbtat
OLLiHKVM 3BIiTYy 3 AOC/iMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NMaHy negiatpudHnX AocnigxeHb
(PIP) (iHWi 3MiHK). 3MiHM BHECEHO [0 IHCTpYyKLi
AN MeANYHOro 3acTOCYBaHHS NikapCbKoro
3acoby a0 po3ainis: "Oco6nBOCTI
3acTocyBaHHs", "Mob6iuHi peakuii” woao 6esnekn
3aCTOCYBaHHA [il04MX PEYOBUH TeIMicapTaH Ta
rigpoxnopoTiasug BignoBiAHO A0 pekoMeHAaaLil
PRAC. BBefieHHs1 3MiH NpoTArom 6-T1 Micsauis

3a
peyerimom

He
nionsieae

UA/15859/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
nicns 3aTBepAKEHHS.
278. | TETPAKCM cycneHsis gns CaHodi PpaHuis NOBHUIA LMK PpaHuia/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/13069/01/01
®ITETRAXIM iH'exuii no 0,5 mn (1 MacTep BVMPOGHMLTBA, YropmHa 3MiHM | TURY - 3MiHK 3 aKkocTi. CepTudikar peyenmom
BAKUVHA fosa); no 1 KOHTPO/Ib SKOCTI, BignosigHocTi/l E-cepTudikar BignosigHocTi
ana nonepegHL0 BTOPVHHE €Bponelicbkiii hapmakonei/MmoHorpadii. 3miHu,
MPO®INTIAKT 3anoBHeHoOMy nakyBaHHs, BUMYCK noB'aA3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
KN wnpuuy no 0,5 mn cepii: CaHodi BiANOBIAHICTb A0 MoHorpadii APY a6o
DUDTEPII, (1 po3a) 3 MacTep, ®paHuis; €Bponeiicbkoi thapmakonei, abo iHLwoi
NMPABLUSA, NPVKPINIEHOI0 BTOPVHHE HauioHasIbHOT hapmakonei gepxasun €C (3miHa
KALLUMOKY rosnikoto (a6bo 2-ma nakyBaHHs, BUMYyCK y crneumdikauisix, nos'a3aHa 3i 3miHamu B Y,
(ALUENONAP | okpeMyMu rofikamu), cepii: CaHodi- abo Esponelicbkiin hapmakonei, abo iHLWii
HUIA L0 MICTUTb AseHTic MpatiisiT Ko. HaujioHasbHIl thapmakonei gepxasun €C).
KOMMOHEHT | cycneHsito ans Nrp., NMnatdopma 3amiHa nocunaHb y peectpauiiiHomy focbe ANs
)TA iH'eKUili, B KAPTOHHIl NOriCTUKM Ta BOAM, LLLO BUKOPUCTOBYETLCS B NPOLECI
noniomMien Kopob6Li 3 AnCcTpurbyLii y m. BMPOGHMLITBA Ail040T PEYOBMHK, 3 MOHOTpadii
TY MapKyBaHHSAM Bypanewr, Ph.Eur. Highly Purified Water (1927) Ha Ph.Eur.
AACOPBOBA | ykpaiHCbKol abo YropwumHa Water for Injection (0169). TepmiH BBefeHHSA
HA, aHrninceKoto, abo 3MiH - ineHb 2024 poky
IHAKTUBOBA | iHWXMMN iHO3EMHUMU
HA, PIOKA mMoBamu; no 1
nonepegHL0
3anoBHeHOMY
wnpuyy no 0,5 mn
(1 po3a) 3
NPUKPINIEHO0
ronkoto (abo 2-ma
OKpeMumu ronikamu),
L0 MiCTUTb
cycneHsito A1
iH'EKLii B KAPTOHHIN
KOpoo6Li, B AKili
MICTUTBCSA
cTaHgapTHO-
eKCMopTHa ynakoska
Ta IHCTPYKUia ans
MeNYHOro
3aCTOCyBaHHSA
279. | TETPAHEKCT | ma3b o4yHa, 10 mr/r, Hekctdhapm | Pecny6nik BANTKAH®APMA- Bonrapis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a - UA/17694/01/01
no5ryTy6i;nol 6X a AscTpist PA3IPAL AL 3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa peyenmom

Ty6i y nauui

HaliMeHyBaHHs Ta/abo agpecy 3asBHMKA
(BnacHvka peecTpauiiHoro nocBigyeHHs) 3MiHa
afpecy 3asBHVKa (BnacHuKa peecTpauiiHoro
NOCBIAYEHHS) Y 3B'A3KY 3i 3MIHOIO MicLA
po3TallyBaHHs oduicy. B Ha3Bi 3asiBHVKa He
BiAOY10Cs XOAHWX 3MiH. BBeAEHHS 3MiHK
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPIKEHHS.
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta ddapmakoHarnsgy.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

BeegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHunx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnxX nNpo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI ocobw,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA
thapmakoHarnsfy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, AKLLO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/IKOYAKOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-chaiina cuctemu
thapmakoHarnsgy) 3miHa KOHTaKkTHOI 0co6u
3asBHVKa, BigNoBiga/IbHOT 3a hapmakoHarnsg B
YKpaiHi.

[itoua pepakuis: Wuronesa MapiaHHa
BikTtopiBHa. MNponoHoBaHa pefakuis: Wynby,
Onbra CepriiBHa. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOT 0COOU 3asiBHMKA, BignoBigabHOI 3a
hapmMakoHarnag B YKpaiHi.

280.

TIOLETAM®

TabneTkn, BKPUTI
o6osoHkKoto, no 10
Tabnetok y 6nictepi;
no 3 abo 6 6nictepis
y navui

MNAT
"rannudapm

YkpaiHa

MAT
"KniBmegnpenapar”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis:
3MiHu | TUNYy - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHN Y BUPOGHMUTBI (iHLLi
3MiHn) (B.11.6. (x) 1A)
AxTtyanizauis po3giny 3.2.P.3.3 «Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOSIIO NPoLLecy»,
3MiHa kiacy unctotu D Ha knacudikoBaHi
NPUMILLEHHS (BUNYyYEHHS iHdhopmaL,ii npo
KnacuaikaLito BAPOOHNUNX NPUMILLLEHb, Y SKNX
NpPOBOAATLCA CTail TEXHOMOMNYHOro npouecy
BMpOG6HMLTBA /13, y 3B’A3KY 3i 3MiHOIO Knacy
ynctoTn D Ha knacudpikoBaHi NPUMILLEHHS).
3aTBepakeHo:

Po3zgin 3.2.P.3.3. «Onnc BUpO6GHMYOro npouecy
Ta KOHTPO/II0 NPOLLECY».
«...NMPUMILLLEHHS Knacy 4icToTn D...»
3anponoHoBaHo:

Po3gin 3.2.P.3.3. «On1c BUpo6HMYoro npovecy
Ta KOHTPO/II0 NPOLLECY».
«...KacugikoBaHi NPUMILLEHHS...»

A TakoX AONOBHEHHS iHhopMaLlieto Wwoa0
nepiognYHOCTI KOHTPOJIKO AKOCTI Bi4MUBKN
obnagHaHHA Big 3anuwkiB APl Ta MMHOYOro
3acoby.

3a
peyerimom

UA/0693/01/01

281.

TPUAEPM®

Kpem; no 15r B
antoMiHieBil Ty6i; no
1 Ty6i y KAPTOHHIl

Kopobui; no 30 r B

OpraHoH
CeHTpan Ict
6X

Lseiuapi
A

LepiHr-Mnay /1a6o
H.B.

