MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

20 uepBHsa 2022 poky Ne 1053

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, 9, 10 Tlopsagky paepkaBHOI peectpailii (TiepepeecTpariii) JiKapcbKuUX 3aco0iB,
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 (mepepeecTpariii) abo BHeCeHHsI 3MiH JI0 peeCTpalliiHUX MaTepiaiB

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JiKapckKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JomaTok 1).

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peECTPy JiKapChbKUX 3aco0iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOiosnoriuHi mperapaTe) 3rifHO 3
riepesikoM (JoAaTokK 2).
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3. BHectn 3MiHM [0 peecTpauiMHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapcbKMX 3acobiB YKpaiHM Ha JKapceKi 3acobu (MeauuHi iMyHOOiosoriudi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. BigMOBUTH Yy Jiep)KaBHiM peecTpallil/riepepeecTpallii Ta BHeCeHHi 3MiH [0
peecTpaliiiHUX MaTepianiB Ta J[lep)kaBHOrO peecTpy JiiKapchbKuX 3acobiB Ykpainu

TMiKapCchbKUX 3aco0iB 3rifHO 3 TiepeikoM (foaTok 4).

5. KOHTpO/b 3a BUKOHAHHSIM L[bOI'0 HAaKa3y TOKJ/JIACTH Ha TMepLIoro 3aCTyITHUKA
Minictpa Komapigy O.O.

MinicTp BikTop JIALIIKO



NMEPENIK

Aopartok 1
[0 Hakasy MiHicTepcTBa OXOpPOHU
3a0poB’a YKkpaiHu «Ipo aepxaBHy

peecTpaLito (nepepeecTpadiio)
NiKapcbKux 3aco6iB (MeanYHUX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»
Big 20 yepBHA 2022 poky Ne 1053

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIN4YHUX MPENAPATIB), AKI BHOCATbLCA A0

AEPXXABHOI'O PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHUN

Ne

Hassa nlikapcbko20

dopma BUMYCKY

3assHukK

Kopobui

80 MNopsaaky 34iicHeHHs
chapmakoHarnisgy,

KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
yrnakoska) nocsi04YeHHs1
1. OEKCMEAETOMIA KOHUEHTpaT ons Mictpan AHrnisA BMPOGHMLITBO rOTOBOT IcnaHis peecTpauist Ha 5 pokis 3a He UA/19491/01/01
NH-BICTA pO34nHy Ans iHdys3il, Kenitan nikapcbkoi hopmu, MepiognyHicTb NogaHHA peuyenmom nionsi2ae
100 mkr/mn; no 2 mn MeHempKMeHT nepBuHHA Ta BTOPUHHA perynsipHo OHOBJ/IIOBAHOTO
KOHUEHTpaTy B Nimiten ynakoBKa, KOHTPO/1b AKOCTI 3BiTy 3 6e3neku, BignoBigHO
amnyni; no 5 a6o no (chiznko-xiMiyHM Ta [0 Mopsaaky 3ailicHeHHs
25 amnyn B KAPTOHHIi MiKpOGIONOrivyHMiA), BUMYCK thapmakoHarnagy,
KOpo6Li cepii: 3aTBEPAKEHOrO HaKa3oM
ANTAH MiHicTepcTBa 0XOpOHK
DPAPMACBIOTIKANS, C.A., 34,0p0B’ YKpaiHu Big 27
IcnaHis; rpyaHa 2006 poky Ne 898,
KOHTPO/Ib AKOCTI (doi3unko- 3apeecTpoBaHoro B
XiMiYHUIA Ta MiHicTepcTBi tocTuuii YkpaiHu
MiKpo6ionoriyHuiA), BUNycK 29 ciuHs 2007 poky 3a Ne
cepil: 73/13340 (y pepakuii Hakasy
ANTAH MiHicTepcTBa OXOpPOHM
DPAPMACBIOTIKANS, C.A., 3/10pOB'A YKpaiHu Bif 26
IcnaHis BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTPOKaMu, 3a3Ha4YeHNMN Y
nepiofMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
2. HATPIO LNTPAT NnopoLUoK (cybeTaHLis) TOB YkpaiHa CyHin Yemikanc IHais peecTpauist Ha 5 pokis - He UA/19489/01/01
Y Milkax "TepHodhapm" nions2ae
nonieTNeHoBux gns
chapmaLeBTUYHOro
3acTOCyBaHHSA
3. POMIBAKAIH- PO3YUH ANS1 iH'EKLLIN, Mictpan AHrnis ANTAH IcnaHis peecTpauist Ha 5 pokis 3a He UA/19490/01/01
BICTA 7,5 mr/mn no 10 mn Kenitan PAPMACBHIOTIKANS, C.A. MepiognyHICTb NOgAHHSA peyenmom nidnsieae
PO34MHY B amnyni, No MeHemKMeHT perynsipHo OHOB/IIOBAHOTO
5 amnyn B KapTOHHii NimiTen 3BiTYy 3 6e3neku, BigNoBIigHO
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Ne | Ha3sa nikapcbko2o ®dopma sunycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsi0YeHHs1
3aTBEPAKEHOrO HaKa3oM

MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apEeECTPOBaHOro B
MiHicTepcTBi tocTuLi YKpainu
29 ciyHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpPOHK
300pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i
CTPOKaMu, 3a3Ha4YeHNMN Y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

B.o. I'enepanbHoro gupexkropa /lupekropary

(hapManieBTUYHOTr0 3a0e3neuyeHHs

Isan 3AJIBOPHUX



A0 LEP>XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

NMEPENIK
NMEPEPEECTPOBAHUX NNIKAPCbKNX 3ACOBIB (MEAUNYHUX IMYHOBIO/IOINYHNX NMPEMAPATIB), AKI BHOCATbLCHA

Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»
Bifg, 20 yepBHsA 2022 poky Ne 1053

o060s10HKot0, 10 Mr/80
mr; no 10 TabneTok y
6nictepi; no 3 abo no
9 6nicTepiB y kopobui

BTOPVHHE
nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; KOHTPO/Tb
cepii:KPKA, a.4.,
HoBo mecTo,
CnoBeHis

OHoB/IEHO iH(hopMmaLLito B
IHCTPYKLi ANa MmeguyHoro
3aCTOCYyBaHHS iKapcbKoro
3acoby B po3ginax
"PapmakoTepanesTnyHa
rpyna. Kog ATX"
(peparoBaHo TEKCT po3ainy
6e3 thakTU4HOI 3MiHK Kogy
ATX), "MpoTrnokasaHHa",
"B3aemopis 3 iHWMMKn
nikapcbknMmn 3acobamu Ta
iHLWIi BUAW B3aemMogin”,
"OcobnnBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsa Ta gosn”
(peparyBaHHs TEKCTY Ta
YTOUHEHHS iHdopmaLlii),
"Mepego3yBaHHs", "Mo6iYHI
peaxuii” BignosigHo [0
maTepianiB peectpauiiHoro
[0CbE.
MepiognyHICTb NogaHHSA
perynspHo OHOB/HOBAHOrO
3BiTYy 3 6e3neku, BigNoBigHO
o Mopsagky 34iicHeHH:
hapmakoHarnsgy,

Ne Hassa nikapcbko20 Popma sUMYyCKY 3assBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayitiHo20
ynakosKa) nocBi04Y€eHHs1

1. BIKANYTAMIA NopoLUOK (cybCcTaHLis) Ekcenna HimeyunHa EKCENNA TMBX HimeuyunHa MepepeecTpavis Ha - He UA/16676/01/01
y NOABIAHNX 'M6X eHg Ko. EHA KO. KI HeobMeXeHuin TepMiH nionsizae
nosieTuIeHoBMX Kl
nakeTtax gns
hapmaLeBTUYHOro
3aCTOCyBaHHA

2, BANTAPOKC TabneTkun, BKPUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis MepepeecTpauis Ha 3a He UA/16269/01/01
NNiBKOBOKO HoBo mecTo bulk", nepBnHHe Ta HeoOMeXeHN TEPMIH. peyenmom nidnsieae




Ne

Ha3sBsa nikapcbko2o
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n/n

3acoby

Popma sBUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Howmep
peecmpayiliHo2o

BANTAPOKC

3aTBEPKEHOro Hakasom
MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi rocTuuii
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (y pepakui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B'A YKpaiHn
Bif, 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMKN y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

nocsio4YeHHs

TabneTkun, BKpUTI
NAiBKOBOO
o060n0HKoto, 20 Mr/80
mr; no 10 TabneTok y
6nictepi; no 3 abo no
9 6nicTepiB y kopobui

KPKA, a.4.,
HoBo mecTo

CnoseHis

BUPOGHMLTBO "in
bulk", nepenHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis
KOHTPO/b Cepil:
KPKA, a.4., Hoso
mecTo, CrnoBeHis

CnoseHis

MepepeecTpauis Ha
HeoOMeXeHWn TepMiH.
OHOB/EHO iH(hopmaLito B
IHCTPYKUii Ana MeguyHoro
3acToCyBaHHSA Nikapcbkoro
3acoby B po3ginax
"PapmakoTepanesTnyHa
rpyna. Kog ATX"
(peparoBaHo TEKCT po3ainy
6e3 hakTUUYHOT 3MiHY Koay
ATX), "MpoTrnokasaHHsa",
"B3aemMogis 3 iHW1MN
nikapcbkMun 3acobamu Ta
iHLWi BMAW B3aeMogii",
"OcobnuBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta fo3n"
(pefaryBaHHs TekcTy Ta
YTOUYHEHHS iHhopmai),
"Mepeno3yBaHHs", "Mo6IYHI
peaxuii” BignosigHo fo
marepianis peecTpauiiiHoro
[0CbE.
MepioAnyHICTb NogaHHSA
perynspHoO OHOB/IHOBAHOrO
3BITY 3 6e3neku, BignoBigHO
no Mopsagky 34iiCHEeHH:
hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27

rpyaHa 2006 poky Ne 898,

3a
peyenmom

He
nidnsieae

UA/16269/01/02




Ne

Ha3sBsa nikapcbko2o

Popma sBUMYCKY

3asaBHUK

7

n/n

3acoby

(nikapcbka cpopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Howmep
peecmpayiliHo2o

BANTAPOKC

TabneTku, BKPUTI

3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHsa 2007 poky
3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[,0POB'sA YKpaiHu
Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMmn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3
6e3neku.

nocsio4YeHHs

nNiBKOBOK
o60s10HKot0, 10 Mr/160
mr; no 10 TabneTok y
6nictepi; no 3 abo no
9 6nicTepiB y kopobLi

KPKA, 4.4.,
HoBo mecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBEeHis; KOHTPO/b
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis

CnoseHisa

MepepeecTpauis Ha
HE0BMEeXeHW TepPMiH.
OHoBeHo iHdhopmaLiiio B
IHCTPYKUT ANA MeguyHoro
3aCTOCYBaHHS NiKapCbKOro
3acoby B po3ginax
"GapmakoTepanesTnyHa
rpyna. Kog ATX"
(peparoBaHo TeKCT po3ainy
6e3 hakTU4HOI 3MiHN Koay
ATX), "MpoTnnokasaHHA",
"B3aemogjs 3 iHWyMm
nikapcbknMu 3acobamu Ta
iHLWi BMAY B3aemogiit",
"OcobnuBocCTi
3acTocyBaHHs", "Cnoci6
3acToCcyBaHHA Ta fo3n"
(peparyBaHHs TekCTy Ta
YTOYHEHHS iHchopmauii),
"Mepeno3yBaHHs", "TO6IYHI
peakuii" BignoBigHO A0
marepianis peecTpauiiiHoro
[OCbE.
MepiognyHICTb NOgAHHSA
perynspHo OHOBJ/TIOBAHOrO
3BiTYy 3 6e3neku, BigNoBIgHO
Ao Mopsaaky 34iicHeHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apPeecTPOBaHOro B
MiHicTepcTBi tocTuuit
Ykpainu 29 ciuHs 2007 poky

3a Ne 73/13340 (y pegakuii

3a
peyenmom

He
nionsieae

UA/16269/01/03
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Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsBi0O4Y€eHHs
Haka3y MiHicTepcTBa
OXOPOHW 340P0B'A YKpaiHn
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTB: 3rigHO
3i CTpOKaMM, 3a3HaYeHUMKN y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
5. BANTAPOKC TabneTkun, BKPUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis MepepeecTpauis Ha 3a He UA/16269/01/04
NnNiBKOBOKO HoBo mecTo bulk", nepeuHHe Ta HeoOMeXeHWn TepMiH. peyenmom niossieae
060/10HKO0, 20 Mr/160 BTOPWHHE OHOB/EHO iH(hopmaLLilo B
mr; no 10 TabneTok y nakyBaHHs, IHCTPYKLi 48 MeguyHoro
6nicTepi; no 3 abo no KOHTPO/1b Ta BUMYCK 3acTocyBaHHA NikapcbKoro
9 6nicTepiB y KOpobL,i cepii:KPKA, a.4., 3acoby B po3ginax
HoBo mecTo, "®apmakoTepanesTnyHa
CnoseHis

KOHTPO/b Ccepil:
KPKA, a.4., Hoso
mecTo, CrioBeHist

rpyna. Kog ATX"
(peparoBaHo TEKCT po3ainy
6e3 thakTU4HOI 3MiHK Kogy
ATX), "TMpoTnnokasaHHA",
"B3aemogis 3 iHWMMKn
nikapcbkMmn 3acobamu Ta
iHWIi BUAW B3aemMogijin”,
"Oco6nmBOCTiI
3acTocyBaHHs", "Cnoci6
3acToCyBaHHA Ta fo3n"
(peparyBaHHs TekCTy Ta
YTOYHEHHS iHdhopmaLii),
"Mepepo3yBaHHs", "Mo6IYHI
peakuii" BignoBigHo [0
marepianis peecTpaujiiHoro
[OCbE.
MepiognyHICTb NOfAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6e3neku, BignoBigHO
o Mopsagky 3ailicHeHHs
hapmakoHarnsgy,
3aTBEPKEHOro Hakasom
MiHicTepcTBa OXOPOHM
300poB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B'A YKpaiHn
Bif, 26 BepecHsa 2016 poky

Ne 996), cTaHOBWTb: 3rigHO
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KOHTpO/IEM NEepLLOro
pO3KpUTTS; no 1
dhnakoHy y nauui 3
KapToHy

3aCTOCYBaHHS NiKapCbKoro
3acoby y posginax:
"apmakonoriyHi
BNacTMBOCTI",
"MpoTunokasaHHA",
"B3aemogis 3 iHWKMmn
nikapcbknmu 3acobamu Ta
iHWi BUAW B3aemogii",
"Oco6nnBOCTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiog
BariTHOCTi ab0 rogyBaHHs!

Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsBi0O4Y€eHHs
3i CTPOKaMK, 3a3HaYeHUMKN y
nepioguyYHoOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.
6. FENAPUH HATPIKO | nopoluok (cy6cTaHLis) MpAT YkpaiHa Xebeit YaHrwaH Kutaii MepepeecTpavis Ha - He UA/16499/01/01
y nakeTax noAgiiH1x "papmaneBTu Biokemikan HeobMeXeHnin TepMiH nionsizae
nosieTuneHoBux Ans YyHa thipma dapmactoTtukan Ko.,
hapmaLeBTUYHOIO "fNapHuus"” nra.
3aCTOCYBaHHS
7. rPOMNPUHO3NH® Tabnetku no 500 wmr, BAT "l'egeoH YropwmHa TOB "TeneoH Pixtep Monbwa MepepeecTpavis Ha 3a He UA/6286/01/01
no 10 TabneTok y PixTep" Monbwa” HeobMexeHuli TepMiH. peyenmom nionsi2ae
6nictepi; no 2 abo no MepioAnyHICTb NOgAHHSA
5 6nicTepis B perynsipHo OHOB/IIOBAHOTO
KapTOHHiiA KOpo6Li 3BITY 3 6e3neku, BignoBsigHO
0o MNopsiaky 34iNCHEeHHsA
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTsi tocTuuit
Ykpainu 29 ciuHsa 2007 poky
3a Ne 73/13340 (y pepakui
Haka3y MiHicTepcTBa
OXOPOHW 3[,0POB'A YKpaiHK
Bif, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKamMu, 3a3HaveHMmn y
nepioguYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.
AOP3ITIM® OYHi Kpansi, po34uH, AT YkpaiHa AT "KMIBCbKIMN YkpaiHa MepepeecTpauis Ha 3a He UA/16271/01/01
no 5 mn y cpnakoHi "KNIBCbKWN BITAMIHHAIA HEoOMEeXeHW TepPMiH. peyenmom niosnsieae
nonieTuneHosBomy 3 BITAMIHHNIA 3ABOA" OHoBeHO iHhopmaLiio B
KpanesibHuLEelo Ta 3ABO/[" IHCTPYKLii 4Ns MeguyHoro
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Ne
n/n

3acoby

Ha3sBsa nikapcbko2o

Popma sBUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Howmep

peecmpayiliHo2o

nocsio4YeHHs

"o

rpyaat”, "3aartHicTb
BN/IMBATY Ha LIBUAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCNopToM abo
HLIMMK MeXaHi3mamn®,
"Cnoci6 3acTocyBaHHs Ta
posn", "Aitn" (iHdopmauis 3
6e3neku), "MepenosysaHHA",
"Mo6iuHi peakwji" BigNOBigHO
[0 iHdopmau,i woao
MeAMYHOro 3acToCyBaHHSA
pedyepeHTHOrO /likapCbKoro
3acoby (KOCOIMT, kpanni
OYHi, PO3YKH).
MepiognyHICTb NOgaHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6e3neku, BigNoBIigHO
A0 Mopsaaky 34iRCHeHHS
thapmakoHarnsagy,
3aTBEPAKEHOrO HaKa3oMm
MiHicTepcTBa OXOpOHK
3[,0p0B’A Ykpainu Big 27
rpyaHa 2006 poky Ne 898,
3apPeeCcTPOBaHOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa
OXOPOHW 340P0B'A YKpaiHn
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTB: 3rigHO
3i CTpOKaMM, 3a3HaYeHUMKN y
nepioguyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6esneku.

LYNOKCEHTA®

Kancynm
KMNLUKOBOPO3YMNHHI
TBepAi, no 30 mr no 10
Kancyn y énictepi, no
3 abo 6 6nicTepiB y
KapTOHHIA KOpoo6Li

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO "in
bulk”, nepsuHHa
ynakoBka, BTOPUHHA
ynakoBKa, KOHTPO/1b
cepii Ta BUNycK
cepii: KPKA, a.4.,
HoBo mecTo,
C/I0BEHiIf; KOHTPO/Tb
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnoBeHisa

MepepeecTpavis Ha
HeoOMeXeHWn TepMiH.
OHOB/IEHO iH(hopMmaLLito B
IHCTPYKUi AN MeguyHoro
3aCTOCyBaHHsA NiKapCbKOro
3acoby B po3ginax
"PapmakoTepaneBTnyHa
rpyna”, "®apmakonoriyHi
BrnactmsocTi”, "MokasaHHsA"
(peparyBaHHs),
"MMpoTunokasaHHa",
"B3aemogis 3 iHWKMKn

3a
peyernmom

nikapcbkvMmn 3acobamu Ta

He
nionsieae

UA/16095/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Howmep

peecmpayiliHo2o

nocsio4YeHHs

iHWIi BUAW B3aemMogijin”,
"OcobnnBOCTI
3acTocyBaHHS",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaat", "3gartHicTb
BN/IMBATY Ha LIBUAKICTb
peaxuii npun kepyBaHHi
aBTOTPaHCMOPTOM abo
HLMMW MexaHi3mamu,
"Cnoci6 3acTocyBaHHA Ta
nosun", NepefosyBaHHs,
"Mo6iuHi peakwyji" BigNoBigHO
0o iHdhopMmauit
pedrepeHTHOrO /liKkapCbKoro
3aco6y (Cymbalta® 60 mg
hard gastro-resistant
capsules marketed).
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BITY 3 6e3neku, BignoBigHO
80 MNopsaaky 34iACHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHsa 2007 poky
3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[,0POB's YKpaiHu
Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMmn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3
6esneku.

10.

AYNOKCEHTA®

Kancynm
KMLUKOBOPO3YMHHI
TBepai, no 60 mr no 10
Kancyn y 6nictepi, no
3 abo 6 6nicTepiB y

KPKA, 4.4.,
HoBo mecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepsuHHa
ynakoBKa, BTOPUHHA
ynakoBka, KOHTPO/b
cepii Ta BUNycK

CnoseHisa

MepepeecTpauisa Ha
HE0BMEeXeHW TepPMiH.
OHoBeHo iHdhopmaLiiio B
IHCTPYKUT ANA MeguyHoro
3aCTOCYBaHHSA NiKapcbkoro

KapTOHHI Kopoo6Li cepii: KPKA, a.4., 3acoby B posginax
HoBo mecTo, "papmakoTepanesTnyHa
CIOBeHis; KOHTPO/Ib rpyna“, "®apmakonoriyHi
cepii:KPKA, o.4., BnacTnBocTi", "lMokasaHHsA"

3a
peyenmom

He
nionsieae

UA/16095/01/02




12

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Howmep

peecmpayiliHo2o

nocsio4YeHHs

Hoso mecTo,
CnoBeHis

(peparyBaHHs),
"MMpoTunokasaHHa",
"B3aemogis 3 iHWyMm
nikapcbknMn 3acobamu Ta
iHLWi BMAY B3aemogiit",
"Oco6mBoCTi
3acTocyBaHHsA",
"3acTocyBaHHA y nepiog
BariTHoCTi abo rogyBaHHs
rpyaat”, "3aartHicTb
BN/IMBATY Ha LIBUAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCNopToM abo
HLWMMKW MexaHi3mamu,
"Cnoci6 3acTocyBaHHs Ta
nosu", MNepepno3yBaHHA,
"Mo6iyHI peakuii" BiANOBILHO
0 iHchopmawi
pedhepeHTHOro Nikapcbkoro
3aco6y (Cymbalta® 60 mg
hard gastro-resistant
capsules marketed).
MepiognyHICTb NofAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku, BignoBigHO
o Mopsagky 34iicHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
300poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi rocTuuii
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (y pepaku,i
Haka3y MiHicTepcTBa
OXOPOHW 30P0B'A YKpaiHn
Bif, 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3rigHO
3i CTPOKaMM, 3a3HaYeHUMKN y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

11.

ETALMA

cnpeii HazasbHUiA,
[,030BaHniA, cycneHsis,
50 mkr/go3ano 18 r
(140 po3) y chnakoHi,
no 1 dnakoHy B

YOPA[,
MEOMLIVH
OPTA/IBMIKC
INAUYNAPI
ATA. LTI,

TypeyunHa

YOPNL MEAVLMH

I/IAY CAH. BE
TIDK. A.LL.

TypeyunHa

MepepeecTpauis Ha
HeoOMeXeHWn TepPMiH.
OHOB/EHO iH(hopmaLito B
IHCTPYKUii Ana MeguyHoro
3aCcTOCyBaHHSA NiKapcbkoro

3a
peyenmom

He
nidnsieae

UA/16256/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Howmep
peecmpayiliHo2o
nocsio4eHHs1

KapTOHHI KopooLi

3acoby y po3ginax:
"®apMaKkonorivHi
BnacTueocTi", "MokasaHHs",
"MpoTunokasaHHA",
"OcobnnBOCTI
3acTocyBaHHS",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaat”,"Cnocié
3acTocyBaHHsa Ta gos3un”,
"Oitn", "MepenosysaHHA",
"Mo6iuHi peakwji" BigNoBigHO
[0 iHdopmaui woao
MeAMYHOro 3acToCyBaHHSA
pedrepeHTHOrO /liKkapCbKoro
3acoby (HA3OHEKC, cnpeii
HasasbHWiA, f030BaHuWii 50
MKr/[03y).
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BITY 3 6e3neku, BignoBigHO
80 MNopsaaky 34iACHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHsa 2007 poky
3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[,0POB's YKpaiHu
Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMmn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3
6e3neku.

12.

IBYNMPO®EH

Kancynu, no 200 wr,
no 10 kancyny
6nictepi, no 1 a6o 2
6nictepu y kopobui 3
KapToHYy

ToBapucTso 3
obmexeHoto
BiANOBIAA/bHI
CTIO
"PapmavuesTu
yHa dhipma
"BepTtekc"”

YKpaiHa

ToBapucTBO 3
06MEXEHO

BiANOBIAALHICTIO

"®GapmaueBTnyHa

thipma "BepTekc",

Ykpaina
(BMpPOGHMLTBO 3
npoaykuii in bulk

ToBapucTsa 3

YKpaiHa

MepepeecTpauin Ha 5 pokiB

OHoBeHo iHdhopmaLiiio B
IHCTPYKUT ANA MeguyHoro
3aCTOCYBaHHsI NiKapCbKoro
3acoby y po3gaini
"Moka3saHHA" (pegaryBaHHs),
a TakoX y posginax
"dapMaKkosioriyHi

6e3
peyenma

nionsieae

UA/16147/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Howmep
peecmpayiliHo2o
nocsio4eHHs1

obMexeHo
BiANOBIAA/ILHICTIO
«dapmaLeBTuyHa
KOMMaHis
«300p0B’A»,
YkpaiHa)

BfacTneocTi”,
"MMpoTunokasaHHa",
"B3aemogis 3 iHWyMm
nikapcbknMn 3acobamu Ta
iHLWi BMAY B3aemogiit",
"Oco6mBoCTi
3acTocyBaHHsA",
"3acTocyBaHHA y nepiog
BariTHoCTi abo rogyBaHHs
rpyaat”, "3aartHicTb
BN/IMBATY Ha LIBUAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCNopToM abo
HLWMMK MeXaHi3mamn®,
"Cnoci6 3acTocyBaHHs Ta
posn", "Mepeno3yBaHHA",
"Mo6iyHI peakuii" BiANOBILHO
0 iHchopmawi
pedhepeHTHOro Nikapcbkoro
3acoby HYPO®EH®,
HYPO®EH® ®OPTE .
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BITY 3 6e3neku, BignoBigHO
80 MNopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHsa 2007 poky
3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa
OXOPOHW 3[,0POB's YKpaiHu
Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaveHMmn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku

13.

IBYNMPO®EH

Kancynu no 400 mr, no
10 kancyn y 6nictepi,
no 1 a6o 2 6nictepu y
KOpo6Li 3 KApTOHY

ToBapucTso 3
obmexeHo
BignoBigasbHi
CTto
"®apmaueBTu
yHa hipma
"Beptekc"

Ykpaina

ToBapucTBO 3
06MEXeHOI0
Bi4NOBIAANILHICTIO
"PapmaueBTuyHa
thipma "BepTekc”,
YkpaiHa
(BMPOGHMLTBO 3

Ykpaina

MepepeecTpauin Ha 5 pokis
OHOB/EHO iH(hopmaLito B
IHCTPYKUii Ana MeguyHoro
3acToCyBaHHSA Nikapcbkoro

3acoby y po3gini

"Moka3saHHsA" (pegaryBaHHs),

a TakoX y posginax

6e3
peyenma

nidnsieae

UA/16147/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka cpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Howmep
peecmpayiliHo2o
nocsio4eHHs1

npoaykuii in bulk
TosapucTsa 3
obmexeHor
BigNoBiAa/IbHICTIO
«®dapmaLeBTUYHa
KOMMaHis
«300pOoB'A»,
YkpaiHa)

"®apmakonorivHi
BnacTMBOCT",
"MpoTunokasaHHA",
"B3aemogis 3 iHWMmn
nikapcbknMmn 3acobamu Ta
iHLWi BMAW B3aemogiin",
"OcobnuBocTi
3acTocyBaHHs",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHictb
BMAVMBaTV Ha LUBMAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCNOpTOM abo
iHWMK MexaHi3mamn”,
"Cnoci6 3acTocyBaHHA Ta
nosn", "MepenosysaHHA",
"Mo6iuHi peakwji" BigNoBigHO
00 iHchopmawi
pedyepeHTHOro /iKkapcbKoro
3acoby HYPO®EH®,
HYPO®EH® ®OPTE .
MepiognyHICTb NofAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku, BignoBigHO
o Mopsagky 34iicHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
300poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi rocTuuii
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (y pepaku,i
Haka3y MiHicTepcTBa
OXOPOHW 30P0B'A YKpaiHn
Bif, 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3rigHO
3i CTPOKaMM, 3a3HaYeHUMKN y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku

14.

NEBO®ONIK

PO34UH ANS iH EKL
a60o iHdysiid, 50 mr/mn,
nolmn,4mn,9mny
chnakoHi, no 1 abo 5
hNakoHIB 3 PO34YMHOM

Y KQPTOHHIli ynakoBLii

Mepak
lesenbliadpT
dhrop KniHiwe
Lneuianbnpe
napate M6X

HimeyunHa

BTOPUHHE
nakyBaHHs1,
MapKyBaHHS,
KOHTPO/Ib Ta BUMYyCK
cepiii: Megak
e3enbadT drop

HimeuunHa

MepepeecTpauis Ha
HeoBMEeXeHW TepPMiH.
OHoBeHo iHdhopmaLiiio B
IHCTPYKUT ANA MeguyHoro
3aCTOCYBaHHsI NiKapCbKoro
3acoby B po3gisiax

3a
peyenmom

He
nionsieae

UA/16366/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsBi0O4Y€eHHs
KiHiWe "MpoTrnoka3aHHs",
Lneuiansnpenapar "B3aemopis 3 iHWKMK
e M6X, Himeuunna; nikapcbkMmn 3acobamu Ta
BMPOGHMLTBO iHWIi BUAW B3aemMogijin”,
roToBOro "OcobnnBOCTI
NiKapcbKoro 3acooby, 3acTocyBaHHSA",
nepBuHHe "3acTocyBaHHs y nepiog
nakyBaHHs, BariTHOCTi abo rogyBaHHs
MapKyBaHHs Ta rpyaato”, "Cnocié
BTOPVHHE 3acTocyBaHHA Ta [o3K",
nakyBaHHs, "Mo6iyHI peakuii" BiANOBILHO
KOHTPO/1b 0 iHchopmawi
BMNpPO6YBaHHSA cepii: pedhepeHTHOro Nikapcbkoro
3irdopig MamensH 3acoby (Isovorin 10 mg/ml,
v6X, HimeyunHa solution for injection)
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BITY 3 6e3neku, BignoBigHO
80 MNopsaaky 34iRCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHsa 2007 poky
3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa
OXOPOHW 3[,0POB'sA YKpaiHu
Bif 26 BepecHsi 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMmn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku
15. MIKCTYPA NOPOLLOK A5 TOB YkpaiHa MpAT "Bionik" Ykpaina MepepeecTpavis Ha 6e3 He UA/16239/01/01
ANTAYA BIA OpaJsIbHOT cycneHsit, "YKpaiHCcbKa HeoOMeXeHWn TepMiH. peyenma niossieae
KALUIHO no 19,55 r y gonakoHi; thapmaueBTny BHeceHO OHOBNEHY
no 1 cpnakoHy 3 Ha KoMnaHis"

MOPOLLKOM Y nauuj 3
KapToHy

iHhopmaLito B IHCTPYKLtO
4N MenvHOro
3aCTOCYBaHHSA NiKapcbKoro
3acoby A0 posainis
"B3aemMogis 3 iHW1MN
nikapcbknmy 3acobamu Ta
iHLWi BMAW B3aeMogiin",
"Cnocib 3acTocyBaHHA Ta
0031n" (YTOUHEHHS),

BiANOBIAHO 10 OHOBAEHOT




Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY

3asaBHUK

Kpaina

17

Bupo6Huk

(nikapcbka cpopma,
ynakoska)

3asiBHUKa

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu

Peknavys
Bionycky

aHHA

Howmep
peecmpayiliHo2o

16.

NPErA4ON

Kancynu no 75 mr, no
10 kancyn y 6nictepi,

My6niyHe

YKpaiHa

My6niyHe

YKpaiHa

3i CTpOKamMu, 3a3HaveHMmn y

iHchbopmawii 3 6esnekn
Lit04nX PeyoBUH NiKapcbKoro
3acoby.
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BITY 3 6e3neku, BignoBigHO
80 MNopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHsa 2007 poky
3a Ne 73/13340 (y pegaku,i
Haka3y MiHicTepcTBa
OXOPOHW 3[,0POB'sA YKpaiHu
Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO

nepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3
6esneku.

nocsio4YeHHs

no 3 abo 6 6nicTtepis y
navyi

akuioHepHe
TOBapUCTBO
"HaykoBo-
BMPOGHUYNIA
LeHTp
"BopLuariscbk
unii ximiko-
thapmaueBTUy
HWiA 3aBoa”

akuioHepHe
TOBapUCTBO
"HaykoBo-
BUPOBHNYMIA LIEHTP
"BopLuariscbkuii
Ximiko-
hapmaueBTUYHNIA
3aBof”

"Mo6iyHi peakwji" BigNoBigHO

pedyepeHTHOrO /likapCbKoro
3acoby (Jlipuka, kancynm no
50 mr, no 300 mr; kancynu

perynsipHO OHOB/IOBAHOIO
3BITY 3 6e3neku, BignoBigHO
[0 Mopagky 3ailicHEHHs

MepepeecTpauis Ha
HE0BMEeXeHW TepPMiH.
OHoBeHo iHdhopmaLiiio B
IHCTPYKUT ANA MeguyHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby y posginax
"Oco6nnBoCTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocié
3acTocyBaHHs Ta go3n",

00 iHdhopmaLit

no 75 mr, no 150 wmr).
MepioAnyHICTb NogaHHA

thapmakoHarnsgy,

3aTBEPPKEHOTO HAKa30M

3a He
peyenmom nionsieae

UA/16387/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa

Peknavys Howmep
BUPOGHUKa
ynakoska)

Bionycky aHHs peecmpayiliHo2o
nocsio4eHHs1

MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHsa 2007 poky
3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa
OXOPOHW 3[,0POB's YKpaiHu
Bif 26 BepecHst 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaveHMmn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3
6e3neku.
YKpaiHa MepepeecTpavis Ha 3a He
HeoBMEeXeHW TepPMiH. peyenmom nionsieae
OHoBeHo iHdhopmaLiiio B
IHCTPYKUT ANA MeguyHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby y posginax
"OcobnuBocTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocié
3acTocyBaHHs Ta go3n",
"Mo6iyHi peakwji" BigNoBigHO
00 iHdhopmaLit
pedyepeHTHOrO /likapCbKoro
3acoby (Jlipuka, kancynm no
50 mr, no 300 mr; kancynu
no 75 wr, no 150 mr).
MepioAnyHICTb NogaHHA
perynspHo OHOB/IHOBAHOrO
3BITY 3 6e3neku, BignoBigHO
no Mopsagky 34iiCHEeHH:
hapmakoHarnsgy,
3aTBEPKEHOr0 HaKasom
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHsa 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 3[10POB's YKpaiHu

17. NPErALON Kancynu no 150 wmr, no My6niyHe Ykpaina My6niyHe
10 kancyn y 6nictepi, akuioHepHe akuioHepHe
no 3 abo 6 6nicTtepis y TOBapUCTBO TOBapUCTBO
nauui "HaykoBo- "HaykoBo-
BMPOGHUYNIA BMPOGHNYMNIA LLEHTP
LeHTp "BopLyariscbkuii
"BopLuariscbk XiMiKO-
niA XiMiKo- hapmaueBTUYHNIA
thapmaueBTUy 3aBog"
HWiA 3aBoa”

UA/16387/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsBi0O4Y€eHHs

Bif 26 BepecHsi 2016 poky

Ne 996), cTaHOBUTb: 3riAHO

3i CTpOKamMu, 3a3HaveHMmn y
nepiogMYHOCTI NoAaHHSA

perynspHux 3BiTiB 3
6e3neku.
18. NPErALON Kancynu no 300 mr no My6niyHe Ykpaina My6niyHe Ykpaina MepepeecTpavis Ha 3a He UA/16387/01/03
10 kancyn y 6nictepi, akuioHepHe akuioHepHe HE0BMEeXeHW TepPMiH. peyenmom nionsieae
no 3 6nictepu B nayuj TOBapuCTBO TOBapuCTBO OHoBeHo iHdhopmaLiiio B
"HaykoBo- "HaykoBo- IHCTPYKUT ANA MeguyHoro
BUPOGHNYNIA BUPOBHNYUIA LIEeHTP 3aCTOCYyBaHHSA NiKapcbKoro
LeHTp "BopLuariscbkuii 3acoby y posginax
"BopLuariscbk XiMiKO- "Oco6nnBOCTi
niA XiMiKo- hapmaueBTUYHNIA 3acToCcyBaHHsA",
thapmaueBTUy 3aBog"
HWiA 3aBoa”

"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocié
3acTocyBaHHs Ta go3n",
"Mo6iuHi peakwji" BigNoBigHO
00 iHdhopmaLit
pedyepeHTHOrO /liKapCbKoro
3acoby (Jlipuka, kancynm no
50 mr, no 300 mr; kancynu
no 75 wr, no 150 mr).
MepioAnyHICTb NogaHHA
perynspHo OHOB/IHOBAHOrO
3BITY 3 6e3neku, BignoBigHO
no Mopsagky 34iiCHEeHH:
hapmakoHarnsgy,
3aTBEPKEHOr0 HaKasom
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHsa 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 3[,0POB'sA YKpaiHu
Bif, 26 BepecHA 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMmn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.
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B.o. I'enepanbHOro gupexkropa Jlupekropary
(hapManeBTHYHOr 0 3a0e3meyeHHs IBan 3A/IBOPHUX



MEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIONOINYHUX NPEMNAPATIB), LLOAO AKX BYNU BHECEHI 3MIHU 4O

Aopatok 3

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

MaTepianie»

BiA 20 yepBHA 2022 poky Ne 1053

PEECTPALIAHUX MATEPIANIB, AKI BHOCATLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne
n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHuUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayitiHo2o
nocsi0YeHHs1

ABOOAPT

Kancynu m'aki

xenartuHosi no 0,5 mr;

no 10 kancyny
6nicTepi; no 3 abo no
9 6nicTepis B
KapTOHHI KopoobLi

nakcoCmiTKn
AH EkcnopT
Nimiten

Benuka
BpuTaHis

"nakcoCmiTKnsiiH
®apmacbioTukans C.A.

MonbLa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHKM | TUnNy - 3MiHK 3 skocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BVKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
nonomikHoi peyosuHu (ME-cepTudpikat
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei agns
Adl/BuxigHoro matepiany/peareHTy/npomixxHoro
npoAayKTy abo AONOMDKHOT pevyoBUHN) -
OHoBeHW cepTudiikaT Bif BXe 3aTBEpPAKEHOr0
BMPO6HUKa. MNogaHHA oHoBneHoro CepTudikaTy
BiAnoBiaHOCTI EBponelickkiin hapmakonei R1-CEP
2000-344-Rev 03 (nonepepgHs Bepcis R1-CEP
2000-344-Rev 02) Bif BXe 3aTBEPAKEHOTO
Bupo6Huka NITTA GELATIN INDIA LTD, IHgia ans
LOMOMDKHOT PeUYOBMHM XenaTuH 30KpeMa: 3MiHu B
appeci BnacHvka CEP NITTA GELATIN INDIA
LTD; B agpeci BUpO6HMYOI AinbHuLi NITTA
GELATIN INDIA LTD B micTi Cochin B wrari
Kerala; fogaBaHHsA HOBOI BUPOGHUYOI AiNbHUL
NITTA GELATIN INDIA LTD B micTi Jhagadia B
wrati Gujarat.