Benbris

BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis:
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHa(u) y KOpOTKili XapakTepucTyuL,i NlikapCbKoro

3a
peyerimom

He
niosnsieae

UA/2022/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
antoMiHieBil Ty6i; no 3aco6y, TEKCTi MapKyBaHHS abo iHCTPyKUiT Ans
1 Ty6i y KAPTOHHiIl MeANYHOro 3acToCyBaHHA AJ151 NiKapCbKoro
Kopo6bui 3acoby, niueH3oBaHoro y €C 3a npoweaypoto
B3AEMHOr0 BU3HaHHSA (Nikapcbkuii 3aci6 He
BXOAMUTb A0 cdhepu Aii npoueaypy B3aEMHOTO
BW3HAHHSA, ane 3MiHa BHOCUTLCA 5K pesynbTaT
npoueaypwv i Bif, BlacHUKa TOProBoi MilleHsii He
BUMaraeTbCsl HafiaHHs XXOAHUX HOBUX
[04aTKOBUX AaHnX) 3MiHN BHECEHO A0 IHCTPYKL,i
A7 MeANYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby Ao po3ainis "Oco6MBOCTi
3actocyBaHHs", "lNo6ivHi peakuii" BiANOBIAHO A0
OHOB/IEHOI iHhopMaLii 3 6e3nekn gitoyoi
peyoBUHY "6eTameTasoH". BBefeHHs 3MiH
NpoTArom 6-T1 MicALIB Nicna 3aTBEPMAKEHHS.
282. | TPUAEPM® Kpem; no 151 B OpraHoH Lseiiuapi LWepinr-Mnay la6o Benebris 3MiHM | TURY - 3MiHK 3 skocTi. CepTudikar 3a - UA/2022/01/01
antoMiHieBilA Ty6i; no | CeHTpan lcT A H.B. BignosigHoCTI/TE-cepTudpikat BignosigHoCTi peuenmom
1 Ty6i y KapTOHHiIN 6X €Bponeiicbkin hapmakonei/moHorpadii.
Kopo6ui; no 30 r B MoaaHHA HoBOro abo OHOBNEHOTO cepTudiikata
atoMiHIEBI Ty6i; No BiANOBIAHOCTI ab0 BUYyYEHHS cepTudikaTa
1 Ty6i y KapTOHHiIN BiANOBIgHOCTI €Bponeiichkili hapmakonei: gns
KopooLi A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OOMOMIXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBneHWn cepTuddikat Bif, y)Ke 3aTBEPAKEHOTO
BMPOGHMKa - MNoJaHHSA OHOB/IEHOTO cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2002-031-Rev 03 (3aTBepgxeHo: R1-CEP
2002-031-Rev 02) ana A®l 6etameTasoHy
OMNponioHaTy Bif, BXe 3aTBepKeHoro
BMpobHuka Crystal Pharma S.A.U., Spain, sikuii
3MiHMB Ha3By Ha Curia Spain S.A.U., Spain
283. | TPUHOMIA® Kancysnu Teepgi no Peppep Icnarnis Peppep Icnanis BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a - UA/15408/01/01
100 mr/20 mr/10 mr IHTepHauioH IHTepHauioHasb, 3MmiHu | TURY - 3MiHK Woao peyenmom
no 7 kancyny anb, C.A. C.A. 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

6nicTepi; no 4
6nictepu B
KapTOHHI Kopoo6Li

BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa Ans 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiIMiHHa Bif YNOBHOBaXeHOI 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y




218

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

po3MileHHI MacTep-dhaiina cuctemu
thapmakoHarnsgy) 3miHa KOHTaKTHOI 0co6u
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsg B
YKkpaiHi.

[Jitova pepakuin: Kyuma Bonogumup
OnekcaHaposuy. MNponoHoBaHa pefakLis:
HikiTueHkoBa /10608 IBaHiBHa. 3MiHa
KOHTaKTHUX JaH/X KOHTaKTHOT 0CO6U 3asBHNKa,
BiAANOBIAa/IbHOI 3a hapmakoHarisa B YKpaiHi.

284.

TPUHOMIA®

Kancynv Teepai no
100 mr/20 mr/5 Mr no
7 kancyn 'y 6nicrepi;
no 4 6nictepv B
KapTOHHIA Kopoo6Li

deppep
IHTepHauioH
anb, C.A.

IcnaHis

Peppep
IHTepHaujioHanb,
CA.

IcnaHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX nNpo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa AN5 34iiCHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
poO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa KOHTaKkTHOI 0co6u
3asBHYKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
YKpaiHi.

[itoua pepakuis: Kyuma Bonogumup
OnekcaHaposuny. MponoHoBaHa pejakLis:
HikiTueHkoBa /110608 IBaHiBHa. 3MiHA
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
Bi4noBigabHOI 3a dhapMakoHarnsg B YkpaiHi.

3a
peyenmom

UA/15409/01/01

285.

TPIO®OPTE
®

Kancynu, no 6
Kancyn y énicrepi;
no 1 a6o 2 6nicrepu
B NayLi 3 KapTOHY

MPAT
"®ITOPAPM

YkpaiHa

MPAT "®ITO®APM"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasiis:
3MiHuW | TUNY - 3MiHK Woao
6e3nekn/edpekTBHOCTI Ta hapMakoHarnagy
(IHLWIi 3MiHW) - 3MiHV BHECEHI B TEKCT
MapKyBaHHS1 BTOPUHHOT yNakoBKM /1iKapCbKOro
3acoby y n. 17 IHLWE. BBefeHHsA 3MiH NpOTArom
6-TV MicsALIB MiC/1s 3aTBEPKEHHS

6e3
peyenma

UA/2317/02/01

286.

YNbTPA®AC
TUH

renb2,5%no30r
ab6o 50 ry Ty6i; no 1
Ty6i y KApTOHHIl
KopooLi

dPapmaueBT

NYHWIA 3aBOJ,

"MONTIb®AP
MA" C.A.

MonbLua

dapmaLeBTUYHNIA
3aBof,
"MONb®APMA"
C.A. Bigain MegaHa
B Cepagai

MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta hapMakoHariaay.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHuX npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
BiNOBIAANbHOI 32 3/jACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3

3a
peyenmom

UA/9278/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmakoHarnsgy B YKpaiHi, KO BOHa
BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLeHHi MacTep-haiina cuctemu
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHVKa, BigNoBigasIbHOI 3a hapMakoHarnsag.
[itoua pepakuin: Krzysztof Karpinski / Kpuwwtod
KapniHcki. MponoHoBaHa pepakuis: AHHa KoHuak
/ Anna Konczak. 3MiHa KOHTakTHUX AaHuX
YNOBHOB&XEHOI 0CO6Y 3asBHNIKa,
BignoBiga/IbHOI 3a dhapMakoHarnsaa.
287. | YHIKNO®EH Kpansi O4Hi, po3ynH TOB CnoBaubk TOB "YHIME[ CnoBaubka BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a - UA/12837/01/01
0,1 %, no 5 mn a6o "YHIME[, a PAPMA" Pecny6nika 3MiHM | TMny - 3MiHK Wwoao peyenmom
10mny PAPMA" Pecny6nik 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy
nn1acTMKOBOMY a (iHLWi 3MiHW). 3MiHV BHECEeHI B TEKCT MapKyBaHHS
KOHTeliHepi- BTOPVHHOI YNakoBKM NikapCbKOro 3acoby y n. 6
KpanesnbHuui; no 1 "OCOB/MBI SACTEPEXXEHHSA WOAO
KOHTelHepy- 3BEPIFTAHHA NTIKAPCBKOIO 3ACOBY Y
KpanenbHuULi B HEAQOCTYMHOMY NS AITEW MICLY"
KapPTOHHI KOpoOL
288. | YPCO®AJbK | cycneHsist opasibHa, Op. ®anbk HimeuunH BignoBiganbHuii 3a HimeuuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a - UA/3746/01/01
250 mr/5 mn, no 250 dapma a BWMNYCK Cepiit LLiBeiuapis 3MmiHu | TURY - 3MiHK 3 sKocTi. CepTudikar peyenmom
M1y CKNSHIN v6X KiHLLeBOro MPOoAyKTY: BignosigHocTI/TE-cepTudpikar signosigHocCTi
naswui; no 1 Op. danbk Papmva €Bponeiicbkiit hapmakonei/MoHorpadii.
naswyi pasom 31 vm6X, HimeuunHa MopaHHA HOBOrO abo OHOB/IEHOTO cepTuglikaTa
MipHUM Brpo6HuK BiANOBIAHOCTI @60 BUNYyYEHHS cepTudikata
CTakaH4MKOM B [030BaHol hopmu, BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
KapTOHHI Kopoo6Li nepBuHHeE, A®I; ons BMXigHOro
BTOPVHHE mMartepiany/peareHTy/npomMiKHOro NPOAYKTY, WO

nakyBaHHs Ta
KOHTPO/Ib SIKOCTI:
Bidhop CA
LiBaiiHizepnaccyHr
Megixemi ETTiHreH,
LLiBeiiuapis
BUpPO6HK,
BiANOBiAaIbHMI 3a
KOHTPO/b AKOCTI:
Bioek3zam AT,
LLiBeiuapis

BWKOPUCTOBYHOTLCA Y BUPOOHMLTBI API; ans
[0MNOMIXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOoB/EHWIA cepTUQIKaT Bif YXe 3aTBEPKEHOrO
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudikara
BiAnNoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1999-047 - Rev 07 (3aTBepaxeHo: R1-CEP
1999-047 - Rev 06) 415 Ait04OT pEYOBUHN
Ursodeoxycholic acid Bif Bxe 3aTBepayKeHoro
BMPOOGHUKA, SIK HACNILOK 3MiHA HAa3BU BUPOGHMKA
(3aTBepmxeHo: Prodotti Chimici E Alimentari
S.P.A., ITanis; 3anponoHoBaHo; ICE S.P.A,,
ITanis). 3miHun | Tuny - 3miHn 3 AkocTi. AP, (iHLwwi
3miHu) (B.1. (x) IB)
3amiHa po3ginis ASMF ( 3.2.5.1.1- 3.2.5.1.3)
Op. ®anbk Papma Mv6X, HimeuyunHa. Po3ginn
6ynn BUAANeH Ta 3aMiHeHi JokyMeHTamu 3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

hipMoBUM 6/1aHKOM KOMMaHii BUPOOHUKa. 3MiHN
| TMny - 3MmiHu 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BIANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHasbHOT hapmakonel gepxasun €C (iHLwi
3MiHW) NpuBEAEHHS Y BIANOBIAHICTL A0 Aito4oi
MoHorpadii EP (po3ginn ASMF Brpo6Huka AdI
ICE S.P.A,, ITanis, aki Hapasi € 4acTuHoto 3.2.S
[ocbe 3aMiHoTbea Ha CEP).
3miHu | TMnY - 3miHk 3 sKocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikart signosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI @60 BUNYyYEHHS cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OOMOMIXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif Y)Xe 3aTBEPLKEHOIO
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudlikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1999-047 - Rev 09 gns Ajto4oi pevyoBuHm
Ursodeoxycholic acid Bif Bxe 3aTBepAXeHOro
BupobHuka ICE S.P.A,, ITanis

289.

DANTOBAKT
ir

NMOPOLLIOK A/15
pO3uUnHy Ans
iH'ekuid, 0,5 /0,5,
1 donakoH 3
MOPOLLKOM Y
KapTOHHIA KOopoo6Li

Kagina
dapmacboT
nkans
Nimiten

IHais

Kagina
dapmMacbioTVKan3
Nimitep

IHgis

BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis:
3MmiHu | TURY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BeefeHHs abo 3MiHuN [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3MiHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.

[itoya pepakuis: Savchenko Dmytro

3a
peyerimom

UA/10802/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Sergiyovych. MNponoHoBaHa pefakuis:
Onyshchuk Liudmyla Valeriivna. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,
BiANOBIAa/IbHOI 3a hapMakoHar/ia4 B YKpaiHi.
3mMiHa HoMepa macTep-thaiina cuctemu
hapmakoHarnsgy.

290.

DANTOBAKT
2T

MOPOLLIOK A/1A
pO34nHy Ans
iHexkuini, 1r/1rl
h/1aKoH 3 NOPOLLKOM
Y KapTOHHIli kopobLi

Kagina
®apmacbioT
nkan3
Nimiteq

IHais

Kagina
dapmMacbioTVKan3
Nimiteq

IHgis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX nNpo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa AN5 34iICHEHHSA
thapmMakoHarnagy B YkpaiHi, AKLLO BOHA
BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsagy
(BK/IKOYAOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
poO3MiLLeHHI MacTep-goaiina cuctemm
thapmakoHarnsgy) 3miHa KOHTaKkTHOI 0co6u
3asBHYKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
YKpaiHi.

[itoua pepakuis: Savchenko Dmytro
Sergiyovych. MponoHoBaHa pefakuis:
Onyshchuk Liudmyla Valeriivna. 3miHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
BignoBigaIbHOI 3a hapMakoHarnsag B YkpaiHi.
3MiHa HoMmepa macTep-ghaiina cuctemm
chapmakoHarnsgy.

3a
peyenmom

UA/10802/01/03

291.

DAPMA3O/I
H®H

cnpeii HazasbHWiA, 1
mr/mn; no 15 mn aéo
no 20 Mn y donakoHi
nonieTMneHoBOMY;
no 1 dnakoHy y
nauui 3 KapToHy

AT
"papmak”

YKpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3minu |l Tuny - 3MiHK 3 sKocTi. FoToBWMiA
nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BMNPOBYBaHb ab0 AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikauisx, nig vac
BMPOGHMLITBA rOTOBOTO /iKapCbKOro 3acoby (iHLwi
3MiHK) Buny4yeHHs nig yac BUpo6bHMLTBA
PYTUHHWIA KOHTPOb M. "KiNlbKiCHe BU3HAYeHHS
KcunomeTasoniny rigpoxnopugy" ans
NPUroTyBaHHS PO34MHY NiKapCbKoro 3acoby,
KOHTPO/Ib NPOBOAMTM NNLLE B pamKax
BanigauiiHix gocnimpxeHb. B TexHonorivHomy
pernaMeHTi N0 BUrOTOB/IEHHIO iKapCbKOro
3aco6y, BiACYTHS MOX/MBICTb KOpEryBaHHs
3HaY€eHHS Ki/IbKICHOr0 BMICTY KCUIOMETa30/iHy
rigpoxnopuay B Xo4i TEXHOOrYHOro npovecy,
TO6TO NpoBeAEHHS KOHTPO/II Ha eTani

6e3
peuyenma

UA/1881/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NPVUroTOBaHOIO PO3YMHY € nLle
iHcbopMmaviiHAM, afpke KOXHa cepisi ToToBOT
npoAykKuii nignsarae NOBTOPHOMY KOHTPOSIO

[aHoro nokasHuka nepej B1Aavyoro 40380y Ha
peanizauito. 3miHu Il TUNy - 3MiHK 3 AKOCTI.
[OTOBWIA NiKapCcbKMii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHUX Y
cneupudikauisix, nig yac BMpoBbHMLTBA FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHKM) BuayyeHHs nig,
Yyac BMpOOGHMLTBA FOTOBOIO NiKapCbKoro 3acoby
PYTUHHUIA KOHTPOL N. "KinbKicHe BU3HAYEHHS
6eH3a/IKOHII0 xNnopua" ANa NPUroTyBaHHA
PO34MHY NikapcbKoro 3acoby, KOHTPO/b
NPOBOAMTM NMLLE B paMKax BanigauiiHux
OocnimpkeHb. B TexHooriyHOMy pernameHTi no
BUrOTOB/IEHHIO JiKAPCLKOTO 3aco0y, BiACYTHA
MOX/IUBICTb KOPEryBaHHSA 3Ha4YeHHS KifIbKiCHOro
BMICTy 6EH3asIKOHIl0 X/10puA, B XOgi
TEXHOMOrIYHOro npotecy, To6To NpoBeAeHHs
KOHTPO/O Ha eTarni NPUroToBaHOro PO3UNHY €
nvwwe iHdopMaLiiH1M, afxe KoxHa cepis
roToBOI NPOAYKLi Nignarae NOBTOPHOMY
KOHTPOJI0 [JaHOTO MOKa3HWKa nepej B1gaqoto
[03BOJTY Ha peanisauiio

292,

DEPOKCU],

PO3YUH ANS1 iH'EKLLIN,
no 20 mr/mn, no 5
M1 B amnysii; no 5
amnyn B nayui 3
KapToHYy

M.BIOTEK
NIMITEL

Benvka
BputaHis

XENN C.A.

peuis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3MiHn |l Tuny - 3MiHn 3 akocTi. AdL.
Brpo6HMLTBO. 3MiHa BUPO6HUKa
BUXiAHOro/NPOMXHOrO NPOAYKTYy/peareHTy, Lo
BMKOPVCTOBYIOTHCS Y BUPOOHNYOMY NpoLiECi
A®I, abo 3MiHa BMpPOGHKMKa (BKOYaouu, ae
Heob6XiAHO, MicLe NPOBEeAEHHS KOHTPOJIIO SAKOCTI)
A®I (3a BigcyTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOro BUPOOHUKa ADI 3
HajaHHAM macTep-chaiina Ha APl) BBeeHHA
[04aTKOBOro HoBOro BUpobHuka Adl - CILAG
AG, Switzerland. Ak Hacnigok 3mMiHM J0
cneuudikauii BXigHOro kKoHTponto Adl Ta
BiAMNOBIAHO aHaNITUYHMX METOAIB BMPOGHMKA
roToBOro fikapcbkoro 3acoby - XE/M C.A., wo
CTOCYETbCS KOHTPOSIO AKOCTi AdI Big
3anponoHoBaHoro BupobHuka CILAG AG

3a
peyenmom

UA/15804/01/01

293.