3a
peyenmom

UA/1599/01/01

ALXoBI™

PO34UH A5 iH'EKLLN,
225 mr/1,5 mn; no 1,5
MJT PO3UUHY Y
nonepeaHbLO

TOB "TeBa
YkpaiHa"

YKpaiHa

BUPOBGHULTBO MiKAPCHKOTO

3acoby, nepBuHHe
nakyBaHHs1, BTOPUHHe

nakyBaHHs, KOHTPO/1b SKOCTI

HimeyunHa/
YropuuHa/
HigepnaHgn

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHn | TMRY - 3MiHK 3 AKocTi. APl KoHTposb AdI.
3MiHa y meTogax BunpobyBaHHss APl abo
BUXIiAHOro marepiasy/npomixxHoro

3a
peuyenmom

UA/18633/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

HarnoBHEHOMY LINpULY;
no 1 a6o 3 wnpuuu B
KapTOHHIlA KOpO6L

nikapcbKoro 3acoby:
Bettep ®apma-depTiryHr
'm6X Ta Ko. KM, HimeyunHa;
KOHTPO/Ib SKOCTi NiKapCbKOro
3acoby: BeTTtep dapma-
®eptiryHr F'm6X Ta Ko. K,
HimeyunHa; KOHTPO/Ib AKOCTI
nikapcbkoro 3acoby: Bettep
Papma-PepTiryHr FTM6X Ta
Ko. KT, HimeyuunHa;
KOHTPO/Ib AKOCTI NiKapCbKoro
3acoby (nmwe cuna 3cyBy Ta
cuna KoB3aHHs nicns
BTOPWHHOTO
nakyBaHHs):BeTTep ®apma-
®eptiryHr F'm6X Ta Ko. KT,
HimeuyuunHa; KOHTPO/b AKOCTI
nikapcbKoro 3acoby
(BNpobyBaHHsA KNITUHHOT
aKTUBHOCTI /liKapCbKOro
3acoby): AT
dapmMaLeBTUYHUIA 3aBO[,
TEBA, YropwuHa; KOHTpOo/b
AKOCTI NiKapcbkoro 3acoby
(yinicHicTb cuctemu
KOHTelHep/3aKynopoBasibHN
11 3aci6 nicnsi BTOPUHHOIO
nakyBaHHs): BaiiTxays
AHaniTikan Jlaboparopis,
NNC, CWA; BTOpUHHE
nakyBaHHs: Mepkne M'mbX,
HimeuunHa; BTOpMHHE
nakyBaHHs: TpaHcapm
NoricTik TM6X, HimeuunHa;
[,03BiN Ha BUMNYCK cepii:
Mepkne Mv6X, HimeuunHa;
[03BIiNT Ha BUNYCK cepii:
Tea PapmacboTUKanN3
HOepon B.B., HigepnaHgu

NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BUpo6HuuTBa AP (iHWi 3MiHM y MeToaax
BMNPOOGYBaHHSA (BK/IHOYaoun 3amiHy abo
[0MnoBHEHH:A) A®| abo BUXiZHOro/NPOMIDKHOTO
npoaykTy) 3MiHM y MeTogi BUnpobyBaHHs Ad| 3a
NoKasHWKOM "BusHaveHHs 3anuiukosoi JHK" -
BBefleHHs 10-kpaTHOro po3BefeHHs 3paska. B
pamMkax Ui€l 3MiHW BKNHOYEHI HACTYMHi
BUMNpaB/eHHs/pefakLiiiHi 3MiHW [0 pO3AiniB JOCHE,
L0 MaKTb BiAHOLEHHS A0 NOAAHOT 3MiHU: PO34in
3.2.S.4.2 residual DNA: - y 3aronosky ghopmynu
[ON19 po3paxyHKy 3a/MLWKOBOI KinibkocTi AHK B
3paskax hpemaHe3ymaba NOMWUIKOBO BKa3aHO
"final DNA quatity" 3amicTb "residual DNA
quantity". OgHak 3HaueHHs abpesiatypu G ans
pe3ynbTaTy Yy BiANOBiAHil dhopmMyni Bxe 6yno
npasu/bHO BKa3aHo Sk "residual CHO DNA level in
fremanezumab samples" y LOKYMEHTI, siKWii €
4aCTVHOK 3aTBEPLKEHOTO AOCLE. - Byna
BUMaKOBO NponyLleHa 3rajka npo 3pa3ok
HeraTnsHoro koHTponto (NEG) B chopmyntoBaHHi 4-
ro KpUTepis NpuaaTHocTi B nigpogini 1.2, nopsag 3
KOHTposiem 6e3 wabnoHy (NTC). OgHak 3pa3ok
HeraTMBHOrO KOHTPOJSIIO, SIK TaKWii, BXe OyB
3a3HayeHnin B OKYMEHTI, KN € YaCTUHO
3aTBEPAKEHOrO AOCLE i CYXMB A/15 KOHTPOJIIO
npuaaTHOCTI CUCTEMU 3 MOMEHTY NepLuoi
Baligavii metoay nifg Yac po3pobku. po3ain
3.2.S.4.23 residual DNA: - WiCTb PiBHIB KiJIbKOCTI,
AKi BUKOPUCTOBYIOTHCS /15 OLiHKM NiHIAHOCTI,
Tenep BMPaXalTbCs B Nr/peakuis, a He nr/m.
[iana3oH Ta piBHI OKpeMux po3BeneHb
3a/IMLLIAITHECSA HE3MIHHMMU 3 TOUKW 30pYy
(haKTUYHOT KiNIbKOCTI, BifpPI3HAETbCA Nne
BUpPaXEHHA OAVHULb BUMIpIOBaHHSA BiANOBIAHO A0
no3HaueHb Yy 3BiTi PO NOBTOPHY Banigauito. -
pe3ynbTaTtu, oTpumaHi ans % RSD 3 3
NOBTOPHOCTEN AJ151 KOXHOTO 3 3 PiBHIB Ki/IbKOCTI,
LLIO BUKOPUCTOBYIOTLCA A5 OLUiHKM LOQ, nogaHo
3apas y pagky tabnuui ana LOQ, 3amicTb TOro,
106 6yTV 3a3HaYeHUM Yy psaKy ans Precision
(noBTOpIOBaHICTL). BignoBigHO, ocTaHHili Tenep
BK/IIOHAE NMLLE pe3ynbTatu, oTpumaHi 3a % RSD
3a 6 NOBTOPIB A/151 OAHOTO PiBHSA KiSIbKOCTi B KOXHIlA
nabopartopiii, i Tekc 6yB BigNOBIAHO
nepernsaHyTvin. OfiHaK caMa OLiHKa 3aNLWAaETbCs
He3MiHHO. 3MiHu | TUny - 3MiHK 3 AKocTi. API.
KoHTposib A®I. 3miHa y meTofax BUNpobyBaHHs
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

A®| abo BMXigHOrO MaTepiany/npoMiXXHOTO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci Bupo6HuLTBa APl (HE3HaUHI 3MiHN Y

3aTBEpPKEHNX MeToAax BUNpobyBaHHSA) HesHauHi
3MiHM y MeTogji BUNpobyBaHHA AD|
"HeogHOPIAHOCTI 3apsify METOLOM AUHAMIYHOTO
KaninspHoro i3oenekTpodokycyBaHHs (aKIED)" Y
pamMkax 3asB/1eHol 3MiHM 3asBHUK TakoX XOTiB 6U
CKOpPUCTaTUCS MOX/IUBICTIO BK/IOUUTN HACTYMHI
BuMNpasneHHs fo Posginy 3.2.5.4.2
HeopHopigHicTb 3apsay (akIE®): Apykapcbkuii
nomMmuska 6yna nomiyeHa y [ipyromy yaci,
3a3HaveHomy B Tabnuui 1 B pagky «MeTog,
PO34iNeHHsA» B AOKYMEHTI, KU € YaCTUHOLO
3aTBEPAKEHOrO B AaHNli yac fOCkbe. 3aMiCTb «7
XBU/IMH» Ma€e ByTN 3a3HAYEHO «6 XBUSINH».
3asaBHMK NPOCUTL BUGAYEHHS 3a ApYyKapCbky
noMusIKy y NepBiCHO NOAAHOMY PO34ifi JOCkE Ta
niATBEPAXYE, WO B peasbHiil npoueaypi
BUNPOBYBaHHSA He Bif6ynocs XoAHWUX 3MiH, L0 He
onuncaHi B 3asiB/EHI 3MiHi.
3MiHn | TURY - 3MiHM 3 SKOCTi. [OTOBWIA NikapCbkni
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPOGYyBaHHS rOTOBOro
nikapcbKoro 3acoby (HesHayHa 3MiHa y
3aTBEPAKEHNX METOAAxX BUNPo6yBaHHA) He3HauHi
3MiHW Y MeTogi BUNpobyBaHHSA roTOBOro
nikapcbKkoro 3acoby "HeogHopigHocTi 3apsagy
MeTOAO0M AUHAMIYHOTO KanifsapHoOro
i30enekTpohokycyBaHHs (aKIED)"
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbkni
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax 36epiraHHs FOTOBOro
nikapcbkoro 3acoby (3mMiHa y 3aTBep)KEHOMY
NpOoTOKONi CTabiNbHOCTI) 3MiHM y 3aTBEPKEHOMY
NpoTOKOAi CTabiNIbHOCTI LLOA0 BUBYEHHS
TemnepartypHVX BifXWeHb A8 FOTOBOro
nikapcbKoro 3acoby (fofaBaHHs e OAHIET TOUKK
JocnipkeHHs - 36 mMicauis). 3miHu | Tuny - 3miHn 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHULI BUPOGHMLTBA 4151 YACTUHM abo BCbOro
BMPOGHNYOro NpoLecy rotToBoro Nikapcbkoro
3aco06y (iHWi 3MiHK) JofaHHA AinbHULI ANs
cTepunisauii wnpuuis: Steril Verona S.r.l., Via del
Lavoro 25, 37060 Trevenzuolo, Verona, Italy.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpo/1b roTOBOrO NikapCbKoro 3acoby.




24
Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHW y MeTogax
BMNPOGYBaHb (BK/IOYaOUM 3amiHy abo

[IONOBHEHHS)) [lofaHHs aflbTepPHATUBHOTO METOAY

"KiHeTnuHuii TypbiaumeTpuyHuiA meTos" ans
BMNPOBYBaHHA roTOBOro NiKapCbKOro 3acoby 3a
nokasHukoM "BakTepiasibHi €eHOO0TOKCUHMN".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHS. 3MiHM | TMNY - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akKynoproBasibHWiA 3aci6. 3miHa y
MeToAax BUNpobyBaHHSA NEPBUHHOI yNakoBKn
rOTOBOrO J1iKapCbkoro 3acoby (He3HauHi 3MiHU y
3aTBEpXEHNX MeToax BUNpobyBaHb) He3HauHi
3MiHW y MeToAj BUNPOGYyBaHHSA NePBUHHOT
yMakoBKM FOTOBOTO NiKapCbKOro 3acoby (3miHa
onuncy NpoBefieHHA BUNPO6YBaHHA Ha BU3HAYEHHS
Pi3NYHMX PO3MIPIB KOMMNOHEHTY YNaKOBKM).
PepakuiiHi 3miHM: 3aBHUK X04e cKopucTaTucs
MOXJTUBICTIO | BK/IOUNTYM AesKi pefakuiiHi 3MiHun
[0 KiNbKoxX po3ignis Aocbe. OKpiM AyXe HE3HAYHUX
pefakuifiHux Bunpas/ieHb (KOCMETUYHi
KOPEKTUBM), peLuta peaakuiiHix 3MiH HaBeAeHi
HUX4e, a TaKoX nokasaHi Ta NPOKOMEHTOBaHI B
TabnuLi NponoHoBaHa/3aTBepAKeHa peaakuis.
Monpasku Ta BUNpPaBneHHAlY Aesknx Tabnuusax y
po3ainax focke, SIK onMcaHo/nokasaHo y Tabauui 3
Ait040I0/NPONOHOBAHOI0 pefakLieto — 3po61eHo
BMCHOBOK MPO BiACYTHICTb BNAVBY * BunpasnieHHs
TeKcTy/dhopmy oBaHHSA B KiflbKOX po3fiiax [OCbE,
5K ormcaHo/nokasaHo y Tabnuu;j 3
[ito4or0/NponoHoBaHoo pefakLieto. « Po3ginu
3.2.P.2.2 12 2.3.P.2, Tabnuus 1: flogasaHHs
Ha3BuW BNPOOHUKa /13, WO BUKOPUCTOBYETLCA B
nonepeaHix po3pobkax, i3 3a3Ha4eHHAM HOBOT
Ha3Bu "Ajinomoto Bio-Pharma Services" pa3om i3
KOMULWHBLOIO Ha3Bot "Ajinomoto Althea"s meToro
3a3HayeHHs HOBOI Ha3BW. * Po3gain
3.2.P.2.2.1.3.4.1: OHOB/EHHSA Ki/IbKOCTi HasIBHUX
[OaHyX Npo cTabifibHICTb ANA iMiTauiiiHoro
[OCNIMKEHHS TpPaHCNOoPTYBaHHA 6e3 3MiHn
BWCHOBKY * Po3gin 3.2.P.2.4.5.1.4: OHOBNEHHSA
[aHVX Npo CTabifbHICTb, L0 A0AATKOBO

[opasaHHA paHilwe BigCYTHbLOT 3rafkv npo

nigTBEPAXYE, O NPOAYKT Bignosigae 3asaBneHum
Bumoram * Po3ginun 3.2.P.5.2, 3.2.P.5.3 1a 2.3.P.5:

NnoKasHWK "30BHilLHil BUTNAA - BUAMMI TBEpPAi
YaCTUHKKN" [0 TEKCTY Haj Tabnuueto (napameTtp
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BXE BK/IIOUEHW [0 Tabnuui y 3aTBepmKeHnx

posginax Aocbe, oro NPocTo BUNaAKoBO 3abynn
3ragatun y TekcTi) « Po3gin 3.2.P.7: He3HauHa
pejakuiiHe BUNpaBeHHs MO3HaYeHHs agpecu
ONA caiTy, WO BUKOPUCTOBYETLCA A1
cTepwnisauii nayHmxepHUX npobok, 6e3 3MiHun
agpecw sik Takoi. « Po3ginn 3.2.P.8.1, 3.2.P.8.3 Ta
2.3.P.8: MNepernsg TekcTy, Tabnuub Ta pUCYHKIB
0N BKNHOYEHHS iHdopmMaLii/gaHunx, ki yxe ctanm
OOCTYMHI 415 OCTaHHIX nepioAis cTabinbHOCTI,
BK/1H0YAI0UYN OHOBEHHSA NiApOo34iny -po3ain
BMBYEHHS TEMMNEPATYPHUX BiAXW/IEHb; TakUM
YMHOM 3aBEPLLYIOTLCSA AOCAIMKEHHS CTabiNbHOCTI
NepBUHHMX NapTiil cTabiNbHOCTI; Y 3B'A3KY 3 LM
BUAAIAETLCA NOMNEpPeHi YacTWHY, WO CTOCYTbCA
ekcTpanonAuii, Ta BUAANAITLCA NoCcUIaHb Ha
niaTpYMytoYi NapTii cTabiNbHOCTI y AesKNX
BMNagkax (K onucaHo / nokasaHo y tabnauui 3
Ail040I0/NpONoOHOBAaHO pefakuieto) « Po3gin
3.2.P.8.1.7.2.3: Micnsa TOro, sk cTano AOCTYNHO
GiNbLUue faHuX, BUTyHYEHO OKpeMUiA onmc
TeHAEeHLin A8 NepBUHHNX Cepili cTabinbHOCTI Ta
niATPYMYHOUNX PO3POBKOBUX Cepili BiANOBIAHO A0
TOrO, SK Lie BUAHO 3 HagaHux rpadikis, Ha AKX
BWAHO, L0 HEMAE YiTKOI MPSAMOI 3a/1eXHOCTI;
Po3gain 2.3.P.8: BuganeHHs getaneii, wono
nepeniky BunpobyBaHb sKi 6yAyTb BUKOHYBaTUCA
[O7151 KOXKHOTO BMNPOOYBaHHS, 3a/MLIMBLUM Ui AaHi y
Mogyni 3. « 3arasnibHe hopmaTyBaHHS NocunaHb
Ha 30BHILLHI po34inu: - Agantauis fesknX
30BHILLHIX NOCUaHb Ha PO34inu, Wob BOHN He
6ynu cneundpivHMn ans Vetter - Ana Mogyns 2.3
Ta Po3giny 3.2.P.8.1: Nepernsag nocunaHb Ha
30BHILLHI po3ginu, cneundivHi Ansa Vetter, wnsxom
nofaBaHHsa “-Vetter”. 3MiHu | TUNY - 3MiHW 3 AKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHU Yy BUPOGHULTBI
(iHwWi 3miHW) JopaBaHHS HOBMX aBTOK/aBIB, SKi
eKBiBa/IEHTi 3aTBEpAKEHUM aBTOKNaBam, Ans
cTepunisauii 06nagHaHHs, WO BUKOPUCTOBYETLCA
y NpoLieci BUPOGHMLTBA NiKapCbKOro 3acoby.
3MiHa 3asB1eHa 3 MeTO BKIIOYUTU 4Ba
nopatkosi asToknasmn (PAK 22 ta PAK 23) ans
cTepwnisauii 06n1agHaHHs, WO BUKOPUCTOBYETLCSA
y npoLeci BUpo6HMLTBA NiKapCbKoro 3acoby, siK
3a3Ha4veHo y Po3gini 3.2.P.3.5 ta Po3gini 3.2.A.1-
Vetter. PegakuiiiHi 3mMiHW: 3asBHUK Takox
CKOPUCTaBCS MOX/IUBICTIO BKIOUATY HACTYMHI
pejakLiiHi 3mibn B Posgin 3.2.P.3.5,
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npeacTaBneHnii B pamkax Liei 3miHu: MpumiTka
6yna gofaHa oo Tabnuub 25, 26, 27 Ta 32 woao
KPUTEPIt0 NPUIAHATHOCTI LWOAO LiNlICHOCTi 3aKpuUTTA
KOHTEHepIiB A1 NOCUIaHHS Ha KOMepLLHNI
KpUTepili NPUAHATHOCTI, 3a3HaYeHUiA y
3aTBepaAxeHomMy Po3gini 3.2.P.5.1. Lli oHoBNeHHS
TakoX NokKasaHo y Tabnuui
nponoHoBaHa/3aTBpe;pKeHa pefakuis. HacTynHi
OHOBJ/EHHSA BigHOCATLCA A0 Po3giny 3.2.A.1-
Vetter: Ha gogartok 4o BuLle3asHa4yeHoro,
3asBHUK XOTIB 61 CKOPUCTATUCA MOX/IUBICTIO
BHECTW HACTYMHi OHOBNEHHA Ao Po3ainy 3.2.A.1-
Vetter. Lli OHOBNEHHS HE BNAMBAOTb Ha iHLLI
po3gainu Mogyns 3, okpim Po3zginy 3.2.A.1. -
OHOBNEHUIA Nepenik iHWMX NPoAYKTIB, SKi
06p06ATLCA HA BUPOGHUUIN NMOTYXHOCTI RVS
BMpoOHUKa Nikapcbkux 3acobis Vetter: o
nepeniky iHWWX NPOAYKTIB, SKi BUPO6NATLCS Ha
BMPO6GHUUIN NOTYXHOCTI RVS BMpo6HUKa
nikapcbkux 3acobiB Vetter, sik 3a3HayeHo y Po3gini
3.2.A.1.1.4-Vetter, 6yna gofaHa HoBa Karteropis
NPoAyKTiB — «BakuyHW». Byna nposefeHa ouiHka
pU3MKiB BNPOBaXEHHA HOBOI KaTeropii NpoAyKTiB
B RVS Ta 3p0671eH0O BUCHOBOK, LLIO BM/IUB Ha
nikapcbknii 3aci6 dopemaHesymab He OuiKyeTbCS,
OCKiNbKN HEMAE pPU3NKY NepexpecHoro
3abpyAHEeHHs Yepes 3ax0y, Lo 3acoTOCYBYOTLCA
npu BUpO6HNLTBI. MNpoayKLis BUpo6nseTbes 3a
3anMToMm, Npy LibOMY fULLIE OAWNH NPOAYKT
BMPOBAAETLCS | MICTUTLCA Y BUPOOGHMUMX ab0
YMNCTMX NPUMILLEHHAX. Ha o6nagHaHHi He 6yae
BMPOGNATUCS BiNbLUe 0OAHOro NPOAYKTY
ofHouacHo. Lii oHoBneHHs, 3pobneHi y Po3gini
3.2.A.1.1.4- Vetter, TakoX NokasaHo y Tabnuui
nponoHoBaHa/3aTBpekKeHa pefakuis. - OHOBMEHI
PiBHI MOHITOPYHTY AN MiKpO6ioNoriyHoro
[OCNiIKEHHS MOBEPXOHb/PYKaBNYOK Ta pyK
nepcoHasty B NPUMILLLEHHAX knacy A Ha
BMPOGHWYIN finbHULI Vetter nikapcbkoro 3acoby:
Bumoru Ta Mmexi nocunTbLCs BignoBigHO 40
BKasiBok npoekty foaatky 1 GMP: BUpO6HULTBO
CTepUIbHUX NPOAYKTIB. ByAb nacka, 3BepHiTbCA
0o oHoBneHoro Po3giny 3.2.A.1-Vetter, Table 5. Lli
OHOBJIEHHS NOKa3aHo y Tabnuui
npornoHoBaHa/3aTBpelxeHa pefakuis. -
OHOB/IEHHA PIBHS CUTHaUTY TPUBOTU N1
MiKpOG6i0M10riYHOr0 MOHITOPUHTY MOBITPS B
npuMiLLeHHsAX knacy C Ha BUPOBHWYIl AinbHUL
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Vetter nikapcbKoro 3acoby: Mexa curHany
TPUBOTU 3HWXYETLCA 3 3MiHU | TUNY - 3MiHK 3
AKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BMNpOGyBaHb/nepiogy 36epiraHHA abo
ymoB 36epiraHHss A®I (3a BigCyTHOCTI Y
3aTBEPLKEHOMY [lOCbE cepTudikara BifnoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
NOBTOPHOrO BUNPOOYBaHHS) (3MiHa y
3aTBEPAKEHOMY NPOTOKOANI CTabiNIbHOCTI) 3MiHa Y
3aTBEPAKEHOMY NPOTOKONI CTabiNIbHOCTI
AdI(BMny4eHHa To4oK 48 Ta 60 micsuis ons
MPOMDKHWX Ta NPUCKOPEHUX YMOB AOCIIKEHHS
cTaibnbHOCTI). 3MiHN | TURY - 3MiHK 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUeHHs
TepMiHy NpuaaTHOCTI FOTOBOro NikapcbKoro
3aco6y) - 36inblUeHHs TEPMiIHY NpuaaTHOCTI
nikapcbKoro 3acoby 6ionoriYHoro/iMyHoOI0r4YHOro
NOXO/)KEHHS HA OCHOBI pe3ynbTartiB AOCNiLKEHb
cTabiNbHOCTI, NPOBEAEHNX BiANOBIAHO A0
3aTBEPKEHOr0 MPOTOKO/TY - 36iMbLLUEHHS TEPMIHY
nNpuAAaTHOCTI rOTBOrO NikapcbKoro 3acoby 3 24
MicsuiB A0 36 MicALiB 3a peKOMEHA0BaHNX YMOB
36epiraHHsA Big 2 °C go 8 °C. PefakuiiiHi 3miHW:
Kpim Toro, 3asiBHUK CKOpPMUCTaBCS MOX/IUBICTIO
BK/TIOUMTM Kiflbka peAakLifiHnX 3MiH [0 po3ginis
[0CbE, L0 OHOBJIIOITLCA Y paMKax L€l 3MiHW.
OkKpiM Ayxe He3HauYHWX pefakLiiHix BUnpasneHb
(KOCMEeTWYHI KOPEeKTMBM), peLuTa pefakLUiiHuX 3MiH
HaBefleHi HUXYe, a TakoX Nokas3aHi Ta
NPOKOMEHTOBaHi B TabumLi
npornoHoBaHa/3aTBepKeHa pefakuis. « MNonpaskn
Ta BUMpPaB/IeHHs TeKCTY/hopMy toBaHHs, SK
onvcaHo/nokasaHo y B Tabnuui
NponoHoBaHa/3aTBepAKeHA pefakLis. ¢
BunpasneHHs gpykapcbkux NOMWUIOK LLLOAO
BiHOCHOI BOMIOrOCTi ANS1 AOCNISKEHb NpU
Temnepartypi 30 °C (BunpasneHo Ha 65%
BiJHOCHOI Bos1OrocTi 3aMicTb 60% BiAHOCHOI
BOsiOrocTi). « Po3gin 3.2.P.8.3- Injection (PFS): sk
onucaHo/nokasaHo y B Tabnuui
NponoHOBaHa/3aTBepAKeHa pegakuis. - He
BMN/IMBAIOTb HA BUCHOBKW. 3MiHN BHECEHO B
IHCTPYKLi0 AN15 MeANYHOro 3acTOCyBaHHA Ta
KOPOTKY XapaKkTepuCTMKy NikapCbKoro 3acoby
LLOA0 TEPMIHY NpUAATHOCTI. BignosigHi 3mMiHW
BHECEHO Y TEKCT MapKyBaHHs yNakoBKu
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nikapcbKoro 3acoby. BBegeHHs 3MiH NpoTarom 6-
TW MiCALB Nicna 3aTBepMKEHHS. 3MiHK | Tuny -
3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpobHuLTBa
roTOBOrO /liKapCbKOro 3acoby, Bko4aum
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BVMPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLui
3MiHW) Buny4yeHHs 3ragku Npo TpuBanicTb
36epiraHHs Hepo3d)acoBaHOrO NPOAYKTY Y
nepBUHHOMY nakyBaHHi (6 micsuiB) 3 Po3giny
3.2.P.8.1-Injection (PFS), ik HenoTpi6HOI. 3MiHK |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roToBOro /ikapCbKoro 3acoby
(3MiHa B yMmoBax 36epiraHHs rOTOBOrO NikapCbKoro
3aco6y abo nicnsi PO34NHEHHA/BILHOBIEHHS)
3MmiHa TpMBaocTi 36epiraHHs NikapcbKoro 3acoby
no3a Mexamu XonoAubHUKa 3 24 roavH 40 7 AHIB
npu Temnepatypi Ao 30 °C. 3MiHU BHECEHO B
HCTPYKLU,0 4151 MeANYHOro 3aCTOCYBaHHA Ta
KOPOTKY XapaKTepuCcTuKy NikapCbKoro 3acoby
L1040 YMOB 36epiraHHs. BignosigHi 3MiHM BHeCeHO
y TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro
3acoby. BBefieHHA 3MiH NPOTAroM 6-TW MicsLiB
nicns 3aTBepMKeHHs. 3MiHu | Tuny - 3miHn 3
AKocTi. A®l. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPOGYBaHb/nepiogy 36epiraHHA abo
ymoB 36epiraHHs A®| (3a BigcyTHOCTI y
3aTBEpAXEHOMY [0Cbe cepTudpikata BigNoBiAHOCTI
€Bponelicbkiii hapmakonei, LWo BkIoyae nepiog,
NMOBTOPHOrO BMNPOOYBaHHS) (3MiHa y
3aTBepKeHOMY NPOTOKONI CTabiNbHOCTI) 3MiHa Y
3aTBEPKEHOMY NPOTOKONI CTabiNbHOCTI AN
NepBUHHOrO CTaHAapTy NnopiBHAHHA (PRS)
hpemaHeszymaba 3 fofaBaHHAM TOUKM 48 MicALiB.
PepadiiiHi 3miHu: Kpim Toro, 3asBHUK CKOpUCTaBcs
MOX/IUBICTIO BK/IIOUNTY Ki/bKa pefakuiiiHuX 3MiH
00 po3giny Aocbe 3.2.S.5, L0 OHOBJ/IETLCA B
pamkax uiei 3mMiHW. OKpiM AyXe He3HauYHNX
pefakuifiHux Bunpas/ieHb (KOCMETUYH
KOPEKTUBM), peLuta peaakuiiHix 3MiH HaBeAeHi
HUX4e, a TaKoX nokasaHi Ta NPOKOMEHTOBaHI B
TabnuLi NponoHoBaHa/3aTBepAKeHa peaakuis.
Migpo3gain 4.2: HesHauHwiA nepernag
hOpMY/IHOBaHHSA, BUTYYEHHS 3rafikn Mpo KinbKiCTb
HasiBHVX AaHNX NPO CTabifIbHICTb 3 TEKCTY, AK
nokasaHo B TabnuLj NPoNoHOBaHa/3aTBepAKEHA
pefakuisi. « Tabnuua 9: Mepernsg ANa BKAKYEHHS
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30-micsauHOro nepiofy 4acy BiAnoBiAHO A0
BUXiAHOT AOKYMEHTaLii; MOMEHT yacy 6yB
HEeHaBMWCHO NPONYLLEHWIA, | MaB ByTy 3a3Ha4YeHnM
y Tabnwuui 9 paHiwe « Tabnuus 10: MoHATTA «NS»
3amicTb «NT» A58 KOHUeHTpaL,ji 6inka B Touui 1, 3,
6 Ta 9 micAuiB 4/18 HAOYHOCTI, OCKiIbKM
BMNPOGYBaHHA He GyNo 3an1aHoBaHoO Ha Ui
MOMEHTU Yacy 3riiHO 3 NPOTOKONIOM Y Tabnuuj 9 «
OHOB/EHHS NPUMITOK Y TabunLj, Sk NokasaHo B
Tabu1uji NponoHoBaHa/3aTBepAKeHa pefakLis.
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BBEJEHHS A0AAaTKOBOI AifIbHULI BUPOBGHMLTBA A5
4yacTuHK abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO /iKapCbKoro 3acoby (iHLwi 3mMiHn) 3miHa
BHOCWTbCS 3 METOI0 BBEEHHA [0AaTKOBOI
OiNbHUL L0 BUKOPUCTOBYETLCA Y BUPOOHULTBI, &
came [inbHULA AN cTepunisauii npobok Sk
OCHOBHOIO KOMMOHEHTY ynakosku: West
Pharmaceutical Products Ireland, Ltd.,
Carrickpherish Road, Waterford, X91 R9V6
Ireland. 3miHu | TUNY - 3miHK 3 AKkoCTi. [OTOBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoveci BUpO6HULITBA FOTOBOTO NiKapCbKOro
3aco6y, BK/0YaKUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPO6HMLTBA) 3MiHA TPUBAJIOCTi 3a6e3neyeHHs
YMCTOro NPUMILLEHHS 3 24 TOAWH A0 48 roavH
NPOTArOM BUPOBHUYOTO LKIY - 3aMOBHEHHS
LINpuLiB Nikapcbknm 3acobom chpameHesymab y
CTepubHUX yMoBax. 3MiHu I Tuny - 3miHu 3
AKocTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX FTOTOBOrO
NiKapcbKoro 3aco6y (BUIyYEHHS NOKa3HWKa, iKWt
MOXe MaTu ICTOTHUIA BN/INB Ha SIKICTb FOTOBOTO
nikapcbKoro 3acoby) BunyyeHHs nokasHuka
"LlinicHiCTb cMCTEMM KOHTEHEep/3akKynoptoBasibHNI
3aci6" 3 cneyudikauii Ha BUNyCK roTOBOrO
nikapcbkoro 3acoby. Kpim Toro, 3asaBHuk
CKOPUCTaBCS MOX/IUBICTIO BK/THOUUTU KiflbKa
pefakuiiH1X 3MiH [0 PO34iNiB fOCHE, WO
OHOBJIIOKOTBLCA Y pamKax Liei 3MiHn. OkpimM ayxe
He3HaYyHMX pefakLUiliHuX BUNpaBieHb (KOCMETUYHI
KOPEKTUBW), peluTa peaakuiliHixX 3MiH HaBeAeHi
HWXYe, a TaKoX NnokasaHi Ta NPOKOMEHTOBaHI B
TabuLi NponoHoBaHa/3aTBepAKeHa peAakLis.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

Po3gin 3.2.P.2.3-Injection (nonepegHb0
3anoBHeHW Wwnpuy): - Tabnuua 30: JofaBaHHS
NPUMITKV 4151 NOCUIAaHHA Ha KOMEPLiiHI kpuTepil

npuiiHaTHocTi ansa LICK3. « Po3gin 3.2.P.2.5-
Injection (nonepeaHbLO 3aNOBHEHMIA LLINPULL): -
[opasaHo nocunaHHA Ha Po3gin 3.2.P.5.1 Ta
Po3gin 3.2.P.8.2 - MNepepo3nogin iHchopmadii (ue
TakoX CToCyeTbCs po3ainy 2.3.P.2- Injection
(nonepefHbLO 3anoBHEHW WNpKL) - CnewianbHNi
niapo34in A0AAHO A0 MOCWUIaHHS Ha 30BHILLHINA
po3ain Ans HaoyHocTi. » Po3gin 3.2.P.5.6-Injection
(nonepefHbLO 3anoBHEHWI Wnpuy) Ta Po3ain
2.3.P.5-Injection (nonepefHbO 3anoBHEHWI
wnpwvy): - BuganeHHsa cnosa «npornoHoBaHa» 3
TEPMIiHIiB «NpPOMNOHOBaHa KomepLjiiiHa
cneundikauisi», «MPONoOHOBaHi KpuTepii

NPUAHSATHOCTI/BUMOT > | «MPONOHOBaHWIA

KOMEPL,iHWUIA NikapCbKunii 3aci6», OCKiNbKK
nikapcbkuii 3aci6 yxe 3aTBepKeHuii. -
BunyyeHHs1 nonepeHix, He OCTaTOYHUX KpUTEpIiB
NPWIAHATHOCTI; | BIANOBIAHO HE3HAYHI
BUMpaBfieHHs B TekcTi * Po3ain 3.2.P.7-Injection
(nonepefHbO 3anoBHEHWI WNpuL): - flogaBaHHA
niaTBEPLKYBa/IbHOI 3a5BM WOA0 3a/IMLLKOBOrO
eTuIeHoKemay Ha wnpu, (Ha BuMory
perynaTopHUM OpraHoM OZHiEl 3 KpaiH nig vac
po3rnsay nepBuHHOI 3as8u) ¢ Po3gin 3.2.P.2.5-
Autoinjector Ta Po3gin 2.3.P.5- Autoinjector
(nonepefHLO 3anoBHEHa pyyka): - Mepernag,
onucy y BCTynHoMmy ab3adi BignosigHo fo Po3giny
3.2.P.5.1 - logaBaHHsa nocunaHb Ha Po3gin
3.2.P.5.1 Ta Po3gin 3.2.P.8.2 - MNMepepo3nogin
iHchopMmawii - OHOBNEHHS KinbkocTi cepili PPQ,
3a3HaveHux y Po3gini 4.2, 3 3 go 4 BignosigHo fo
HafaHoi BuLLe iHdopmauii « 3arasibHe
hopmaTyBaHHsA: MNocuaHHa Ha 30BHILLHI po34in
3achapb6oBaHi HopHUMK YXKoaHe 3 UyX pefakuiitHnx
OHOB/IEHb He BMMBa€e Ha hakTUYHUIA 3MICT JOChE,
nosa pamkamy 3asBneHoi 3MiHW. BBeeHH:A 3MiH
NpoTArom 6-Tu MICALIB MiCNA 3aTBEPMAKEHHS.