®JIAMOIPEN
b 75

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, Mo 75
mr, no 10 TabneTok
y 6nicTtepi; no 1, 3

AHaHTa
Megikeap
nra.

Benvka
BputaHis

dnamiHro
PapmacboTuKanc
nra., Haia
ApTtypa
PapmacbloTikans

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3ac06y, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans

3a
peyenmom

He
nionsieae

UA/7441/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
a6o 10 6nicTepiB y MeT. N14., IHANA MeZMYHOro 3aCTOCyBaHHS Ha NiacTasi
nauui perynsipHo OHOBJ/IHOBAHOrO 3BIiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OLLiHKM 3BIiTY 3 AOCNiAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NaHy negiaTpuyHUX SOCAIAKEHb
(PIP) (3MiHy y3rokeHo 3 KOMNETEeHTHUM
YMNOBHOBaXEHWM OpraHom) - 3MiHN BHECEHO B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zinis "B3aemogis 3
HLUIMMKN NikapcbKMKU 3acob6amMu Ta iHLWi BUan
B3aemogiin", "OcobmBoCTi 3acTocyBaHHA"
BiANOBIAHO 4,0 OHOBMEHOT iH(hopMaLii 3 6e3neku
Ait040T peYOBVHYM NiKapcbKoro 3acoby. BeegeHHs
3MiH NpoTAroM 3-x MicsiLiB Nicnsi 3aTBEpPAKEHHS
294. | ®NIOFOKCUB | kancynu no 100 wmr; ToBapucTBo YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a He UA/3375/01/01
-340POB'A no 10 kancyny 3 BVMPOGHMLTBA, 3MiHM | TMny - 3MiHK Wwoao peyenmom nionsizae
6nictepi; no 1 abo 2 | obmexeHo KOHTPO/Ib SKOCTI, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
6nictepu B Bignosigab BUNYyCK cepil: 3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
KapTOHHI Kopoo6Li HiCTIO ToBapucTso 3 3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
"®apmaueBT 06MeXeHO MeAMYHOro 3acToCyBaHHA Ha NigcTasi
nyHa BiANOBIAA/ILHICTIO perynsipHoO OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
KOMNaHis "papmaneBTUYHa nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
"3p0pos'a” KOMMaHis 3aCcTOCyBaHHS NiKapcbKoro 3acoby B
"3p0pos's", YkpaiHa,; nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
BCi cTagil OLLiHKM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BVMPOGHMLTBA, BiAMOBIAHO A0 NiaHy negiaTpuyHUX SOCAIAKEHb

KOHTPO/Ib AKOCTI:
ToBapucTso 3
obmexeHor
BiANOBIAA/ILHICTIO
"®APMEKC rPy1",
YkpaiHa

(PIP) (3MiHy y3rokeHo 3 KOMNeTEeHTHUM
YMOBHOB&XEHVNM OpraHom) - 3MiHN BHECEHO A0
IHCTPYKUIiT NS MEeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainy "3actocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaar” 3
6e3nekn 3acToCyBaHHA [il04H0T peYOBUHN
BiANOBIAHO [0 pekomeHaauiin PRAC.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHSN
CynyTHSA 3MiHa
- 3MiHK Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3000B'A3aHb Ta YMOB BuJaui peecTpauiiiHoro
noceigyeHHs, Bknovaouy MNMnax ynpasniHHA
pr3nkamu (3acToCyBaHHA TEKCTY, SKWi
NOroXEHN 3 KOMNETEHTHUM OpraHom) -
3asBHMKOM HafaHO OHOBAEHWI MnaH
ynpas/iHHA pu3nkamuy Bepcist 2.0 3MiHM BHECEHO
0o yactuH: |l "Cneuudpikauis 3 6esnekn”, V"
3axoam 3 miHimizauii pusukis”, VI "Pestome
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

nnaHy ynpasniHHsA pusukamun”, VII "dopatkm”
Ha OCHOBI OHOBJ/IEHOI iHhopMmaLii 3 6e3neku
LL{0/10 BHECEHHS 3MiH Ta AONOBHEHb Ha NiAcTasi
pekomeHgauii PRAC

295. | ®/IOFOKCUB | kancynu no 200 wmr; ToBapucTBo YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis: 3a He UA/3375/01/02
-340POB'A no 10 kancyn y 3 06MEXEHO0 3MiHu | TUny - 3MiHK Woao peyenmom nidnsieae
6nictepi; no 1 abo 2 | obmexeHo BiANOBIAA/LHICTIO 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
6nictepu B Bignosigaib "papmaneBTUYHa 3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
KapTOHHI KOopoo6Li HiCTIO KoMnaHis "3gopos's” 3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
"®apmauesT MeZMYHOro 3aCTOCyBaHHS Ha NiacTasi
nyHa perynsipHo OHOB/IOBAHOTO 3BiTY 3 6e3neku
KOMNaHis nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
"3p0pos'a” 3aCTOCyBaHHS NiKapcbKoro 3acoby B

nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKVM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NiaHy negiaTpuyHUX SOCAIAKEHb
(PIP) (3MiHy y3roXeHo 3 KOMNeTEeHTHUM
YMNOBHOB&XEHVMM OpraHom) - 3MiHN BHECEHO A0
IHCTPYKUIiT NS MEeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainy "3actocyBaHHs y
nepiog BariTHOCTI abo rogyBaHHs rpyaar” 3
6e3nekn 3acToCyBaHHA [il04H0T peYOBUHN
BiANOBIAHO [0 pekomeHaauiin PRAC.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
CynyTHSA 3MiHa
- 3MiHK Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3000B'A3aHb Ta YMOB BuJadi peecTpauiiiHoro
noceigyeHHs, BkNoyaouy MNMnax ynpasniHHA
pr3nkamu (3acToCyBaHHA TEKCTY, SKWi
NOroXEHN 3 KOMNETEHTHUM OpraHom) -
3asBHUKOM HafaHO OHOBAEHWI MnaH
ynpas/iHHA pu3nkamu Bepcist 2.0 3MiHM BHECEHO
0o yactuH: |l "Cneuudpikauis 3 6esnekn”, V"
3axoau 3 miHimizauii pusukis”, VI "Pesiome
nnaHy ynpasniHHsA pusukamun”, VII "dopatkm”
Ha OCHOBI OHOBJ/IEHOI iHGhopMmaLii 3 6e3neku
LL{010 BHECEHHS 3MiH Ta AONOBHEHb Ha NiAcTasi
pekomeHgauii PRAC

296. | ®NIOKCIYM® | Tabnetku, BKpUTI MNAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a - UA/1315/01/01
NAiBKOBOO "Kuismegnp "KuiBmepgnpenapar" 3MiHu | TUnYy - 3MiHK 3 sKocTi. FoToBMiA peyenmom
060/10HKOI0, Mo 500 enapat” nikapcbknii 3aci6. 3MiHN Y BUPOOHMUTBI (iHLLi
mr no 5 a6o no 10 3MiHK) AkTyanizauist po3giny 3.2.P.3.3 «Onuc
TabneTtok y 6nictepi; BMPOBHMYOro NPoLEecy Ta KOHTPOJIHO MPoLiecy»,
no 1y 6nictepy B 3MiHa Kknacy ymctotn D Ha KnacudikoBaHi
nauui NPUMILLEHHS (BUYYEHHS iHhopmaLii npo

KnacudikaLlito BAPOGHNYNX MPUMILLIEHb, Y SKUX
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayitiHo2o

nocsBi0YeHHs

NpPOBOAATLCA CTafil TEXHOMOMNYHOro npoLecy

BUpo6HUUTBA J13, ¥ 3B’A3KY 3i 3MiHOI Kacy

ynctoTn D Ha knacudikoBaHi NPUMILLEHHS).
3aTBepaKeHo:

Po3zgin 3.2.P.3.3. «Onnc BUPOGHMYOro npouecy
Ta KOHTPOJIIO NPOLecy».
«...NMPUMILLLEHHS Knacy YncTotn D...»
3anponoHoBaHo:

Po3gin 3.2.P.3.3. «Onnc BUPOGHWYOro npouecy
Ta KOHTPOJIIO MPOLEecy».
«...KnacuaikoBaHi NPUMILLEHHS...»

297.