A3ATITIH®

Tabnetkn no 1 mr; no
10 TabneTok y
6nictepi; no 3
6nicTepy y KapTOHHIN
nauui

TOB "ACIHO
YKPAIHA"

Ykpaina

KOHTpPO/b cepii (dhi3nko-

XiMiYHWIA) Ta BUNYyCK cepii:

laneHikym Xenc, C.J1.,

IcnaHis; koHTponb cepii
(mikpobionoriyHwia

KOHTPO/b): €BPOIHC

Biodapma Mpogakt TecTiHr

IcnaHis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnYHOro
3acToCyBaHHA reHepu4HNx/ribpuaHmx/6ionoaibHnx
NiKapCbKnx 3acobiB Nic/ig BHECEHHS TiEl camoi

3a
peyerimom

UA/17013/01/01
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My KapTpuaxi; no 5
KapTpuaxis y 6nictepi,
no 1 6nictepy B nauui;
no 10 mn y donakoHi;
no 1 dpnakoHy B navui

Ykpaina

HallMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKA (BK/TKOYatoun,
3a HeobXiAHOCTI, MicLle NPOBeAEHHS KOHTPOJII0
SIKOCTi), abo Br1acHMKa macTtep-thainna Ha A®l, abo
noctavasibHuka Adl/BnxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
3aCTOCOBYHOTbCA Y BUPOO6HULTBI ADI (SKLLO
3a3HavYeHo y A0CbE Ha NiKapcbkuii 3acib) 3a
BifiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCLE) - Y 3B’A3KY 3
NPUAHATAM PILLEHHAM pagun AVPEKTopiB
BMpo6HMKa A®| bBiokoH Baitonomxuke IHais
NimiTes, 1HAiA, 3MiHEHO Ha3By BUPO6HMKA AdPI
IHcyniH rnaprid (AHK-pekomb6iHaHTHUIA), a came 3
«Biocon Biologics India Limited» Ha «Biocon
Biologics Limited». MNpu gaHux 3miHax disnyHe
po3TallyBaHHS BUPOOHUYOI AiNibHUL Ta YCi
BMPOGHUWUYI onepauii 3a/IMLIaTbCs HE3MIHHVMU;
3MiHK | TUNy - AOMIHICTpaTUBHI 3MiHU. 3MiHa
HallMeHyBaHHs Ta/abo agpecu micua
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
KOHTPO/I0 SIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/iIMNOpPTEp, BK/IOYAOUM BUMYCK cepii) - Y
3B'A3KY 3 MPUNHATUM PILLEHHSAM pagy OMPEKTOopiB
KoMnaHii BiokoH Baitonogkuke IHgjisa flivitea,
IHAiA, 3MiHEHO Ha3By BUpO6HUKa 13 Alinap 3
"Biocon Biologics India Limited" Ha "Biocon
Biologics Limited". Takox BHECEHi 3MiHN Y
HanucaHHa agpecu BUPO6HUKa, a came
npuBELEHO Y BigNoBigHICTb A0 GMP Ta niyeHsii Ha

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Icnanisa, C.J1.Y, IcnaHis; 3MiHM Ha pedhepeHTHWI NpenapaT (3MiHa He
BUMPOGHMLITBO, NakyBaHHS, noTpebye HafaHHs XXOAHNX HOBUX AOAATKOBMX
KOHTPOb cepii Ta BUMyCcK AaHnx) 3MiHN BHECEHI A0 IHCTPYKLIT Ans
cepii: X. ¥Ypiau i KomnaHis, MeJMNYHOro 3aCTOCYBaHHS MiKapCbKoro 3acoby y
C.A,, IcnaHis po3ainu "®apmakonoriyHi BnacTusocTi”,
"MokasaHHsa", "B3aemogis 3 iHWMMU NiKkapCbKuMum
3acobamu Ta iHWi Buay B3aemogiii”, "OcobamBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3un",
"MepepnosysaHHa", "Mob6iyHI peakuii" 3rigHo 3
iHhopMaui€eto 1040 MeANYHOTO 3aCTOCYBaHHS
pedrepeHTHoro nikapcbkoro 3acoby (A3ITEKT,
TabneTkn no 1 mr).
4. ANNAP® PO34MH ANA iH EKLi, AT "dapmak” YkpaiHa BiokoH Baiionogxumke IHgia/ BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/15749/01/01
100 ogvHuub/M; o 3 Nimiten, IHgis; AT "dapmak”, Ykpaina 3MiHK | TUNy - AOMIHICTpaTUBHI 3MiHU. 3MiHa peuenmom
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cneumdikauii 4nsa cnakoHa 3 6e36apsHOro ckna
BW/Ty4EHO NOKa3HuWK "MoBHWIA BMICT". Ha cTagii
MMB "[03yBaHHA" 3AiACHIOETLCA KOHTPO/Ib 06'EMY
BMICTY (hn1akoHa 3 pO34MHOM OPasIbHUM, 3ri4HO 3i
cneumdikauieto Ha NPOMKHUIA MPOAYKT. 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
CucTtema KoHTeliHep/3akynoproBasibHUIA 3aci6.
3MiHa napameTpiB cneundikauii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOrO
nikapcbKoro 3acoby (40NOBHEHHA cneuudikauii
HOBWM MOKa3HUKOM 3 BifNOBIAHUM METOA0M
BMNPOGYBaHHS) BHECEHHS 3MiH 10 pO34iny
3.2.P.7. Cnctema KoHTelHep/3aKynoproBasibHUIA
3aci6b, 3okpema: B cneumdikaii Ha KpuLKy 3
KOHTPOMIEM MEPLLOrO BiAKTTA A0AAHO NOKa3HMK
"laeHTucpikauis" 3 MeToaoM BUNPOGYBaHHS
AbcopbuiiHa cnekTod)oTOMETpIsA B iH(paYepBOHili
o6nacrti (2.2.24.). 3miHn | TMny - 3MiHW 3 SKOCTI.
[oToBUiA nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBanbHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MeX NEePBVHHOI YNaKkoBKN FOTOBOrO NiKapCbKOro
3aco6y (4ONOBHEHHS crneumdikaii HOBUM
NOKa3HUKOM 3 Bi4NOBIAHUM METOA0M
BMNPOOYBaHHS) - BHECEHHSI 3MiH 40 po3ainy
3.2.P.7. CucTema KoHTeliHep/3akynoproBasibHUiA
3acib, 3okpema: B cneuudikauii 4ns nineTku-
Jo3aTtopa foaHo nokasHuK "laeHTudikauis” 3

Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BMPOGHMLTBO (foAaHOo Homepn 6/10KiB ByAiBensb).
PosTalyBaHHA BUPOGHUYOI AiNbHULi Ta YCi
BMPOGHMYI onepadii /13 3anuwaTbea
He3MiHHMMW. 3MiHN BHECEHO B IHCTPYKLil0 ANs
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3ginu «BupobHuK» Ta «MicLie3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLsa NpoBaXeHHs Moro
LiSNbHOCTI» 3 BigNOBIAHMMMW 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbKoro 3acooy.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHSA
5. AKCOTUNIH pO34nH opasibHUiA, 100 My6niyne Ykpaina My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/15289/02/01
mr/mn, no 50 mn akuioHepHe ToBapucTBO "HaykoBo- 3MiHU | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii peyenmom
PO34KMHY Y hriakoHi, No TOBapuCTBO BUPOGHNYMNIA LLEHTP 3aci6. Cuctema KoHTeliHep/3aKynoproBasbHuWi
1 donakoHy pasom 3 "HaykoBo- "BopLuariBCbkuii XimiKo- 3aci6. 3miHa napameTpis cneuudikaui Ta/abo
[03yBa/IbHUM BUPOBHWUNIG chapmaueBTUYHMI 3aB0A" [0MNyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
NPUCTPOEM B NayLj LeHTp NikapcbKoro 3acoby (BUIyYEHHS HE3HAYHOro
"BopLuariBcbk nokasHuka (Hanpukniag 3acTapifioro NokasHuka)) -
Ui XimiKo- BHECEHHS 3MiH o po3giny 3.2.P.7. Cuctema
hapmaveBTny KOHTeliHep/3akynopoBasibHWI 3aci6, 30kpema: B
HWi 3aBoa”
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

MeToA0M BUNpoGyBaHHSA AbcopbuiliHa
cnekTohoToMeTpis B iHhpauepBoHiii obnacTi
(2.2.24.). 3minn | TNy - 3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWiA 3aci6. 3MiHa chopmm
a60 po3Mipy KOHTEelHepa UM 3aKynoptoBasIbHOTO
3aco6y (NepBMHHOT yNakoBKW) (HECTEPW/IbHI
niKapcbki 3ac061) BHECEHHS 3MiH 40 PO3MipYy
3aKynoproBasibHOrO 3acoby, a came: 3MmiHa Koay,
AiameTpy Ta BUCOTY KPULLIKK

AMI3OH®
MAKC

kancynn no 0,5 r, no
10 kancyn y 6nicTepi;
no 1 a6o 2 6nictepu B
naJi 3 KapToHy

AT "®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TUny - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKumii
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax 36epiraHHs roTOBOro
NikapcbKoro 3acoby (36ibLeHHSA TePMiHY
npuaaTHOCTI TOTOBOrO fikapcbKoro 3acoby) - Ans
TOProBOi yNakoBKW (NiATBEPLKYETLCA AaHUMU
peasibHOro yacy) - 36ibLIEeHHS TepMiHY
npuaaTHOCTi TOTOBOTO JliKapCbKoro 3acoby.
3arsepaXeHo: 3 poku.
3anponoHoBaHo: 4 poku. BBeAeHHS 3MiH NpoTArom
6-TW MiCALB Nic/1a 3aTBEPAKEHHS.

6e3
peyenma

UA/12415/01/01

AMITPUOTUN
IH

TabneTtku, BKPUTI
0060/10HKOH0, No 25 Mr;
no 25 Tabnetok y
6aHKax abo
KOHTeliHepax; no 10
Tabnetok y 6nictepax;
no 10 TabneTtok y
6nictepi, no 5
6nicTepiB B KOPOOL

ToBapucTBo 3
06MexeHo
BignoBsiganbHi
CTO
"GapmaueBTn
YyHa KOMMaHis
"3p0pos'a”,
Ykpaina

YKpaiHa

BCi cTagii BUpobHuuTBa,
KOHTPO/b SKOCTi, BUMYCK
cepii: ToBapncTBO 3
obmexeHolo
BiANOBIAA/TLHICTIO
"apmMaueBTUYHa KOMNaHis
"3p0poB'a", YkpaiHa; BCi
cTagii BUpobHULTBAa,
KOHTPOJ1b AKOCTi, BUMYCK
cepii: ToBapncTBO 3
06MEXEHOI0
BiANOBIAANBLHICTIO
"[ocnigHnii 3aBog, "MHLNC",
Ykpaina

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHY | TRy - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI
Ta chapmakoHarnsagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIiT 4719 MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6€3Mekn NikapCbKoro
3aco6by, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbKoro 3acoby B nmicnspeecTpaviliHvii nepiog,
ab0 sK pe3ynbTar OLHKM 3BIiTY 3 AOCAIMKEHD,
npoBefeHnX BigNOBIAHO A0 NAaHy negiaTpuyHnX
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM OpraHom) - 3MiHu
BHECEHO B IHCTPYKLIitO 4151 MeAUYHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogia 3 iHWMMKM NiKkapCbkumn 3acobamm Ta
iHWi BUAW B3aemogiin", "Mepeno3lyBaHHa"
BiZJNOBIAHO 40 OHOB/IEHNX AaHuX 3 6e3nekn
3aCTOCyBaHHS Ajito40i PeYOBMHM NiKapCbKoro
3acoby. BBefeHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepKeHHs

3a
peyenmom

UA/4872/01/01

AMITPANTVN
IHY
rAPOXNOPU
[-03

PO34MH ANA iH'EKLI,
10 mr/Mn, no 2 mn B
amnyni; no 10 amnyn y
nauti 3 KapToHy; no 2
M1 B amnyni; no 10

ToBapucTBO 3
06MexeHot
BiANOBiAa/bHI
CTHO
"®apmaueBTun

YkpaiHa

ToBapuCTBO 3 OOMEXEHOID
Bi4NOBiAA/IbHICTIO
"XapkiBcbke
thapmavueBTuyHe
nignprMemMcTBo "340p0B's

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis:
3MiHKM | TNy - 3MiHN Woa0 6e3nekn/eddeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro

3a
peyenmom

UA/4872/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

amnyn y 6nictepi, mo 1
6nictepy y nauui 3
KapTOHy; No 2 MN1 B
amnyni; no 5 amnyny
6nictepi, no 2
6nictepy y nauui 3
KapTOHY

YyHa KOMMaHist
"3popos'a”

Hapoay", YkpaiHa (Bci ctagii
BUPOGHMLITBA, KOHTPO/b
AKOCTI, BUNYCK cepil);
ToBapnCTBO 3 0OMEXEHO0
Bi4NoBiga/IbHICTIO
"[ocnigHwii 3aBog, "MHLNC",
YkpaiHa (KOHTpO/b SKOCTI,
BUNycK cepii); ToBapucTeo 3
06MEXEHOI0
BigNoBiAa/IbHICTIO
"®apmMaueBTUYHa KOMNaHis
"3p0opos's", YkpaiHa (BCi
cTagii BUpobHMUTBa,
KOHTPONb SIKOCTI, BUNYCK
cepii)

3acTocyBaHHSA Ha nigcTasi perynsapHo
OHOB/IIOBAHOTO 3BITY 3 6e3neKn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbKoro 3acoby B MicnspeecTpaviliHvin nepiog,
ab0 fK pe3ynbTar OLiHKM 3BiTY 3 JOCNIMKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHVUM OpraHom). 3MiHu
BHECEHO B IHCTPYKLi0 A58 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWKMU nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiii", "Mepeso3yBaHHaA"
BiMOBIAHO 4O OHOBMEHUX AAHMX 3 6e3nekn
3aCTOCyBaHHSA Ajilo4oi Pe4OBMHM NiKapCbKoro
3aco6y. BBefieHHA 3MiH NPOTAroM 6-TW MicsLiB
nicns 3aTBepAKEHHS.

AMnoaunniH
€BPO

TabneTku, no 5 mr, no
10 TabneTok y
KOHTYPHIli YapyHKOBIi
ynakoBLi 3
antoMiHieBOT GoOsbIM
(cTpwni), no 2 a6o no 3
cTpuna y kopobui 3
nakyBa/IbHOTO KapTOHY

"FOHiK
PapmMacboThK
an
Na6opaTtopiz"
(BigaineHHs
chipmm "Ox. B.
Kemikans eHpg,
PapMacboThK
ans3 Jitg.")

IHais

HOHiK ®apmacbioTuKan
Na6opaTopi3 (BigaineHHs
ipmu "Ox. B. Kemikans eHpg,
dapmacbioTukans 1ta.")

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TRy - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHn) - 3MiHU BHECEHI

B TEKCT MapKyBaHHS Ha BTOPUHHIlA ynakoBLi
nikapcbkoro 3acoby no 5 mr ta 10 mr Ne30 (10x3)
y n. 2 "KIIbKICTb AJIK0YOl PEYOBUHW" 3amiHa

hpasn "1 Tabnetka..." Ha "OfgHa Tabnetka..."

3a
peyenmom

UA/15752/01/01

10.

AMnoaunniH
€BPO

Tabnetku, no 10 wmr,
no 10 TabneTtok y
KOHTYPHIli YapyHKOBIi
ynakoBLi 3
antoMiHieBOT GoosbIM
(cTpwni), no 2 a6o no 3
cTpuna y kopobui 3
nakyBasIbHOTO KapTOHY

"FOHik
PapmMacboThK
an
Na6opaTtopiz"
(BigaineHHs
dipmn "Ox. B.
Kemikan3s eHp,
PapmMacboThK
an3 /ITg.")

IHais

HOHiK ®apmacbkioTrKan
Na6opaTopi3 (BigaineHHs
chipmu "Ix. B. Kemikans eHg,
dapmacbioTukans 1ta.")

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHY | TRy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu) - 3MiHU BHECEHi

B TEKCT MapKyBaHHS Ha BTOPUHHIlA ynakoBLi
nikapcbkoro 3acoby no 5 mr ta 10 mr Ne30 (10x3)
y n. 2 "KIIbKICTb AIK0YOl PEYOBUHW" 3amiHa

hpasn "1 Tabnetka..." Ha "OfgHa Tabnetka..."

3a
peyenmom

UA/15752/01/02

11.

AHOPO™EN
nnTA™

MOPOLLIOK AN
iHranALin, go30BaHWi,
no 55 MKr/22 mkr/posy;
no 30 posy
MOPOLLKOBOMY
iHranatopi; no 1
iHransTopy B NOTKY 3
(pONIbIM B KAPTOHHIN
KopoobLi

FnakcoCwmiTKn
ANH ExcnopT
NimiTen

Benuka
BpuTaHis

nakco OnepeiiwHe KOK
Nimiteq

Benuka
BpwvTaHis

BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis:
3MiHK | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
BMPOGHULITBA rOTOBOrO J1iKapCbKOro 3acoby,
BK/1HOHAKOUM NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
NikapcbKoro 3acoby (iHLWi 3MiHW) - BHECEHHS 3MiH
[0 BUPOGHMYOTO npoLiecy, 30kpema: 3aMiHa
napameTpy "TUCK yLinbHeHHS" (6ap) Ha napameTp
"cuna ywinbHeHHA" (HbOTOH) AN npouecy
repmeTusadii 6nictepis. BBeAeHHs 3MiH NPOTSArom
6 MicsUiB nicnsa 3aTBEPAKEHHS.

3a
peyenmom

UA/14742/01/01

12.

ATPOMNIHY
CYNb®AT

Kpanni ouHi, 10 mr/mn,
no 5 mna6o 10 mny

ToBapucTBo 3
06MEXEHOK

YkpaiHa

BCi CTagii BUpO6HMLTBA,
KOHTPO/1b SIKOCTi, BUNYCK

Ykpaina

BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis:
3MiHa 3as1BHMKa (B/1aCHMKA peecTpaLiiHoro

3a
peyenmom

UA/5461/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

chnakoHi, no 1
onakoHy B KOMM/IEKTI
3 KPULLIKOO-
KpanesnbHULE B
KopooLi

BiANOBiAa/bHI
cTio
"OAPMEKC
reymn"

cepii:
ToBapnCTBO 3 06MEXEHOI0
BiANOBIAA/LHICTIO
"NocnigHnii 3aBog "THLNC",
YKpaiHa,;

BCi CTagii BUPO6HMLTBA,
KOHTPO/b SIKOCTI, BUNYCK
cepii:
ToBapuCTBO 3 OOGMEXEHOID
BigNoBiAa/IbHICTIO
"®APMEKC I'PYTT", YkpaiHa

nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
Ne 460). BBefeHHS 3MiH NPOTAroM 6-Tu MicALUiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHu WoAo
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnx npo cucremy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHNA hapMmakoHarnsay;
KOHTaKTHOI 0c0obM 3 hapMakoHarnfgy 3asBHuKa
ONA 34iCHEHHS dhapMakoHarniaay B YKpaiHi, SKLio
BOHa BifMiHHa Bif, yNOBHOBaXeHO| 0cobu,
BiANOBIAa/IbHOI 3a 34iicCHEHH: hapmakoHarnsagy
(BK/KOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLeHHI MacTep-haiina cncremm
thapmakoHarnsgy). 3miHa ynoBHOBaXeHOi 0cobu
3asBHVKa, BigNoBigasIbHOI 3a hapMakoHarnsag.
[itoua pepakuis:

MnakciHa OneHa BonogumupisHa. MponoHoBaHa
pepakuisi: Tonokesuy Bonogumup HOpilioBuy.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0Co6u
3a8BHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsag.
3MiHa MicLs 3AiiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapMakoHarnagy. 3miHa MicLe3HaxoKeHHs
MacTep-goaiiiia cucteMu papmakoHarisgy.

13.

BETACIMAH®

PO34UH ON15 iH'EKUIN, 4
mr/mn; no 1 mn B
amnyni; no 1 aéo no 5
amnyn y nayyj; no 1
M B amnysi; no 5
amnyn y 6nictepi; mo 1
6nictepy B nauui

AT "®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUnYy - 3MiHn 3 sKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onqa BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuqikaTt Bif yxe 3aTBepKeHoro BUpobHuka -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2002-032 -
Rev 01 (R1-CEP 2002-032 - Rev 00) gna Adl
BetameTasoHy HaTpito choccharty Bif BXe
3arBepmxeHoro BupobHnka CRYSTAL PHARMA
S.A.U.,, IcnaHis, sikuii 3mMiHUB Ha3By Ha CURIA
SPAIN S.A.U., IcnaHis

3a
peyenmom

UA/10526/01/01

14.

BIMIKAH®
EKO

Kpansi 04Hi, po3ynH
0,3 mr/mn no 3 mn
npenapary y do1akoHi-

dapmaueBTuy
HWiA 3aB0of
“MONb®APM

MonbLa

BapLuaBcbkuii
chapmaLeBTUYHMIA 3aB0O],
Monbha AT

MonbLa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHa y KopoTkii

3a
peyenmom

UA/16893/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KpanenbHuui, no 1 A’ C.A. XapakTepucTumLi NikapCcbKoro 3acoby, TEeKCTi
(h/1aKOHY B KapTOHHii MapKyBaHHS Ta IHCTPYKLUiT 418 MeANYHOro
Kopobui 3aCTOCYyBaHHSA Ha MigcTaBi perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6€3Meku NiKapCbKoro
3acoby, abo focnigxeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbkoro 3acoby B nicnspeecTpaviiiHuii nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BiTY 3 JOCAiIKEHb,
npoBeAeHnX BigNoBIAHO A0 MaHy negiatpudHmnx
pocnigmkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOB&XEHNM OpraHom) 3MiHu
BHECeHi A0 IHCTPYKLii A/18 MefnU4HOoro
3aCcTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
BiNOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
LiH040i PEYOBUHN.
15. BO®EH CyCneHsis opasibHa, My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/10184/01/01
100 mr/5 mn no 100 akuioHepHe TOBapuCTBO "HaykoBo- 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii peyenma
M1y chriakoHi TOBapUCTBO BUPOBHWUMIA LLEHTP 3aci6. Cuctema KoHTenHep/3akynoptoBasibHU
CKIiHOMY a60 "HaykoBo- "BopLuariBCcbkuii Ximiko- 3aci6. 3miHa napameTpiB cneuwudikauii Ta/abo
noniMepHomy; no 1 BUPOBHNYNIG chapmaLeBTUYHMIA 3aBOA" [0NyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOrO
thakoHy B navui LeHTp nNikapcbKoro 3acoby (A0NOBHEHHN creumdikavi
pa3oM 3 JIOKKO "BopLyariBcbk HOBWM MOKa3HUKOM 3 BiNOBIAHUM METOA0M
[03yBasibHOI; 1Mo 100 nii Ximiko- BUNPOOBYBaHHS) - cneuudikadiio Ta metoam
M1y 6aHuj hapmavueBTny KOHTPO/I0 Ha yNakoBKy 6aHKu/dnakoHn
nonimepHiii; no 1 HWi 3aBog” naacTMacoBi (Mg KPULIKY 3 KOHTPO/IEM NepLUOro

6aHLi pa3oM 3 NTOXKKO
[03yBa/IbHOKO B nayLi

PO3KPUTTA) AONOBHEHO TECTOM «laeHTudikaLis»;
BW/TYYEHO 3 KpUTEPIiB NPUAHATHOCTI N.
«HomiHasbHa MICTKICTb, M/1» po3mipy ANs
dhnakoHy ®BIM 55 A ta @Bl 200, ki He
BVIKOPVCTOBYIOTbCA NPU NakyBaHHi gaHoro [13.
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkui
3aci6. Cuctema KoHTeliHep/3aKynoproBasbHuWi
3aci6. 3miHa napameTpiB cneyudikadin Ta/abo
[0MNyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOrO
nNiKapcbKoro 3acoby (iHLWi 3MiHW) - BHECEHHS 3MiH
00 cneundikauii Ha NoXKy A03yBasibHY, a came
3MIHEHO KpUTepili NPUAHATHOCTI N. «30BHILLHIlA
BUINAO». 3MiHM | TNy - 3MiHK 3 sAkocTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBanbHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MeX NEePBVHHOI YNaKkoBKN FOTOBOrO NiKapCbKOro
3aco6y (4ONOBHEHHS crneumdikaii HOBUM
NOKa3HUKOM 3 Bi4NOBIAHUM METOA0M
BMNPOGYBaHHA) — cneumdikaliio Ta MmeToam
KOHTPO/IO Ha KPULLKY 3 KOHTPO/IEM NepLUOro
po3KpUTTA (ANs 6aHKM/dNakoHa) 4ONOBHEHO
TecToM «lgeHTudpikauisi», a TakoXX BHeCEeHa 3MiHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

— YTOUYHEHHS KpUTEPIiIB NPUAHATHOCTI 4714 N.
«Martepian» (BUy4eHHS onucy mMatepiasy «Cymil
nonietuneHy sucokoro Tucky (MEBT) i
nonietTuneHy Hu3bkoro Tucky (MEHT)). 3miHnm |
TUMy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
Cuctema KoHTeliHep/3aKkynoptoBasibHUIA 3aci6.
3MiHa napameTpiB cneundikauii Ta/abo
[0MNyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (A0NOBHEHHA cneuudikauii
HOBWM MOKA3HUKOM 3 BiNOBIAHUM METOA0M
BMNPO6YBaHHS)

— cneungikaliio Ta METOAMN KOHTPOSTIO Ha TIOXKY
[,03yBa/IbHY IONOBHEHO TECTOM «laeHTudikauis».

16.

BPIMIKA®
MKEHYENP®

NOPOLLIOK A”A
iHransuin 340 mkr/12
MKr; no 60 go3
NOPOLLKY B iHransATopi,
no 1 a6o no 3
iHransTopu B
aNIOMIHIEBOMY
namiHoBaHOMy nakeTi
KOXEH pas3om i3
nakeTKoMm 3
ocyllyBayem B
KOpOO6Lii 3 KapTOHY

BEP/IH-XEMI
Al

HimeyunH
a

IHpacTpiac PapmaceyTikac

Anwmipan C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKui
3aci6. Cuctema KoHTeliHep/3aKyrnopoBabHuWii
3aci6. 3miHa napameTpiB cneuudikauii Ta/abo
[0NYyCTUMUX MEX NEPBUHHOI YNaKOBKW rOTOBOIO
NiKapcbKoro 3acoby (iHLWi 3MiHN) — BUAASIEHHS
KiNIbKOX HE3HaYHWX NapameTpis cneuudikauii ans
nonepegHLo 3i6paHoro kapTpuaxa Ta
PO3LWMPEHHS AONYCTUMMX MEX creumdikaw,ii
BHYTPILUHBOrO AiaMeTpa Kopnycy KapTpuaxa.
3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NikapCbKni
3aci6. Cuctema KoHTeliHep/3aKyrnopoBabHuWii
3aci6. 3miHa napameTpiB cneuudikauii Ta/abo
[0MNYyCTUMUX MEX NEPBUHHOI YNaKOBKW rOTOBOIO
NiKapcbKoro 3acoby (iHLWi 3MiHN) — BUAASIEHHS
KiNIbKOX HE3HaYHWX NapameTpis cneuudikauii ans
KPULLKM KapTpuapka Ta po3LUMPEHHS giaMeTpa
KPULLIKU KapTpuaxa B Mexax cneumdikadii
MaTepianis yLLifbHIOBaYIB KOI040K. 3MiHU | Tuny -
3MiHM 3 siKoCTi. [OTOBWIA Nikapcbknii 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHNIA 3aci6.
3MiHa napamMeTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNaKOBKW rOTOBOIO
NiKapcbKoro 3acoby (iHLWi 3MiHN) — BUAASIEHHS
KiNIbKOX HE3HaYHWX NapameTpis cneuudikauii ans
3acyBHOT KpULKK. 3MiHK | TUny - 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa Yy
MeToAax BUMNpobyBaHHSA NEPBUHHOI yNakoBKn
rOTOBOrO JliKapCcbkoro 3acoby (He3HauHi 3MiHU y
3aTBEpPXEHVX MeTofax BUNPO6yBaHb) — HE3HAYUHI
3MiHW, Y TOMY YWCAi peAakLiiHi, 6yim BHeceHi ao
HacTYMHUX MeTOZiB BUNPOGYBaHHSA NEPBUHHOT
ynakoBKM rOTOBOTO J1iKkapCbKOro 3acoby —
npoueypa nepeBsipk1 30BHILLHbOTO BUTASAY

3a
peyenmom

UA/17683/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

3a3ganerigb 3ibpaHoro kapTpuaxa, KpULwKu
KapTpuaKa Ta 3acyBHOI KpULLKA. 3MiHK | Tuny -
3MiHK 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6.
3MiHa y meTogax BUNPobyBaHHSA NepBUHHOT
yMakoBKM rOTOBOrO NiKapCbKOro 3acoby (He3HauHi
3MiHM Yy 3aTBEpIKEHMX MeTogax BUNpobyBaHb)
— He3HauHi 3MiHW, Y TOMY YAC/i pefakLiiiHi, 6ynmn
BHECEHI 10 HACTYNHUX MeTO/iB BUNPOOyBaHHSA
NepBUHHOT YNakoBKWN rOTOBOrO /iKapCbKOro 3acoby
— |aeHTUYHICTL NNacTuky 3aganerigb 3ibpaHoro
KapTpuaxa Ta Kpueykn kaptpumka metogom FT-
IR. 3miHu | TNy - 3MiHKW 3 AKOCTIi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa Yy
MeTogax BUnpobyBaHHA NEPBUHHOI yNakoBKW
roTOBOro NikapcbKoro 3acoby (He3HauHi 3MiHW y
3aTBEPMKEHUX MeToAax BUNpobyBaHb) — HE3HAYHI
3MiHW, Y TOMY YWC/i peAakuiiiHi, 6ysim BHeceHi go
HacTyMHUX MeTOAB BUNPOGYBaHHSA NEPBUHHOT
yNaKkoBKW FOTOBOrO NiKapCbKoro 3acoby —
Mpoueaypa nepesipkv po3mipiB 3a3ganerigb
3i6paHoro KapTpuaXa Ta KpuLeukn kaptTpuaka (a
came, npoueaypa nepesipkn BHYTPILLHLOrO
AiameTpa kopnycy kapTpugxa L Ta npouegypa
nepeBipky PO3MIpIiB KpuLLeukn KapTpuaxa L).
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii
3aci6. Cuctema KoHTeliHep/3aKkynopoBabHuWi
3aci6. 3MiHa y MeTofax BUNPOOYBaHHS NePBUHHOT
yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (He3HauHi
3MiHM y 3aTBEPMAKEHNX MeTofax BUNpobyBaHb) -
He3HauHi 3MiHW, y TOMY YMCni peaakuiliHi, 6ynu
BHECEHI 10 HACTYNHUX METO/iB BUNPOOYyBaHHSA
NepBUHHOT YNakoBKW1 rOTOBOrO /iKapCbKOro 3acoby
- Mpouepypa nepesipkn OYHKLOHAIbHOCTI
KiNbLEBOrO MiunbHMKa 3a3ganerigb 3ibpaHoro
KapTpumka. 3miHu | Tuny - 3miHu 3 AkocTi. FoToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa Yy
MeTogax BUnpobyBaHHA NEPBUHHOI yNakoBKM
roTOBOro NikapcbKoro 3acoby (He3HauHi 3MiHW y
3aTBEPKEHNX MeToAax BUNPobyBaHb) - He3HauHI
3MiHW, Y TOMY YWC/i pefakLiiHi, 6ysim BHeceHi go
HacTyMHUX MeTOAB BUNPOGYBaHHSA NEPBUHHOT
YyNaKoBKM rOTOBOTO J1iKapCbKOro 3acoby -
Mpouenypa MBY nepesipkn 3a3ganerigb
3i6paHoro KapTpuKa Ta KpULeUYkn KapTpuaxa.
3Minu | TMny - 3MiHK 3 sikocTi. CepTudikar
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BignosigHocTi/l E-cepTudikar BignosigHoCTI

€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onqa BuxigHoro
mMarepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BMKOPWCTOBYIOTLCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOI peyoBuHM (CepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPO6HUKa -
noAaHHA OHOB/IEHOTO cepTudiikaTa BifnoBIAHOCTI
€0 R1-CEP 2008-042 Rev 01 ansa Formoterol
fumarate dihydrate Big Bupo6Huka Sicor S.r.l.
(nonepegHs Bepcis R1-CEP 2008-042 Rev 00).
3miHu | TYny - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPoBaPKEHHA AiSNIbHOCTI BUPOOHUKA (BKIKOHatouN,
3a HeObXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJTHO
SIKOCTi), abo BNacHvKa macTtep-gaiina Ha A®l, a6o
noctavasibHuka A®l/BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTLCA Y BUPOOHMUTBI ADI (AKLLO
3a3HayYeHo y [0ChE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepaXeHoMy
nocbe, abo BUPOOHMKA HOBOI AOMOMIXHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCBE) -
3anponoHOBaHO 3MiHy agpecu Micus
NPOBaKEHHS AisS/IbHOCTI BUPOOHMKA aKkignHilo
6pomigy
Bupo6bHuya AinbHUUA 3aMWaeTbCs HE3MIHHOLO.
3MiHN | TURNY - AAMIHICTPATVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpoBaPKEHHN AiSNbHOCTI BUPO6HUKa/iMnopTepa
roTOBOro MikapCbKOro 3acoby, BKIYaUn
OiNbHULI BUMYCKY cepii abo MicLie NpoBeAEeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky Bignosigae
BMPOGHMK/iMNOPTEp, BKIOYAOUN BUMYCK Cepild) -
3MiHa agpecu Micus NPOBaKEHHS AiSNbHOCTI
BMPOGHUWKa /13, BiANOBIAA/ILHOrO 3a NOBHUWIA LK
BMPOGHMLTBA IHAacTpiac PapmaceyTikac Anmipan
C.A., IcnaHisi. BBeeHHs1 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK 3
AKocTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPOBGYBaHHSA roTOBOrO JliKapCbKOro 3acoby

(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAAX
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BMMNPOGYBaHHSA) — HE3HAYHI 3MiHW Y 3aTBEPAKEHNX

MeToAax BUNpobyBaHHA [03U APiGHOANCIEPCHUX
yacTok ansa M3, gogaHHs iHdopmauii npo
cepefHE 3HAYEHHS AJ18 YCiX TPbOX Nepiosis
BUKOPVCTaHHS iHransTopa
(noyaTok/cepepuHal/kiHeLb) AN akNigyHi0
6pomigy. BBegeHHs 3MiH MpoTAroM 6 micauiB nicns
3aTBEpPKEHHS. 3MiHU | TUny - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoproBasibHWiA 3aci6. 3miHa y
NepBWHHIlA yNakoBLji roTOBOrO JlikapCbKOro 3acoby
(iHLWi 3MiHW)
— 3MiHa SIKICHOTO CKNagy Y NepBUHHI ynakoBLi
roToBOro Nikapcbkoro 3acoby 3 nonictupony (PS)
Ha akpunoHiTpunbyTtagieHcTupon (ABS), sk
anbTepHaTUBHWI MaTepias. 3miHu Il Trny - 3miHn
wofo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHv y KOpoTKiii
XapakTepucTumLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHSA Y 3B'SA3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KMiHIYHMMM faHUMK Ta
JaHumMu 3 hapmakoHarnsgy - 3MiHu BHeCeHo A0
IHCTPYKLUi 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zainis "Bsaemogis 3
iHLWIMMK NiKapCcbKMK 3acobamu Ta iHWi BUAn
B3aemogiit", "OcobnnBocCTi 3acToCyBaHHSA",
"Cnoci6 3acTtocyBaHHs Ta fo3un", "IMobivHi peakuii”.
BBefeHHs 3MiH NpoTArom 6 MicAuis nicns
3aTBEPAXKEHHS
3MiHu |l TUny - 3MiHK 3 AKoCTi. MeauyHi NpuCTpoi.
3MiHa NpucTpoiB AN BUMIpOBaHHS 4031 abo
BBEEHHS NikapCbKoro 3acoby (foAaBaHHs abo
3amiHa MpYCTPOIO, KNI HE € HEBIA'EMHOIO
YacTMHOK NEPBUHHOI ynakoBku) - Cnelicep ans
[030BaHVX iHransaTopis abo iHWi NpuUcTpoi, AKi
MOXYTb MaTh 3HauHWiA BN/VB Ha gocTasky APl y
nikapcbkin oopmi (Hanpuknag Hebynaisep) 3MiHa
popMM Ta pO3MIpiB LIMKNOHHOIO efleMeHTa Ta
MyHALWTYKa. Ha fo4aToK, 3anponoHOBaHO 3MIHUTK
chopmart posginy 3.2.P.7. Cucrtema
ynakoBka/yKyrnopka cneuudikaliio Ha rpaHynu,
aHaniTMYHI MeToAMKM Ta aHani3 napTiin. Po3gin
3.2.P.5.1.Cneuudpikayisi(-) 6yB npuBeaeHuUid y
BiANOBIAHICTb [0 CXBA/IEHOrO CTaHJapTy
BHYTPILUHBbOrO TEXHIYHOrO A0CHE, POPMY/IHOBAHHS
«BnacHuii» 6yno BuaganeHo 3 iHgpopmadlii Loao

MeTOo/iB TEeCTyBaHHs. BBeeHHA 3MiH npoTaroM 6
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

MicsAUiB MicnsA 3aTBepKeHHs. 3MiHu |l Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JonycTUMMX
MeX roTOBOro NikapcbKoro 3acoby (3miHa
3HaX0ANTbCA N03a 3aTBEPAKEHUMUN LONYCTUMUMM
Mexamu cneuudikauiii) - 3miHa [oNyCTUMUX MeX
N3 gns aepoAvHaMiYHOI OLHKM APIGHNX YacToK -
[031 gpibHogMcnepcHuX YacTok (?5 mkm) (FPD), a
came: 3aTBepXeHo akliguHito 6pomigy: 120-200
MKr, hopmoTepony doymapaty gurigpaty: 2,2-4,5
MKr. 3anponoHoBaHo aknifiHito 6pomigy: 135-211
MKr, chopmoTeporny dymaparty gurigparty: 2,2 - 4,7
MKr. BBeileHHS 3MiH NpoTArom 6 Micauis nicns
3aTBEPAKEHHS

17.

BA3SUTPEH

PO34MH A5 iH'EKLN,
20 mr/Mnno 5 mn B
amnyni; no 5 amnyn B
nauuj i3 KapToHy

TOB "HIKO"

YKpaiHa

JNEMO CA
®APMACBIOTIKAN
IHOACTP! , Mpevjis

(Hepo3dracoBaHuii NPOAYKT,

NepBUHHA yNakoBkKa,
BTOPVHHA YNaKoBKa,
KOHTpOsb); TOB "HIKO",

YKpaiHa (KOHTPONb, BUMYCK

cepii)

Mpevis/
YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHKM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3ara/ibHeHUX JaHnX npo cucTemy
thapmakoHarnsgy (BBefeHHs y3aranibHeHUX faHnx
npo cuctemy gpapMakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsay 3asBHvKa 415 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
BiJ, yNOBHOBaXEHOI 0C06M, BigNoBiganbHOI 3a
3fiicHeHHs hapmakoHarnsgy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
mMacTep-gaiina cuctemu papmMakoHarnsay). 3miHa
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigasibHOT
3a 3pjificHeHHs hapMakoHarnagy. [iroya pegakuis:
MpoueHko MNanvHa AHatoniiBHa. MNponoHoBaHa
pepakuis: CynpyH Egyapa Bonogumumposuy.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6U
3as1BHUKA, BiANOBIAA/ILHOI 32 34iliCHEHHS
hapmakoHarnsgy. 3miHa Micus 34ilnCHeHHs
OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnsgy. 3miHa
MicLie3HaxXoMKeHHs MacTep-chaiina cuctemu
dhapmakoHarnsay.

3a
peyenmom

UA/14521/01/01

18.

BA3OCTEHO
H

KOHLieHTpaT Ans
NpUroTyBaHHsA
pO3unHy Ans iHdysil,
20 Mkr/mn; no 1 mn B
amnyni; no 5, 10 abo
20 amnyn B KAPTOHHIl
ynakosLi 3i
cneuiasibHUM
TprMayem Ans amnyn

AT KeBenbt

EcToHiA

AT "KeBenbt"

EcToHiA

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHKn Wopao 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3arasibHeHVX JaHnx npo cuctemy
hapmakoHarnsagy (BBefieHHs y3arasibHeHUX faHux
npo cuctemy gpapMakoHarnsgy, smiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a
3[jiCHEHHs1 hapMakoHarsay; KOHTaKTHOI ocobu 3
hapMakoHarnsay 3asBHvKa A5 34iINCHEeHHS

3a
peyenmom

UA/14734/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
BiJ, yNOBHOBaXXEHOI 0C06M, BigNoBiganbHOI 3a
3ailicHeHHA hapMakoHarnsagy (BKioyaum
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-aiina cucremu chapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a hapmakoHarnsg,.

[Oitova pepakuin: Hurynac Camens / Nigulas
Samel. MponoHoeaHa pegakuis: Kionniki Bapsac /
Kulliki Varvas. 3miHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOT 0CO6M, BiANoBiganbHOI 3a
hapmakoHarnsag.

19.

BA/IbCAPIA
H

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0, 10 160 Mr
/12,5 wr; no 14
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu y
KapTOHHIA Kopoo6Li

CaHpos
$apmacbloTika

n3 a.4.

CnoBeHis

Jlek ®apmaueBTnyHa
KomnaHisa 4.4., CnoseHis
(BUnNycCK cepili, TeCTyBaHHS);
HoBaprTic ®apma C.n.A.,
ITania (BUpo6bHMLTBO "in
bulk", nakyBaHHs); C.K.
Canpgos C.P.J1., PymyHis
(Bunyck cepii, TeCTyBaHHS)

CnoseHis/
ITania/
PymyHis

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
3MiHU | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. Onuc Ta cknag,. 3miHa y cknagi
(AONOMDKHUX pEeYOBMHAX) FOTOBOrO NiKapPCbKOro
3aco6y (iHLWi 3MiHK). 3MiHA KOMMOHEHTa
papbytouoi cucTemm «mirMeHTHa CycneHsisi 6is1oro
Konbopy» /13, a came- 3amicTb eTaHony 3 5%
i30MponinoBoOro CNUPTY, BUKOPUCTOBYIOTLCS OKPEMI
CKNafoBi PO34MHHMKK, TOBTO, eTaHonN,
6€e3B0AHWIN/3HEBOAHEHNIA €TaHO/ Ta
ionponinosuii cnupT. CniBBiAHOLLEHHSA eTaHoNy
Ta i3onponaHony 3a/MAETLCSA HE3MIHHMM. Lli
PO3YMHHKKM BUOAAOTHLCS Y MpoLeci 06pobku.
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Onuc Ta cknag,. 3miHa y cknagi
(AONOMDKHUX pEYOBMHAX) FOTOBOrO NiKAPCbKOro
3aco6y (iHLWi 3MiHK). 3MiHA KOMMOHEHTa
thap6byroUoi cucTemMu «nirMeHTHa CycneHsisi
4epBOHOro Konbopy» 13, a came- 3amicTb
eTaHony 3 5% i30nponinoBoro cnupTy,
BMKOPVCTOBYIOTbCS OKPEMi CK1af0Bi PO3YNHHUKN,
TO6TO, eTaHo/1, 6e3BOAHMNIA/3HEBOAHEHNIA €TaHOoN
Ta izonponinosuii cnupT. CniBBigHOLIEHHS
eTaHony Ta i30nponaHosny 3a/MWaeTbes
He3MiHHWM. Lli pO3UMHHUKM BMAANATLCA Y
npoteci 06pobku

3a
peyenmom

UA/15619/01/01

20.

BAPIIPUKC
™ I
VARILRIX™
BAKLVHA
ons
MPO®INAKT
VKN
BITPAHOI
BICMN XXUBA
ATEHY/OBA

niogpinizat gns
PO34MHY A5 iH'EKUNA
no 1 osi; 1 conakoH 3
niocpinisatom Ta 1
avnyna 3
pO34MHHMKOM (BOAA
Ans iH'ekuiii) B
nnacTyKoBoMy
KOHTEliHepi B
KapTOHHI Kopo6uj; 1

nakcoCmiTKn
AH EkcnopT
Nimiten

Benuvka
BpuTaHis

nakcoCmiTKnsiH
Bionopxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MmiHu |l TUny - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBEJEHHS A0AaTKOBOI AifIbHULI BUPOBHULTBA 415
4yacTnHK abo BCbOro BUPOBHNYOro npouecy
rOTOBOrO JlikapCbKOro 3acoby (AiNbHULSA, Ha sKil
npoBOAATLCA OyAb-AKi BUPOGHMYI cTagii, 3a
BUHATKOM BUMYCKy Cepili, NpOBeAEHHS KOHTPO/0
AKOCTi Ta BTOPMHHOTO NakyBaHHS, A1 NiKapCbKux
3ac06iB 6i0/10r4YHOr0/iMyHOOrNYHOTO MOXOKEHHS

3a
peyerimom

UA/15966/01/01




43

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
HA chnakoH 3 abo nikapcbkux hopM KOMMIEKCHOrO (CKNagHoro)
niocpinizatom Ta 1 BMPOBHUYOro npouecy) BeeaeHHA AoAaTKOBOT
nonepeaHs0 ninbHULi FIDIA Farmaceutici S.p.a (Via Ponte
HarnoBHEHWIA Wnpu, 3 della Fabbrica, 3/A 35031 Abano Terme
PO34MHHMKOM (BOgA (Padova)), Italy, BignoBigansHOI 3a BTOPUHHI
ANs iH'eKUin) y BMPOGHUUI onepadii ((bopMyBaHHS, HANOBHEHHS,
KOMM/IEKTI 3 ABOMA niodpinizayis).
rosikamu B
nnacTyKoBOMy
KOHTEliHepi B
KapTOHHI Kopo6Lyj;
100 dhnakoHiB 3
niogpinizatom Ta 100
amnysn 3 PO3YNHHKKOM
(Bopa Ans iH'ekuiid) (B
YapyHKOBIli ynakoBLyi)
B OKPEMMUX KapTOHHUX
Kopobkax
21. BINTATE 1000 | mopoLiok Ta OkTadhapma ABCTpIst Bripo6HWK, BiANOBiAabHMIA AscTpisi/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/17518/01/02
MO PO3YMHHUK AN dapmaLeBTUK 3a in bulk Bupo6HMUTBO, HimeuuunHa/ 3MiHu | TUNYy - 3MiHK 3 AkocTi. ADl. BupobHMUTBO. peuenmom
PO3unHYy A5 iH'EKUIA a NepPBUHHY YNaKoBKY, Lsewjs 3MiHn BUNpobyBaHb abo JOMYCTUMUX MEX Y
no 100 MO/mn; MpopykTioHcre KOHTPO/Ib SKOCTI, npoueci BupobHuutea A®I, 10 BCTAHOB/EHI Y
KapToHHa kopobka Ne c. M.6.X. BK/1HOYaA0UN BisyasibHY cneungikalinx (LogaBaHHA HOBOrO BUNPOOYBaHHS

1: no 1 chnakoHy 3
MOPOLLKOM N1
NpUroTyBaHHA
PO34MHy N8 iH ek
(1000 MO). KapToHHa
Kopobka Ne 2: o 1
hnakoHy 3
PO34MHHMKOM (BOAA
Ans iH'ekuii 3 0,1%
nonicop6arom 80) no
10 My KapTOHHii
Kopobui pa3om 3
KOMMMEKTOM AN
PO3YMHEHHSA Ta
BHYTPILLHLOBEHHOTO
BBefEHHsA. Komnekrt
NS PO3UYMHEHHA Ta
BHYTPILLHLOBEHHOTO
BBEAEHHSA
cknagaetbesd 3: 1
LUMPWL, OAHOPA30BUIA,
1 KOMMeKT Ans
nepeHocy (1
[ABYXKiHLeBa ronka, 1
inbTpyBasbHa

iHCNEKL,it0 MOPOLLKY A5
PO34nHY A5 iH'EKUIN,
Bi3yasibHy IHCNEKLjo
PO3UYMHHVKA Ta BTOPUHHE
nakyBaHHS, MapKyBaHHS,
BUNYCK cepii ANs KiHLeBoro
npoaykTy (MOpPOLIOK AnA
PO34UHY NS iH KL Ta
pO34MHHKK): OkTachapma
PapmaveBTVKa
MpopykTioHcrec. m.6.X.,
ABCTpIsi; BUPOGHMK,
BiANOBigaIbHNI 3a
Bi3yasibHy iHCMEKLjit0
PO3YMHHVKA, BTOPUHHE
nakyBaHHs Ta MapKyBaHHs
KIHLLeBOro NpoayKTy
(' nopoLLKy ANA po34nHy ANs
iH €Ki Ta PO3UMHHWMKA):
OxTtachapma [feccay 'm6X,
HimeuuunHa; BUpo6HMK,
BiAgnosiganbHWi 3a in bulk
BUPOBHNLITBO, NEPBUHHY
yNaKkoBKy Ta KOHTPO/1b
AKOCTi PO3YMHHWMKA:

Ta gonyctummnx mex) JogasaHHs Tecty HEV-NAT
(BunpobyBaHHsa Ha Bipyc renatuty E) 3 kputepiem
NPUIAHATHOCTI «negative», WO BUKOHYETLCSA ANA
nyny nnasmu nicns BigTaBaHHA y npoueci
BMPOGHMLITBA Ail040T PEYOBMHU Ha BUPOGHWYIl
ninbHUUi Octapharma Molecular Diagnostic,
HimeuunHa. 3minm |l Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Be3neka CTOPOHHIX
areHTiB. OHOBJ/IeHHS iHGhopMaii "OuiHka 6e3nekn
CTOPOHHIX areHTis" (po3gin 3.2.A.2) (3amiHa
3acTapinimx JocnifpKkeHb, MOB'A3aHNX 3 eTanamu
BMPOOHULTBA Ta CTOPOHHIMU areHTamu, Npo ki
BXE MOBIAOM/IANIOCH B OCBE) - 3i 3MIHOK OLiHKM
pv3nky - OHOBNEHHS iHdhopmaLii y po3gini 3.2.A.2
«OUjiHKa 6e3nekn CTOPOHHIX areHTiB», a came
OLIiHKV pU3WKKy LWoAO Bipycy renatuty Ey
BiNOBiAb Ha 3ayBaxkeHHsA Nel0 B pamkax
npouenypv RUP DE/H/0471/003-004-E/02.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

ronka), 1 komnnekr
Ans iHdysii (ronka-
MeTenuK), 2 NPOCOYEHI
CMMPTOM TaMMOHW.
KapToHHa kopobka
Nel Ta KapTOHHa
Kopobka Ne2
06’€AHYIOTLCA MK
€060t N1acTMKOBOIO
N/iBKOKO

OkTadhapma AB, Lseuis

22.

BITATE 500
MO

NOPOLLIOK Ta
PO3YMHHWK AN
PO34nHY A5 iH'EKUINA
no 100 MO/mn;
KapToHHa kopobka Ne
1: no 1 donakoHy 3
NOPOLLKOM NSt
NPUroTyBaHHs
pO34MHY A5 iH KL
(500 MO). KapToHHa
Kopobka Ne 2: o 1
chnakoHy 3
pO34MHHMKOM (BOAA
ans iH'ekuin 30,1 %
nonicop6arom 80) no
5 MN y KapTOHHil
Kopobui pa3om 3
KOMMNIEKTOM N5t
PO3YMHEHHA Ta
BHYTPILLHbOBEHHOTO
BBefeHHA. Komnnekt
NS PO3UMHEHHA Ta
BHYTPILLHbOBEHHOTO
BBEEHHSA
cKknafaetbea 3: 1
LUNpUL, OAHOPA30BUA,
1 KoMnIekT ans
nepexocy (1
[OBYXKiHLeBa ronka, 1
hinbTpyBanbHa
ronka), 1 komnnekr
ans iHdysin (ronka-
MeTesNuK), 2 MPOCOYEHI
CMMPTOM TaMMOHMW.
KapToHHa kopobka Ne
1 Ta KapTOHHa
Kopobka Ne 2
006'€AHYOTHCS MiXK

OkTadhapma
PapmaLeBTuk
a
MpoaykTioHcre
c. Mm.6.X.

ABCTpIst

Brpo6HWK, BiANoOBiAabHMIA
3a in bulk Bupo6HMLTBO,
NepPBUHHY YNakoBKY,
KOHTPO/b AKOCTI,
BK/IOYAI0UN BisyasibHY
iHCMEeKL;it0 NOpPOLLKY Ans
PO34UHY A5 iH'EKUIN,
Bi3yasibHy iHCMEKLit0
PO3YMHHVKA Ta BTOPUHHE
nakyBaHHS, MapKyBaHHS,
BWMYCK Cepii 4715 KiHLEeBOro
npoayKkTy (NOpoLIoK Ans
PO34UMHY AN1s1 iH ekl Ta
po3unHHKK): OkTacapma
dPapmaueBTuka
MpopaykTioHcrec. M.6.X.,
ABCTpIsi; BUPOGHMK,
BignoBiganbHWi1 3a
Bi3yasibHy IHCNEKLjo
PO3YMHHVKA, BTOPUHHE
nakyBaHHs Ta MapkKyBaHHS
KIHLLeBOro NpoayKTy
( nopoLLKy A5 pO34MHY 4N
iH €KL Ta PO3YMHHWMKA):
OkTathapma [eccay 'M6X,
HimeuunHa; BUpobHmK,
BiAnoBiAasIbHWIA 3a in bulk
BUPOGHWLTBO, NEPBUHHY
yMakoBKy Ta KOHTPO/ib
AKOCTi PO3UMHHMKA:
Oktadhapma AB, LBeLis

ABcTpisi/
HimeuunHa/
LLiBeuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURYy - 3MiHn 3 akocTi. A®l. BupobHuuTBO.
3MiHn BUNpobyBaHb abo JOMYCTUMUX MEX Y
npoueci Bupo6HuLTBa A®I, L0 BCTAHOB/EHI Y
cneumdikauisx (4oAasaHHA HOBOro BUNPoByBaHHSA
Ta gonyctumux mex) flogaBaHHsa Tecty HEV-NAT
(BunpobyBaHHSA Ha Bipyc renatuty E) 3 kputepiem
NPUAHATHOCTI «negative», WO BUKOHYETLCSA ANA
nysly Naas3mMu Micas BigTaBaHHSA y NpoLeci
BMPOGHMLITBA Ail0HOT PEYOBUMHU Ha BUPOGHWYIl
AinbHuui Octapharma Molecular Diagnostic,
HimeuumnHa. 3minu |l Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA NNikapcbkmii 3aci6. Be3neka CTOPOHHIX
areHTiB. OHOBNEeHHS iHthopmauii "OuiHka 6e3nekn
CTOpPOHHIX areHTiB" (po3ain 3.2.A.2) (3aMmiHa
3acTapinmx fochnimpKeHb, MOB'A3aHNX 3 eTanamm
BMPOGHMLITBA Ta CTOPOHHIMWN areHTamu, npo sKi
BXX€ MOBIAOM/IANIOCH B JOCLE) - 3i 3MiHOK OL|iHKM
pu3unky - OHOBNEHHSA iHthopmaLii y po3gaini 3.2.A.2
«OujiHKa 6e3nekn CTOPOHHIX areHTiB», a came
OLLIHKM PU3VKY LLOA0 Bipycy renatuty E'y
BignoBiab Ha 3ayBaxeHHs1 Nel0 B pamkax
npoueaypn RUP DE/H/0471/003-004-E/02.

3a
peyenmom

UA/17518/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
c006010 N1acTMKOBOK
Mn/1iBKOO
23. FEHCYNIH cycneHsis ans BIOTOH C.A. Monbwa BMPOOHUK, BigNOBIAaNbHWI Monbwa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/1978/01/01
M30 iH'ekuiin, 100 O4/mn; 3a BUPOOHNLTBO, NMEPBUHHE i 3MiHu | Tuny - 3MiHK 3 skocTi. CepTuddikat peyenmom
no 10 mMn y cknstHomy BTOPWHHE NakKyBaHHS, BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
thnakoHi; no 1 KOHTPO/b Ta BUMYCK cepii: €Bponevicbkin hapmakonei/moHorpadii. 3miHu,
h/1aKoHY B KapTOHHii BIOTOH C.A., MonbLa; NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
nauui; BMPOGHUK, BigNOBIAabHWIA BiANOBIAHICTb A0 MOHOrpadii AdY abo
no 3 M B KapTpuaXi; 3a KOHTPO/Ib Cepii: IHCTUTYT €Bponeiicbkoi thapmakonei, abo iHwoi
no 5 kapTpuaxis y BioTexHonorii Ta HaujioHanbHoi hapmakonei gepxasu €C (3miHa y
6nictepi; no 1 AHTUGIOTUKIB, MoNbLLa crneundikaisx, nos'a3aHa 3i 3miHamu B 4dY, abo
6nicTepy B KapTOHHIl €sponelicbkin dhapmakonei, abo iHLwii
nauuj. HaLjoHanbHIl hapmakonei gepxasu €C) ine mosa
npo afanTyBaHHA MIKpPO6IONOriYHMX METO/AIB
KOHTpOnto fo Bumor EP B po3ginax; 3.2.5.4.1,
3.2.5.4.2,3.2.5.4.3,3.2.S.4.4., i 3aCTOCOBYETbCA
NS TeCTyBaHHA Ha M.6.4, BU3HAYEHHS
6akKTepiasibHNX eHJO0TOKCUHIB.
24. FEHCYNIH cycneHsis gns BIOTOH C.A. Monbla BMPOGHUK, BigNOBiAaNbHWIA MonbLla BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: - UA/9809/01/01
M30 iH'ekuili, 100 O4/mn; in 3a BUPOBHULTBO, NEPBUHHE i 3MiHKM | TUnNy - 3MiHK 3 skocTi. CepTudpikat
bulk: no 10 mny BTOPWHHE NaKyBaHHS, BignosigHocTi/lE-cepTudikar BignosigHoOCTI
CKNAHOMY (p/1akoHi; no KOHTPO/b Ta BUMYCK Cepii: €Bponelicbkii hapmakonei/MmoHorpadii. 3miHu,
150 dpnakoHis y BIOTOH C.A,, MonbLya; noB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
NAacTUKOBIN KaceTi; no BMPOOHUK, BiAMOBIAA/IbHUIA BiANOBIAHICTb A0 MOHOrpadii dY a6o
1 kaceTi y Kopob6L; 3a KOHTPO/1b cepil: IHCTUTYT €Bponelicbkoi thapmakonei, abo iHwoi
in bulk: no 3 mn B BiotexHonorii Ta HauioHanbHOI hapmakonei gepxasu €C (3miHa y
KapTpuaxi; no 600 AHTMGIOTUKIB, MoNbLLa cneuudikaLisix, nos'a3aHa 3i 3amiHamu B dY, abo
KapTpuaxis y €Bponelicbkiin dhapmakonei, abo iHLuii
NNacTuKoBIlA KaceTi; No HaujioHanbHili hapmakonei gepxasu €C) ine mosa
1 kaceTi y KopobLii npo aganTyBaHHSA MiKPO6IONOrYHNX METOLIB
KOHTpoNto Ao sumor EP B po3sginax; 3.2.S.4.1,
3.2.5.4.2,3.2.5.4.3, 3.2.5.4.4., i 3aCTOCOBY€ETbCA
[N TecTyBaHHA Ha M.6.4, BU3HAYEHHS
baKTepia/ibHUX eHAO0TOKCUHIB.
25. FEHCYNIH cycneHsia ans BIOTOH C.A. MonbLa BUPOGHUK, BiANOBifabHNIA MonbLa BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: - UA/9809/01/01
M30 iH'ekuin, 100 O4/mn; 3a BMPOGHULTBO, NEPBUHHE i 3MiHK | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii

in bulk: no 10 mny
CKNsAHOMY hN1aKoHi; no
150 dhnakoHiB y
NNacTWKOoBIlA KaceTi; No
1 kaceTi y Kopob6Li;

in bulk: no 3 mn B
KapTpuaxi; no 600
KapTpuaxis y
NIacTVKOBIl kaceTi; Mo
1 kaceTi y KopobLi

BTOPUHHE NaKyBaHHs,
KOHTPO/b Ta BUMYCK cepii:
BIOTOH C.A., MonbLya,;
BMPOGHUK, BigNOBiAaNbHWIA
3a KOHTPO/1b Cepii: IHCTUTYT
BiotexHonorii Ta
AHTMGIOTUKIB, MonbLya

3aci6. KOHTposib roTOBOro NiKapcbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (HesHayHa 3miHa y
3aTBEPMAKEHUX MeTogax BUNpobyBaHHs).
MeToavka B1U3HavyeHHs M-kpe3o/1y B HOBOI
pefakuii nepegbayae npu NigrotoBkM Npobu
BMKOpUCTOBYBaTH AK po3yunH 6M HCI (nonepeaHs
pefakuis) Tak i anbTepHaTUBHO po3unH 25% HCI.
Cneupucpikanisi 6€3 3MiH. 3MiHn | TUny - 3MiHK 3
sKocTi. [oToBWMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS TOTOBOTO J1iKApCbKOro 3acoby
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUNPOBYBaHHS).

MeToavka Bu3HavyeHHs M-kpe3o/1y B HOBOI
pepakuii nepefgbayae npu NigroToBku Npobm
BMKOpPUCTOBYBAaTH AK po3yunH 6M HCI (nonepeaHs
pefakuisi) Tak i anbTepHaTMBHO pPo3umH 25% HCI
ans npenaparis in bulk. Cneundikauisi 6€3 3miH.

26.

FEHCYNIH
M30

cycneHsisa gns
iH'ekuiin, 100 O4/mn;
no 10 mMn y cknstHomy
donakoHi; no 1
pNakoHy B KAPTOHHIl
nauui;

no 3 M B KapTPUAXi;
no 5 kapTpuaxis y
6nicTepi; no 1
6nicTepy B KapTOHHiIl
nauuj

BIOTOH C.A.

MonbLa

BMPOGHUK, BigNOBIAabHWIA
3a BMPOGHWLTBO, MEPBUHHE i
BTOPUHHE NaKyBaHHs,
KOHTPOb Ta BUMYCK cepii:
BIOTOH C.A., MonbLya,;
BMPOOHUK, BigNoBigaNbHWIA
3a KOHTPO/1b cepil: IHCTUTYT
BioTexHonorii Ta
AHTUGIOTUKIB, MonbLa

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TUny - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKumii
3aci6. KOHTposib roTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA roTOBOrO
niKapcbKoro 3acoby (HesHayHa 3miHa y
3aTBEPAKEHNX METOAAX BUNPOOYBaHHS).
MeTogavka Bu3HavyeHHss M-kpe3o/y B HOBOI
pefakuii nepegbayae npu NigrotoBKM Npobu
BUKOPVCTOBYBAaTK K po3unH 6M HCI (nonepegHs
pefakuis) Tak i anbTepHaTUBHO po3ynH 25% HCI.
Cneuucpikanisi 6€3 3miH. 3miHn | Tuny - 3MiHK 3
AKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMXEHNX METOAAX
BUNPOBYBaHHS).

MeToavka Bu3HavyeHHs M-kpe3o/1y B HOBOI
pepakuii nepegbayae npu NigroToBku npobm
BMKOpPUCTOBYBAaTH AK po3unH 6M HCI (nonepeaHs
pefakuis) Tak i anbTepHaTUBHO Po3umnH 25% HCI
ans npenaparis in bulk. Cneundikaisi 6€3 3miH.

3a
peyenmom

UA/1978/01/01

27.

FEHCYNIHH

cycneHsis gns

iH'ekuiin, 100 O4/mn;
no 10 mMn y cknstHomy
donakoHi; no 1
pNakoHy B KAPTOHHIl
nauui; no 3 mn B
KapTpuaxi; no 5
KapTpuaxis y 6nictepi;
no 1 6nictepy B
KapTOHHI nayw,i

BIOTOH C.A.

MonbLa

BIOTOH C.A., MonbLa
(BMPOGHYIK, BiAMNOBIAAUTbHUIA
3a BUPOOHWLTBO, NEPBUHHE i

BTOPUHHE NaKyBaHHS,
KOHTPONb Ta BUMYCK cepii);
IHCTUTYT BioTexHonorii Ta

AHTUGIOTUKIB, MoNbLLa
(BMPOGHYIK, BiAMNOBIAAUTbHUIA

3a KOHTpPOJIb cepil)

Monbla

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TURy - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuii
3aci6. KOHTpOonb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (HesHayHa 3miHa 'y
3aTBEPKEHNX MeTOoAaxX BUNPOGYBaHHS)
(MeToguka BM3Ha4YeHHS M-Kpe3ony B HOBOT
pefakuii nepegbayae npu NigrotoBKM Npobu
BMKOpPUCTOBYBAaTH AK po3yunH 6M HCI (nonepeaHs
pefakuis) Tak i anbTepHaTUBHO po3ynH 25% HCI.
Cneuudpikanis 6e3 3miH). 3MiHu | Tuny - 3MiHN 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro MikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAAX
BMNPO6YyBaHHs) (MeToavka BU3Ha4YeHHs M-
Kpe30/1y B HOBOI pefakLii nepegbayae npu
nifroToBKM NPo6u BUKOPUCTOBYBATW SiK PO34YMH 6M
HCI (nonepegHs pefakuis) Tak i anbTepHaTUBHO
po3unH 25% HCI ans npenaparis in bulk.

3a
peyenmom

UA/1016/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

Creundikauisi 6e3 3miH)

28.

FEHCYNIHH

cycneHsisa gns

iH'ekuiin, 100 O4/mn; in
bulk: no 10 mny
CKNAAHOMY (p1akoHi; no
150 y chnakoHiB y
NNacTVKOBIN KaceTi; no
1 kaceTi y kopo6uij; in
bulk: no 3 mn B
KapTpvaxi; no 600
KapTpuoxis y
NAacTMKOBIl KaceTi; no
1 kaceTi y Kopo6Li

BIOTOH C.A.

MonbLa

BIOTOH C.A., MonbLa
(BMPOGHYIK, BiAMNOBIAAUTbHUIA
3a BUPOOHNLTBO, NMEPBUHHE i

BTOPVHHE MaKyBaHHS,
KOHTPONb Ta BUMYCK cepii);
IHCTUTYT BioTexHonorii Ta

AHTUGIOTUKIB, MoNbLLa
(BMPOGHYIK, BiAMNOBIAAUTbHUIA

3a KOHTpO/Ib cepii)

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TUny - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuii
3aci6. KOHTposib roTOBOTO NiKapCbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA roTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX MeToAaX BUNPO6YBaHHS)
(MeToauka BU3Ha4YeHHA M-Kkpe3osy B HOBOT
pefakuii nepegbayae npu NigrotoBKM Npobun
BUKOPVCTOBYBAaTK K po3unH 6M HCI (nonepegHs
pefakuis) Tak i anbTepHaTUBHO po3ynH 25% HCI.
Cneumdpikanis 6e3 3miH). 3MiHu | Tuny - 3miHn 3
AKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMXEHNX METOAAX
BMNPO6YyBaHHsA) (MeToavkKa BU3HaYeHHS M-
Kpe30/1y B HOBOI pefakLii nepegbayae npu
nifroToBKM NPo6bu BUKOPUCTOBYBATW SIK PO34MH 6M
HCI (nonepegHs pefakuis) Tak i anbTepHaTUBHO
po3unH 25% HCI gns npenaparis in bulk.
Creupndikauisi 6e3 3miH)

UA/9811/01/01

29.

FENTPAN®

NOPOLLIOK
niodhinizoBaHnin 4ns
pO34UHY A5 iH'EKUINA
no 500 Mmr; 5 CKNsAHNX
h/1aKOHIB 3 MOPOLLKOM
niocpinizoBaHnm Ta 5
amnysn 3 PO3YNHHIKOM
(L-ni3uH, HaTpito
rigpokcuna, Boga ans
iH'eKji1) no 5 mn B
KOHTYPHIli YapyHKOBIi
ynakoBLi, 3aneyaTaHii
a/IIOMIHIEBOIO
oonbroto; no 1
KOHTYPHIli YapyHKOBIi
yNaKoBLi y KAPTOHHIi
Kopobui

A660TT
Nab6opaTopi3
rm6X

HimeyunH
a

Bionopaxici Itanis
Na6opaTtopis C.P.J1., ITanis
(BMPOGHMLTBO, NEPBUHHE
nakyBaHHs Ta KOHTPO/b
SIKOCTi NopoLLKa
niopinizoBaHoro; BTOpUHHE
nakyBaHHs!, KOHTPO/Tb AKOCTI
Ta BMNYCK Cepiil roToBOro
nikapcbKoro 3acoby);
Bionopaxici Itanis
Na6opaTtopis C.P.J1., ITanis
(BMPOGHMLTBO, NEPBUHHE
nakyBaHHs Ta KOHTPO/b
SAKOCTi PO3YMHHUKA);
Hendapm CeH Pewmi,
dpaHuia (BUpOBHULITBO,
nepBMHHE NaKyBaHHS Ta
KOHTPO/Tb SIKOCTi NOPOLUKa
niocpinizoBaHoOro; BTOPUHHE
nakyBaHHs!, KOHTPO/Ib SKOCTI
Ta BUMYCK Cepili roToBOro
nikapcbKoro 3acoby); Pamap
A.B.E. Animoc MNnaHT 63,
Byn. Ar. flimitpiy, peuis
(BUPOBHMLTBO, NEPBUHHE
nakyBaHHs!, KOHTPO/Ib SAKOCTI

ITanis/
®paHuia/
Ipeuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURYy - 3MiHM 3 akocTi. A®l. BupobHuuTBO.
3MiHa po3mipy cepii (BkIovatoun gianasoHu) Ad|
ab0 NPOMIXXHOro NPOAYKTY, SKWIA 3aCTOCOBYETLCSA Y

npoteci Bupo6HuuTea APl (36inbweHHsa go 10

pasiB MOPIBHAHO i3 3aTBEPAKEHNM PO3MIPOM)

ApanTyBaHHSA Aianas3oHy po3mipy cepii APl
NpoBOAMTLCS A5 BifOOPaXKEHHS cepefHbOro
po3mipy cepii 1100 kr (1100 +250 «r) (6e3
ypaxyBaHHsi TEOPETUYHYX | NPaKTUYHWUX BTPAT),
LLIO € pe3yNbTaTOM He3Ha4YHOro KOpuryBaHHs
onepavifiHnX NpakTVK, He NOB’A3aHUX 3 ByAb-
AKUMU KPUTUYHUMW NapaMeTpaMm BUPOOGHUYOro
npouecy. XXoagHWX 3MiH Hi B NpoLieci BUPOGHMLTBA,
Hi B KiJIbKOCTI BUXIAHUX MaTepiasiB He Bigbynocs
(3aTBepmxeHo: 1000 + 200 kr). 3miHu | TNy -
3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AonyCcTUMMX

MeX, BU3HaYeHuX y cneyudikauisx Ha Ad®l, abo

BUXIAHWIA/MPOMKHWI NpoAyKT/peareHT, Wwo

BMKOPUCTOBYIOTbCS y Npoueci BUpobHuytea Ad|

(iHWi 3miHn) 3MiHK y cneumdikadii Ha AdI: -

NnoKasHUK «Impurities»: 3miHa gOMNYCTUMOI MeXi
ans pomiwky SAMe-Glycine Isomer-2 3 «? 1,6 %
calculated as Adenine» Ha «? 0,5 %» BBOAUTLCA B

3B'53Ky 3 BBE[JIEHHSIM HOBOro MeToAy

3a
peyenmom

UA/6993/02/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

Ta BUMYCK CEepIiil PO3UMHHUKA
in bulk)

BMMPOGYBaHHS LLOAO KifIbKICHOr0 BU3HAYEHHS i
BU3HAUYEHHS AOMILLIOK B A®| 3rigHO 3 AKUM
BifHOCHUIA chakTop Biaryky (RRF) gaHoi foMiLLkm
BM3HAYaAETbCA BiHOCHO afileMeTIiOHiHy (3rigHo 3
nonepegHim metogom RRF AoMillkn BU3HaYaBCS
BiZIHOCHO afieHiHy);

- nokasHuk «Microbiological Purity»: 3amiHa
cymapHoro napametpa cneuudikauii «TAMC +
TYMC (total)» Ha okpemi napameTpy «TAMC» i
«TYMC» npoBOANTLCA 3 METOK rapMOHi3aw,ii
KpuTepiiB AaHnx napameTpis 3 BuMoramu EP -
nokasHuk «Color of Solution»: pegakujiiHe
YTOUYHEHHS Y Ha3Bi NOKa3HUKA — BUTyYEHHS
BKa3iBku «npun pH 6», ockinbku pH BoAn € 6113bKO
6 i 6yab-siKe kopuryBaHHs pH Boau He BNAvBaE Ha
pH KiHL,EBOro po3unHy; - nokasHrk «Residue on
Ignition»: pefakuiiiHe yTOYHEHHSI HA3BUW NOKa3HMKa
Ha «Sulphated Ash» - 3 MeTO0 NpuBeAEHHS Y
BiANoBigHICTb A0 EP. 3MiHn | TUny - 3MiHn 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BuNpobysaHHA A®| abo BuxigHOro
mMarepiany/npoMiXXHOTO NPoAyKTy/peareHTy, Lo
BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(iHWi 3MiHM y MeTogax BUNPoByBaHHA (BKIOYaUM
3amMiHy abo fonoBHeHHs1) APl abo
BUXIAHOrO/NPOMIXXHOTO NPOAYKTY)
3amiHa gjrounx metodis BUNpobysaHHsa Ad| woao
iAeHT1dikauii, KibKiCHOro BU3HAYEHHS iOHY
af,eMEeTIOHIHY i BU3HAYEHHS BMICTY [OMILLOK
(RTM.C3591 i RTM.C3592) Ha HOBMi1 MeTof,
BMNpoGyBaHHA ADI, sknil 06'eaHye ineHTudikaw;jo,
KiNlbKiCHe BU3HAYEHHS IOHY afleMeTIOHIHY i
BM3HAYEHHA BMICTY JOMILLOK (KpiM FoOMocepuHy Ta
2-amiHo-4-6yTnponakToHy) — RTM.C6025.

30.

FMAYMAKC ®

Kpansi O4Hi, po3ynH
0,005 %; no 2,5 mny
chnakoHi-kpanesibHi;
no 1 a6o no 3
hakoHW-KpaneabHUL
B naui

AT "KeBenbt"

EcToHiA

AT "KeBenbt"

EcToHiA

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TUNY - 3MiHK Wopao 6esnekn/edheKTUBHOCTI
Ta dhapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnX npo cucTemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0cO6M, BigNoBiganLHOI 3a
34iiCHEHHS (hapMaKoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl YNOBHOBaXeEHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs hapmMakoHarnsay (Bkioyakyn
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-aiina cuctemu dapmakoHarnsgy) 3miHa

3a
peyenmom

UA/13505/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

YMOBHOB&XeHOT 0CobM 3as1BHMKA, BifnoBigasibHOT
3a hapmakoHarnag,

[itoua pepakuis: Hurynac Camens / Nigulas
Samel. MponoHoBaHa pegakuis: Kionniki Bapsac /
Kulliki Varvas. 3MiHa KOHTakTHUX AaHux
YNOBHOBAXEHOT 0CO6MU, BigNoBigaNbHOI 3a
dhapMakoHarnsg.

31.

FNILUCEL®

Tabnetku no 100 mr
no 10 TabneTtok y
6nicTepi; no 5
6nictepiB y nauui

MAT
"Knismegnpen
apar”

YKpaiHa

MAT "KviBmegnpenapart”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TMny - 3miHK 3 AKkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiit hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BUNyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onqa BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - HoBuiA cepTudikar
Bi, HOBOro BUPO6HMKA (3aMiHa ab0 AONOBHEHHS)
noAaHHa HOBOro cepTudikarta BiAnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 1995-018 -
Rev 05 ana gitoyoi pevosuHu Glycine Big HOBOro
BUpobHMKa YUKI GOSEI KOGYO CO., LTD»,
ANOoHis (AONOBHEHHS).

6e3
peyenma

UA/0585/01/01

32.

F/IFOKO3A-
JAPHULA

PO34UH A5 iH'EKLiA,
400 mr/mn no 10 mn
abo no 20 mn B
amnyni; no 5 a6o no
10 amnyn B navui

MpAT
"GapmaueBTn
yHa thipma
"fNapHuus"

YKpaiHa

MpAT "dapmauesTuyHa
dipma "OapHuus"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TURy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii
3aci6. KOHTpOonb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA rOTOBOrO
NiKkapcbKoro 3acoby (iHwi 3MiHM y MeTogax
BMNPOGYBaHb (BK/THOYaouM 3amiHy abo
[LOMOBHEHHS))

CynyTHS 3MmiHa
- 3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpiB crneungikauii Ta/abo gonycTnuMmx
MEX roTOBOrO /iKapCbKoro 3acoby (iHLUi 3MiHK).
BHeceHHs 3MiH fo Cneumdikauii/MeTogis
BMNpo6yBaHHA /13, 30Kkpema: 3a NOKa3HUKOM
"KisibkicHe BM3Ha4yeHHs" 3amiHa MeToay
BM3HAYEHHS NOKasHuka 3asiomneHHs (4dY, 2.2.6,
N) Ha meToa onTnyHOro obeptaHHsa (APY, 2.2.7).
K HacniAoK 3MiHa MOCUIaHHA Ha AaHnin MeTog, 3a
nokasHnkom "laeHTudikadis B"

3a
peyenmom

UA/2349/01/01

33.