DNTYKCEH®

Kancynu no 20 mr no
10 kancyny
6nictepi; no 1 a6o 3
6nicTepu B nayuj

MAT
"Kuismegnp
enapar”

YkpaiHa

MAT
"KniBmegnpenapar”

Ykpaina

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHY | Tuny - 3MiHK 3 skocTi. FoToBWIA
nikapcbknii 3aci6. 3MiHN Y BUPOOHMUTBI (iHLLi
3MiHW). AkTyanisauis po3sginy 3.2.P.3.3 «Onuc
BMPOOHMYOro NpoLecy Ta KOHTPOSII0 NPoLecy»,
3MiHa Kkacy umctotn D Ha knacudikoBaHi
NPUMILLEHHS (BUNYYeHHS iHdhopmaLii npo
Knacudikauito BUPOGHNUMX MPUMILLEHb, Y SKNX
NpoBOAATLCA CTafil TEXHOMOrMYHOro npoLecy
BMpO6HUMLTBA /13, y 3B’A3KY 3i 3MiHOIO Knacy
yncToTn D Ha kacudikoBaHi
npuMileHHs).3aTsepopxkeHo: Po3ain 3.2.P.3.3.
«Onuc BUPOBGHNYOTO NpoLEecy Ta KOHTPOSI0
npouecy». «...NPUMILLEHHS Knacy umctotu D...».
3anponoHoBaHo: Po3gin 3.2.P.3.3. «Onuc
BMPOBGHNYOro NPoLecy Ta KOHTPOSIH0 NPoLecy».
«...KnacugikoBaHi MPUMILLEHHS...» A Takox
[OONOBHEHHS iHhopMaLlieto WoA0 NepioguyHoCTI
KOHTPOJII0 SIKOCTI BiAMMBKV 061afHaHHS Bif
3anuwkiB A®I Ta MmoYoro 3acoby

3a
peyerimom

UA/1084/01/01

298.

®OPMOTEP
on _
IBIXEANEP

NOPOLLIOK A5
iHransuin 12
MKr/pgo3a; no 120
003 (12 mkr/gosy) B
iHransaTopi 3
3aXCHUM
KOBMAYkoM y
namiHoBaHoMy
nakeri; no 1
namiHoBaHOMY
nakeTy B KAPTOHHIi
Kopo6ui; no 120 o3
(12 mkr/posy) B
iHransaTopi 3
3aXCHUM
KOBMAYkoM y
naMiHoBaHoMy

OpioH
KopnopeiiL
H

PiHnaHaisa

OpioH KopropeliluH

PiHNAHAIA

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUnYy - 3MiHK 3 sKocTi. FoToBMiA
nikapcbkuii 3aci6. KOHTponb roToBoro

nikapcbKoro 3acoby (iHLi 3MiHW) nepeknag,
TekcTy MKS Ha ykpaiHCbky MOBY. 3MiHW | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.

KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa

napameTpiB cneundikayii Ta/abo AoNycTUMmX

MeX roTOBOrO /liKapCbKoro 3acoby (BunyyYeHHs

He3Ha4yHOro NokasHuka (Hanpvknag 3acrapinoro
nokasHuKa, Takoro sk 3anax ta cmMak, abo
iAeHTUdikauis 6apBHMKIB UM CMaKOBUX
[06aB0oK)) BUTyYEHHS NokasHuKa «BmicT Bogu»
(Ph.Eur.2.5.12) 3 HopmyBaHHAM 4,5-5,5 % i3

cneumnadikauii M13. 3miHn | TUNY - 3MiHX 3 AKOCTI.

lFoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa

3a
peyenmom

UA/14856/01/01
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KapTOHHI KopooLi

KOHTeliHep/3akynopoBasibHWi 3aci6 AofaHo
iHcbopmav,ito, Lo naacTMkoBa cMpoBMHa abo
noctavyasibHVK1 6yayTb NPUIAHATI 4O
BUKOPWCTaHHS, AKLWO 6yae A0BeAEeHO, Lo SKICTb
NMOTOYHOrO Ta 3anpornoHOBaHOro mMarepianis
oAHakoBa. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
CepTtudpikat signosigHocTi/lE-cepTucpikar
BifNoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BUXIAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; ans fonoMixHOT pevoBnHN (cepTudpikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwii cepTudikar Big, HOBOro BUPOGHUKA
(3amiHa abo [OMOBHEHHS) NoJaHHS HOBOTO
cepTudikaTy BignoBigHOCTI EBponeichkiii
dapmakonei CEP Ne RO-CEP 2015-215-Rev 00,
Bif HOBOro BMpo6HMKa APl dopmoTepon
cymapat gurigpat, Fermion Oy, ®iHnAHAiISA
(3aTBEpmXeHM1 BUpobHWK: Industriale Chimica
S.r.l, Itanis). 3miHun | TNy - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/l E-cepTucpikat
BifNoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BifnoBigHOCTI a6o
BUYYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; pns
BUXIAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; ans fonomixHoT pevoBnHN (cepTudpikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif Y)Xe 3aTBEPLKEHOIO
BMPOGHMKA - MOAaHHSA OHOBJ/IEHOTO cepTudikaTty
BiANoBigHOCTI EBponeiickkili hapmakonei CEP
Ne RO-CEP 2015-215-Rev 01, Big, BUpO6HUKa
A®| dopmoTepon doymapaT gurigpat, Fermion
Oy, ®PiHnsAHAiA (nonepenHs pepakuis: CEP Ne

RO-CEP 2015-215-Rev 00).

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
naketi; no 1 noctayasibHvKa nakyBasjibHUX MaTepianis abo
namiHoBaHoOMy KOMMNAEKTYUNX (AKLLO 3a3Ha4YeHO B [OCHE)
nakeTy Ta (3amiHa abo AofaBaHHA nocTavasibHKKA)
3aXMCHOMY [ofaBaHHA a/IbTEPHATVBHOIO NOCTavYaslbHUKa
KOHTelHepy ans 6apBHUKa A4/19 3aXMCHOr0 KOBMayka iHraniaTopa
iHransTopa B Treffert GmbH & Co0.KG (3aTBEpAXeHo:
Clariant). Takox B n.3.2.P.7. Cucrema
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3miHu | TMRY - 3miHk 3 sKocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikart BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI 260 BUMYyYEHHS cepTudikata
BifnoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHOro
mMaTtepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[O0MOMIXHOT peyoBrHY (cepTuddikat
BiANoOBigHOCTI EBponelickkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif YXe 3aTBEPLKEHOIO
BMPOGHMKA - MOAaHHSA OHOBJ/IEHOTO cepTudikaTty
BiANoOBIgHOCTI E€Bponeiickkili hapmakonei CEP
Ne RO-CEP 2015-215-Rev 02, Big, BUpO6HUKaA
A®| dopmoTepon doymapaT aurigpat, Fermion
Oy, ®PiHnsAHAiA (nonepenHs pepakuis: CEP Ne
RO-CEP 2015-215-Rev 01). 3minu | Tvny - 3miHu
3 aKkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TYYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXigHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ans foNoMiXHOT pevoBuHN (cepTudpikar
BiANOBIAHOCTI €Bponelickbkili hapmakonei) -
OHOB/EHWIA cepTUdiKaT Bif yXe 3aTBEPXEHOr0
BMPOBHUKA - NOJaHHA OHOB/IEHOro cepTudikary
BiAMNOBIAHOCTI €Bponeiickkili hapmakonei CEP
Ne R1-CEP 2015-215-Rev 00, Big BUpO6GHMKa
Ad| dopmoTepon oymapaTt gurigpat, Fermion
Oy, ®iHnsaHaisa (nonepegHs pepakuis: CEP Ne
RO-CEP 2015-215-Rev 02).

299.

DOTANA30N

Tabnetkn no 500 wr;
no 10 TabneTok y
6nictepax; no 10
TabneTtok y 6nicrepi;
no 1 6nictepy B
nauui

MAT
"Kuismegnp
enapar”

YKpaina

MAT
"KniBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis:
3MiHu | TUNYy - 3MiHK 3 sKocTi. FoToBMiIA
nikapcbknii 3aci6. 3MiHN Y BUPOOHMUTBI (iHLLi
3MiHM) AkTyanisauis posginy 3.2.P.3.3 «Onuc
BMPOOHNYOro NpoLecy Ta KOHTPOJII0 NPoLecy»,
3MiHa Kkiacy umctotn D Ha knacudikoBaHi
NPUMILLEHHS (BUNYYeHHS iHdhopmaLii npo
Knacudikauito BUPOGHNUMX MPUMILLEHb, Y SKNX
NpoBOAATLCA CTafil TEXHOMOrMYHOro npoLecy
BMpO6HMLTBA /13, y 3B’A3KY 3i 3MiHOIO Knacy
yncToTn D Ha kacudikoBaHi NPUMILLEHHS).
3aTtBepmxeHo: Po3gin 3.2.P.3.3. «Onuc
BMPOGHMYOro NpoLecy Ta KOHTPOJIK0 NPoLecy».