BEKCANTH®
IH'EKT

pO34nH AN
iH’exuil/iHdy3ili, 50
Mr/ 2 M1; N0 2 MN B
amnyni; no 1, a6o 5,

MeHapiHi
IHTepHeLoHan
OnepeiiloHc
Jllokcembypr

Jiokcemby
pr

BupobHunyTBo in bulk,
NnepBMHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/b Ta

BMNYCK Cepii:

ITanis

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
YTOUHEHHS1 peecTpauiiiHol npoueaypy B Hakasi
MO3 YkpaiHu Ne 360 Big 23.02.2022 - 3MiHu |
My - 3MiHK 3 AKocTi. API. Bupo6bHMUTBO. 3MiHa

3a
peyenmom

UA/3764/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
abo 10 amnyny C.A. A. MeHapiHi MaHydakTypiHr BMPOGHMKA BUXIAHOr0/MPOMIKHOTO
KapTOHHilA KopooLi NoricTikc eHp, Cepsicec

C.p.J1., Itanis;
Anbghacirma C.n.A., Itanis

NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3MiHa BUPOGHMKA
(BktOvaroun, fe HeobxigHO, MicLe NPOBeAEeHHS
KOHTPOO sIKOCTi) ADI (3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpONEiChbkilt
chapmakonei y 3aTBepKeHOMy [0CbE)
(3anponoHoBaHWii BUPOBHWK HaNeXWTb A0 Tiel
camoi BUPOBHWYOI rpynu NigNpUeEMCTB, LLO 1
3aTBepmxeHuid) - logaHHsa BUpobHuka Lodichem
S.r.l., Wwo 3HaxoauTbcs 3a agpecoto: Via delle
Rimembranze, 1 - 26852, Casaletto Lodigiano
(LO), Itanis, y AKOCTi anbTepPHATUBHOI AiNSHKY, 1O
BiAnoBiaae 3a BUpo6HMLTBO AD| fekckeTonpodeH
TpomeTamosn. 3miHu | Tuny - 3miHun 3 AkocTi. API.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs
Ad| abo BUXiAHOrO MaTepiany/NPoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoteci Bupo6HuuTea AP (iHwi 3MiHM y meTogax
BMNPO6YBaHHSA (BK/IOYalouM 3aMiHy abo
[0noBHEHH:A) A®| abo BUXIAHOro/NPOMIKHOTO
NpoAykTy) - lofaBaHHs anbTepHaTUBHOTO MeToay
BUNpobyBaHHA «GLC test» An1a BU3HauYeHHs
3a/IMLLKOBUX PO3UMHHUKIB Ans ADI
[JekckeTonpodheH TpomeTamorny (415 3asogy
BUpo6HMKa A. Menarini Manufacturing Logistics
and Services - Florence (AMMLS Florence)).
3MiHn | TUny - 3MiHM 3 skocTi. A®l. BupobHMuTBO.
3MiHV B npoueci BupobHuuTBa APl (He3HauHa
3MiHa Y 3akpuTili yacTuHi MacTep-haiina Ha AdI) -
3anpoBagpKeHHs1 a/lbTEPHATVBHOTO MpoLiecy
OYMLLIEHHSA NPOMDKHOro eTu10Boro edipy
keTonpodeHy BupobHnkom SIMS SRL, Lo
BM/IMBAE K Ha 3akpuTy YacTuHy (RP), Tak i Ha
BIAKPUTY YacTuHY 3asBHUKa (AP), Ta K Hacnigok
Ha Moay/b 3.2.S. 3aaBHUKA. 3MiHN | TUNy - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneundikauii Ta/abo AONYCTUMKX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BVXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Lwo
BMKOPUCTOBYIOTLCSA Y NpoLeci BUpobHUuTBa Ad®I
(BUYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI
(Hanpukiag BUYYEHHS 3acTapifioro NokasHuka)) -
BunyuyeHHs nokasHuka Baxkki meTanu 3i
cneuudikauii A®l. 3miHu | TUny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneundikauii Ta/abo AONYCTUMUX MEX,

BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BMXigHWIA/NPOMDKHWIA NpoAyKT/peareHT, Lo

BMKOPUCTOBYIOTLCSA Y NpoLieci BUpobHUuTBa API
(3BYXEHHS JOMYCTUMMX MEX, BUHAYEHUX Y
cneumdikauii) - 3BY>KEHHS AONYCTUMUX MEX Y
cneundikauii A®l ans n.«LAL test» (3 < 2.37
EU/mg Ha < 1.58 EU/mQ). 3MmiHu | Tuny - 3miHu 3
akocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BuXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA y Npoueci BUpobHuuTBa AdI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BMNPOOGYBaHHSA) - He3HauHi 3MiHN y 3aTBEPAYKEHNX
mMeTofax BUNpobyBaHHs AD| - 3amiHa 3acTapinoro
meTtony GEL CLOT gns LAL oHoBNEeHUM
mMeToAoM. 3MiHu | TURY - 3MiHK 3 sKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs
Ad| abo BUXiAHOrO MaTepiany/NPoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHN y
3aTBEPMAXEHNX MeToAax BUNPOOYBaHHS) -
HesHauHi 3mMiHN y 3aTBEpKEHUX MeToAax
BunNpobysaHHA A®| - OHOBNEHHSA MeToay
BU3HAYEHHS BMICTY TpoMmeTamory. 3MiHu | Tuny -
3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BMPO6HMLTBI. 3MiHN BNpobyBaHb abo
LONYyCTUMKX MeX, BCTAHOB/IEHNX Y crieundikaLisx,
nig Yac BUpPOOHULTBA FOTOBOrO NiKapCbKOro
3acoby (foaasaHHA HOBOTO MeToAy
BUMPOOYBaHHA Ta JONYCTUMUX MEX) -
[lonoBHEHHA HOBOro MeToZAy BUNPOGYBaHHA Ta
[OMYCTUMMX MEX — a/TbTEPHATVBHUI METO[,
BU3HAYEHHS LiIICHOCTI iNbTpyoyoi MemopaHu
yepes WBNUAKICTb Andy3ii 3a JONOMOror TecTy Ha
LinicHICTb NPAMOro NoToKy. 3MiHu | TURy - 3MiHK 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. 3MiHU y
BMPOGHULTBI. 3MiHN BUNpPOOYyBaHb abo
[OMNYyCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisix,
nig, yac BUPOGHULITBA rOTOBOTO NiKApCbKOro
3aco6y (iHWi 3MiHK) - 3MiHa AONYCTUMUX MEX
06’emy 3anoBHeHHS y cneyudikadii, nig vac
BUPOGHMLTBA FOTOBOIO NiKapCbKoro 3acoby 3
«Bignosigae» A0 «2.10 - 2.30 ma». 3MiHu | Tuny -
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbkuiA 3aci6. 3MiHW y
BMPOOGHULTBI. 3MiHK BUNpobyBaHb abo
[0NYyCTUMUX MEX, BCTAHOB/IEHUX Y cneuudikaLlisx,
nif, yac BUPOGHMLITBA FOTOBOTO J1iKapCbKOro
3aco0y (iHwWi 3MiHK) - Kopekuis winboBoro o6'emy

3aMoBHEHHSA Ha eTani f03yBaHHsA amnyn 3 "2,1




52

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

Mn" 4o "2,2 Mn" Ha OCHOBI 3a[jaHOT0 AjanasoHy
2,10 - 2,30 M/1. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKMiA 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cneumdikayisx, nig yac
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby
(BUYYEHHS HECYTTEBOrO BUNPObGYBaHHA B MPOLECI
BMPOOHULTBA) - BunyueHHs aeniporeHisaui
NOPOXHIX amny/ nif Yac BUPOOHULITBA FOTOBOrO
nikapcbkoro 3acoby. 3miHu | TMny - 3MiHK 3 SKOCTI.
[0TOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHn BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHNX Y cneundikauisix, nig vyac
BMPOBGHULTBA rOTOBOrO NiKapcbKoro 3acoby (iHLwi
3MiHK) - 3MiHa YacTOTW 3anOBHEHHS amnyn nig, Yac
BMPOGHMLTBA rOTOBOTO JlikapCbKoro 3acoby,
BMKOHYyBaHWX Ha 3aBogi Alfasigma, 3 "worognHun"
Ha "KoHi 30 XBUANH" MiCASA 3anycKy MaLlnHW.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkni
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHM BUNpo6yBaHb
abo foNyCTUMUX MEX, BCTAHOB/EHNX Y
cneumdikauisix, Mg yac BUpoOHMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHa KislbKOCTi
amnyn (3 «ofgHiel amnynn» Ha «8 amnys»), Lo
BiAOUpaTbCA 4719 BUMIPIOBAHHS Barn BMIiCTy
LWoA0 06’eMy HanoBHEHHS Y cneuudikauisx nig
yac BMPOBHMLTBA FOTOBOrO NiKapCbKoro 3acooby,
nposefeHa Ha 3aBogi Alfasigma. 3minum | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHW y
BMPOOGHULTBI. 3MiHN BUNpPOOYyBaHb abo
[OMNYyCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisix,
nig, yac BUPOGHULITBA rOTOBOTO NiKApCbKOro
3aco6y (BWIyYEHHSI HECYTTEBOrO BMNPOOYBaHHA B
npoteci BUPO6HMLTBA) - BunyyeHHs 4onycTrMmux
MeX BCTaHOBJ/IeHMX Y cneumdikauii B npoueci
BMPOOHULITBA J13 - MOHITOPUHT NapameTpis
aBToKNaBy. 3MiHW | Tuny - 3MiHK 3 sKOCTi. [OTOBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BMNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneundikauisix, nig vyac
BMPOOHULTBA FOTOBOrO NiKapCbKoro 3acoby
(BUYYEHHS HECYTTEBOIO BUNPOBYBaHHA B MPOLEC
BMPOGHMLITBA) - BUyuyeHHA fonyCTUMUX MeX
BCTaHOBMEHMX Y cnevumdikayii B npoueci
BMPOGHMLTBA /13 — 30BHILLHIli BUrNag Ha
3ak/l0YHOMY eTani ctepunisadii. 3mMiHu | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHW y
BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

[OMNYyCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisix,
nig, yac BUPOGHULITBA rOTOBOTO NiKApCbKOro
3acoby (iHwWi 3MiHK) - 3aMiHa meToay
BMNPO6YBaHHA BCTAHOB/IEHOTO y cnevudikauii mig
yac BMpobHuLUTBa /13 ANs nepesipkn amnyn,
HOMepIB cepii Ta TepMiHY NPUAATHOCTI Ha
KapTOHHI kopobui. Kpim Toro, 3asaBHMK
KOPUCTYETLCA HaroAoto, W06 BHECTU HE3HAYHI
pepakuiiiHi npaskn B po3ginu 3.2.P.2.3 Ta
3.2.P.3.3, Ha siKi BI/IMHYNN BULLie3a3HaY€eHi 3MiHW.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta chapmakoHarnagy (iHwi 3MiHW) - YTOYHEHHS
HanmcaHHsA Nikapcbkoi hopMu roTOBOrO
nikapcbKoro 3acoby - NpuBeeHHs Y BiANOBIAHICTb
[0 opuriHasibHUX MaTtepianis Mogyns 3. fjtoua
pepakuis - Po3unH ans iv'exuini; MNponoHoBaHa
pepakuisi - Po3unH ans iH'ekuii/iHcpysiii. 3miHun
BHECEHO 10 IHCTPYKUIT A4/18 MeANYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"Cknapg" Ta "Nikapcbka hopma”, B IKUX YTOYHEHO
HanucaHHs Nnikapcbkoi hopmu NikapcbKoro 3acoby,
B 3B'A3KY 3 MPYBEAEHHAM Y BifnoBigHICTb [0
mMartepianis AOCbe. 3aTBEpPIKEHO: "PO34nH AN
iH'eKUili"; 3anponoHoBaHo: "PO34uH A5
iH'ekuin/iHdy3ilii". Ak HacnigoK, BiANOBIAHI 3MiHK
BHeCEeHi B TEKCT MapKyBaHHA YNaKoBKN
nikapcbKoro 3aco6y. BeefeHHs 3MiH npoTarom
6-Tu micsALiB nicnsa 3arBepgKeHHA. 3MiHu | Tuny
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTumLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3acTocyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3Mekn NiKapCbKoro
3acoby, abo focnigxeHb 3 6e3neKky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnspeecTpaviiiHuii nepiog,
ab0 Sk pesynbTar OLiHKM 3BiTY 3 JOCAIIKEHb,
npoBeAeHnX BigNoBiAHO A0 NaHy nejiatpudHmnx
pocnigmkens (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM OPraHom) - 3MiHu
BHECEHO A0 [HCTPYKUii Ans MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBOoCTi 3acTocyBaHHs", "Cnoci6
3aCcTOCyBaHHSA Ta 403U" BignoBigHO A0 OHOB/IEHOT
iHchopMmawii 3 6e3nekn 3acTocyBaHHA Aito4oi
peyoBuHW. BBEAEHHS 3MiH MPOTATrOM 6-TW MicsLiB
nicns 3aTBepapkeHHs. 3MiHu 1l Tuny - 3MiHu 3
AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMPOGHMLTBI. 3MiHN Y NpoLeci BUpobHULTBa
roTOBOrO /liKapCbKOro 3acoby, Bko4aumn
NPOMDKXHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(cyTTeBa 3MiHa y npoueci BUPOBHULITBA, Ska MOXe
MaTm iCTOTHUIA B/IMB Ha sIKiCTb, 6e3neky Ta
eheKTVBHICTb Nikapcbkoro 3acoby) - 3mMiHu B
npoueci BUPOBHULTBA rOTOBOrO NiKapCbKoro
3acoby:

1. NIArOTOBKA PO3YVHY:

- 3MiHa Yacy nepemillyBaHHs 3 "npu6sm3Ho 15 xs"
Ha "npn6ansHo 10 xB" nicns fogasBaHHsA eTaHony,
BOAM Ta AeKCKeTonpoeH TpomeTamony;

- 3MiHa poHoBoOI Aii("background action™) npu
[ofasaHHi xiopuay HaTpito Ta rigpokcuay HaTpito
[N OTPUMaHHA KiHLEeBOro pH;

- 3MiHa Yacy nepemillyBaHHs 3 "15 xB" Ha
"NpmM6An3HO 5 XB" Nicna AofaBaHHA X10puay
HaTpilo, a NOTIM TigPOKCUAY HaTPIIO;

- 3MiHa Yacy nepemiwlyBaHHs 3 "10 x8" Ha "He
MeHLLe 2 XB" MiCNs A0AaBaHHA BOAW ANS iH'EKLNA.
2. ®INbTPALIA PO3UYMHY:

- 3MiHa KOHTeliHepa ans 36epiraHHs cuny4mx
NPOAYKTIB 3i CKNSAHMX KON6 Ha EMHICTb 3
HepXKaBiloyoi CTauli, OCHaLLeHa ANXasibHUM
KnanaHom("stainless steel breathear tank").

3. ®A3A JEMIPOrPEHALLIT AMNYA,
JO3YBAHHA TA N/IOMBYBAHHSA:

- 3MiHa napameTpiB AeniporeHisaii NopPoXHiX
amnyn, Wo BUKOPUCTOBYIOTbCA AMMLS;

- 3MiHa napameTpiB AeniporeHisaylii MOPOXHiX
amnyn, BukopuctoByBaHux Alfasigma;

- 3aMiHa 06nagHaHHA AN Aeniporenisawi
MOPOXHIX amny/1, Wo NpoBoAnTbCA Ha Alfasigma, 3
«[IyXOBKU» Ha «AMMNY/bHY NPasibHY MalluvHy Ta
TyHenb Ans geniporexisawii»

4. TEPMIHANBHA CTEPUNISALIA:

- [ofaBaHHA aBTOMATUYHOI KOHTPOLHOT MaLUnHU
ONA Bi3yasibHOro ornagy amnys.

5. CKNAL HA CEPIIO:

- Moaudikauis po3mipy cepii Big gianazoHy 150 1 -
350 N1 [0 HOMIHaIBHOTO po3Mipy cepii 270 n.
Kpim Toro, 3asiBHVK BUKOPUCTOBYE Harogy 06
BHECTU HE3HAYHI peAakLiliHi NnpaBkun J0 po3ainis
3.2.P.3.2,3.2.P.3.3,3.2.P.35,3.2.P.7,3.2.P.8.1.
Ta 3.2.P.8.3, Ha Siki Bn/iMBatoThb NepeniveHi BuLLe
3MiHW.

34.

AENIO®EH

TabneTkn, BKpUTI

MPOPAPMA

MasnbTa

JlabopaTopioc HopmoH C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaviiHiX maTepianis:

3a

UA/13589/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
N/1iBKOBOO IHTEpHeLHN 3MiHn |l Tuny - 3miHn 3 AkocTi. ADL. (iHLWi 3MiHN) peyenmom
060/10HKOI0, M0 25 Mr; TpelguHr OHoBNEeHHss DMF ana A®l gekcketonpodeHy
no 10 TabneTtok y Nimiteq TpomeTony Bif BUpobHMKa Saurav Chemicals
6nicTepi; no 1 Limited, IHgis
6nicTepy y KapTOHHiii
nauuj
35. AENIO®EH PO34MH A8 iH'EKLN, MPODPAPMA Manbta Na6opaTopioc HopmoH C.A. Icnarnis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/13589/02/01
50 mr/2 mn; no 2 mn B IHTepHeLwHN 3MiHu 1l TUNY - 3MiHK 3 AKOCTi. ADL. (iHLWi 3MiHW) peuenmom
amnyni; no 5 amnyn'y TperguHr oHoBneHHs DMF gnsa A®| gekcketonpodeHy
KaceTi; o 1 kaceTiy Nimiten TpomeTony Big BUpo6HMka Saurav Chemicals
KapTOHHI nayui Limited, IHais
36. AEPMA3O/® | kpem, 20 mr/r no 151 TOB YKpaiHa KYCYM XENTXKEP MNBT IHais BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 6e3 UA/6725/02/01
abo 30 ry Ty6i; no 1 "TNEAPAPM nTa 3MiHa 3as1BHMKa (B/lacHUKa peecTpaviiiHoro peyenma
Ty6i B KQPTOHHIlA nTar noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
ynakoBLi Ne 460) BeeAeHHS 3MiH NPOTAroM 6-X MicALiB
nicnsa 3aTBepXeHHs; 3MiHK | Tuny - 3MiHu Wwoao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
cuctemy chapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0c0bM 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YKpaiHi, SKLo
BOHa BigMiHHa Bif, yNOBHOBaXeHOi 0cobw,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy
(BK/THOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaxeHoi 0cobu
3asBHVIKa, Bi4NoBigaNbHOT 3a 34iACHEHHS
thapmakoHarnagy. fitova pegakuis: Dr. Sanjay
Kumar Mishra. MNponoHoBaHa peaakuis:
Mpuanmmpcbka Tamapa BonogvmupisHa. 3miHa
KOHTaKTHUX AaHnX YyNOBHOBaXKEHOI 0CO6U
3asiBHUKA, BiANOBIAA/ILHOI 32 34iliCHEHHS
hapmakoHarnsgy. 3miHa Micus 34ilnCHeHHs
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLie3HaxX0MKeHHs MacTep-chaiina cuctemu
chapmakoHarnsgy Ta iioro Homepa
37. AEPMA3O0OM® | kpem, 20 mr/r in bulk TOB Ykpaina KYCYM XENTXKEP NBT IHais BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: - UA/12479/02/01
Ne 504: no 15 r y Ty6i; "TNEAPAPM nTa 3MiHa 3asBHMKa (BNacHMKa peecTpavjiiiHoro
no 504 Ty6u B nTar noceigyeHHs1) (3rigHo Hakasy MO3 Big 23.07.2015

KapTOHHIA ynakoBLyj; in
bulk Ne 320: no 30 ry
Ty6i; no 320 Ty6 B
KapTOHHIA ynakoBL,i

Ne 460) BBefieHHA 3MiH NPOTArom 6-x micsauis
nicns 3aTBepipkeHHs; 3MiHu | Tuny - 3miHn Wwoo
6e3nekn/edekTMBHOCTI Ta thapmakoHarnisgy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHuX Npo
cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX fJlaHWX Mpo cucTemy
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hapmakoHarnsgy, 3MiHa yrnoBHOBa&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0c06M 3 hapmakoHarnsay 3asiBHUKa
ONA 34jiCHeHHs dhapmakoHarniagy B YKpaiHi, SKLo
BOHa BifMiHHa Bif, yNOBHOBaXeHOI 0cobu,
BiNOBIfabHOT 3a 3iICHEHHS hapmakoHarnsgy
(BK/THOHAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHoi 0cobu
3as1BHMKA, BiAnoBiga/ibHOI 3a 34jiNCHEHHSI
hapmakoHarnagy. fitova pegakuis: Dr. Sanjay
Kumar Mishra. MNponoHosaHa pefakuis:
Mpu3nmmpcbka Tamapa BonognmupisHa. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0co6u
3a8BHUKA, BiAMOBIAaIbHOI 3a 3AiAICHEHHS
thapmakoHarnagy. 3MiHa Micus 34iACHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MicLle3HaX0MKeHHs MacTep-thaiina cuctemm
dpapMakoHarnisiay Ta moro Homepa

38.

DIALED 1T

NOPOLLOK A/15 PO3YNHY
Ans iH'ekuiii, no 1000
Mr 1 donakoH 3
NOPOLLKOM Y
KapTOHHI/ ynakosL,i

CeHc
Nab6opaTtopic
Met. 14,

IHais

CeHc NNabopartopic MBT.
nra.

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKui
3aci6. 3MiHM y BUpo6HULTBI. 3MiHa po3mipy cepii
(BKKOHAOUM Ajana3oH po3Mipy cepil) roToBoro
NikapcbKoro 3acoby (iHLi 3MiHN) BBEAEHHS
[ofaTkoBuX po3Mipis cepii [13.3aTBepaxeHo: -
0Nns fo3yBaHHA no 1000 mr: 30 kr (24038
h1aKkoHiB); 3anponoHoBaHo:- AN5 A03yBaHHS MO
1000 mr: 30 kr (24038 chnakoHis); 70 kr (56089
pN1aKoHiB)

3a
peyenmom

UA/17129/01/01

39.

DIALE®D 2T

MOPOLLIOK A1 PO3UMHY
ONs iH'exuind, no 2000
Mmr 1 dp1iakoH 3
MOPOLLKOM Y
KapTOHHIA ynakoBL,i

CeHc
Na6opaTopic
MeT. N114.

IHais

CeHc Jlabopartopic MBT.
nra.

IHais

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHu | TURYy - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpO6HUMLTBI. 3MiHa po3mipy cepii
(BK/IIOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHN) BBeAEHHS
nofaTtkoBux po3mMipis cepii [N13. 3aTtBepaKeHo: -
Ansa posysaHHsa no 2000 mr: 10 kr (4006
dhnakoHiB). 3anponoHOBaHO: - 4718 A03YBaHHA M0
2000 mr: 10 kr (4006 chnakoHiB); 80 kr (32051
h1akoH).

3a
peyerimom

UA/17129/01/02

40.

DIKNOCEN®

®

cynosuTopii no 50 mr
no 5 cynosutopiis y
CTpuNi; No 2 CTpUnn y
KapTOHHIA ynakoBL,i

TOB
“TNEAGAPM
nTa”

YKpaiHa

KYCYM XENTXKEP MBT
nTg

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHa 3asBHVKa (BNacHvKa peecTpauiiHoro
noceigyeHHs1) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460): BBefeHHS 3MiH NPOTAroM 6-T1 MicALUiB
nicns saTeepmXeHHs. 3MiHu | Tuny - 3MiHu LWoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnisgy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHuX Npo
cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX fJlaHWX Mpo cucTemy

3a
peuyenmom

UA/16445/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

hapmakoHarnsgy, 3MiHa yrnoBHOBa&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0c06M 3 hapmakoHarnsay 3asiBHUKa
ONA 34jiCHeHHs dhapmakoHarniagy B YKpaiHi, SKLo
BOHa BifMiHHa Bif, yNOBHOBaXeHOI 0cobu,
BiNOBIfabHOT 3a 3iICHEHHS hapmakoHarnsgy
(BK/THOHAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa yrnoBHOBaXXeHOT 0co6u
3as1BHMKA, BiAnoBiga/ibHOI 3a 34jiNCHEHHSI
hapmakoHarnagy. fitova pegakuis: Dr. Sanjay
Kumar Mishra. MNponoHosaHa pefakuis:
Mpu3nmmpcbka Tamapa BonognmupisHa. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0co6u
3a8BHUKA, BiAMOBIAaIbHOI 3a 3AiAICHEHHS
thapmakoHarnagy. 3MiHa Micus 34iACHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MicLie3HaXOMKEeHHSI MacTep-dhaiina

41.

LOIKNOTON®

TabneTku, BKpUTI
060/10HKOt0, N0 100
mr, no 10 TabneTok y
6nicTepi; no 3 a6o 10
6nicTepiB y KAPTOHHIl
ynakosui; no 14
Tabnetok y 6nictepi;
no 2 6nictepu y
KapTOHHI ynakosL,i

TOB
«NEA®APM
NTh»

YKpaiHa

KYCYM XENTXKEP MBT
nTa

IHais

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHa 3as1BHMKa (B/lacHUKa peecTpaviiHoro
nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
Ne 460) BBegeHHS 3MiH NPOTAroM 6-Xx MicaLiB
nicnsa 3aTBepAKEHHS; 3MiHK | TUNy - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeefeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy chapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHUKa
ONA 34iCHeHHs dhapmakoHarniagy B YKpaiHi, SKLio
BOHa BifMiHHa Bif, yNOBHOBaXKeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/THOHAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOI 0cobum
3asiBHMKA, BiAnoBigasibHOI 3a 34jiNCHEHHSI
hapmakoHarnagy. ditova pegakuis: Dr. Sanjay
Kumar Mishra. NponoHoBaHa pegakuis:
Mpu3nmmpcbka Tamapa BonogvmupisHa. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0cO6U
3asBHVIKa, Bi4NOBIAaNbHOI 38 34iACHEHHS
thapmakoHarnagy. 3MiHa Micus 34iACHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3MiHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
papMakoHarnsigy Ta moro Homepa

3a
peyenmom

UA/12364/01/01

42,

AOKCENIH

kancynu no 10 mr, no
10 kancyn y 6nicTtepi;

TOB «TeBa
YkpaiHa»

YKpaiHa

TOB TeBa OnepeiilH3
MNonaHg

Monbla

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW Il Tuny - 3MiHK 3 AkocTi. ADI. (iHWi 3MiHW) -

3a
peyenmom

UA/7467/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
no 3 6nictepu B OHoBrneHHss ASMF Ha gitouy pedoBuHy [lokceniHy
KopooLi rigpoxnopug Bif 3aTBepKeHoro BUpobHuKa
Dipharma Francis S.r.L. (3aTBepaxeHo: Version:
May 2012 Sequence-); 3anponoHoBaHo: Version:
November 2020 Sequence: Sequence 0001)
43. AOKCENIH Kancynu no 25 mr, no TOB «TeBa YkpaiHa TOB TeBa OnepenLwH3 Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/7467/01/02
10 kancyn y 6nictepi; YkpaiHa» MonaHg 3MiHM Il Tuny - 3MiHK 3 AkocTi. ADI. (iHWi 3MiHN) - peyenmom
no 3 6nictepu B OHoBneHHss ASMF Ha gjtody pevoBuHy [lokceniHy
Kopoobui rigpoxnopwug, Bif 3aTBEPA)KEHOrO BUPOGHMKA
Dipharma Francis S.r.L. (3aTBepaxeHo: Version:
May 2012 Sequence-); 3anponoHoBaHo: Version:
November 2020 Sequence: Sequence 0001)
44, AOP3OMTUK | kpanni 04YHi, PO34mH, BapLuaBchbkuii Monbwa BapLuaBcbkuii Monbwa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/14472/01/01
20 mr/mn; no 5 mn hapmaveBTny hapmaLeBTMYHMIA 3aB0OS 3MiHu | TUny - 3MiHKn 3 akocTi. CepTudikaT peuenmom
pO3unHy y dhNaKkoHi- HWin 3aBof Monbcha AT BignosigHocTi/lE-cepTudikar BignosigHoOCTI
KpanesnbHuuj; no 1 Monbdha AT €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
(h/1aKOHY B KapTOHHiiA HOBOro abo OHOBMEHOro cepTudikata
Kopobui BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BVKOPVCTOBYIOTbCS Y BUPOOHMUTBI ADI; ans
[0NOMDKHOT peqoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkinn hapmakonel) - HoBuid cepTudikar
Ha HecTepunbHUii A®I, akunii byae
BMKOPWCTOBYBATMCS /18 BUPOGHMLITBA
CTEPUIBHOrO NiKapCbKoro 3acoby, AKLWo Boda
BMKOPWCTOBYETLCA HA OCTaHHIX eTanax CuHTesy Ta
mMarepian He BiflbHWiA Big, 6akTepiasibHUX
€HJ0TOKCUHIB - MoAaHHSA HOBOro cepTudikara
BiANoBIgHOCTI EBponeiicbkilt hapmakonei Ne R1-
CEP 2011-102 - Rev 06 gns Ait040i peyoBrHU
Dorzolamide hydrochloride Big HOBOro Bupo6Huka
MICRO LABS LIMITED (8onoBHEHHS).
45, ENOHBA PO34MH ANA iH'eKLiA No OpraHoH Lseliuapi Bupo6H1LTBO HimeuunHa/ BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/13125/01/01
100 mkr/0,5 mn; no 0,5 CeHTpan Ict A Hepo3dhacoBaHOi NpoayKuil Higepnanan 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHK. 3MiHa peyenmom
M1 PO3YMHY B M6X Ta NepBrHHA yNakoBkKa, HalimeHyBaHHs Ta/abo agpecu micus

nonepeaHLo
HarnoBHEHOMY LLINpUL;
no 1 nonepegHLo
HarnoBHEHOMY LUNPULLY
pa3om 3i CTEPUIbHOID
iH'EKLLIAHOIO TO/TKOK Y
BiAKPUTOMY
NNacTUKOBOMY /I0TKY B
KapTOHHIlA KopooLi

KOHTPO/Ib AKOCTI,
TecTyBaHHSA CTEPUJIbHOCTI Ta
6akTepiasibHNX
€H/J0TOKCUHIB rOTOBOrO
niKapcbKoro 3acoby
(KOHTPO/Ib SIKOCTI),
Bi3yasibHa iHcnekuis: BeTtep
dapma-depTuryHr Mo6X i
Ko. KI', HimeuunHa;
KoHTponb skocTi,
TeCTyBaHHS CTEPU/IbHOCTI Ta

NpPoBaPKEHHA AiSNIbHOCTI BUPOOHUKA (BKIKOYatoun,
3a HeobXigHOCTI, MicLie NPOBeAEHHS KOHTPOJTHO
SIKOCTi), @60 BNacHvKa macTtep-gpaiina Ha A®l, abo
noctavasnbHuka A®l/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOTo NPOAYKTY, WO
3aCTOCOBYOTLCA Y BUPOOHULTBI ADI (sKLL0
3a3HaYeHo y A0ChE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTi cepTudikaTa BignoBigHoCTi
€Bponeiicbkili hapmakonei y 3aTBepakKeHoMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y 0CbE) - 3MiHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

GakTepiasibHNX
€HA0TOKCUHIB FOTOBOrO
nikapcbKoro 3acoby
(KOHTpONb AKOCTI),
Bi3yasibHa iHCneKuisi: BeTTep
Papma-depturyHr Frmex i
Ko. KT, HimeyuunHa;
BisyanbHa iHcnekujs:
Bettep ®apma-depTuryHr
m6X i Ko. KI, HimeuunHa;
KoHTposb skocTi Ta
TecTyBaHHSA CTabifbHOCTI,
BTOPWHHA ynakoBKa, [O03Bis
Ha Bunyck cepii: H.B.
OpraHoH, HigepnaHau; Tect
Ha iMyHOaKTMBHICTb: MCJ,
BioTek b.B., HigepnaHan

HaliMeHyBaHHA Ta afpecy MicLs NPOBaAXEHHS
[isNbHOCTI BUpOOHUKA BiAMNOBIA&/ILHOIO 3a
BMPOGHULITBO Ta NMPOBEAEHHS KOHTPOSIIO AKOCTI

A®I kopudhonitponiHy anbga N. V. Organon,
Veersemeer 4, 5347 JN Oss, The Netherlands Ha
MSD Biotech B.V., Vollenhovermeer 2, 5347 JN,
Oss, The Netherlands, 6e3 3miHV Micus
BUPOGHMLTBA. 3MiHW | TUNY - 3MiHM 3 SIKOCTI.
[oTOBWIA NiKapCbKMiA 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJII0 AKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fAofaBaHHA AifbHUL, Ha SKii
3[iICHIOETLCS KOHTPO/IL/BUNPOBYBaHHS cepii) -
nofasaHHA MSD Biotech B.V., Kloosterstraat 6,
5349 AB Oss, The Netherlands sk gogatkosy
topuanyHy ocoby BiAMoOBIfaUIbHY 38 BUPOOHULITBO,
KOHTPOb AKOCTi Ta 03Bi/1 Ha BUMYCK AdI
KopudhoniTponiHy anbga Ha BXe 3aTBepaKeHOMY
canTi N. V. Organon (Kloosterstraat 6 5349 AB
Oss The Netherlands). N. V. Organon
(Kloosterstraat 6 5349 AB Oss The Netherlands)
3aMWAaTUMETBCS BifNOBIAA/IbHUM 3@ KOHTPO/b
AKocTi A®| kopudponiTponiHy anbda. 3MiHu | Tuny
- 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roToOBOro Nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA OiNbHULI, Ha 5K 34iACHI0ETBCSA
KOHTPONb/BUNPOGYBAHHSA cepil) - AofaBaHHSA
ginbHuUi MSD Biotech B.V, Vollenhovermeer 2,
5347 JN Oss The Netherlands Ha sikili
3[iICHIETLCA KOHTPO/Ib Ha IMYHOAKTUBHICTb
rOTOBOrO fliKapcbKoro 3acoby Takox pefakuiiHa
KOPEKLIiS afjpecu BXe 3aTBEPAKEHOI0 BUPOOGHUKA
N.V. Organon The Netherlands (a came
BUAAIEHHS iHChopMaLii NPo NOLITOBY CKPUHbLKY) 3
po3giny 3.2.P.3.1 Manufacturer(s). BBegeHHs 3MiH
NPOTSArom 6-Tv MicsILiB NicNs 3aTBEPAXEHHS.

46.

ENOHBA

PO34MH A1 iH'EKLA No
150 mkr/0,5 mn no 0,5
MJ1 PO3YNHY B
nonepeAHbL0
HarnoBHEHOMY LINpULy;
no 1 nonepegHLo
HarnoBHEHOMY LUNPULLY
pa3om 3i CTEPUIbHOID
iH'EKLLIAHOIO TO/TKOK Y
BiAKpUTOMY

OpraHoH
CeHTpan Ict
6X

LLiseiiuapi
a

Bupo6HuLTBO
Hepo3dhacoBaHOi NPOAYKL;i
Ta NepBrHHA yNakoBKa,
KOHTPO/Ib SIKOCTI,
TeCcTyBaHHSA CTePUIbHOCTI Ta
bakTepiabHUX
€HAO0TOKCUHIB rOTOBOrO
nikapcbKoro 3acoby
(KOHTPO/Ib SIKOCTI),
Bi3yasibHa iHcnekuis: BeTtep

HimeuunHa/
HigepnaHngm

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHW | TNy - AOMIHICTPaTUBHI 3MiHU. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHA AiS/IbHOCTI BUPOOHUKA (BKIKOYaKOUM,
3a HeobXiAHOCTI, MicLie NPOBEAEHHSA KOHTPOJTHO
SIKOCTi), abo BnacHvKa macTtep-gaiina Ha A®Il, abo
noctavasibHuka A®l/BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTLCA Y BUPOOHMUTBI ADI (AKLLO
3a3Ha4YeHo Y 0CbE Ha Nikapcbkuii 3acib) 3a

3a
peyerimom

UA/13125/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

M1acTUKoBOMY /10TKY B
KapTOHHilA KopooLi

dapma-depturyHr Frmex i
Ko. KI', HimeuunHa;
KOHTposb SIKOCTi,
TecTyBaHHSA CTePUIbHOCTI Ta
bakTepiasibHUX
€HAO0TOKCUHIB rOTOBOrO
nikapcbKoro 3acoby
(KOHTPO/Ib IKOCTI),
Bi3yasibHa iHCcnekuis: Bettep
dapma-depturyHr FrmexX i
Ko. KI', HimeuunHa;
BisyanbHa iHcnekuis:BeTTep
dapma-depturyHr Frméx i
Ko. KI', HimeuunHa;
KoHTposb sKocTi Ta
TecTyBaHHS CTabifbHOCTI,
BTOPWHHA ynakoBKa, [03BiN
Ha BunyckK cepii: H.B.
OpraHoH, Higepnanaw; Tect
Ha IMyHOaKTUBHICTb:
MC/, Biotek B.B.,
HigepnaHngm

BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakXeHoMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXHOT
PEUYOBUHM (SIKLLLO 3a3HAYEHO Y A0CHE) - 3MiHA
HaliMeHyBaHHA Ta afpecy MicLs NPoBaXeHHS
[iSNbHOCTI BUPOOHMKA BiAMNOBIAA/TbHOIO 3a
BMPOBHMLITBO Ta NPOBELEHHSA KOHTPOJIHO AKOCTI
Ad| kopuchoniTponiHy anbca N. V. Organon,
Veersemeer 4, 5347 JN Oss, The Netherlands Ha
MSD Biotech B.V., Vollenhovermeer 2, 5347 JN,
Oss, The Netherlands, 6e3 3miHV Micus
BMPOGHMLTBA. 3MiHW | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA NMikapCbkuii 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYIOTbCS BUNYCKY
cepii Ta KOHTPOJII0 SIKOCTi FOTOBOMO NiKapCbKOro
3acoby (3amiHa abo JofaBaHHA AibHULI, Ha KA
3[iICHIETLCSI KOHTPO/IL/BUNPOBYBaHHS cepii) -
popasaHHa MSD Biotech B.V., Kloosterstraat 6,
5349 AB Oss, The Netherlands sk gogatkoBy
IopuanYHY 0coby BianoBigasnbHy 3a BUPOOHULTBO,
KOHTPO/b AKOCTi Ta A03BiN Ha Bunyck Ad|
KopurdhoniTponiHy anbga Ha BXe 3aTBepAKEHOMY
caiTi N. V. Organon (Kloosterstraat 6 5349 AB
Oss The Netherlands). N. V. Organon
(Kloosterstraat 6 5349 AB Oss The Netherlands)
3a/MWaTMMeTbCA BiANOBIAAUTbHAM 3& KOHTPO/Tb
akocTi A®| kopudhoniTponiHy anbda. 3miHu | Tuny
- 3MiHM 3 SKOCTi. F0TOBMIA NiKapcbkuid 3aci6. 3MiHK
y BUPOGHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepii Ta KOHTPOJIH0 AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA [ibHUL, Ha SKil 34iACHI0ETLCA
KOHTPONb/BUNPOGYBaHHA cepii) - AoAaBaHHSA
nginbHuUi MSD Biotech B.V, Vollenhovermeer 2,
5347 JN Oss The Netherlands Ha sikili
3AiACHIOETLCA KOHTPO/Tb Ha IMYHOAKTUBHICTb
rOTOBOrO J1iKapCbKOro 3acoby TakoX pefakuinHa
KOPEKLIiA aApecu Bxe 3aTBEPAXEHOr0 BUPOGHUKA
N.V. Organon The Netherlands (a came
BVA&UIEHHS iHchopMaLii Npo NOLUTOBY CKPUHbLKY) 3
po3giny 3.2.P.3.1 Manufacturer(s). BBeieHHs 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS.

47.

EHANAMNPUN
H-TEBA

Tabnetkun 10 mr/25 wr;
no 10 TabneTtok y
6nicTepi; no 2 abo no
3, abo no 5, a6o no 6,
a6o no 10 6nictepiB y
Kopobui

TOB «TeBa
YKpaiHa»

YkpaiHa

AT dapmaueBTUYHUI 3aBO[,
Tesa

YropumHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - AQMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micusa
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHSs

3a
peyenmom

UA/16668/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTPOJI0 AIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOPTEp, BK/IOUaOUM BUMYCK Cepiid)
3MiHa Ha3BK BUPOGHWKa 13, 6e3 3MiHW micus
BMPOGHMLUTBA. TEPMIH BBEAEHHS 3MiH NPOTArom 6
MicsILiB Micns 3aTBEPOKEHHS.
48. EHANO3NA® | TtabneTkn no 10 AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/0702/01/02
POPTE Tabnetok y 6nictepi; 3MiHU | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii peyenmom
no 2 a6o 3 6nictepu B 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa po3mipy cepii
nauuj 3 KapToHy (BK/IIOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (3mMeHweHHs go 10 pasis) -
BBeneHHs fofatkoBoro posmipy cepii NN3.
3areBepmkeHo: 160 kr (800,0 Tuc. Tabn.)
3anponoHoBaHo: 160 kr (800,0 Tuc. Tabn.); 30 kr
(150,0 Tnc. Tabn.)
49, ENNETOP TabneTkun, BKpUTI My6niyne YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/12623/01/01
NNiBKOBOO akuioHepHe TOBapuCTBO "HaykoBo- 3MiHun | TUNy - 3MiHK 3 AkocTi. CepTudpikart peyenmom
060/10HKO10, M0 25 Mr, TOBapuCTBO BUPOGHNYMNIA LLEHTP BignosigHOCTI/IE-cepTucpikat BignosigHOCTI
no 10 Tabnetok y "HaykoBo- "BopLuariBCbkuii Ximiko- €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
6nicTepi; no 3 BVPOGHWYNIA hapmaLeBTMYHMI 3aBO4", HOBOro abo OHOBMEHOro cepTudikaTa
6nictepu B nauuj LeHTp YkpaiHa BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTta
"BopLyariscbk (dbacyBaHHs i3 hopmu "in BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
Ui XimiKo- bulk" chipmm-Brpo6HKKa A®I; onsa BuxigHoro
hapmaveBTny "CiHTOH XicnaHis C.J1.", MaTepiany/peareHTy/MpoMbKHOro NPOAYKTY, L0
HWi 3aBoa” Icnanis) BVKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans

[ONOMDKHOT peqyoBMHK (cepTudpikat BignoBigHOCTI
€Bponelicbkiin hapmakoner) - HouiA cepTudikart
Bifl BXX€ 3aTBEPAXXEHOr0 BUPOOHUKA.
MopaHHA HoBoro CepTudiikata RO-CEP 2019-028-
Rev 01 ana A®| EnnepeHoH Big Bxe
3aTBepAKeHoro Bmpo6Hnka AURISO
PHARMACEUTICAL CO, LTD., Kutaii.
3arsepaxeHo: RO-CEP 2015-268-Rev 01.
3anponoHoBaHo: RO-CEP 2019-028-Rev 01.
3MiHu | TUnYy - 3MiHK 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTucpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBoro abo OHOBMIEHOro cepTudikara
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTta
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
A®I; pna BuxigHoro
MaTepiany/peareHTy/MpoMbKHOro NPOAYKTY, L0
BVKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[ONOMDKHOT peqyoBuHK (cepTudpikat BignoBigHOCTI
€Bponelicbkiit hapmakonei) - BunyyeHHs
cepTudikaTis (3a HasABHOCTI My/IbTUMNETHOTO
cepTudpikata Ha martepias) BUTyYEHHs
Ceptudikata RO-CEP 2015-268-Rev 01 Ha A®I
EnnepeHoH Bif BXe 3aTBepKEHOro BUPOOHMKa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0OYeHHs

AURISO PHARMACEUTICAL CO, LTD., KuTaii.

50.

ENIETOP

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, M0 50 Mr,
no 10 TabneTtok y
6nictepi; no 3
6nictepy B navui

My6nivuHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHNYNIA

LeHTp
"BopLuariBcbk
Ui XimiKo-
thapmavneBTuy
HWi 3aBoa”

YKpaiHa

My6niuHe akuioHepHe
TOBapucTBO "HaykoBo-
BVPOGHMYMNIA LEHTP
"BopLuariBCcbkuii Ximiko-
thapmaueBTMUHMI 3aB04",
YkpaiHa
(thbacyBaHHs i3 hopmu "in
bulk" chipmn-Brpo6HMKa
"CiHTOH Xicnania C.J1.",
IcnaHis)

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TMny - 3miHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - HoBuiA cepTudikar
Bif BXXe 3aTBEpPAXEHOro BUPOBHYKa.
MopaHHsA HoBoro CepTudpikata RO-CEP 2019-028-
Rev 01 ansa A®l EnnepeHoH Bif Bxe
3aTBepaxeHoro Bupo6Huka AURISO
PHARMACEUTICAL CO, LTD., KuTaii.
3artBepmkeHo: RO-CEP 2015-268-Rev 01.
3anponoHosaHo: RO-CEP 2019-028-Rev 01.
3Mminu | TUny - 3MiHK 3 sKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHoOro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - BunyyeHHs
cepTuaikaTiB (3a HasABHOCTI MyNbTUMETHOrO
cepTudpikata Ha martepiasn) BUSTyYEHHs
CepTudpikata RO-CEP 2015-268-Rev 01 Ha AdI
EnnepeHoH Bif BXxe 3aTBepyKeHOro BUpo6HMKa
AURISO PHARMACEUTICAL CO, LTD., Kutai.