6e3
peyenma

UA/2310/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
«...NMPUMILLLEHHS Knacy YncTotn D...»
3anponoHoBaHo: Po3gin 3.2.P.3.3. «Onuc
BVMPOGHMYOTO MPOLECY Ta KOHTPOJIIO NPOLLECY».
«...K1acndikoBaHi NPUMILLEHHS...». A Takox
[ONOBHEHHS iHhopMaLieto WoA0 NepioguyHoCTi
KOHTPOJIIO AKOCTI BiAMMBKY 061afHaHHS Bif,
3amMwKkiB A®I Ta MMOYOro 3acoby.
300. | XE/MMEKC® Tabnetku; no 4 Mosi Xenc Lseiiuapi Megiton YropwmHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 niosnsieae UA/9824/01/01
AHTUKONA, Tabnetkn y énicrepi; m6X a dapmacboTikas IHgis 3MiHu | TUny - 3MiHK Woao peyenma
no 1 6nictepy B Nta., YroplmHa; 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
KapTOHHIA navi; no CaBa Xenckea /T4, 3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
4 Tabnetkn y IHAis 3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
6nictepi; no 1 MeZMYHOro 3aCTOCyBaHHS Ha NiacTasi
6nictepy B perynsipHo OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
KapTOHHIN nayuj; no nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
10 nayok y rpynosiii 3aCTOCyBaHHS NiKapcbKoro 3acoby B
KapTOHHI ynakoBL; nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
no 4 Tabnetkm y OLLiHKM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
6nictepi; no 1 BiAMOBIAHO A0 NJaHy negiaTpuyHUX SOCAIAKEHb
6nictepy B (PIP) (3MiHy y3rokeHo 3 KOMNeTEeHTHUM
KapTOHHI nayui; no YNOBHOB&XEHUM OpraHom).
20 nayokK y rpynosiii 3MiHN BHECEHO B iIHCTPYKL,i 415 MeAUYHOro
KapTOHHI ynakoBLi; 3aCcToCyBaHHA NiKapcbkoro 3acoby A0 po3ainis
no 10 TabneTtok y "B3aemMogis 3 iHWMMM NikapcbKuMn 3acobamm Ta
6nictepi; no 1 iHWi BMAn B3aemogiin" Ta "OcobnnBOCTi
6nictepy B 3acTocyBaHHS" BifMNoOBIAHO A0 OHOB/EHOT
KapTOHHI nayui; no iHhopmauii Lwoao 6e3nekn 3acTocyBaHHA Aito4oi
10 TabneTtoky peyoBUHM 3rigHO 3 pekomeHaauieto PRAC.
6nictepi; no 1 TepMiH BBEAEHHS 3MiH - MPOTArOM 6 MicALiB
6nictepy B nicns 3aTBepmKEHHS.
KapTOHHI navi; no
10 nayok y rpynosii
KapTOHHI ynakosLii
301. | XE/MNEKC® Tabnetku no 4 Mosi Xenc LBeiiuapi Megiton YropwmHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 niosnsieae UA/9825/01/01
AHTUKONA Tabnetkn y 6nictepi; X a dapmacbloTikas IHais 3MiHuM | TUNY - 3MiHK Woao peuenma

DX

no 1 6nictepy B
KapTOHHIM navi;

no 4 Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHI naui; no
10 nayoK y rpynosini
KapTOHHI ynakoBL;
no 4 Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHI navyi; no
20 nayokK y rpynosin

Nn1a., YropwmHa;
CaBa Xersckea /114,
IHais

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MeAUYHOro 3acToCyBaHHA Ha MigcTaBi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHNX
BiAMOBIAHO A0 NAaHy nefiaTpuyHUX JOCAiAXKEHb
(PIP) (3MiHY y3ropkeHo 3 KOMNETEeHTHUM
YNOBHOBA)XXEHVM OPraHom).
3MiHN BHECEHO B iHCTPYKLi 415 MegUYHOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTOHHI ynakoBLi; 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
no 10 tabnetok y "B3aemogia 3 iHWKMMM Nikapcbkummn 3acobamm Ta
6nictepi; no 1 iHWi BUAW B3aemogiii" Ta "OcobnmsocTi
6nictepy B 3acTocyBaHHsA" BiAMoBigHO A0 OHOBEHOI
KapTOHHI navi; iHhopMawii Loa0 6e3nekn 3acTocyBaHHS Aito4oi
no 10 TabneTok y peyoBuHM 3rigHO 3 pekomeHaauieto PRAC.
6nictepi; no 1 TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
6nictepy B 3aTBEPKEHHS.
KapTOHHI nayui; no
10 nayok y rpynosii
KapTOHHI ynakoBLi
302. | XE/NMNEKC® NOPOLLIOK ANst TOB "Mosi YkpaiHa BMPOGHMLTBO 3a LLsenuapis/ BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 6e3 nionsizae UA/15355/01/01
AHTUKONA, OpasibHOro PO3YNHY Xenc" NOBHUM LK/IOM: ITania 3MmiHu | TURY - 3MiHK Woao peyenma
HEO 3 MaJINHOBUM Annekc ®apma CA, 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
CMakom no 4 r LLsenuapis; 3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
MOPOLLKY B caLue; no nepBuHHe Ta 3aco0y, TEKCTi MapKyBaHHA Ta IHCTPYKLUIi Ans
10 cawe B BTOPWHHE MeAMYHOro 3acToCyBaHHA Ha NigcTasi
KapTOHHI Kopoo6Li nakyBaHHs: Jlamn perynsipHO OHOB/IOBAHOTO 3BiTYy 3 6e3neku
CaH lMNpocnepo nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
CNA, Itanis 3acTocyBaHHSA NikapcbKoro 3acoby B
nicnapeecTpaviinnii nepiog, abo Ak pesynbtat
OLLiHKV 3BIiTYy 3 AOC/igKEeHb, MPOBEAEHNX
BiANOBIAHO A0 NMaHy negiatpudHnX AocnigxeHb
(PIP) (3MiHY Y3rofXeHo 3 KOMNEeTEHTHUM
YNOBHOB&)XXEHVM OPraHom)
3MiHM BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogijs 3 iHWVMK nikapcbknMu 3acobamu Ta
iHWi BMAW B3aemogiit” Ta "OcobmBocCTi
3acTocyBaHHsA" BifMnoBigHO [0 OHOBMEHOI
iHhopMauii woao 6e3mnekn 3acTocyBaHHS Aito4oi
peyoBUHM 3rigHO 3 pekomeHaauieto PRAC.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
303. | XE/MMEKC® NOpPOLLOK AN TOB "Mosi YkpaiHa BMPOGHULTBO 3a Lseliuapis/ BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 6e3 nionsieae UA/15354/01/01
AHTUKONA Opa/IbHOIO PO3UNHY Xenc" NMOBHUM LK/TOM: ITanisa 3MmiHu | TURY - 3MiHK Woao peyenma
HEO 3 JIMMOHHUM Annekc ®apma CA, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

CMakoMm; no 4r
NOPOLLKY B calle; no
10 cawe B
KapTOHHIA Kopoo6Li

LLIBeiiuapis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs: Jlamn
CaH Mpocnepo
CNA, Itanis

3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOB/IOBAHOTO 3BiTY 3 6e3nekun
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKVM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiaTpudHNX SOCNiAKeHb
(PIP) (3MiHy y3roeHo 3 KOMNeTEeHTHUM
YNOBHOB&XEHVM OpraHom)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHN BHECEHO B IHCTPYKLiIO 4151 MEANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMK nikapcbkumMn 3acobamu Ta
iHWIi BnAn B3aemogiin" Ta "OcobAnBOCTi
3acTocyBaHHA" BifnoBigHO 40 OHOBEHOT
iHhopmauii woao 6e3nekn 3acTocyBaHHS Aito4oi
peyvoBUHM 3rigHO 3 pekomeHpaauieto PRAC.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS

304.