3a
peyenmom

UA/12623/01/02

51.

€BPOIMNEHEM

MOPOLLOK A/15 PO3UUHY
Ans iH'ekuii no 500
mr, 1 a6o 10 conakoHiB
3 MOPOLLKOM Y
KapTOHHI KopoobLi

€Bpo
Naiidokep N4,

Benuka
BpuTaHis

ENCiEc JOB®AP C.MN.A.

ITanisa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu |l Tuny - 3miHK 3 siKocTi. APl BUpobHULTBO
(iHLWi 3MiHK). 3miHa y 3B’A3KY 3 OTPUMaHHAM
oHosneHoro DMF version AP S0002 dated
November 2019 Ha MeponeHemM.

3a
peyenmom

UA/9945/01/01

52.

E€BPOINEHEM

NOPOLLOK A4/151 PO3YUHY
ans iH'ekuiino 1,0r, 1
a60 10 cpnakoHiB 3
NOPOLLKOM Y
KapPTOHHIi KOpoOLii

€Bpo
Naiidokep N4,

Benuka
BpuTaHis

ENCiEc JOB®AP C.MN.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
3MiHu Il TMny - 3MiHKW 3 AkocTi. APl BupobHuLTBO
(iHLWi 3MiHK). 3miHa y 3B’A3KY 3 OTPUMAaHHAM
oHosrieHoro DMF version AP S0002 dated
November 2019 Ha MeponeHeM.

3a
peyenmom

UA/9945/01/02

53.

SEHTEM™

CyCneHsis opasibHa,
400 mr/10 mn; no 10

FnakcoCwmiTKn
ANH ExcnopT

Benuka
BpuTaHis

AcneH bag Ongecno MNmex

Himeuunna

BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis:
3MiHK | TNy - 3MiHK 3 SKOCTi. [OTOBWIA NiKAPCbKUIA

3a
peyenmom

UA/10241/02/01
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(h/1aKOHY B KapTOHHii
ynakosLi

[0NYyCTUMUX MEX FOTOBOTO J1iKapCbKOro 3acoby
(BHECEHHSA 3MiH Y OCbE 415 NPUBEAEHHS Y
BiANOBIAHICTb A0 3aranbHoi cTaTTi 2.9.40
«OAHOPIHICTb AO30BaHNX OANHULb»
[dY/EBponelicbkoi hapmakonel 3amicTb
3aTBEPAKEHUX 3ara/ibHuX cTaTein 2.9.5
«OpfHopigHICTL Macu» Ta/abo 2.9.6 «OAHOPIAHICTb
[031») - 3aMiHa 3aTBEPAKEHOr0 TecTy
«OpfHOPIAHICTL BMICTY» 38 € 2.9.6. y
cneumdikauii /13 Ha MOMEHT BUMYCKY Ha
BMNPo6yBaHHA «OAHOPIAHICTb A030BaHMX
OAVHWLb> i3 3aMiHOO BifNOBIAHOrO aHaNiTUYHOro
MeToAy BiAnoBiAHO A0 3arasibHoi cTaTTi EP
2.9.40. 3minHu | TMNY - 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikauin Ta/abo
[OMYCTUMUX MEX roTOBOrO NiKapCcbKoro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapifnioro NokasHviKa, Takoro sk 3anax Ta cMax,
abo igeHTudikauis 6apBHMKIB Y CMaKOBUX
[06aBoK))

BWU/TyYEHHS HE3HAYHOrO NoKa3HuKa «CTabinbHICTb
cycneHsii» 3i cneyudikawii roToBOro Nikapcbkoro
3acoby Ha MOMEHT BUMYCKY Ta HaNpPUKiHLi TepMiHy
npugaTHocTi. 3MiHW | TUNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby (iHwWi 3miHW) - nepeknag
3arBepmxeHnx MKSA ykpaiHCbKolo MOBO. 3MiHu |
TUMy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
KOHTpOs1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB crneuudikauii Ta/abo AonycTUMmx
MEX roTOBOrO JliKkapCcbkoro 3acoby (iHLi 3MiHW) -
3MiHa KpUTEepito NPUIAHATHOCTI 3@ NOKa3HUKOM
«Onuc» gns 6inbLlU TOYHOTO ONUCAHHSA
30BHiLWHbLOro BUrAagy N3 (iHdhopmyBaHHSA Npo
MOX/IMBY HasABHICTb 0cagy, AKuii nerko

PO3UYMHAETLCA NPU CTPYLLYBaHHI). 3MiHW BHECEHO
B IHCTPYKL,i0 415 MEANYHOrO 3aCTOCYBaHHSA
nikapcbKoro 3acoby y p. «OCHOBHI (i3VKO-XiMiuHi
B1ACTMBOCTI». 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo foNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHK) - 3MiHa KpUTepito
NPUIAHATHOCTI 3a NoKa3HMKOM «MikpobionoriyHa

yncToTa» A8 NpUBeAEeHHs Y BIANOBIAHICTL A0

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
My chnakoHi; no 1 Nimiten 3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa napamMeTpiB cneuudikauii Ta/abo
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

BuMor €®. 3MiHn | Tuny - 3MiHK 3 AKocTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
abo BBeiEHHA A0AATKOBOI [ifIbHULL BUPOGHMLTBA
AN YacTHM abo BCbOro BUPOBHMNYOro npouecy
roToOBOro NikapcbKoro 3acoby (4ibHUUA AR
BTOPUHHOTO NakyBaHHS) - 3aMiHa BUPOBGHNYOT
AiNbHUL, Ha AKil NPOBOANTHLCS BTOPUHHE
nakyBaHHS! rOTOBOrO /1iKapCbKoro 3acoby:
3arBepoxeHo: Farmaclair, France/®apmaknep,
®paHLis. 3anponoHoBaHo: Aspen Bad Oldesloe
GmbH, Germany/AcneH bag Ongecno 'véxX,
HimeuumHa. 3miHm | Tuny - 3MiHn 3 sKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
a60 BBeieHHA 104AaTKOBOI AiNbHUL BUPOOHULTBA
AN19 YaCTUHN abo BCbOTO BUPOBGHMYOrO npouecy
rOTOBOrO J1iKapCbKOro 3acoby (AiNbHULSA, Ha Kl
npoBoAATLCA ByAb-AKi BUPOOHUYI cTagjl, 3a
BUHSATKOM BUNYCKY CEpiil, KOHTPO/IIO AKOCTI,
NepPBMHHOTO Ta BTOPVHHOIO NakyBaHHA, A1
HeCTepWIbHUX JlikapCbkux 3aco6iB) 3amiHa
BMPOGHWYOI AiNbHML, Ha SIKili NPOBOAATLCS YCi
BMPO6GHMYI CTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPO/O AKOCTi, NEPBUHHOMO Ta BTOPYHHOIO
nakyBaHHs1, 4151 HECTEPUSIbHUX NIKAPCbKNUX
3ac06iB. 3MiHu | TUny - 3MiHK 3 sKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
abo BBeieHHA A0AATKOBOI [ifIbHULL BUPOGHMLTBA
[N YacTHM abo BCbOro BUPOBHMYOro npouecy
roToOBOro NikapcbKoro 3acoby (AibHUUA AR
NEepPBMHHOTO NakyBaHHS) - 3amiHa BUPOOHUYOI
[iNbHULI, Ha SKil NPOBOANTHLCS NEPBUHHE
nakyBaHHs rOTOBOIO J1iKapCbKOro 3acoby. 3MiHu |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (40noMiKHUX
peyoBMHax) roToBOro NikapcbKoro 3acoby (iHLwi
[OMNOMDKHI pe4oBUHM) - 3amiHa OfHIET AONOMDKHOT
PEYOBMHM Ha iHLY 3 TUMU CaMUMK
hYHKLIOHATbHMW XapakTepucTkamm Ta Ha ToMy
camomy pisHi (B.1l.a.3. (6)-6. 1B)
3amiHa JOMOMDKHOT PeYOBMHM aHT1dhoam CUIKOH
1510 y 3aTBepmxeHoMy cknagi 13 Ha AoNOMKHY
PEYOBUHY 3 TUMU CaAMUMU (DYKHKLIOHASTbBHUMM
XapaKTepucTukamy — CUIKOH NPOTUMIHHWIA
(emynbCis cuMeTUKoHy) Q7-2587. 3MiHV BHECEHO
B IHCTPYKL,iO 4719 MEANYHOro 3aCTOCYyBaHHSA Yy p.
«Cknag» (3aMiHa fOMOMDKHOI pe4YoBUHMN
(aHTnhoam cunikoH 1510 Ha CUMIKOH NPOTUNIHHKIA
(emynbcia cumeTukoHy) Q7-2587)) 3 BignosigHUMU
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

3MiHaMK y TEKCTi MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHW 3 SIKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €BpONechbkili
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii 4dY abo Esponeiicbkoi chapmakoner,
a60 iHWOI HalioHanbHOT hapmakonel agepxasun €C
(3miHa y cneyudikauisix, nos's3aHa 3i 3MmiHaMun B
[®Y, abo €Bponeiickkili hapmakonei, abo iHLil
HaujioHanbHili hapmakonei gepxasu €C) - 3MiHa
crneundikavii 4ONOMIXHOI pEHOBUHY aIlOMiHit0
MarHito cunikat Ans NpuBeeHHs Y BiANOBIAHICTb
[0 MoHorpadii YuHHOT €®. 3MiHK | TUNY - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpobHuLTBa
roTOBOrO /liKapCbKOro 3acoby, BKo4atum
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BVMPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6bHULTBA BOAHOT
cycneHsii An1a nepopasibHOro 3aCTocyBaHHs) -
He3HayHa 3MiHa y npoueci BUPO6HMLTBA BOAHOT
cycneHsii Ans nepopasibHOro 3acTocyBaHHA Ha
HoBIli AinbHUUi Aspen Bad Oldesloe GmbH,
Germany/AcneH bag Ongecno N'm6X, HimeuunHa.
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
(BK/THOYatOUM Adiana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3aco6y (36inbweHHs ao 10 pasis
MOPIBHAHO i3 3aTBEPKEHUM PO3MiIPOM)
36inbLUEHHS po3Mipy cepiii 13 3 900 n, 1000 n,
1200 n, 1700 n, Ha 2000 1 (Lo ekBiBaNIEHTHO
2050 kr) ans HoBOT AiNlbHULI BUpoOHULTBA. 3MiHY |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHU BUNpobyBaHbL abo
[0MNyCTUMUX MEX, BCTAHOB/IEHUX Y cneuudikaLlisx,
nif, yac BUPOGHMLITBA FOTOBOTO J1iKapCbKOro
3aco0y (BWyYEeHHA HECYTTEBOrO BUNPOOYBaHHSA B
npoueci BUPOOHULITBA) - BUNYYEHHS HECYTTEBOTO
nokasHuka (Viscosity) 3i cneumdikauii y npoueci
BUpo6HUUTBa /13, 3MiHK | TUNY - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHK) 3anponoHOBaHO
npoBefeHHs BUNPoOYyBaHHSA rOTOBOrO MiKapCbKoro
3acoby Ha npoaykTi in bulk (yci TecTn okpim
«Mikpo6ionioriyHoT YncToTu» Ta «O4HOPIAHICTL
[,030BaHVIX OMHWLB»), 3aMiCTb NPOBEAEHHS
KOHTPOJIH0 SIKOCTi NPOAYKTY p03¢hacoBaHOro y
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Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

nAawkn. 3miav | Tuny - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTogax BMNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNpOGYBaHb (BK/THOYaouM 3amiHy abo
[ONOBHEHHS)) - OHOB/IEHHSI aHa/ITUYHOrO MeToAy
ONns igeHTrdikalii Ta KilbKiCHOrO BU3HAYEHHS
anbbeHgasony i3 3actocyBaHHAM BEPX. 3MiHu |
™My - 3MiHK 3 SIKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3MiHa y
MeToAax BUNpo6yBaHHSA rOTOBOTO MiKapCbKOro
3aco06y (iHWi 3MiHM y MeTodax BUNpPo6yBaHb
(BK/ItOYALOUM 3aMiHy @60 [OMOBHEHHS)) - 3MiHa B
aHaniTUYHIN MeToauLi ineHTuUdbikauil Ta
KiNbKiCHOro BM3HaYeHHs metogom BEPX
KOHCEpBaHTIB i caxapuHy. 3MiHu | Tuny - 3miHu 3
sIKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /liKapCbKOro 3acoby
(BnnyyeHHs MmeToAy BUNPOBYBaHHS, AKLLO BXe
3aTBEPMXXEHNI aNlbTepHATUBHUIA MeToA)
BUJTYYEHHS a/lbTEPHATUBHOIO MeToay Yo-
CNeKkTPodOTOMETPIT AN KiNIbKICHOrO BU3HAYEHHSA
anbbeHaasosny B roTOBOMY NikapCbKOMy 3ac06i Ha
MOMEHT BUMYCKY Ta HaNpUKiHLi TepMiHy
NpUAATHOCTI 3a HAsIBHOCTI 3apeecTpoBaHOro
OCHOBHOro metogy — BEPX
3MiHn | TURY - 3MiHM 3 SKOCTi. [OTOBWIA NikapCbkni
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPOGYyBaHHS rOTOBOrO
nNikapcbKoro 3acoby (BUyYeHHs MeToay
BUMPOOYBaHHS, AKLLO BXe 3aTBepKeHui
anbTepHatusHuii metopn) (B.11.r.2. (6) 1A)
BW/TyYEHHS METOY TOHKOLIApOBOi XxpomaTorpadii
(TWX) sk anbTepHaTUBHOIO MeToAy iaeHTudiKawii
KOHCepBaHTIB | caxapuHy 3a HasiBHOCTI
3apeecTpoBaHoOro 0OCHOBHOro metogy — BEPX.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpOos1b rOTOBOrO NikapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHA roOTOBOTO
nikapcbKoro 3acoby (BUy4eHHss MeToay
BUNPOBYBaHHS, SIKLLO BXeE 3aTBepKeHWi
a/IbTEPHATVIBHWI METOS) - BUSTyYEHHS
anbTepHaTMBHOro Metogy TLWX ans igeHTudikaui
anbbeHaasosny B roTOBOMY NikapCbKOMY 3ac06i Ha
MOMEHT BUMYCKY Ta HaNpUKiHLi TepMiHy
NpYAATHOCTI 38 HAsBHOCTI 3apEECTPOBAHNX
meTogis — BEPX Ta Y®-cnekTpomeTpii. 3miHu |
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

TUMy - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
KOHTpO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB creuudikauii Ta/abo AonycTUMmx

MEX roTOBOrO /1iKapCbKOro 3acoby (f0MOBHEHHS

cneumaikalii HOBUM NOKA3HUKOM 3 BifNOBIAHNM

MEeTO0M BUNPOBYBaHHS) - [OMNOBHEHHS
cneuudikauii /13 HoBM TecToM «CynpoBigHi
[OMILLKM» 3 BiANOBIAHUM METOAOM BUNPOGYBaHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii
3aci6. Cuctema KoHTeliHep/3aKkynopoBabHuWi
3aci6. 3MiHa y NepBUHHIli yNnakoBLji roTOBOro

NiKapcbKoro 3acoby (SIKICHWIA Ta KiNbKiCHWI cknag)
- M’siki Ta HecTepubHi pigki nikapcbki hopmu.

3aMiHa NepBUHHOT YNakKoBKN HECTEPULHOI PiaKol

nikapcbkoi hopmu 3 MBX donakoHiB Ha dh1akoHu 3
nonieTuaeHy BUCOKOI LWifibHOCTI. 3MiHN BHECEHO B
iIHCTPYKL,it0 415 MEANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y p. «YnakoBka» (3amiHa
nnactvkoBoro cpnakoHa Ha MEBLL, chnakoH). 3miHn
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
Cuctema KoHTeliHep/3akynoptoBasibHUIA 3aci6.
3MiHa y NepBuHHIlA ynakoBLji rOTOBOrO /iKapCbKOro
3aco06y (SKiCHWIA Ta KinbkicHUiA cknaa) - M'siki Ta
HecTepwusbHi pigki nikapcbki chopmun. 3amiHa
NepBVHHOT YNaKkoBKN HECTEPUIBHOT PigKoT
nikapcbkoi hopMU, LLO NoNsArae y 3amiHi
/IIOMIHIEBOT KPULLIEYKM HA NOMINPONiNEHOBY
KPWILLIKY 3 Ki/TbLLeM KOHTPOJIH0 NEPLUOTO BigKPUTTS.
3MiHV BHECEHO B iIHCTPYKLiIO A8 MeAUYHOro
3aCcTOCyBaHHS NikapCbKoro 3acoby y p.
«YnakoBka» (3aMiHa aslloMiHIEBOT KPULLIEYKMN HA
noninponisieHoBYy Kpuleyky). 3miHu | Tuny - 3MiHn
3 AkocTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBaibHWii 3aci6. 3MiHa chopmm
ab0 po3mipy KOHTeliHepa Yn 3aKynopBasIbHOro
3aco6y (NepBMHHOT yNakoBKK) (HecTepubHi
nikapcbki 3acobu) - 3mMiHa po3Mipy chnakoHa
(NepBUHHOI yNnakoBKw)
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA rOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeTOAaxX BUNPO6YBaHHS)
YTOUYHEHHS ONWCY aHaNiTUYHOro MeToay Ans
BV3HAYEHHS BifHOCHOI NyCTUHMW FOTOBOTO
nikapcbKoro 3acoby 3rigHo €D, 6e3 3MiHn
KpUTEpIto NPUAHATHOCTI. 3MiHK | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3miHa Ha3Bu A®| abo




68

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

L0MOMIKXHOT peYOBMHN. 3MiHA Ha3BU JOMOMDKHOT
PeyoBMHN «ApOMaTN3ATOP IHTEHCUBHO
chpyKTOBUIA» Ha «ApoMaTin3aTop Mapakyiii», 6e3
3MiHM camOi AOMOMDKHOT PEYOBVHN (HEKOPEKTHUIA
nepeknag 3 aHrniicbkoi MoBM Ha3Bu «Passion
Fruit Flavour»). 3mMiHM BHECEHO B iHCTPYKLiito AN
MeAMYHOro 3acTocyBaHHA y p. «Cknag» (3MiHa
apomMaTusaTopa) 3 BiAnoBiAHUMY 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKM NiKapCbKoro 3aco6y. 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkwnii 3acib.
3MiHM Y BUPOOHULTBI. 3MiHa iMnopTepa/3amMiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[oflaBaHHA BMPOOHMKA, L0 Bignosigae 3a
BBE3€eHHA Ta/abo BMNyck cepii) - Bktovatroun
KOHTPO/b/BMNPOGYBaHHSA cepii. 3amiHa
BUPOGHMKa, LU0 BiANOBIAAE 3a BBE3EHHS Ta BUMYCK
cepii, BK/OYa0UM KOHTPOb/BUNPOGYBaHHS cepi:
3aTtBeppxeHo: Farmaclair, France/®apmaknep,
$paHuia 3anponoHoBaHo: Aspen Bad Oldesloe
GmbH, Germany/AcneH bag Ongecno 'vbxX,
HimeuunHa 3MiHM BHECEHO B IHCTPYKLil0 ANns
MeAMYHOro 3aCTOCyBaHHA LOAO HaliMeHyBaHHS Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3 BifNOBIAHNMYN
3MiHaMK y TEKCTi MapKyBaHHSA yNakoBKu
nikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHW 3 SKOCTI.
IoTOBWIA nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO JIiKApCbKOro 3acoby (3MeHLLEHHS
TepMiHy NpuaaTHOCTI FOTOBOTO J1iKapCbKOro
3aco6by) - 115 TOproBoi ynakoBKv. 3MEHLUEHHS
TepMiHy NpUAATHOCTI FOTOBOrO NiKapCbKoro 3acoby
[0 2 pokiB (3aTBEPKEHO 3 POKM). 3MiHWM BHECEHO
B IHCTPYKL,i0 415 MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y p. «TepMiH NnpuaaTHoOCTI»

54.

30KCOH® 2

Tabnetkn no 2 mr
Ne10: no 10 TabneTok
y 6nictepi; no 1
6icTepy B KapTOHHIl
kopo6ui; Ne30 (15x2):
no 15 ta6nertok y
6nictepi; no 2
6nicTepy B KAPTOHHii
Kopobui

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

TOB "3eHrTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnYHOro
3acToCyBaHHA reHepu4Hnx/ribpuaHmx/6ionoaibHnx
NiKapcbKnx 3acobiB Nic/1si BHECEHHS TiEl camoi
3MiHM Ha pechepeHTHW1 NpenapaT (3MiHa He
noTpebye Hafi@aHHs XOAHNX HOBUX AOAATKOBMX
AaHvx) 3MiHN BHECEHO [0 IHCTPYKLUi Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ain "OcobaMBOCTi 3aCTOCyBaHHA" 3riAHO 3
iHdbopMaLli€ro WoA0 MegnMyHOro 3acTocyBaHHs

3a
peyerimom

UA/6300/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

pedhepeHTHOro nikapcbkoro 3acoby (KAPAYPA,
Tabnetku). BBeAeHHs 3MiH NpoTAroM 6-Tn micsuis
3 13TV 3aTBEPAKEHHS.

55.

30KCOH® 4

Tabnetku no 4 mr:
Ne30 (15x2): no 15
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIlA KOpooLi

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMIEHOro cepTudikata
BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans
A®I; ona BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[ONOMDKHOT peqoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
MogaHHA OHOBNEHOrO cepTudikaTy BiAMOBIAHOCTI
€d Ne R1-CEP 2011-097-Rev 02 (3aTBEPAKEHO
Ne R1-CEP 2011-097-Rev 01) Big yxe
3aTBepxeHoro Bupo6Hrka APl Saneca
Pharmaceuticals, a.s., CnoBaupbka Pecny6nika, i3
NOAOBXEHHAM TEPMIHY LLOA0 NOBTOPHOTO
TecTyBaHHs A®I 3 36 10 60 micauiB.

3a
peyenmom

UA/6300/01/03

56.

3O0HIK

Kancynu TBepai no 75
Mr; no 14 kancyny
6nictepi; no 1 a6o no
2, abo no 4, abo no 6
6nicTepiB y KApTOHHIl
ynakoBLi

TOB
"TNEAPAPM
nTar

Ykpaina

KYCYM XE/TTXKEP MBT
nTp

IHais

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHa 3as1BHMKa (B/lacHUKa peecTpaviiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460). BBeieHHS1 3MiH NPOTArom 6-T1 MicAUiB
nicnsa 3aTBepakeHHs. 3MiHu | Tuny - 3MiHu Woao0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
cuctemy chapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0c06M 3 hapMakoHarnsay 3asBHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YKpaiHi, SKLo
BOHa BigMiHHa Bif, yNOBHOBaXeHOi 0cobw,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy
(BK/IIOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3MiHa ynoBHOBaXKeHOT 0co6u
3asBHVIKa, BiNoBiAaNbHOI 3a 34jiACHEHHS
hapmakoHarnagy. fitova pegakuis: Dr. Sanjay
Kumar Mishra. MNponoHoBaHa peaakuis:
Mpuanmmpcbka Tamapa BonogvmupisHa. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0cOo6u
3asIBHUKA, BiANOBIAA/ILHOI 32 34iliCHEHHS
dhapmakoHarnsgy. 3miHa Micus 34ilnCHeHHs

3a
peyerimom

UA/16350/01/02
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayitiHo2o

nocsi0OYeHHs

3acoby

OCHOBHOI AjsifIbHOCTi 3 dapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-haiina
cucTeMu dhapmakoHarnsgy Ta ioro Homepa.

3a

UA/17907/01/02

57.

30PECAH®

kancynu Teepgi no 50
mr, no 10 kancyn y
6nictepi, no 3 abo 6
6nicTepiB y KAPTOHHIl
ynakoBLij

TOB
"TNEA®PAPM
nTo”

YkpaiHa

nTa

KYCYM XENTXKEP MBT

IHais

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHa 3asiBHMKa (B/lacHUKa peecTpaviliHoro
nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
Ne 460) BBefeHHS 3MiH NPOTAroM 6-x MicauiB
nicnsa 3aTBepAKEHHS; 3MiHK | TUNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeegeHHs1 ab0 3MiHW A0 y3arasilbHeHUX AaHuX Npo
cuctemy chapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuUKa
ONA 34iiCHeHHs dhapmakoHarniagy B YKpaiHi, SKLo
BOHa BifMiHHa Bif, yNOBHOBaXKeHOI 0co6u,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
(BK/THOHAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobu
3asiBHVKA, BiAnoBigasibHOI 3a 34iNCHEHHSI
hapmakoHarnagy. Oitova pegakuis: Dr. Sanjay
Kumar Mishra. MNponoHoBaHa pegakuis:
Mpu3nmmpcbka Tamapa BonognmupisHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cO6U
3asBHVIKa, BifNOBIAaNbHOI 38 34iACHEHHS
thapmakoHarnagy. 3MiHa Micus 34iACHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
papMakoHarnsiay Ta moro Homepa

peyenmom

UA/17907/01/03

58.

3OPECAH®

Kancynu TBepai no
100 wr; no 10 kancyn
y 6nicTepi, no 3 abo 6
6nicTepiB y KAPTOHHiIl
ynakoBLi

TOB
"TNEAPAPM
nTa”

YKpaiHa

nTh

KYCYM XENTXKEP MNBT

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asBHMKa (BNacHMKa peecTpaviiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460) BeefeHHS 3MiH NPOTArom 6-x micsuis
nicns 3aTBeppkeHHs; 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBefeHHs1 a60 3MiHM A0 y3arasibHeHUX AaHuX Npo
cuctemy chapmakoHarnsgy (BBefeHHS
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
BiANOBIA&UTbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0c0obM 3 hapMakoHarnAgy 3asBHuKa
ONA 34iiCHEHHS dhapMakoHarnagy B YKpaiHi, sSKLL0
BOHa BigMiHHa Bif, yNOBHOBaXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsagy
(BK/KOUAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHn y

po3MilLeHHi MacTep-ghaiina cuctemm

3a
peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi 0cobu
3asBHUKA, BiANOBIAA/LHOI 32 34iiCHEHHS
thapmakoHarnagy. fitoua pegakuis: Dr. Sanjay
Kumar Mishra. MNponoHoBaHa pegakuis:
Mpusnmupcebka Tamapa BonogmmupisHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI 0cobu
3as1BHVKA, BiAnoBiga/bHOI 3a 34iNCHEHHST
thapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Aifi/IbHOCTI 3 thapmakoHarnsgy. 3miHa
MicL,e3HaxX0[KEHHS MacTep-haiina cnctemm
dhapmakoHarnsgy Ta noro Homepa

59.

30OPECAH®

Kancynu Teepai no 25
mr in bulk: no 10
Kancyn y 6nictepi, no
180 6nicTepiB y
KapTOHHIA Kopoo6Li

TOB
"TNEAPAPM
nTa

Ykpaina

KYCYM XENTXKEP MBT
nTp

IHais

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHa 3asiBHMKa (B/1acHUKa peecTpaviiiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460) BeefeHHS 3MiH NPOTAroM 6-Xx MicALiB
nicns 3aTBeppkKeHHs; 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHNX Npo
cuctemy thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHnX npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAaUTbHOI 3a 34iiCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0c0obM 3 hapMakoHarnsgy 3asBHUKa
ONA 34jiCHEeHHS dhapmakoHarnagy B YKpaiHi, SKLo
BOHa BigMiHHa Bif, yNMOBHOBaXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34ilicHEHH:A hapMmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsagy) - 3miHa ynoBHOBaxeHoI 0cobu
3asBHVIKa, BifNOBiAaNbHOT 38 34iACHEHHS
thapmakoHarnagy. fitoua pegakuis: Dr. Sanjay
Kumar Mishra. MNponoHoBaHa peaakuis:
Mpuanmmpcbka Tamapa BonogvmupisHa. 3miHa
KOHTaKTHUX AaHNX YyNOBHOBaXKEHOI 0CO6U
3as1BHUKA, BiANOBIAA/ILHOI 32 34iliCHEHHS
hapmakoHarnsgy. 3miHa Micus 34ilnCHeHHs
OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnsgy. 3miHa
MicLie3HaxXoMKeHHs MacTep-chaiina cuctemu
hapmakoHarnagy Ta ioro Homepa

UA/17908/01/01

60.

30PECAH®

Kancynu teepai no 50
mr, in bulk: no 10
Kancyn y 6nictepi, no
120 6nicTepiB y
KapTOHHIlA KopooLi

TOB
"TNEA®PAPM
nTo”

YKpaiHa

KYCYM XENTXKEP MBT
nTa

IHAjA

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHa 3asiBHMKa (B/lacHUKa peecTpaviliHoro
nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
Ne 460) BBefeHHA 3MiH NPOTArom 6-x micsauis
nicnsa 3aTBEpAXEHHS; 3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BeegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHuX Npo
cuctemy chapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy

UA/17908/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

hapmakoHarnsgy, 3MiHa yrnoBHOBa&XeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0c06M 3 hapmakoHarnsay 3asiBHUKa
ONA 34jiCHeHHs dhapmakoHarniagy B YKpaiHi, SKLo
BOHa BifMiHHa Bif, yNOBHOBaXeHOI 0cobu,
BiNOBIfabHOT 3a 3iICHEHHS hapmakoHarnsgy
(BK/THOHAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHoi 0cobu
3as1BHMKA, BiAnoBiga/ibHOI 3a 34jiNCHEHHSI
hapmakoHarnagy. fitova pegakuis: Dr. Sanjay
Kumar Mishra. MNponoHosaHa pefakuis:
Mpu3nmmpcbka Tamapa BonognmupisHa. 3miHa
KOHTaKTHUX [aHNX YNOBHOBaXeHOT 0cobm
3a8BHUKA, BiAMOBIAaIbHOI 3a 3AiAICHEHHS
thapmakoHarnagy. 3MiHa Micus 34iACHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MicLle3HaX0MKeHHs MacTep-thaiina cuctemm
dpapMakoHarnisiay Ta moro Homepa

61.

30OPECAH®

Kancynu TBepai no
100 wr; in bulk: no 10
kancyn y 6nictepi, no
180 6nicTepiB y
KapTOHHI Kopo6Lyj;

TOB
"TNEAPAPM
nTa”

YKpaiHa

KYCYM XENTXKEP MBT
nTh

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3as1BHMKa (BacHMKa peecTpaviiHoro
nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
Ne 460) BBefieHHS 3MiH NPOTArom 6-x micsuis
nicns 3aTBeppkKeHHs; 3MiHu | Tuny - 3miHn woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy thapmakoHarnsgy (BBefeHHS
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAaUTbHOI 3a 34iiCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0cobM 3 hapMakoHarnAgy 3asBHuKa
ONA 34iCHEHHS dhapMakoHarniaay B YKpaiHi, SKLLo
BOHa BigMiHHa Bif, yNOBHOBaXeHO| 0cobw,
BiANOBIAa/IbHOI 3a 34iicCHEHH: hapmakoHarnsagy
(BK/KOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-gaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi 0cobu
3as1BHUKA, BiANOBIAA/ILHOI 32 34iliCHEHHS
thapmakoHarnagy. [itoua pegakuis: Dr. Sanjay
Kumar Mishra. MNponoHoBaHa pegakuis:
Mpusnmupcbka Tamapa BonogmmupisHa. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0CO6U
3asiBHMKA, BiAnoBigasbHOI 3a 34iNCHEHHSI
hapmakoHarnsgy. 3miHa micus 34iiCHeHHS
OCHOBHOI Aifi/IbHOCTI 3 chapmakoHarnsgy. 3miHa
MicL,e3HaxX0KEHHS MacTep-haiina cuctemm
dhapmakoHarnsgy Ta oro Homepa

UA/17907/01/03

62.

SOPECAH®

Kancynu Teepai no 25

TOB

YKkpaiHa

KYCYM XEJITXKEP IMNMBT

IHais

BHECEHHS 3MiH [10 peecTpaviiHix maTepianis:

3a

UA/17907/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

mr; no 10 kancyny
6nicTepi, no 3 abo 6
6nicTepiB Y KAPTOHHIl
ynakoBLi

"TNEAPAPM
nTagr

nTL

3MiHa 3as1BHMKa (B/lacHUKa peecTpaviiiHoro
noceigyeHHs) (3rigHo Hakasy MOS3 Big 23.07.2015
Ne 460) BeeAeHHS 3MiH NPOTAroM 6-Xx MicAuiB
nicns 3aTBepkKeHHs; 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy thapmakoHarnsgy (BefeHHs
y3arasilbHeHUX JaHnx npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiAMNOBIAaUTbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0c0obM 3 hapMakoHarnAgy 3asBHuKa
ANA 3giiCHEHHA dhapmakoHarnsay B YkpaiHi, AKwo
BOHa BigMiHHa Bif, yNMOBHOBaXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/IHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cnuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaxeHoI 0cobu
3aABHUKA, BiAMOBIAa/IbHOI 3a 3AiAICHEHHS
thapmakoHarnagy. [itoya pegakuis: Dr. Sanjay
Kumar Mishra. MNponoHoBaHa pejakuis:
Mpuanmmnpcbka Tamapa BonogvmupisHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0CO6U
3asBHUKA, BiANOBIAA/LHOI 32 34iiCHEHHS
chapmakoHarnsgy. 3mMiHa Micusi 34iCHEHHS
OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnsgy. 3miHa
MicLie3HaxXoMKeHHs MacTep-chaiina cuctemu
dhapmakoHarnsigy Ta iioro Homepa

peyerimom

63.

IBYNMPOM
MAKC

TabneTku, BKpUTI
060/10HKO0, Mo 400
Mr; o 6 TabneTok y
6nicTepi, no 1
6nicTepy B KapTOHHiIl
Kopobui; no 12
Tabnetok y 6nictepi,
no 1 a6o 2 6nictepu B
KapTOHHI Kopo6Li; no
24 TabneTtkn y
donakoHi, no 1
pNakoHy B KAPTOHHIl
Kopobui

tOHinao6, /N

CLUA

Bripo6HWK, BigNOBiAabHMIA
3a yNakoBKy, KOHTPO/b Ta

BWMYCK Cepii roToBoro
NPoOAYKTY:
TOB HOC dapmauis,
Monbla; BUpO6HKK,
BignoBiganbHWi1 3a

BUPOGHULITBO, KOHTPO/Ib Ta

BWMYCK NPOAYKTY in bulk:

LLlyecbapm Cepsices /114,

Benvka BputaHis

MonbLua/
Benuka
BpuTtaHis

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTposib rOTOBOTO NikapCbKoro 3acoby.
3MiHa napameTpiB cneundikauii Ta/abo
[0NyCTUMUX MEX rOTOBOT0 NiKapCcbKoro 3acoby
(BUNyYEHHS HE3HAYHOTO NoKasHuka (Hanpuknag
3aCcTapifioro NokasHWka, Takoro sk 3anax Ta cMak,
abo igeHTUiKaLis 6apBHUKIB UM CMaKOBUX
[06aB0oK)) - BuyYeHHst HE3HAYHOro NoKa3HUKa 3i
Cneuudpikauii N3 «OgHOpPIgHICTL Macu TabneTok
6e3 060/10HKKM (Agep)»; 3MiHW | TUNY - 3MiHK 3
AKOCTI. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneuudikaLii Ta/abo AONYCTUMUX MEX FTOTOBOrO
nikapcbKoro 3acoby (40NOBHEHHA cneuudikauii
HOBWM MOKa3HUKOM 3 BiNOBIAHUM METOA0M
BUNPO6YBaHHSA) - [JONOBHEHHS creundikaLi
HOBMM MOKA3HVKOM 3 BiAMOBIAHUM METOA40M
BMNPO6YBaHHA — OfHOPIAHICTL BMiCTY Ad| B 13
«O[HOPIAHICTb A030BaHUX OAVHULLL»; 3MiHU | TUNy
- 3MiHM 3 siKoCTi. [0TOBMIA NiKapcbkuii 3aci6.

6e3
peuyenma

UA/1361/01/01




74

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTposb roToBOro nikapcbkoro 3acoby. 3MiHa y
MeToAax BUNpo6yBaHHSA rOTOBOTO MiKapCbKOro
3aco6y (OHOBEHHA NpoLieaypy BUNPOOYyBaHHSA
AN NPVYBEAEHHS Y BiAMOBIAHICTb 3i 3MIHEHOO
3arasibHo cTaTtTelo JdY abo €BponeicbKoi
thapmakonei) - BHeCeHHs! He3HaYHNX 3MiH A0
onucy aHasTiTMYHOT MeToauKn «Po3nagaHHs», a
came — 6inbl AeTaslbHWIA ONMC METOAUKM i3
3a3HavYeHHAM Tuny BUNpobysaHHsA (TecT B). Takox
BHECEHHS pefakLiiHOro yTouHeHHs B TecTi «BmicT
ibynpodheHy Ta CynyTHiX LOMILLIOK», a came-
YTOYHEHHS napamMeTpiB XxpoMaTtorpacdiyHoi
KOJIOHKM (TecT 7.3)
64. IMIBALUA, NOPOLLOK A/191 PO3UNHY My6niuHe YkpaiHa My6nivuHe akuioHepHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/17123/01/01
ans indysii, 500 aKuioHepHe TOBapuUCTBO "HaykoBo- 3MiHW | TUny - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuMii peyenmom
mr/500 wmr, no 1 TOBapUCTBO BVPOGHWYMNIA LEHTP 3aci6. Cuctema KoHTeliHep/3aKyrnopoBabHuWii
hN1akoHy 3 MOPOLLKOM "HaykoBo- "BopLuariBCcbkuii Ximiko- 3aci6. 3MiHa nocTavyasibHMKa NakyBaslbHUX
y nauui BVPOGHNYNIA thapmaueBTMyHMi 3aBo4" matepianis abo KOMNAEKTYHUNX (SKLLO 3a3HaYeHO
LeHTp B [J0CbE) (BUNYHYEHHS NMOCTavasIbHIKa) BHECEHHS
"BopLuariBcbk 3MiH go p. 3.2.P.7. Cuctema
WA XiMiKO- KOHTeliHep/3akynoptoBasibHUIA 3aci6, a came
chapmaueBTuy BU/TYYEHHS HallMeHyBaHHSA nocTavasibHUKIB
HWi 3aBoa” nakyBasibHUX MaTepianis (CkIsHI hnakoH, NPo6kM

rymOBi, KOBNAYKu1 antoMiHi€BI). 3MiHu | Tuny -
3MiHu 3 gKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6.
3MiHa napameTpiB cneungikaLiii Ta/abo
[0MNyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOrO
nikapcbKoro 3acoby (L0NOBHEHHs cneuudikauit
HOBMM MOKA3HVKOM 3 BiAMOBIAHUM METOA0M
BMNpPoOyBaHHSA) BHECEHHS 3MiH Ao p. 3.2.P.7.
CucTema KoHTeliHep/3aKynoptoBasibHKA 3acio, a
came cneyudikaito Ta METOAN KOHTPOHO Ha
npo6Ky ryMoBY AOMOBHEHO TECTOM «BiAHOBHI
pPeYOBUHM». 3MiHW | TUNY - 3MIHW 3 AKOCTI.
[oToBUiA nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynopoBanbHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MeX NEePBUHHOI YNakoBKN FOTOBOrO NiKapCbKOro
3ac00y (iHWi 3MiHN) BHECEHHS 3MiH Ao p. 3.2.P.7.
CucTema KoHTeliHep/3aKynoptoBasibHKA 3acio, a
came BHECEHHS YTOUYHEHHS B cneuudikauii Ha
npo6Ky rymMoBY LLOA0 BUKNAAEHHS KpUTepIiB
NPUAHATHOCTI N. «laeHTUdikauis B. BmicT
3arasibHOT 30/11» (BUTYUYEHHS HaliMeHyBaHHS
noctayasibHuKIiB). 3MiHM | TUNy - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeX NepBVHHOT YMakoBKW rOTOBOTO NiKapCbKOro
3ac006y (iHLWi 3MiHX) HE3HAYHI 3MiHW B p.
«30BHILWHI BUrIAA» B cneuymdikaii Ha KoBnavok
anoMiHIEBUIA, a caMe BUTyYeHHs iHchopmalii
LLLOA0 Onucy NaacTUKOBOT HakNaaKu, OCKINbKN
KOBMa4oK a/ItoMiHIEBMI BUKOPUCTOBYETLCS 6€3
NAacTUKOBOT HakNaaku. 3MiHu | Tuny - 3MiHn 3
siKocTi. FoToBWIA Nikapcbkuii 3aci6. CTabiflbHICTb.
3MiHa y TepmiHax npugatHocTi abo ymoBax
36epiraHHs roToBOro NiKapcbKoro 3acoby
(36iNbLUEHHS TEpPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 415 TOproBoi ynakoBku
(niaTBEPOXKYETLCA AAHUMU PEAsIbHOIO Yacy)
36iNbLlUEHHS TepMiHy npugatHocTi 13 3 2 pokis
00 4 pokiB. BBefieHHS1 3MiH NpoTArom 6-Tn MicsAuiB
nicns 3aTBepAKeHHs.

65.

IMOBAH®

TabneTkn, BKPUTI
o6onoHkoto, no 7,5 mr
Ne 14 (14x1): no 14
TabneTtok y 6nictepi,
no 1 6nictepy B
KapTOHHIlA KOpooLi

TOB "CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

Onenna Xenckea
IHTepHewHn CAC

PpaHuin

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3miHu |l TUny - 3MiHM Wopao 6e3nekn/edyeKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMM AaHMU 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHUMN AaHMU Ta
JaHumMu 3 hapmakoHarniagy - 3MiHu BHeCeHo [0
IHCTPYKUIT ANS MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginis
"MpoTunnokasaHHsa", "OcobMBOCTI 3acTOCyBaHHS",
"Mo6iuHI peakuii”. BBeieHHsA 3MiH NpOTArom 6
MiCALIB MiCNS 3aTBEPKEHHS.

3a
peyerimom

UA/5634/01/01

66.

IHCY/IH
rNAPTIH
(OHK-
PEKOMBIHA
HTHWIA)

MOPOLLIOK (Cy6CTaHLis)
B CKNSAHUX GaHKax
KOPWYHEBOTO KOMbOpPY
ans
chapmaLeBTUYHOro
3acTocyBaHHs

AT "dapmak”

YKpaiHa

BiokoH Baiionomxuke IHais

Nimiteq

IHAjA

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHK | TUNY - AAMIHICTpaTUBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHA AiSNIbHOCTI BUPO6HUKA (BK/IHOYaoun,
3a HeobXiAHOCTI, MicLle NPOBeAEHHS KOHTPOJIHO
SIKOCTi), ab0o Br1acHMKa MacTtep-thainna Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/NpoMbKHOIo NPOAYKTY, LLO
3aCTOCOBYHTbCA Y BUPO6HULTBI ADI (SKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT AONOMDKHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y 0CbE) - 3MiHa
Ha3BW BUPOOHWKa cybCTaHLjii iHCyniHy rnapriny
(AHK-pekomb6iHaHTHOr0), 6e3 3MiHM Micus
BUPOGHMLUTBA

UA/15743/01/01

67.

KAHAELWA H

Tabnetkn, 16 mr/12,5

OPrAHOCVH

OAE

EBepTomkeH Jlaiidh CaeHcns

IHais

BHECEHHS 3MiH 10 peecTpauiiHux maTepianis:

3a

UA/12313/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
mr no 10 TabneTtok y NAN®CAEHC Nimiten 3MiHM | TNy - AOMiHICTpaTMBHI 3MiHW. 3MiHA Ha3Bu | peyenmom
6nicTepi; no 1 abo no N3 (E® 3ET 1) niKkapcbkoro 3acoby - 3MiHM BHECEHI 040 Ha3BU
3, abo no 10 6nictepis nikapcbkoro 3acoby. 3aTeeppxeHo: KACAPK® H
Y KapTOHHIli kopoobLi (CASARK® H). anponoHosaHo: KAHAELIVA H
(CANDECIL H). BBefieHHs 3MiH NpoTArom 3-o0x
MicsLIB NiCNsA 3aTBEPKEHHSA
68. KAHLEUWN H | TabneTtku, 16 mr/12,5 OPIrAHOCUH OAE EBepTopxeH Navid CaeHcn3 IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: - UA/12314/01/01
mr; in bulk: no 2500 NANDCAEHC Nimiteq 3MiHU | TNy - AAMIHICTpaTMBHI 3MiHW. 3MiHa Ha3BU
TabneTok B N3 (E® 3ET 1) nikapcbKoro 3acoby - 3MiHW BHECEHI LLOA0 Ha3BM
noABiliHOMy MakeTi; No nikapcbkoro 3acoby. 3aTBepaxeHo: KACAPK® H
1 nakeTy B KOopobL,i (CASARK® H). anponoHosaHo: KAHAELINA H
(CANDECIL H). BBegeHHs 3MiH npoTsirom 3-0x
MicsLiB nicns 3aTBepApKEHHs!
69. KAHOEUWN Tabnetku, 32 mr/25 OPIrAHOCUH OAE EBepTopxeH Naiich CaeHcna IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/12282/01/01
HD mr; no 10 TabneTok y NIAN®CAEHC Nimiten 3MiHM | TNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa Ha3BM peyenmom
6nicTepi, no 1, no 3, N3 (E® 3ET 1) nikapcbKoro 3acoby - 3MiHW BHECEHI 040 Ha3BM
no 10 6nicTepis B nikapcbkoro 3acoby. 3atBepmpxeHo: KACAPK® HD
Kopoobui (CASARK® HD). 3anponoHosaHo: KAHAELIN
HD (CANDECIL HD). BBefieHHs 3MiH npoTarom 3-
0X MiCALIB Nicas 3aTBepPAKEHHS
70. KAHAEUWN Tabnetku, 32 mr/25 OPIrAHOCUH OAE EBepTopxeH Jlaiich CaeHcns IHgis BHECEHHS 3MiH [0 peecTpauiiHux maTepiasnis: - UA/12283/01/01
HD mr; in bulk: no 2500 NANDCAEHC Nimitepn 3MiHK | TUNY - AOMIHICTpaTMBHI 3MiHW. 3MiHa Ha3BU
TabneTok B N3 (E® 3ET 1) nikapcbKoro 3acoby - 3MiHW BHECEHI LLOA0 Ha3BK
noABiNHOMY NakeTi; no nikapcbkoro 3acoby. 3arBepgpkeHo: KACAPK® HD
1 nakeTy B KapTOHHili (CASARK® HD). 3anponoHosaHo: KAHAELN
KopooLi HD (CANDECIL HD). BeefieHHs 3MiH npoTarom 3-
0X MiCSILiB Nic/1s 3aTBEPAKEHHSI
71. KAMEUMBEK | Tabnetku, BKpUTI Akkopa Benuvka Bupo6HMLTBO rOTOBOrO IHais/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14799/01/01
C 150 NiBKOBOO Xenckea BputaHis nikapcbKoro 3acoby, Benuka 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii peyenmom
060/10HKO0, N0 150 Mr Nimiteq NepBUHHE MakyBaHHS, Bputanis/ 3aci6. 3MiHN y BUpO6HMLTBI. 3amiHa abo
no 10 TabneTtok y BTOPVHHE MaKyBaHHS, ITania/ BBe/leHHs 0AAaTKOBOI AiNbHULI BUPOBHMLTBA AN
6nicTepi; no 3, 6 abo KOHTPONb AKOCTi cepil: HimeuunHa/ YyacTuHM abo BCbOro BUPOGHNYOro npotecy
12 6nictepiB y IHTac ®apmacbloTikan3 Monbwa/ roTOBOrO JliKapcbKoro 3acoby (AinbHuUA Ans
KapTOHHIlA KopooLi Nimiten, 1HAIA; BUpo6HULTBO IcnaHis/ BTOPVHHOrO nakyBaHHs) JlofaBaHHA 404aTKOBOI
rOTOBOrO JiKapCbKOro Manbta AiNbHUL ANA BTOPUHHOIO nakyBaHHs CUHONTU3

3aco0by, nepsuHHE Ta
BTOPVHHE MakKyBaHHS,
KOHTPO/Ib AKOCTI cepii
(anbTepHaTuBHUI
BUPOGHUK): IHTac
dapmacsbloTikans Jlimites,
IHAis; MepBrHHE Ta
BTOPVHHE MaKyBaHHS:
Akkoppg, Xenckea Jlimiteq,
Benvka BputaHisi; BTOpUHHE
nakyBaHHsa: A4/ Canni
Yelin, ITania CMA, Itanis;
CK dapma JlogKmcTike

IHpacTtpian Cn. 3 o0.0., MonbLwa / Synoptis
Industrial Sp. z 0.0., Poland. 3miHu | Tuny - 3miHn 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roToBOro fikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA OiNbHULI, Ha 5K 34iACHI0ETBCSA
KOHTpPO/b/BMNpOGYBaHHSA cepii) JloaaBaHHs
AINbHULI 3 KOHTPOSIIO AKOCTI cepii Papmagokce
Xenckea /Ita., ManbTa / Pharmadox Healthcare
Ltd., Malta. 3miHu | TUnNy - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3amMiHa
a60 BBeAEeHHS 10A4ATKOBOI AiNIbHNLI BUPOOHMLTBA
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
M6X, HimeyunHa; AN YacTMHU abo BCbOrO BUPOGHMYOro mpouecy
CwuHonTtus IHgactpian Cn. 3 roToOBOro NikapcbKoro 3acoby (AibHUUA AR
0.0., [onbLa; KOHTPO/Ib BTOPUHHOTIO NakyBaHHA) [logaBaHHA AOAATKOBOT
SKOCTI cepii: ACTPOH AiNbHULI 4719 BTOPUMHHOTO nakyBaHHs CK ®apma
Pesbopu JlimiTes, Benvka Nopxuctike M'M6X, HimeuwunHa / SK Pharma
BpuTtaHis; KOHTPOb AKOCTI Logistics GmbH, Germany
cepii:AJ/IC labopaTtopic
(KOKei1) Mimiten, Benuka
BpuTtaHis; KOHTPOb AKOCTI
cepil: Jlabopatopi ®yHgacio
LAY, IcnaHis; ®apmagokc
Xernckea N114., ManbTa;
BiANOBIAabHMI 3a BUMYCK
cepii: Akkopg, Xerckea
Nimiten, Benuka bputaHis
72. KAMNEUMBEK | Tabnetku, BKpUTI Akkopa Benvka Bupo6HMLTBO rOTOBOrO IHais/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14799/01/02
C 500 NiBKOBOO Xenckea BputaHis nikapcbkoro 3acoby, Benvka 3MiHW | TUny - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKumii peyenmom
o60onoHkoto, no 500 Nimiten NepBUHHE NakyBaHHS, Bputanis/ 3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
Mr; no 10 TabneTok y BTOPWHHE NakKyBaHHS, ITania/ BBEJEHHS 404AaTKOBOI AiNbHULI BUPpOOHMLUTBA ANs
6nictepi; no 3, 6 abo KOHTPO/b SIKOCTI cepii: IcnaHis/ YacTUHM ab0 BCbOro BUPOBHUYOTO NpoLecy
12 6nictepiB y IHTac ®apmacbloTikans Manbta/ roTOBOrO JlikapcbKoro 3acoby (AinbHuUsA Ans
Nimiten, 1HAIA; BUpO6HULTBO Monbwa BTOPVHHOIO NakyBaHHS) - [JoAaBaHHs 404ATKOBOI

KapTOHHIlA KOpooLi

rOTOBOrO JliKapCbKOro
3acoby, nepBrHHe
nakyBaHHs1, BTOPUHHE
nakyBaHHs!, KOHTPO/Ib SKOCTI
cepii (anbTepHaTMBHNI
BUPOGHUK): IHTac
dapmacbtoTikans Jlimites,
IHAis; MepBrHHE Ta
BTOPVHHE MaKyBaHHS:
Akkoppg, Xenckea Jlimiteq,
Benuka BpuTaHis;
BignosiganbHuii 3a BUNycK
cepii: Akkopg, Xesnckea
Nimiten, Benuka bpuTaHis;
BTopuHHe nakyBaHHA: A4/
Canni YeliH, ITania CMNA,
ITanis; KoHTponb skocTi
cepiii:

AcTpoH Pesbopu JliviTes,
Benuka BpuTaHisi; KOHTPOb
AKOCTI cepil: JlTabopaTopi
dyHpacio JAY, IcnaHis;
KOHTpO/b AKOCTi cepii: AJIC
Na6opaTtopic (FOKeiA)
Nlimiten, Benvika bputaHisi;

AiNbHULI N8 BTOPMHHOTO nakysaHHs CK ®dapma
Nopxuctikc M'mM6X, HimeuwunHa / SK Pharma
Logistics GmbH, Germany; 3miHu | Tuny - 3MiHu 3
AKOCTI. [OTOBWI Nikapcbknit 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roToOBOro Nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA OiNbHULI, Ha 5K 34iiCHI0ETLCSA
KOHTPONb/BUNPOGYBaHHSA cepii) - JlogaBaHHA
AiNbHULI 3 KOHTPOSIIO AKOCTI cepii Papmagokc
Xenckea /Itg., ManbTa / Pharmadox Healthcare
Ltd., Malta; 3miHu | TNy - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3aMiHa
abo BBeAEHHA A0AATKOBOI AifbHULL BUPOGHMLTBA
[ANS YacTnHM abo BCbOro BUPOGHMYOro npouecy
roTOBOrO JliKapcbKoro 3acoby (AinbHuUA Ans
BTOPMHHOrO NakyBaHHs) - [logaBaHHs A04ATKOBOT
AiNbHWL ANA BTOPMHHOTO nakyBaHHA CuMHONTU3
IHgacTpian Cn. 3 0.0., Monbua / Synoptis
Industrial Sp. z o.0., Poland
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BTOPWHHE nakyBaHHA: CK
Papma JlogxucTike TMBX,
HimeuyunHa; KOHTPOSIb AKOCTI
cepii: ®apmagokc Xenckea
Nn1a., ManbTa; BTOPUHHE
nakyBaHHs: CMHONTU3
IHgacTpian Cn. 3 0.0.,
MonbLa
73. KAPAAK TabneTky BKpUTI Aypo6iHao IHAaia Aypo6ingo ®apwma Jlimiteps, - IHAis BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/11834/01/01
nNiBKOBOIO dapma /114 FOHIT Ill, IHAis; Aypo6iHao 3MiHY | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii peuenmom
060/10HKOI0, M0 10 Mr dapwma J/Ita, PopmyneiwH 3aci6. Onuc Ta cknag,. 3miHa abo fgofaBaHHsA
no 10 Tabnetok y FOHIT XV, IHgis LITaMnis, NOTOBLLEHb @60 iHLINX MapKyBaHb,
6nictepi, no 3 yK/Io4arumn 3aMiHy abo gonasaHHsA dhapb ans
6nicTepn y nauuj 3 MapKyBaHHS MikapcbKoro 3acoby (3miHa wramnis,
KapToHy. NOTOBLUEHb b0 iHLWMX MapKyBaHb) - 3MiH/ B OMUCI
BUrNAAY TabneTok LWOoA0 TUCHEHHS, a came:
BK/IIOYEHHS TUCHEHHS, LLO XapakTepuaye cuny gl
nikapcbKoro 3aco6y. 3MiHN BHECEHI B iIHCTPYKLiHO
AN MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby
y po3gin "flikapcbka dhopma” (OCHOBHI (hi3mKo-
XiMiYHi B1aCTMBOCTI).
74. KAPOAK TabneTkn BKpUTI AypobiHao IHais Aypob6iHgo dapma Nlimitep, - IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/11834/01/02
NiBKOBOO Papma /T4 FOHIT IIl, IHAgin; AypobiHao 3MiHM | TURy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii peyenmom
060/10HKOH0, M0 20 Mr dapma J1Tg, DopmyneiiLH 3aci6. Onuc Ta cknag,. 3miHa abo JoAaBaHHS
no 10 TabneTtok y HOHIT XV, IHais LITamnis, NOTOBLLEHb ab0 iHLIMX MapKyBaHb,
6nicTepi, no 3 yKovaroun 3amiHy abo fgoaasaHHs dapb ans
6nicTepn y nauui 3 MapKyBaHHS MikapcbKoro 3acoby (3MiHa Lwramnis,
KapTOHy. NOTOBLLEHb a60 IHLWNX MapKyBaHb) - 3MiHW/ B ONUCI
BUrNs4y TabneTok LWOoAO TUCHEHHS, a came:
BK/TIOYEHHSI TUCHEHHSA, L0 XapakTepuaye cuny aii
nikapcbKoro 3acoby. 3MiHM BHECEHI B iHCTPYKLi0
0151 MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby
y po3gin “flikapcbka dopma” (OCHOBHI (hi3mKo-
XiMiYHi BNaCTUBOCTI).
75. KAPAOAK TabneTkn BKpUTI Aypob6iHa0 IHais Aypo6iHgo dapma Nimitep, - IHgis BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/11834/01/03
NNiBKOBOO $apma /114 FOHIT IIl, IHgisa; AypobiHao 3MiHM | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii peuenmom

060/10HKO0, N0 40 Mr
no 10 TabneTtok y
6nicTepi, no 3
6nictepy y nauui 3
KapTOHY.

dapwma /ita, PopMmyneH
HOHIT XV, IHais

3aci6. Onuc Ta cknag,. 3miHa abo foAaBaHHsA
LTamniB, NOTOBLLEHb ab0 iHLWMX MapKyBaHb,
yK/IH0HaKun 3amiHy abo foaaBaHHs chapb ans
MapKyBaHHS /likapcbKoro 3acoby (3MiHa WTamnis,
NOTOBLLEHb ab0 iHLWNX MapKyBaHb) - 3MiHW B OMUCI
BUrNsAy TabneTok LWoAo TUCHEHHS, a caMe:
BK/IIOUYEHHSI TUCHEHHS, LLI0 XapakTepuaye cuny gl
niKapcbKoro 3acoby. 3MiHN BHECEHi B iHCTPYKLit0
[ANs MeAMyYHOro 3acToCyBaHHS JlikapCbKoro 3acoby
y po3gain "Nikapcbka hopma" (OCHOBHI hi3nko-
XiMiYHi B1IaCTMBOCTI).
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
76. KBAHIN TabneTku, BKpUTI TOB YkpaiHa KYCYM XENTXKEP MBT IHpia/ BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 3a UA/12995/01/01
060/10HKO10, N0 500 "nepdapm NTA, IHajs; Ykpaina 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii peuenmom
mr, no 10 TabneTok y nTa ANbTepHATUBHWIA BUPOGHMK, 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
6nicTepi; no 1 LLIO 3A,iICHIOE BTOPVHHE (BKIHOYaOUM diana3oH po3Mipy cepii) roToBOro
6nicTepy B KapTOHHiIl nakyBaHHs, KOHTPO/b AKOCTI nikapcbKoro 3acoby (36inbweHHs ao 10 pasis
ynakosui, no 10 Ta Bunyck cepii: TOB NOPIBHAHO i3 3aTBEPAXEHUM PO3MIPOM) BBEAEHHSA
Tabnetok y 6nictepi; "KYCYM ®APM", YkpaiHa [04aTKOBOr0O pOo3Mipy cepii roTOBOr0 NiKapCbKoro
no 1 6nictepy B 3aco6by - 500 000 Tabnetok ans ginbHuui KYCYM
KapTOHHIlA ynakoBsLyj; XENTXKEP MBT NITA, wo po3TtallioBaHa 3a
no 3 a6o 10 ynakoBoK apgpecoto MNnot Ne M-3, IHgop Cnewwen |KoHOMIK
Y KapTOHHili kopobLi 3oyH, ®eiiz-Il, Nitamnyp, dict. Axap, Magxbs
Mpagew, Min 454774, IHpia. 3aTBepmxeHo: 100
000 Tabnetok 3anponoHoBaHo: 100 000 TabneTok;
500 000 TabneTtok
77. KBAHIN TabneTkn, BKPUTI TOB YkpaiHa KYCYM XENTXKEP NBT IHais BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: - UA/16063/01/01
o6onoHkoto, no 500 "rnendapm nTa 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkui
Mr, in bulk: Ne10x50: nTar 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa po3mipy cepii
no 10 TabneTok y (BK/IIOYAtOUM diana3oH po3Mipy cepii) roToBOro
6nicTepi; no 50 nikapcbkoro 3acoby (36inbweHHs go 10 pasis
6nicTepiB y KAPTOHHIl NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) BBEAEHHS
Kopoobui [04aTKOBOr0O po3Mipy cepii roTOBOro NikapCbKoro
3acoby - 500 000 TabneTok Ansa AinbHui KYCYM
XENTXKEP MBT AT/, Wwo po3TaliosaHa 3a
agpecoto MNnot Ne M-3, IHgop Cnewwen [KoHOMIK
3oyH, ®eirs-Il, Nitamnyp, dicT. Axap, Magxbs
Mpapew, MiH 454774, IHaia. 3aTtBepaxeHo: 100
000 Tabnetok 3anponoHoBaHo: 100 000 TabneTok;
500 000 Tabnetok
78. KBAHIN rpaHynun 500 mr; no TOB YkpaiHa KYCYM XENTXKEP NBT IHais BHECEHHS 3MiH [J0 peecTpavjiiiHmx 3a UA/14767/01/01
1,5ry cauwe; no 10 "TNEAPAPM Iyt marepianis:3miHa 3asiBHMKa (B/1acHUKa peyenmom
abo no 30 cawe y nTar peecTpauiiiHoro noceig4eHHs) (3rigHo Hakasy MO3

KapTOHHIA ynakoBLi;

Big 23.07.2015 Ne 460). BBegeHHSI 3MiH NPOTAroM
6-TW MicALiB nicnsA 3aTBEpAKEHHS. 3MiHM | Tuny -
3MiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBAXXEHOT 0CO6MU, BignoBiganbHOI 3a
3[iiCHeHHA hapMakoHarnsagy; KOHTaKTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKL0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6WU, BiAMNOBIfa/IbHOI 3a
3[iicHeHHs hapMakoHarnsay (Bkiyakyu
KOHTaKTHi AaHi) Ta/abo 3MiHN Yy PO3MiLLEeHHi
macTep-gaiina cuctemy hapMmakoHarnsay). 3miHa
YNOBHOB&XEHOT 0CO6U 3asiBHVKA, BifnoBiganbHOI
3a 3gjicHeHHs dphapmakoHarnagy. [liroya pegakuis:
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

Dr. Sanjay Kumar Mishra. MponoHoBaHa pefakujs:
Mpusnmupcbka Tamapa BonogmmupisHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI 0cobu
3asIBHMKA, BiAnoBiga/ibHOI 3a 34iNCHEHHSI
thapmakoHarnagy. 3MiHa Micus 34iCHEHHS
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHss MacTep-daiina
cucteMu dpapmakoHarnsgy Ta moro Homepa.

79.

KETOHAN®

Kpem 5%; no 30 ry
Ty6i; mo 1 Ty6i y
KapTOHHIlA KOpooLi

CaHpos
dapmacbloTika
n3 .o

CnoBeHis

Cantotac dapma M'meX

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis:
3MiHu | Tuny - 3MiHK 3 skocTi. CepTuddikat
BignosigHOCTI/IE-cepTucpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
A®I; ons BUxigHOro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBuWHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBEpAXEHOr0 BUPOOHUKA -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2003-136 -
Rev 07 (3atBepgxeHo: R1-CEP 2003-136 - Rev
06) ansa Ailoyoi peyoBrHN KeTONpPodEHyY Bif, BXe
3aTBepxeHoro BupobHvika Zhejiang Jiangbei
Pharmaceutical Co. Ltd, Kutai, y Hacnigok 3miH y
MEeTOANL BUSHAYEHHS 3a/IMLLKOBMX PO3YMHHUKIB

3a
peyerimom

UA/8325/07/01

80.

KNAPUTPOMI
LMH-MB

NOPOLLIOK
niodhinizoBaHuin ons
NPUroTyBaHHs
PO34uHy Ans iHgys3il
no 500 mr; no 1
dh1akoHy 3 NOPOLUKOM
B MauLi 3 KapTOHY

M. BioTek
Nimiten

Benvka
BputaHis

_IMMAKY
NANPCAVNEHCINI
MPAMBIT NIMITEL

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHY | TRy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIiT 4719 MeANYHOro
3acTocyBaHHSI reHepuyYHUX/ribpruaHMX/6ionoai6HMX
niKapcbknx 3acobiB Nic/s BHECEHHS TiEl camol
3MiHV Ha pethepeHTHWI1 npenapaT (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBMX
AaHunx) - 3MiHVM BHeCeHi A0 IHCTPYKLi ans
MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y
po3ginu: “MpoTtunokasaHHa", "B3aaemogis 3 iHWMMun
nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
"Oco611BOCTi 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”,
"Cnoci6 3acTocyBaHHsA Ta fo3un", "Oitn"(yTOYHEeHHs
iHchopmawii) 3rigHo 3 iHchbopmauieto Wwoao
MeAMYHOro 3acTOCyBaHHs pediepeHTHOro
nikapcbkoro 3acoby (KNALMA® B.B., nopoLuok
nioghinisoBaHWin 418 NPUrOTYBaHHA PO3YMHY A5

3a
peyenmom

UA/17409/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

iHdpy3ivi no 500 mr)

81.

KO/TMOMAK®
M

PO34MH HaLUKipHWiA
167,0 mr/r; no 10 mn y
thnakoHi, no 1
(h/1aKOHY Y KapTOHHilA
Kopobui

AJIEKCOAPM
FMBX NTA

CnonyueH
e
KoponiscTt
BO

dapmanabop-poaytoc
dapmacstoTikoc, C.A.

MopTyranis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHY | TRy - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsagy (BBeAeHHs y3arasibHeHNX faHux
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0cO6M, BigNoBiganbHOI 3a
34iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl YNOBHOBaXeEHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs hapmakoHarnsay (Bkioyakyn
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemu papmakoHarnsgy). 3miHa
YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BignoBigasibHOT
3a hapmakoHarnag,

[Litova pegakuis: Hekko OkcaHa BikTopiBHa.
MponoHoBaHa pepakuisi: BonowwvHa AHacTtacis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigasibHOT
3a (hapmakoHarnag,. 3miHa Micus 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
dhapmakoHarnsgy.

6e3
peyenma

UA/17397/01/01

82.

KOMNoTPO®
IH

Kpem BariHanbHWi1 1
%; no 15 ry Ty6i; no 1
Ty6i B KOPOOL

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

BMpPO6GHMLTBO 3@ NOBHUM
uukiom: Jlabopatopis
LWEMIHO, ®paHuis;
KoHTponb cepii (Tinbkn
MikpobionoriyHe
TecTyBaHHs): KoHthapma
®paHc, PpaHuis

PdpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHY | TRy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHVX JaHnx Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHNX faHux
npo cucTemy thapmakoHarnsagy, amMiHa
YNOBHOB&XEHOT 0CO6MU, BigNoBigaNLHOI 3a
3iiCHEHHS dhapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHUKa g1a 3MilCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapMakoHarnsay (Bkioyakyn
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-aiina cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOT 0Co6Y 3asBHYIKA,
Bi4NoBiAaIbHOI 3a hapMakoHarnsg B YkpaiHi.
[Litoyva pegakuis: MNepexpect OneHa IBaHiBHA.
MponoHoBaHa pegakuis: AMepi biona [xecci.
3MiHa KOHTaKTHUX faHWUX KOHTaKTHOI 0co6u
3asBHWVKa, BiANOBiAabHOI 3a thapmakoHarnsg, B
YkpaiHi

3a
peyenmom

UA/3481/02/01

83.

KONNoTPO®
IH

Kancynu BariHasibHi
M'siki mo 10 mr; no 10

3eHTiBa, K.C.

Yecbka
Pecny6nik

Bupo6HuLTBO
Hepo3dhacoBaHOi NpoAyKLUil,

PpaHLin

BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis:
3MiHKM | TNy - 3MiHKM Woao 6e3nekn/eddeKTUBHOCTI

3a
peyenmom

UA/3481/03/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Kancyn y 6nictepi; no a KOHTpOsb cepii: Kancyxenb Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
1 6nicTepy B Mnoepmens, ®paHuis; y3arasilbHeHUX JaHnX npo cucTemy
KapTOHHIlA KOpO6L [MepBMHHA Ta BTOPUHHA hapmakoHarnsagy (BBefeHHs y3araslbHeHUX faHux
ynaKkoBKa, [j03Bi/1 Ha BUMYCK npo cuctemy chapmakoHarnsgy, amMiHa
cepii: NNadanb EHAtOCTPI, YNOBHOB&XEHOT 0CO6M, BiANoBiganbHOI 3a
®paHLin; KoHTponb cepii 3AjiliCHeHHs hapMakoHarnsay; KOHTaKTHOT 0cobu 3
(TinbKM MikpobGionoriyHe thapmakoHarnagy 3asBHuka Ans 34iiCHEHHSA
TecTyBaHHs): KoHthapma hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
®paHc, PpaHuis Bifl YNOBHOBaXeHOI 0cO6WU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLEeHHi
macTep-chaiina cuctemmn thapmakoHarnsagy) -
3MiHa KOHTaKTHOT 0CO6Y 3asBHYIKA,
BiANoBiga/IbHOT 3a hapMakoHarnsag B YkpaiHi.
[itoua pepaxuin: Mepexpect OneHa IBaHiBHa.
MponoHoBaHa pepgakuis: Amepi biona [xecci.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0co6u
3asBHVKa, BiANOBiAabHOI 3a thapmakoHarnsg, B
YKpaiHi
84. KOPBANTAB | Tabnetku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/14729/01/01
EKCTPA nNiBKOBOIO YKPAIHA" 3MiHK | TURYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peyenma

060/10HKO0; No 10
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu B
KapTOHHI navu,i

3aci6. 3MiHN Yy BUPO6HULTBI (iHLWi 3MiHW) -
BHECEeHHS 3MiH 0 po3ainie 3.2.P.3.4. KOHTpo/b
KPUTWYHMX CTagii i NpOMKHOT NnpoAykKujii Ta
3.2.P.3.5. Banigauis npouecy Ta/abo inoro oujiHka,
LLIO CTOCYIOTbCS 3MiHW NEPIOAUYHOCTI MPOBEAEHHS
KOHTPO/IO NOKa3HWKIB B PYTVHI Ha cTagii
OTPVIMAHHS i CyLKa KOMM/IEKCY 3a NMOKa3HUKOM
rpaHy/IoMeTpUYHWIA ckag, Ta Ha cTadii OTpMMaHHA
Macu ans TabneTyBaHHs 3a NokasHukamu
TeKyuiCTb, HACUMHA ryCTUHA, 34aTHICTb A0 ycaakn
Ta rycTuHa nicns ycagku, wo 6yae npoBoanTuCs B
PEXM1Mi MOHITOPUHTY Ha KOXHIi 10- cepii. 3miHu |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkunii 3acib.
3MiHV Yy BUPOOHMUTBI (iHLUi 3MiHW) - BUNYYEHHS
NpoBeLEHHS NEPEKOHTPO/TI0 MPOMDKHOT MPOAYKLI -
macu gna TabneTyBaHHa y pasi nepeBuLLeHHs
TepMiHy 36epiraHHsi, y 38'A3Ky 3 TUM LLO AaHa
NpoAyKLUisi He NOBMHHA 36epiraTtucs nicns
3aKiHY4eHHs TepMiHy 36epiraHHs. 3miHu | Tuny -
3MiHK 3 IKOCTi. FOTOBUIA NiKapCbkuiA 3aci6. 3MiHW y
BMPOOHULTBI (iHLWWi 3MiHW) - BHECEHHS 3MiH A0
po3gainis 3.2.P.3.4. KOHTPONb KPUTUYHMX CTagjiA i
npoMixHoI npoaykuii Ta 3.2.P.3.5. Banigauis
npouecy Ta/abo 1ioro oLjiHKa, L0 CTOCYTbCA
3MiHV NPOBEAEHHSI KOHTPO/IO B PYTUWHI Ta nig, vac
Basigauii BupobHuyoro npouecy. KoHTponb
NOKa3HWKIB B PyTWHi. 3MiHu | TMny - 3MiHK 3 SKOCTI.




83

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI
(iHWi 3MiHW) YyTOYHEHHS iHdhopMaLil CTOCOBHO
HaHeceHHs1 HoMepy cepii Ta TepMiHy nNpuaaTHoCTI
Ha cTagisax «PacyBaHHa» Ta «lakyBaHHS», L0
06YMOB/IEHO TEXHOJIOMYHOI0 MOX/IUBICTIO
HaHeceHHs1 HoMepy cepii Ta TepMiHy nNpuaaTHoOCTI
— METOAOM [PYKY B JONOBHEHHS [0 MeToay
HaHeCeHHs Bi4TUCKY, LLIO CTOCYETbLCA PO34iNis
3.2.P.3.3. Onnc BnpobHMYOro npouecy Ta
KOHTpoOsIt0 npotecy, 3.2.P.3.4. KOHTposb
KPUTWYHKX CTaAii i NpOMiXHOT NpoayKuii,
3.2.P.3.5. Banigauis npouecy Ta/abo ioro oLiHka.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbkni
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax 36epiraHHs FOTOBOro
nikapcbkoro 3acoby (3mMiHa y 3aTBep)KEHOMY
NpOTOKONi CTabiNbHOCTI) - 3MiHa Y 3aTBEpKEHOMY
npoTtokoni ctabinbHocTi 13, a came CKOPOUYEHHS
TOYOK KOHTPO/0
3arBepKeHo: MOHITOpUHT cTabinbHOCTI ¢
yacosuM iHTepBasiom: 0, 3, 6, 9, 12, 18, 24.
3anponoHoBaHo: MOHITOPUHT CTabiNbHOCTI C
YacoBuM iHTepBasiom: 0, 12, 24. 3MiHu | Tuny -
3MiHK 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KoHTpos1b roToBOro fikapcbKoro 3acoby (iHwi
3MiHW) - BUNy4YeHHs 3i cneundikaii 419 BUBYEHHS
cTabinbHOCTi /13 KOHTPONb 3a NoKa3HYKaMu
«Po3nafgaHHsa», «CepefHa maca» Ta
«OpfHOPIAHICTE Macu», A0 NOoKa3HUKa
«Mikpob6ionoriyHa unctotTa» foAaHo NPUMITKY
00 NepioANYHOCTI KOHTPOJIIO, & CaMe KOHTPO/Ib
3[JICHIOETLCS TiNbKU HA NoYaTKy Ta nicns
3aKiHYEHHS TepMiHy NpuAaTHOCTI Npenapary.

85.

KPUHOH®

renb BariHanbHWi 8 %;
no 1,45r (wo
Bignosigae fo3i ans
BBeAeHHa 1,125T) B
0[IHOA030BOMY
annikaTopi,
BKafeHoMy B
bararoLuapoBy
ynakoBky; no 6 a6o 15
0[IHOA030BUX
annikaTopis y
KapTOHHI Kopobui

Apec TpeligiHr
C.A.