XENMNEKC®
AHTUKONA
HEO MAKC

NOpPOLLOK AN
0OpasIbHOIO PO3UUHY
3 JIMMOHHUM
CMakoM; no 4 r
NOpPOLLKY B calle; no
10 cawey
KapTOHHIM navui

TOB «MoBi
Xenc»

Ykpaina

NOBHWIA LMK
BUPOGHUTLBA:
Annekc ®apma CA,
LLiBeiiuapis;
nepBuHHe Ta
BTOPUHHE
nakysaHHs: Jlamn
CaH lMpocnepo
ChMA, lTanis

LLseriuapis/
ITanisa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MEeANYHOro 3acToCyBaHHA Ha migcTaBi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHNX
BiAMNOBIAHO A0 NAaHy negiatpuyHnX JOCAiAXKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMNeTeHTHUM
YNOBHOB&XXEHNM OpraHoMm) - 3MiHN BHECEHO B
IHCTPYKLUIii 4155 MEeAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zainis "B3aemogis 3
iHLWIMMK NiKapcbKMK 3acobamu Ta iHWi BUAK
B3aemogin" Ta "OcobamBoCTi 3acTocyBaHHA"
BiANOBIAHO [0 OHOB/EHOT iHGhOpMaLi Woao
6e3nekn 3aCTOCYBaHHS Ailo40l Pe4yoBUHU 3riJHO
3 pekomeHgauieto PRAC. TepMiH BBe4EHHS 3MiH
- MPOTAroM 6 MicsILIB Nicns 3aTBEPKEHHS

6e3
peyenma

nionsieae

UA/16014/01/01

305.

XENNEKC®
AHTUKONA,
HEO MAKC

NOPOLLIOK A5
0paibHOro PO34UHY
3 MaJIMHOBUM
CMakom, no 4 r
MOPOLLKY B calle; no
10 cawey
KapTOHHII nayui

TOB «Mosi
Xenc»

YKpaiHa

NOBHUIA LMK
BVMPOGHMTLBA:
Annekc ®apma CA,
LLIBeiiuapis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs: Jlamn
CaH Mpocnepo
CIMA, Itanisa

LLeiiuapisi/
ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOB/IOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKVM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiaTpudHNX SOCNiAXEHb
(PIP) (3MiHy y3roeHo 3 KOMNeTEeHTHUM
YMOBHOB&XEHWM OpraHom) - 3MiHN BHECEHO B
IHCTPYKUIi 418 MeANYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby A0 po3ainis "B3aemogis 3
HLIMMK NikapcbKMKU 3acob6amMu Ta iHLWi BUau

6e3
peuyenma

nionsieae

UA/16015/01/01
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n/n

Hasga

JliKapcbKo20

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHuUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayitiHo2o
nocsioYyeHHs1

B3aemogiin" Ta "OcobmBoCTi 3acTocyBaHHA"
BiNOBIAHO 4O OHOBNEHOI iH(hopMaL,i Woao
6e3nekn 3acToCyBaHHS fil040i PEYOBUHW 3rigHO
3 pekomeHgauieto PRAC. TepMiH BBeAEHHS 3MiH
- NPOTAroM 6 MicsAUIB Nicns 3aTBepXKEeHHS

306.

®

XONENECAH

Kancynu; no 10
Kancyn y énictepi;
no 3 6nictepu y
navu,i

MAT
"Kuismegnp
enapar”

YkpaiHa

MAT
"KniBmegnpenapar”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLlinHux maTepiasiis:
3MiHu | TUNYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOOHMUTBI (iHLLi
3MiHM) AkTyanisauis posginy 3.2.P.3.3 «Onuc
BMPOOHMYOro NpoLecy Ta KOHTPOJII0 NPoLEecy»,
3MiHa Kkiacy umctotn D Ha knacudikoBaHi
NPUMILLEHHS (BUNYYeHHS iHdhopmaL,ii npo
knacudikauito BApPOOHUYNX NPUMILLEHDb, Y SKMX
NpoBOAATLCA CTafil TEXHOMOrMYHOro npoLecy
BMpO6HMLTBA /13, y 3B’A3KY 3i 3MiHOI Knacy
ynctoTy D Ha knacudikoBaHi NPUMILLEHHS).
3arBepaKeHo:

Po3gin 3.2.P.3.3. «Onnc BUPOGHMYOro npouecy
Ta KOHTPOJIIO NPOLecy».
«...NPUMILLLEHHS Knacy YncToTm D...»
3anponoHoBaHo:

Po3zgin 3.2.P.3.3. «Onnc BUpOGHMYOro npouecy
Ta KOHTPOJII0 NPOLECy».
«...Knacu@ikoBaHi NPUMILLEHHS...»

6e3
peyenma

UA/15899/01/01

307.

®

LIEENEBPEKC

Kancynu no 200 mr;
no 10 kancyn y
6nicTepi; no 1, abo
no 2, a6o no 3
6nictepn y
KapTOHHI Kopoo6Li

AngxoH HOC
111C

CLWA

Brpo6HMUTBO
npenaparty in bulk:
Heondpapma IHk.,

CLA;
BupobHMLTBO
npenapary in bulk,
KOHTPO/b/BUMPOOYB
aHHsA cepii:
Mdpaiizep
dapmactoTikan3

NNC, CWA;

Bunyck cepii,

nakyBaHHs,

MapKyBaHHs,

KOHTPO/1b SIKOCTi Npu
BUMYCKY:
P-dapm DxepmaHi
m6X, HimeyunHa;

MakKyBaHHs,

KOHTPO/b/BUNPOGYB
aHHsA cepii, BUMyCcK
cepii, MapKyBaHHS:
Mdpaiizep
MeHodekuypuHr

CcuwA/
HimeyunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoi ocoou,
BiANOBIAA/ILHOI 32 34iliCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
dhapmakoHarnsgy 3asaBHuKa AN 3L4ilCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNTOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsagy
(BK/KOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MiLleHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHoi 0cobu
3asBHVIKa, BigNoBiAa/IbHOT 3a hapMakoHarnsg.
[Litoua pepakuisn: Barbara De Bernardi.
MponoHoBaHa pepakuin: Dr Eiko Soehlke, MD
MPH. 3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT
ocobu, BignoBifanbHOI 3a hapmakoHarnag.
3MiHa KOHTaKTHOT 0CO6Y 3asABHNKA,
BiANOBIAa/ILHOT 32 hapmakoHarnsag, B YkpaiHi.
[itoya pepakuin: Y3nosa IpuHa. NMponoHoBaHa

3a
peyenmom

UA/4463/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
[Loliuneng rv6X, pepakuis: Basnnescbka HOnis BanepiiBHa. 3MiHa
HimeyunHa KOHTaKTHUX JaHNX KOHTaKTHOT 0CO6W 3asBHNKa,
BiANOBIAa/IbHOI 3a hapMakoHarnag B YKpaiHi.
3MiHa MicLe3HaxomkeHHss MacTep-haiina
cucteMu chapmakoHarnsgy Ta noro Homepa.
3MiHa MicLs 34iACHEHHS! OCHOBHOT AisNIbHOCTi 3
chapmakoHarnsgy.
308. | LE®UNHAK® TabneTkn,BKpUTI Abpun IHais HekTap IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a He UA/16758/01/01
NAiBKOBOO dopmyneiL NavidhcaitHcis 3miHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa peyenmom nionsizae
060/10HKOH0, Mo 200 H3 MBT. JITA,. Nimiteg-tOHIT VI Ha3BW Jlikapcbkoro 3acoby 3MiHV BHECEHI W00
mr; no 10 TabneTok Ha3BW NikapCbKoro 3acoby. 3aTBepAKeHO:
y 6nicTtepi ; no 1 LIE®NHAK (CEFINAK) 3anponoHoBaHo:
6nictepy B LIE®NHAK® (CEFINAK®)
KapTOHHI ynakoBLi BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
309. | LE®UNHAK® TabneTku,BKpUTI Abpun IHais Hekrap IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a He UA/16758/01/02
NNiBKOBOIO dopmyneiiL NaiicpcaitHcis 3MiHu | TUNY - AgMiIHICTPaTUBHI 3MiHW. 3MiHa peuenmom nionsieae
o060510HKot0, no 400 H3 [BT. JITA,. Nimitea-tOHIT VI Ha3BW likapcbkoro 3acoby 3MiHV BHECEHI W00
mr; no 10 TabneTok Ha3BW NikapCbKoro 3acoby. 3aTBepAKeHO:
y 6nictepi ; no 1 LIEE®VHAK (CEFINAK) 3anponoHoBaHo:
6nictepy B LIE®NHAK® (CEFINAK®)
KapTOHHI ynakoBLi BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
310. | UEPUNHAK® NOPOLLOK ANs Abpun IHais HekTap IHgis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a He UA/16758/02/01
opasibHOT cycneHsii dopmyneiL NaiidpcaiiHcia 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom niosnsieae
100 mr/5 mn 1 H3 [BT. JITA,. Nimitea-tOHIT VI Ha3BW NiKapcbKoro 3acoby - 3MiHW BHeCeHi
h/1aKoH 3 NOPOLLKOM LLIOZI0 Ha3BW NikapcbKoro 3acoby. 3aTBepaAKeHo:
[ONA NPUTroTyBaHHA LEE®PVHAK (CEFINAK) 3anpornoHoBaHo:
50 mn cycneHsii abo LIE®NHAK® (CEFINAK®) BeefieHHs 3MiH
1 chnakoH 3 NPOTArom 6-TV MiCAILB MiCN1A 3aTBEPAKEHHSI
MOPOLLKOM NS
npurotysaHHs 100
MJ1 cycneHsii; no 1
hnakoHy 3 MipHUM
CTakaH4yMKoM Ta
MipPHOI JTOXKOIO B
KApPTOHHIN ynakoBLi
311. | UE®PIKAL MOPOLLIOK AN KAOINA IHAiA KAOINA IHAis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a - UA/11308/01/01
1000 PO34UHY A5 iH'EKLi PAPMACH OAPMACBIOTUKAN 3MmiHu | TUnY - 3MiHK Woao peyenmom
no 1000 mr 1 IOTUKAN3 3 NIMITEL 6e3nekn/edhekTVBHOCTI Ta hapmMakoHarnagy.
h/1aKOH 3 MOPOLLKOM NIMITE[, BeefeHHs abo 3MiHU [0 y3araslbHeHUX AaHnX

Y KapTOHHIli kopoobLi

npo cuctemy chapmakoHarnsgy (BBeAeHHS
y3ara/slbHeHVX AaHUX Npo cucTemy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
thapmakoHarnsay; KOHTakTHOi 0cobm 3
hbapmakoHarnsigy 3asiBHUKa 4115 34iCHEHHS
hapmakoHarnsay B YKpaiHi, KO0 BOHA
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BiIMiHHa Bif YNOBHOB&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BK/HOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MileHHI MacTep-thaiina cuctemu
thapmakoHarnsgy) 3miHa KOHTaKkTHOI 0co6u
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag B
YKkpaiHi.
[itova pepakuisa: Savchenko Dmytro
Sergiyovych. MNponoHoBaHa pefakLis:
Onyshchuk Liudmyla Valeriivna. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT 0CO6U 3asABHNKa,
BiANOBIAa/IbHOI 3a hapMakoHarniag B YKpaiHi.
3miHa HoMepa macTep-chaiina cuctemm
chapmakoHarnsgy.
312. | UEPTA3UNAN | nopowok Ans TOB "tOpis- YkpaiHa TOB "lOpis-®apm", YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a - UA/18147/01/01
M HOPISA- PO34YUHY A5 iH'EKLLA dapm” YkpaiHa 3MiHM | TUMy: 3MiHW 3 AKOCTi. FoTOBMIA peyenmom
DAPM no 1000 wmr; no 1 (nakyBaHHs i3 nikapcbkuii 3aci6. KOHTpOb roToBOro
a6o no 10 chnakoHis chopmu in bulk NikapcbKoro 3acoby (iHWi 3MiHW) - BUKNaaNeHHA
3 NOPOLLUKOM Yy HCIC Xebeit TekcTy MKS ykpaiHCbko MOBO; 3MiHM | Tuny:
Kopoobui XyamiH

dapmacbloTikan
Komnawi flimitea,
Kutaii)

3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO MiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JonycTUMnX
MEX rOTOBOr0 NiKapCbKoro 3acoby (3BY)XXEHHs
O0NYyCTUMUX MEX) - 3MiHa KpuUTepiiB
NPUIAHATHOCTI 3a NOKa3HUKOM «Onuc»,
BignosigHo Ao Bumor USP; 3MiHu | Tuny: 3MiHu 3
AKOCTI. [0TOBWI Nikapcbkuii 3aci6. KOHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo [ONYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (A0NOBHEHHS crevumdikawi
HOBMM MOKa3HUKOM 3 BifNOBIAHUM METOA0M
BMNPOBYBaHHSA) - AofaBaHHA [0 creundikavii
13 nokasHuKa SKOCTi «BiAHOBIEHWI PO3UMH:
MoBHOTa PO3YMHEHHA Ta MPO30pPICTb, BUANMI
yacTku», y BIANOBIAHOCTI 40 BUMOr USP; 3MiHu |
TMNy: 3MiHW 3 AKOCTI. FOTOBWIA NiKapcbKuii 3acio.
KOoHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y
MeTogax BUNPobyBaHHA rOTOBOTO /liKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepKeHnX
MeToAax BUMPOOYBaHHS) - HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHSA 3a
nokasHmkamu «Onuc», «BTpata B Maci npu
BVCYLLYBaHHI», «BMIiCT HaTpilo kap6oHaTy»,
«KifibkicHe BU3HaYeHHs», «OHOPIAHICTb
[,030BaHNX OAUHWLE»; 3MiHN | TUny: 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa napameTpis

cneundikauin Ta/abo A0NYyCTUMUX MEX TOTOBOIO
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nNikapcbKoro 3acoby (iHLWi 3MiHN)- NpUBeAEHHS
BUMOT cneuudikauii /13 3a NoKasH1KOM
«KinbKicCHe BM3HaYeHHA» Yy BiANOBIAHICTb 40
BMMOT MoHorpadii USP Ha nikapcbkuii 3aci6

313. | UNTPAMOH- Tabnetkn, no 10 AT YkpaiHa AT "ly6Hnchapm" Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis: 6e3 He UA/12823/01/01
DOPTE Tabnetok y "Ny6Hndpap 3MiHu | TUny - 3MiHK Woao peyenma: nidnsieae
6nictepax; no 10 m" 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. Ne 10; 3a
Tabnetok y 6nictepi, 3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro peyenmom:
no 10 6nicTepis y 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ans Ne 100
nauuj MeZMYHOro 3aCTOCyBaHHS Ha NiacTasi

perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKVM 3BIiTYy 3 AOCNiAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NiaHy negiaTpuyHUX SOCAIAKEHb
(PIP) (3MiHy y3roXeHo 3 KOMNeTEeHTHUM
YNOBHOB&XEHVIM OpraHom)
3MiHU BHECEHO A0 IHCTPYKLiT 4518 MeauyHOro
3aCcToCyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiin" Ta "OcobnnBOCTi
3acTocyBaHHA" WOA0 6e3nekn 3acTocyBaHHA
[io40i peyoBrHY NapaueTamon BifnosigHO 40
pekomeHpauii PRAC. BBeAeHHS 3MiH NpOTArom
6-Tn micsauiB nicnsa 3aTBepxeHHA CynyTHSA
3MiHa - 3MiHM LWoAo 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3000B'A3aHb Ta YMOB BuJadi peecTpauiiiHoro
noceigyeHHs, BkNoyaouy MNMnax ynpasniHHA
pr3nkamu (3acToCyBaHHA TEKCTY, SKWi
NOrofKEHW 3 KOMMETEHTHUM OPraHoMm)
3asBHUKOM HafaHO OHOBAEHWI MnaH
ynpas/iHHA pu3nkamy Bepcist 1.1 3mMiHM BHeCeHo
0o yactuH: Il "Cneuudpikauis 3 6esnekn”, Il
"MnaH 3 dhapmakoHarnsagy", V" 3axoan 3
MiHimi3auii pusmkis”, VI "Pe3tome nnaHy
ynpasniHHA pusmkamun®, VI "Jogatkn” Ha OCHOBI
OHOB/IEHOI iHdhopMmaLiii 3 6e3nekn aitoyoi
peyoBuHW. 3MiHu | TUNY - 3MiHK WOA0
6e3nekn/edekTBHOCTI Ta thapMakoHarnagy
(iHWi 3miHM) 3MiHVM BHECeHOo A0 IHCTpyKLii Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
00 po3ainy "Mo6iyHi peakuii” BiANOBIAHO A0
OHOB/EHOT iHGhopMaLlii 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby. BBeAeHHS 3MiH NPOTArom
6-TU MicsAUIB Nicns 3aTBEPKEHHS
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*y pa3zi éHeceHHs 3MiH 00 iIHCMpYyKyii Npo MeduyHe 3acCMOCy8aHHsA

B.o. HayanIbHUKa
dapmayeBTUUHOIo ynpaBsiiHHSA OnekcaHgp NPILLEHKO
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