LLiseiiuapi
A

[LenapoH Bpenac NMivitesa,

BenukobpuTtaHist (BUPOGHMK
Hepo3dhacoBaHOi NPoAyKL;i

Ta KOHTPO/b SKOCTI);
Maponak ar, LLseliLapis

(nepBuHHa ynakoska); Xepq

MaHgi PivapgacoH JlimiTeps,

BenukobputaHist (KOHTPOsb

akocTi); LieHtpan ®apma
(KoHTpakT MekiHr) Nimites,

BenukobpuTtaHisi (BTOpUHHA

ynakoBka Ta BuUnyck cepii)

Benukobput
aHis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu Il Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKkTepucTumLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHSA Y 3B'SI3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KMiHIYHAMUW gaHUMK Ta
JaHuMu 3 chapmakoHarnsgy. 3MiHM BHECEHO B
IHCTPYKL,it0 4519 MEAWNYHOIO 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ainis "3aaTHicTb
BM/IMBATY Ha LUIBUAKICTb peakuii Npu KepyBaHHI
aBTOTpaHCNopToM abo iHWMMKN MexaHismamu'" Ta
"Mo6iuHi peakuji”.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/3490/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
86. KCANOMTUK | kpanni 04Hi, po3uuH, dapmaueBTny Monbwa TaexyH ®APM. Ko. 14, Kopes/ BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 3a UA/13410/01/01
50 mkr/mn no 2,5 mny HWi1 3aB0Of Kopes (BMpo6HMuTBO N3, Monbwa 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenmom
h1akoHi 3 "MONb®APM nepBrHHE NakKyBaHHS, Ta chapmakoHarnsgy. 3MiHa y KopoTkili
KpanesnbHuueto; no 1 A" C.A. KOHTPO/b SKOCTI); XapakTepucTumLi NikapCcbKoro 3acoby, TEeKCTi
dhnakoHy 3 dapmaueBTUYHUIT 3aBof, MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
KpanesibHuULEelo B "Monbhapma” C.A., MonbLa 3acTocyBaHHA Ha nigcTasi perynsipHo
KapTOHHI Kopoo6Li (BTOpVHHE NakyBaHHS, OHOBJIHOBAHOTO 3BITY 3 6€3Mekn NikapCbKoro
KOHTpoNb fkocTi MN3 Ta 3aco6by, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
BUNYCK cepil) nikapcbKoro 3acoby B nicnspeecTpaviliHuii nepios,
ab0 Sk pesynbTar OLiHKM 3BiTY 3 JOCAIIKEHb,
npoBeAeHnX BigNoBIAHO A0 NaHy nejiatpudHmnx
pocnigmkens (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YMOBHOB&XEHNM OpraHom).3MiHu
BHECEHO B IHCTPYKLi0 AN MeANYHOro
3acTOCyBaHHS MikapCcbKoro 3acoby A0 po3ainy
"Mo6iyHi peakwji" 3rigHO 3 OHOBIEHOD
iH(hopMmaieto Wwoao 6e3nekn 3acTocyBaHHs Aito4ol
PEYOBUHN.
87. KCANOMTUK | kpanni 04Hi, po3yuH, dapmaueBTny Monbwa TaexyH ®APM. Ko. 14, Kopes/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/13411/01/01
KOMBI no 2,5 mn 'y dpnakoHi 3 HWiA 3aBOf Kopes (Bupo6HuuTBO M3, Monbwa 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI peuenmom
KpanesnsHuueto; no 1 "MONb®APM nepBrHHE Ta BTOPUHHE Ta chapmakoHarnsagy. 3miHa y KopoTkili
abo no 3 diakoHu 3 A" C.A. nakyBaHHs1, KOHTPO/Tb XapaKkTepucTu1Li NikapCcbKoro 3acoby, TEeKCTi
KpanenbHULE B AKOCTI); PapmaLeBTUUHWIA MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
KapTOHHI Kopoobui 3asog, "Monbapma” C.A., 3acToCyBaHHA Ha nigcTasi perynsipHo
Monblwa (BTOprHHE OHOBJIIOBAHOTO 3BITY 3 6€3MeKn NikapCbKoro
nakyBaHHs, KOHTPO/1b AKOCTI 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
'N3 Ta Bunyck cepii) nikapcbKoro 3acoby B nicnspeecTpaviliHvin nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BiTY 3 JOCNiMKEHD,
npoBeAeHnX Bi4NOBIAHO A0 MiaHy nejiatpudHmnx
pocnigmkenb (PIP) (3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOB&XEHNM OpraHom) 3MiHu
BHECEHO B IHCTPYKLi0 AN MeANYHOro
3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
"Mo6iyHi peakwji" 3rigHO 3 OHOB/IEHOO
iH(hopMmaLieto Woao 6e3nekn 3acTocyBaHHs Aito4ol
PeYOoBUHN.
88. NABAKCOH NMOPOLLOK A/19 PO3UYUNHY M.BioTek T, Benuvka Actpan CrepiTek MNpaiiBiT IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/13903/01/01
ans iH'ekuii no 1,0r; 1 BpuTaHis Nimiteq 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenmom

a60 10 chrakoHiB 3
NOPOLLKOM Yy nauui 3
KapToHy

Ta hapmakoHarnsgy. 3mMiHa y KopoTkii
XapaKTepuCcTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT A4Ns1 MeAnYHOro
3acToCyBaHHS Ha nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku 3acTocyBaHHSA
nikapcbkoro 3acoby B micnspeecTpaviliHvii nepiog,
ab0 fK pe3ynbTar OLiHKM 3BiTY 3 AOCNiIKEHD,
npoBeAeHVX BiANOBIAHO A0 NiaHy nejiatpudHmnx
pocnigmkedb (PIP) (3MiHy y3rofxeHo 3
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

KOMMNETEHTHUM YNOBHOBaXXEHVIM OPraHom) - 3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ainu:
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwyi"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Ai040T peyoByHY; 3MiHK | TURY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynispHo
OHOB/IIOBAHOTO 3BITY 3 6e3neKun NikapCcbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbKoro 3acoby B MicnspeecTpaviliHvin nepiog,
ab0 SK pe3ynbTar OLiHKM 3BiTY 3 OCNIIKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuyiHmnX
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVM OpPraHom) - 3MiHu
BHECEHO [0 IHCTPYKLi 415 MeAnyHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mo6ivHi peakui™ BigNOBIAHO 10O OHOB/EHOT

iHdbopmaLii 3 6e3nekun Aityoi pevyoBUHU
89. NABAKCOH MOPOLLIOK A1 PO3UMHY M.BioTek /Tg, Benuka Actpan CtepiTek MNpaiiBiT IHAis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/13903/01/02
ans iH'ekuii no 2,0r; 1 BpuTaHis Nimiteq 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuenmom

a60 10 chnakoHiB 3
NOPOLLKOM Yy nauui 3
KapToHy

Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKkTepuCcTu1Li NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3Mneku NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviliHvin nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BiTY 3 JOCNIMKEHDb,
npoBeAeHnX BiANOBIAHO A0 NiaHy nejiatpudHmnx
pocnigmkens (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom) - 3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ainu:
"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyji"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Ai040T peyoByHY; 3MiHK | TURY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa Y KOpOTKili XxapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiACTasi perynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3Mnekn NikapcbKoro
3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbKoro 3acoby B nmicnspeecTpaviliHvin nepioa,
ab0 AK pe3ynbTar OLIHKM 3BIiTY 3 AOCNIMKEHD,
npoBefeHNX Bi4MNOBIAHO A0 NAaHy negiaTpuydHmMX
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVM OpraHom) - 3MiHu
BHECEHO [10 IHCTPYKLi 415 MeAnyHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mo6ivHi peakui™ BigNOBIAHO 10O OHOB/EHOT
iHdbopmaLii 3 6e3nekun Aityoi pevyoBUHU
90. NAMI3NN kpem 1 %; no 15 r abo rCK LLiseiiuapi 'CK KoHcblomep Xenckep LLiBeiiuapis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/1005/03/01
30 r B TY6i; no 1 1y6i y KoHcblomep A CAP/ 3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii peyenma
KapTOHHI Kopoobui Xenckep 3aci6. KOHTpOs1b rOTOBOrO NikapCbKoro 3acoby.
CAPN 3MiHa y MeToAax BMNpoGyBaHHS rOTOBOrO

niKkapcbKoro 3acoby (iHLWi 3MiHK) 3MiHM 00 MeToiB
BM3HAYEHHS MPOAYKTIB po3nagy, 3a As
KOperyBaHHS BiJHOCHOrO koediLlieHTy Biaryky ans
npoaykTiB gerpagavii. 3MiHu | Tuny - 3miHn 3
AKOCTi. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BUNPOBYBaHHS rOTOBOrO NMiKapCcbKoro 3acoby (iHLwi
3MiHM y MeTogax BUNpobysaHb (BKIOHaKUN
3amiHy abo 4OMNoBHEHHS)) HoBWiA MeToq
BMCOKOE(heKTMBHOI piAMHHOI XpomaTorpadii
(BEPX) 3 nokpatyeHumy ymoBammu xpomartorpadii
6yB MOBHICTIO NepeBipeHuii BignosigHo go ICH
Q2(R1) ons BU3HAYEHHS BMICTY 6€H3110BOro
cnupTy B 1% kpewmi flamisun. Hoeuit metog BEPX
Mae Kpatly crneumdiyHiCTb, KOPOTLUMIA Yac po6oTn
Ta MEeHLUY BUTPATY PO3UYMHHMKA, HiXX MOTOYHUI
3apeecTpoBaHuii metog BEPX. 3MmiHn | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneungikauii Ta/abo gonycTnMmx
MEX rOTOBOrO JlikapcbKoro 3acoby (iHLLi 3MiHW)
3MiHa nokasHWka 34aTHOCTI 0 PO3TiKaHHA Ha
B'A3KICTb MOB'A3aHa 3 Oi/IbLUOI TOYHICTIO Ta
KpaLyM onncom isnKo-XiMiuHUX XapakTepucTrk
nokKasHuka "B'askicTb".
3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NikapCbKni
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y npoLeci
BMPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby,
BK/IOYA0UM MPOMIXHUI NPOAYKT, WO
3aCTOCOBYETHCS NPV BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHK)
MponoHyeTbLCA AONOBHUTN TEXHOSOTIHO
BMPOGHMLITBA YaCcOM YTPUMaHHA Hepo3dacoBaHol
npoaykuii. 3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHN Y BUPOOGHULTBI. 3MiHK
BMNpobyBaHb abo JOMYCTUMUX MEX,
BCT@HOB/EHMX Y cneumdikayisx, nig yac
BMPOBGHMLTBA FOTOBOrO NiKapCcbKoro 3acoby (iHLwi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MiHM) 3amiHa KOHTPOIbOBAHOIO NOKa3HMKa Mig,
yac BUPOGHMLTBA rOTOBOrO J1iKAPCbKOro 3acoby
3[,aTHOCTI pO3TiKaTUCA Ha B'A3KICTb, ajpke
noKasHUK "B'A3KICTb" € GiNbLL TOYHMM Ta Kpalle
0onucye i3nKO-XiMiYHI XapakTepucTUKu NPOAYKTY.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii
3aci6. KOHTposib roTOBOTO NiKapCbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA rOTOBOrO
NikapcbKoro 3acoby (BUyYeHHA MeToay
BUMPOOYBaHHS, SKLLO BXe 3aTBepKeHui
anbTepHaTUBHUIA MeToA) BuganeHHs
ineHTudikauii Ta KilbKiCHOro BU3HauYeHHs
6€eH31/10BOr0 CNNPTY METOAOM X, TakK K HasBHWIA
mMeTog BEPX. 3MiHu | Tuny - 3MiHu 3 AKOCTi.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX FOTOBOrO
NiKkapcbKoro 3acoby (BUYyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3actapisioro NokasHuka,
Takoro sk 3anax Ta cMmak, abo igeHTudikais
6apBHYIKIB 4 CMaKoBUX [406aBOK)) BunyueHHs
HecyTTEeBOro BUNpobyBaHHA 3anaxy. MokasHukK €
3acTapiium. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA NiKapCbKMiA 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cneumdikayisx, nig yac
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby
(BUYYEHHS HECYTTEBOrO BUNPObGYBaHHA B MPOLECI
BMPO6HMLTBA) MNMPONOHYETLCA BUYYUTU
HecyTTeBe BUNPOOYyBaHHA 3anaxy Yy npoueci
BUPOGHMLTBA.

91.

NAHTYC®
COJTIOCTAP®

PO34UH A5 iH'EKLiA,
100 Og./mn; Ne 5: no 3
My KapTpuaxi,
BMOHTOBaHOMY B
0f}HOPa30BYy LUMPUL-
pyuKy (6e3 ronok ans
iH'exUil); no 5 wnpuy-
PYYOK Y KapTOHHii
Kopobui

TOB "CaHodi-
ABeHTiC
Ykpaina"

YKpaiHa

CaHodi-ABeHTic [Joinunang

m6X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - AgMIHICTPATVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPoBaKEHHS AiSNIbHOCTI BUPOBGHUMKa/imnopTepa
roTOBOro MiKapCbKOro 3acoby, BKIYaUN
AiNbHULI BUMYCKy cepii abo MicLie NpoBeAeHHS
KOHTPOIO SIKOCTI. (AisNIbHICTb, 3a 5Ky Bignosigae
BMPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK CEpilf)
3miHa agpecu BUpo6HvKa 13 BignoBigansHoro 3a
NOBHWIA LIMKN BUPOGHULITBA BK/THOHAIOUM BUMYCK
cepii, i3 METOI NpMBEAEHHS Y BiAMOBIAHICTb [0
OHOBJ/IEHOro cepTudiikaty GMP Ta niyeHsii Ha
BMPOBHMUTBO, a came fofasaHHA 6yaisni H821.
Brpo6Huya ainbHuus Ta ii yHKLi 3anvwaTbes
6e3 3MiH. TepmiH BBEZleHHS 3MiH - NPOTArom 6
MiCsILiB MicNs 3aTBEPAKEHHS.

3a
peyenmom

UA/8106/01/01

92.

NO3APTAH

TabNeTkn, BKpUTI

TOB «TeBa

YKkpaiHa

BMPOGHULITBO 3@ MOBHUM

YropwmHa/

BHECEHHS 3MiH [10 peecTpaviiHix maTepianis:

3a

UA/16519/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MNHOC-TEBA | n/iBKOBOK 0G0/IOHKOH YkpaiHa» umknom: AT Icnarnis 3miHu | TUny - AgMiHICTpaTuBHI 3MiHK. 3MiHa peyenmom
no 50 mr/12,5 mr: no dapmaLeBTUYHUI 3aB0[, HalilMeHyBaHHs Ta/abo agpecu micus
10 TabneTok y TeBa, YropluyHa; nepenHHa NpoBafpKEHHA AIANbHOCTI BUPOOHMKa/imnopTepa
6nicTepi; no 3 abo no yMakoBKa, BTOPMHHA rOTOBOrO J1iKapCbKOro 3acoby, BK/Ya4mn
6, abo no 9 6nictepis yrnakoBKa Ta [03BiN Ha AOinbHULI BUNYyCKy cepii abo MicLe NpoBeAeHHS
Y KapTOHHi Kopobuj BUMNYCK cepii: TeBa ®Papma KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky Bignosifae
C.J1Y., IcnaHis BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpiid)
3MiHa Ha3BM BUpPOGHWMKa 13, 6e3 3MiHW Micus
BMPOGHMLTBA. 3MiHM BHeceHo o MKA, B
IHCTPYKL,itO 415 MEANYHOrO 3aCTOCyBaHHSA
NikapcbKoro 3acoby y po3ain «BupobHuk» 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby. TepmiH BBeAEHHS
3MiH NPOTAroM 6 MicALiB Nicns 3aTBEPAXKEHHS.
93. NO3APTAH TabneTkun, BKpUTI TOB «TeBa YkpaiHa BMPOGHMLITBO 38 MOBHUM YropuwwHa/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/16519/01/02
MIHIOC-TEBA | n/iBKOBOK 0G0/IOHKOH YkpaiHa» umknom: AT Icnarnis 3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenmom
no 100 mr/25 mr: no 10 dapmaLeBTUYHUI 3aBOS, HallMeHyBaHHs Ta/abo agpecu Micus
Tabnetok y 6nictepi; Tesa, YropwuHa; nepsuHHa NpoBapKEHHA AISNbHOCTI BUPOOHMKa/imnopTepa
no 3 6nictepay ynaKkoBka, BTOPYHHA roTOBOrO /1iKapCbKOro 3acoby, BKIo4aoum
KapTOHHIlA KOpooLi yrnakoBka Ta [03Bif1 Ha LOinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
BMNycK cepii: Teea ®apma KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiANoBigae
C.J1.Y., IcnaHis BMPOGHMK/IMNOpTEp, BK/OYAUM BUMYCK Cepiid)
3MiHa Ha3Bu BUpobHUKa M3, 6e3 3miHn micus
BMPO6HMLTBA. 3MiHM BHeceHo [0 MKA, B
IHCTPYKL,itO 415 MEeANYHOrO 3aCTOCyBaHHSA
nNikapcbKoro 3acoby y po3fin «BUpobHuK» 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby. TepmiH BBeAEHHS
3MiH NPOTAroM 6 MicALIB NicNs 3aTBEPAKEHHS.
94. MEBIKAP IC Tabnetkn no 0,3 r no ToBapucTBO 3 YkpaiHa ToBapuCTBO 3 AOAATKOBOIO Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/8823/01/01
10 TabneTok y [,04aTKOBOKO BiANOBIAANBLHICTIO 3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenma
6nictepi, no 2 BiANOBiAANbHI "IHTEPXIM" Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
6nictepn y nauui 3 cTHo XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
KapToOHY "IHTEPXIM" MapKyBaHHs Ta IHCTPYKLUiT 4519 MeANYHOro

3acToCyBaHHA reHepu4HNx/ribpugHmx/6ionoaibHnx
NiKapcbKnx 3acobiB Nic/1si BHECEHHS TiEl camol
3MiHM Ha pechepeHTHW1 NpenapaT (3MiHa He
noTpebye Hafi@aHHs XOAHNX HOBUX AOAATKOBMX
JaHnx) - 3MiHN BHECEHI A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu "®apmakonoriyHi BiacTusocTi”,
"34aTHiCTb BNAMBATY Ha LWBMAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMMK
MexaHismamu", "Cnoci6 3acTocyBaHHs Ta 4o3mn",
"MepepnosyBaHHsa", "Mob6iyHi peakuii" 3rigHo 3
iH(hopMmaLi€to Woa0 MeaNyYHOro 3acToCyBaHHS
pedepeHTHOro Nikapcbkoro 3acody (Aganton®,
Tabnetkv no 300 mr, no 500 mr). BBefieHHs1 3MiH
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
npoTArom 3-x MicsiLiB NicNsl 3aTBEPAKEHHS.
95. MEBIKAP IC Tabnetkn no 0,5 r no ToBapucTBO 3 YkpaiHa ToBapuCTBO 3 A0AATKOBOIO Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/8823/01/02
10 TabneTok y [04aTKOBOK BiANOBIAA/IbHICTIO 3MiHn | TUNY - 3MiHK Wopao 6esnekn/edheKTUBHOCTI peyenma
6nicTepi, no 1 abo 2 BiANOBIAA/bHI "IHTEPXIM" Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
6nictepn y nauui 3 cTHo XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
KapTOHY "IHTEPXIM" MapKyBaHHS Ta IHCTPYKUiT 4719 MeANYHOro
3acTocyBaHHS reHepuyYHUX/ribpuaHMX/6ionoai6HMX
nNiKapcbknx 3acobiB Nic/s BHECEHHS TiET camol
3MiHW Ha pethepeHTHW1 npenapaT (3MiHa He
noTpebye HafiaHHs XXOAHNX HOBUX AOAATKOBUX
AaHunx) - 3MiHVM BHeceHi [0 IHCTPYKLi Ans
MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y
po3ainy "dapmMakonoriyHi BNacTneocTi",
"MokasaHHs" (418 fo3yBaHHs 500 Mr). "3aaTHicTb
BNAMBaTU Ha LUBUAKICTb peakLii Npu kepyBaHHi
aBTOTpaHCMopTOM abo iHWMMK MexaHismamu',
"Cnoci6b 3acTocyBaHHA Ta A03u1",
"MepeposysaHHs", "Mob6iyHI peakuii" 3rigHo 3
iHhopMaLieto 1040 MeANYHOrO 3aCTOCYBaHHS
pedhepeHTHOro Nikapcbkoro 3acody (Aganton®,
Tabnetkv no 300 mr, no 500 mr).
BBefeHHs 3MiH NpoTarom 3-x MicAuiB micns
3aTBEPKEHHS.
96. MENbAIH PO34NH A5 iH'EKLIN, MpuBaTHe YkpaiHa MpvBaTHE akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/18982/01/01
100 mr/mn, no 5 mny akuioHepHe TOBapucTBo "IHdy3ia" 3MiHu | TURYy - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkuii peyenmom
onakoHax CKNSHUX; TOBapuCTBO 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
no 5 donakoHis y "Indpysia” BBEJEHHS A0AaTKOBOI AifIbHULI BUPOBHULTBA 415

KOHTYPHIli YapyHKOBIi
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM y naui

4acTnHK abo BCbOro BUPOBHNYOro npouecy
rOTOBOrO JlikapCbKOro 3acoby (AiNbHULSA, Ha sKil
NpoBOAATLCA OyAb-AaKi BUPOGHMYI cTagii, 3a
BUHATKOM BUMYCKy Cepii, KOHTPO/II0 SKOCTi Ta
BTOPWHHOTO MakKyBaHHSA /151 CTEPUNbHUX
NiKapcbknx 3acobiB (BKIOUAOUM BUPOOG/IEHI
acenTUYHYM METOZOM), KpPiM JlikapCcbknx 3acobiB
6i0N10riYHOro/iMyHOOMNYHOr0 NOXOKEHHS)
BBEJEHHS 40aTKOBOI AiNlbHULI BUpobHMLTBa Ne2
IN3. Y 3B’A3Ky 3 UUM BiAOyBaETbCA 3MiHa B
BUKNaAeHHs iHpopmaLii B onunci BUpOGHULTBA.
CynyTHS 3MiHa - 3MiHU 3 AKOCTI. FoTOBWMIA
nikapcbkuid 3aci6. 3MiHM y BUPOBGHULTBI. 3aMiHa
a60 BBeieHHA 404ATKOBOI AiNbHULI BUPOBHMLTBA
AN YacTnHU abo BCbOro BUPOGHMYOro npouecy
roTOBOrO JlikapcbKoro 3acoby (AinbHuUsA Ans
BTOPVHHOIO NakKyBaHHS)

- 3MiHK 3 SKOCTi. FOoTOBUIA NiKapcbkuii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3MiHM y NpoLieci BUPOGHMLTBA
roTOBOrO /liKapCbKOro 3acoby, Bko4atoum
NPOMIXXHWUIA NPOAYKT, L0 3aCTOCOBYETLCS NpU
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BVMPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLui
3MiHW)
97. MIKCTAPA® cycneHsis gns A/T HoBo [anis Bupo6HMK [anisa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/2682/01/01
30 HM iH'ekuin, 100 MO/mn; Hopgaick Hepo3acoBaHoro PpaHLis 3MiHM | TRy - 3MiHK WoAo 6e3nekn/edheKTNBHOCTI peyenmom
no 10 mn y donakoHi; NpoAYKTY, HANOBHEHHS B Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0
no 1 donakoHy B h1akoHW, NepBUHHA y3arasibHeHVX AaHnx Npo cuctemy
KapTOHHIA KopoobLi yMakoBKa, KOHTPO/Ib AKOCTI hapmakoHarnsgy (BBeAeHHs y3arasibHeHNX JaHux
Ta BignoBifaibHWiA 3a npo cuctemy papmakoHarnsgy, amiHa
BWMNYCK CePiil KiIHLEBOro YMNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a
npoaykty: A/T Hoso 3[jiCHEeHHs1 hapMakoHarIsay; KOHTaKkTHOI ocobu 3
Hopgaick, faHisi; BUpo6HWK thapmakoHarnaay 3asBHuKa ansi 34iliCHeHHS
NpPOAyKUii 38 NOBHUM thapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA
uvknom: Hoeo Hopgick Bifl yNOBHOBaXeHOI 0CO6WU, BiAMOBIfa/IbHOI 3a
MpoptokcboH CAC, ®paHuis; 3piicHeHHs hapMakoHarnsay (BkiYakyn
Brpo6HWK A58 MapKyBaHHS KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
Ta ynakoBKu (o/1akoHiIB, macTep-aiina cuctemy hapmakoHarnisay). 3miHa
BTOPUHHOIO NakyBaHHA: A/T KOHTaKTHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
Hoso Hopgaick, [aHis thapmakoHarnag B Ykpaini. [itoua pegaxuis:
NactoBeHko AHHa CepriiBHa. [MponoHoBaHa
pepakuis: Tkayu Map'aHa TapaciBHa. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6M 3asiBHYKA,
BiANOBiAA/IbHOI 32 hapmakoHarnsg B YkpaiHi
98. MIO3M NopoLUOK ANs xeH3alim Higepnax [xeHzalim Ipnang Nimites, Ipnangis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/11618/01/01
NPUroTyBaHHA tOpon B.B. an Ipnangis (HanoBHeHHS Benbris 3MiHY | TRy - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI peyenmom
KOHLeHTpaTy Ans chnakoHiB Ta BUPOBHNLITBO Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
PO34nHy Ans iHdy3iit KIHLLeBOro NPOAYKTY, y3arasibHeHUX JaHnx npo cucTemy
no 50 wmr, 1 dnakoH 3 MapKyBaHHS Ta nakyBaHHS, hapmakoHarnsgy (BBefeHHs y3arasibHeHNX faHux
NOPOLLKOM Y KOHTpONb AKocTi N3, npo cuctemy papmakoHarnsgy, amiHa
KapTOHHI nayw,i BUMNYCK cepii); [keH3aim YNOBHOB&XEHOT 0CO6MU, BigNoBiganbHOI 3a
dnaHaepc 686a, benbris 3[jiCHEeHHs1 hapMakoHarsay; KOHTakTHOI ocobu 3
(Bnpo6HMLTBO AC, thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHSA
NPUroTyBaHHA po3ynHy /13 thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
Ans niodinisauii) Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapMakoHarnsay (Bkioyakyn
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemu papmakoHarnsgy). 3miHa
YMOBHOBaXEHOT 0C06M 3asIBHMKA, BignoBigasibHOI
3a hapmakoHarnsg,
[litoua pegakuis: Epik Teo / Eric Teo, MD.
MponoHoBaHa pepakuisi: Xaiike Lonnep / Heike
Schoepper. 3miHa KOHTaKTHUX AaHWX
YMOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a thapmakoHarniag. 3MiHa Micue3HaxoKeHHs
MacTep-caiina cuctemu chapmakoHarnagy. 3MiHa
MicLA 34iACHEHHS OCHOBHOI AisNIbHOCTI 3
dhapmakoHarnsgy.
99. MIOPUKC® Kancynm TOB "ACIHO YKpaiHa nepBMHHA Ta BTOPMHHA MonbLua/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14641/01/01
NPOIOHIOBaHOI Aji YKPAIHA" ynakoBKa, A03BiN1 HA BUNYCK CLIA 3MiHM | TMNY - AgMIHICTPATMBHI 3MiHW. 3MiHa peyenmom
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Ymosu

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

TBepai no 15 mr; no 14
Kancyn y 6nictepi; no
1 6nictepy y
KapTOHHI/ KopoobLi

cepii: Opichapm
MaHydekuepiHr MonbLia
Cn. 3 0.0., MonbLua;
BMPOGHMLTBO
Hepo3chacoBaHOl NPOAYKLl:
Apape dapmacbioTikans,
IHk., CLLA

HalilMeHyBaHHs Ta/abo agpecu micus
NpOBaPKEHHN AiSNbHOCTI BUPO6HUKa/iMnopTepa
roTOBOro NikapCbKoro 3acoby, BKIYaUN
OiNbHULI BUMYCKy cepii abo MicLie NpoBeAEeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a Ky Bignosigae
BMPOBHMK/IMNOPTEp, BKIHOYAOUN BUMYCK CEPIid)
3MiHa HaliMeHyBaHHS BUPOOHWNYOT M10LWaaKm,
BiZJNOBIAabHOI 3@ NEPBUHHE Ta BTOPUHHE
nakyBaHHs, 4,03BiN Ha BUNYCK cepii 13 Takega
®apma Cn. 3 0.0., MNonbwa Ha Orifarm
Manufacturing Poland Sp. z 0.0., Poland, 6e3
3MiHV MicLit BUPO6HMLTBA. 3MiHN BHECEHI B
IHCTPYKL,itO 415 MEANYHOrO 3aCTOCyBaHHSA
nikapcbKoro 3acoby y po3gin "BupobHuk" 3
BiANOBIAHUMY 3MiHAMW B TEKCTI MapKyBaHHS
yrnakoBOK. BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHKn Woao0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy (iHLi
3MiHM) B TEKCTi MapKyBaHHi AOAAEMO AaHi Mpo
3asBHUKa TOB "ACIHO YKPAIHA" YkpaiHa,
03124, m. Kuis, 6ynbBap Baunasa NaBena, 8
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHS.

100.

MIOPUKC®

Kancynu
NPOJIOHroBaHOI fji
TBepAi no 30 wmr; no 14
Kancyn y 6nictepi; no
1 6nictepy y
KapTOHHIlA KOpooLi

TOB "ACIHO
YKPAIHA"

Ykpaina

nepBUHHa Ta BTOPUHHA
ynakoBKka, [j03BiN1 Ha BUMYCK
cepii: Opichapm
MaHychekuepiHr MonbLya
Cn. 3 0.0., MonbLya;
BUPOBHULTBO
Hepo3hacoBaHoi NpoayKu;i:
Apape dapmacbioTikans,
IHk., CLUA

MonbLua/
CLA

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBapKEHHA AISNbHOCTI BUPOOHMKa/imnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BKIoUaoum
LOinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a AKy BignoBsigae
BMPOGHMK/IMNOpTep, BK/OYaUM BUMYCK Cepiid)
3MiHa HaliMeHyBaHHS BUPOBHWUYOT NIoLWwaaku,
BiANOBIA&IbHOI 3a NEPBMHHE Ta BTOPUHHE
nakyBaHHS, 4,03BiN Ha BUNYycK cepii 113 Takega
®apma Cn. 3 0.0., MonbLa Ha Orifarm
Manufacturing Poland Sp. z o0.0., Poland, 6e3
3MiHV MicLt BAPO6HMLTBA. 3MiHM BHECEHI B
IHCTPYKL,it0 415 MEeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin "Bupo6Huk" 3
BiANOBIAHVUMY 3MiHAMW B TEKCTI MapKyBaHHS
ynakoBOK. BBefieHHs 3MiH NpPOTArom 6-Tun MicsLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHu Woao
6e3nekn/edeKTUBHOCTI Ta thapmakoHarnsagy (iHui
3MiHW) B TEKCTi MapKyBaHHi f0AaEMO AaHi Npo
3anBHMKa TOB "ACIHO YKPAIHA" YkpaiHa,
03124, m. Kvis, 6ynsBap Baunasa aBena, 8
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

3a
peyerimom

UA/14641/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
101. | MI®EHAKC® | kancynwv TBepgi no TOB "TeBa YkpaiHa AT dapmauleBTUYHUI 3aBOS, YropumHa BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 3a UA/11519/01/01
250 mr no 10 kancyn y YkpaiHa" TeBa 3MiHK | TUNy - AOMIHICTpaTUBHI 3MiHU. 3MiHa peuenmom
6nicTepi; no 3 a6o 10 HaliMeHyBaHHs Ta/abo agpecu micus
6nicTepiB y Kopobui NpOBapKEHHs AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, Bko4aum
AiNbHUL BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJII0 AIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTEp, BK/OYaoUM BUMYCK Cepiid) -
3MiHa Ha3BW OJHOrO i3 3aTBEPAYKEHNX BUPOOHWKIB
N3, 6e3 3mMiHn Micus BUPOOHULTBA. 3MiHN
BHECEHI B IHCTPLYKLiO ANs MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"BUpO6HWMK" 3 BiAMOBIAHMMN 3MiHAMW B TEKCTI
MapKyBaHHS1 yNakoBOK. TepMiH BBeAEHHS 3MiH
npoTArom 6 micsLiB Nicns 3aTBepAKEHHS
102. | MOKCUAIN3 Kpanni o4Hi no 5 M.BioTek Benvka IHOOKO PEMELI3 NIMITEL, IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/18508/01/01
Mr/mn; no 5 mny Nimiten BpuTaHis 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii peuenmom

chnakoHi-kpanesnbHuL,,
no 1 donakoHy-
KpanesnbHuULi y
KapTOHHI Kopobui

3aci6. KOHTpOos1b rOTOBOrO NikapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTofax BUNpobyBaHHs) 3MiHV B
OMUCi METOANKN «IHTEHCUBHICTb 3a6apBIeHHS» Y
3B'AI3KY 3 YTOYHEHHSAM NPO60NiArOTOBKM I KifIbKOCTI
3paska 718 NpUroTyBaHHs BUNPOGyBaHOro
PO3UNHY
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpOs1b rOTOBOrO NikapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA roOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEpMAXEHUX MeTogax BunpobysaHHs) B onuci
METOANKM «TECT Ha LiNICTHICTb KOHTENHepy Ta
YKYNOPIOBa/IbHOT CUCTEMMW» BHECEHI HE3HAUHI
3MiHM — 36i/1bLLEHO KifIbKICTb BUMPOGYBaSIbHNX
3paskiB. BuganeHo TexHiYHy NOMUIIKY 3 KpUTepiis
NPUAHATHOCTI onuci meToay. 3MiHu | Tuny - 3MiHK
3 AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHSA roTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEPIXEHUX MeTogax
BMNPOGYBaHHS) 3MiHM B ONWCi METOAWKM 3a .
«pH», a came AONOBHEHO iHGhOpMALLElD LWOA0
KiNlbKOCTi BUNPOOYBasIbHNX 3paskis, LLO
3MiLYOTLCA A1 OTPUMaHHSA JOCTaTHBOro 06'eMy
BMNPOBYBAHOr0 PO3UNHY 151 NPOBELAEHHS
BMMiptoBaHHs pH
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkni
3aci6. KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeToAax BMNPO6YyBaHHS rOTOBOrO
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEpPXEHVX MeTofax BUNPO6YBaHHS) 3MiHV B
onunci MeToAMKM BUNPOBYBaHHA «laeHTudikauis
TLWX>» - 3mMiHM B onvci Npo6oniAroToBKMN PO34KHY
NOPIBHAHHA Ta BUNPOGYBAHOro PO34uHy, BHECEHI
YTOYHEHHS B OMUCI NPUroTyBaHHA pyxoMoi thasu

Ta B ONWCi NpoLeaypy NPOBEAEHHS aHaui3y. 3MiHM
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOTO /liKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHNX
MeToAax BUNpPobyBaHHs) 3MiHW B ONWUCI METOANKN
«OpraHiyHi gomiwku (MeTog 2. omillky 3 ni3HIM
4YBCOM YTPUMaHHS(3 BiAHOCHNM Y4acOM YTpUMaHHS
6inblue 1,8)», a came 3MiHM AiaMeTpy KO/TOHKY,
KIHLEBWX KOHLEHTpAaLiA pO34MHIB Y BiAMOBIAHICTb
00 MoHorpadii USP «Moxifloxacin Ophthalmic
Solution». OnTumi3aLis MeToAVKM BUNPOGYBaHb, a
came 3MEeHLLEHHS NOXNOKN aHani3y, YHUKHEHHS
OTPMMaHHA He0CTOBIPHUX pe3y/bTaTiB, Tak i ANs
BpaxyBaHHS 3MiHW KIHLLEeBUX KOHLeHTpaLlili
aHanizoBaHMX pPO34MHIB
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpO/1b FOTOBOro NiKapcbKoro 3acoby
(iHLWi 3MiHW) YTO4YHEHO KpuTepii NPUAHATHOCTI B
cneuuqikaLii AKOCTi Ta onuci MeToAy KOHTPOsI0
akocTi /13 3a n. «lgeHTudikauisa BEPX», a came
BHECEHO YTOYHEHHS LLIOAO Ha3BU «PO3UNHY
NOPIBHAHHA AN151 KINIbKICHOTO BU3HAYEHHS», TaKoX
[0 Ha3BW NoKasHUKa [0AAaTKOBO BK/HOYEHO
«BUKOPUCTOBYOUN YP - feTekTop». B
cneumdikaii 3 NoCUNaHHA Ha MeToAuM KOHTPOSI0
BW/TYEHO NOCUIAHHS Ha «BHYTPILLHIA MeToA
BMPOGHMKa» . B ONWUCI METOAVKN 36ibLUEHO
KinbeicTb iHxXekLili nocninoBHux 3 3 o 5 ans
OLLIHKM KpUTEPIiB NPUAHATHOCTI
3MiHn | TURY - 3MiHM 3 SKOCTi. [OTOBWIA NikapCbkni
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa napamMeTpiB cneuudikauii Ta/abo
[OMYCTUMMX MEX roTOBOTO NiKapCcbKoro 3acoby
(iHWi 3miHW) BBeAeHHsa B cneumdikaLito SKocTi
NPOTArOM TEPMiHY NPUAATHOCTI «TECT Ha
LiNCTHICTb KOHTEHEPY Ta YKynoproBasibHOI
crucTeMu». 3MiHM | Tuny - 3MiHK 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NikapCbKOro
3aco06y (iHwi 3MiHK) MNpuBeAeHHS Ha3B AOMILLIOK Y
BigNoBIAHICTb A0 peakuii Ha3B B MoHorpadii USP
«Moxifloxacin Ophthalmic Solution». 3MiHu | TNy -
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB creuudikauii Ta/abo AonycTUMmx
MEX roTOBOrO /1iKapCbKOro 3acoby (f0MOBHEHHS
cneumaikalii HOBUM NOKA3HUKOM 3 BifNOBIAHNM
MEeTOA0M BUNPO6YBaHHA) [JONOBHEHHS
cneuudikauii HOBUM NMOKa3HUKOM 3 BifMOBiZHNM
MeToA0M BUNpobysaHHA « IDENTIFICATION UV
Absorption Spectra (By Performance Liquid
Chromatography using PDA detector)»
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpOos1b rOTOBOrO NikapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHA roOTOBOTO
niKkapcbKoro 3acoby (iHwWi 3MiHM y MeTogax
BMNPOGYBaHb (BK/IOYaOUM 3amiHy abo
[0MnoBHeHHs)) CynyTHS 3MiHa
- 3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeXX roTOBOr0 NiKapcbkoro 3acoby (iHWi 3mMiHu)
MeToA KOHTPO/0 «MeXaHiuHi BKIIIOYEHHS»
[OMOBHIOETBLCS ONWUCOM CTagii 2-B1NpobyBaHHSA
«MeToa0oM MiKpOCKonii», 3aTBepMKeHNIn MeTop,
«MeTopgom cBiT/106/10KyBaHHSA» cTagis 1.
BunpobyBaHHs 3a cTagieto 2 NpoBOANTLCS Y
BUMafKy OTPMMaHHA HEraTyBHOIO pesynbTarty npu
aHanisi 3rigHo BunpobysaHHa ctagii 1 (USP
<789>)
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpOos1b rOTOBOTO NikapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHA roOTOBOTO
nikapcbkoro 3acoby (iHLwWi 3MiHW y MeTogax
BMNPOGYBaHb (BK/IOYaOUM 3amiHy abo
[ONOBHEHHS)) BHeceHo 06’egHaHHSA onucy
METOZIB KOHTPO/IO 3a M. «KifbKicHe BU3HAYEHHS»
Ta «OpraHiyHi 4OMILKN MeTog 1» y 3B'A3KY 3
iAEHTUYHUMU YMOBaMV NPOBELEHHA METOAUKN,
IO fAa€ MOXJ/IMBICTb NPOBEAEHHS OHOYACHOTO
KOHTPO/IO AKOCTi 060X napameTpiB 3rifHO OAHil
NOCNifOBHOCTI IHXEKLT, LLI0 3MEHLLYE BATpaTK
mMarepianis Ta peakTuBiB. 3MiHV B ONUCi METOAUKU
LLOAO AiaMeTpy KOMOHKU, NPUrOTYBaHHA PO3YMHIB
ONA NpYBeMKEHHS Y BIANOBIAHICTbAO BUMOT
MoHorpadii USP «Moxifloxacin Ophthalmic
Solution». OnNTMMI3aLisn METOAVKN

103.

MOKCU®/IOK
CALVH
CAH03®

TabneTku, BKpUTI
NnNiBKOBOK
060/10HKOH0, N0 400

CaHpos
$apmacbloTika

n3 a.4a.

CnoBeHis

CaHpgos C.P.J.

PymyHis

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
3MiHW | TUNY - AAMIHICTPaTVBHI 3MiHW. BuniyyeHHs
BVMPOGHWYOI AinbHNL (BKIKOYAKUMN AinbHULI ANS

3a
peyenmom

UA/16489/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Mr; Mo 5 TabneTok y A®I, NpomMiXXHOro NPoAyKTy abo roToBoro
6nictepi; no 2 NiKapcbKoro 3acoby, AiNbHUL 418 NPOBEAEHHS
6nicTepy B KAPTOHHii nakyBaHHs1, BUPOGHWKa, Bi4NOBIAaNILHOIO 3a
Kopo6ui; no 7 BWMYCK CEPiid, MicLie NPOBEeAEHHS KOHTPOSIO cepii)
Tabnetok y 6nictepi; ab0 noctavasibHVKa BUXIQHOrO MaTepiany,
no 1 6nictepy B peareHTy ab0 A0MNOMDKHOT PEHOBUHY (SKLLO
KapTOHHI Kopoo6Li 3a3HayeHo y A0CbE) - BunyyeHHs BUpoOHNYOi
ainbHuui Neuland Laboratories Limited, India, sika
3pilicHioBana BUPOGHMLTBO ADI
MokcudpnokcauuHy; 3Miim | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu Micus NPOBaKEHHNA AiSNbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIHYaKuM AibHULL BUNYCKy cepii abo
MicLe NPoBefEHHS KOHTPOJTIO AKOCTI. (4IANbHICTb,
3a Ky Bignosigae BMpPo6HMK/iMnopTep,
BK/1HOUAKUM BUMYCK Cepiid) - 3MiHa Ha3BK
BMPOGHMKA, WO BiANoBigae 3a Bmnyck cepii 3 "C.K.
CaHgos C.P.J1." go "CaHpgos C.P.J1.), BignosigHo
[0 niueHsii Ha BUPO6HULTBO Ta BUCHOBKY LLLOA0
BiANOBIAHOCTI BUPOGHMKa BUMoram GMP (6e3
3MiHWN MiCLLeHax0MKeHHS BUPOOHIKa). BBeaeHHS
3MiH NPOTArOM 6-TW MICALIB 3 AATW 3aTBEPIKEHHS
104. | MOMETA3OH | cnpeli HasaslbHWIA, TOB "TeBa Ykpaina MenbbypH CaliHTundik Benvka BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/15611/01/01
-TEBA cycneHsis, 50 Ykpaina" Nimiten, Benuka bputaHis Bputanis/ 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkni peyenmom
MKr/go3y, no 10 r (60 (koHTpONb cepii 3a Yecbka 3aci6. 3MiHM y BUPOGHULTBI. 3MiHV BUNPOGYBaHb
[03) y dhnakoHi 3 noKasHUKOM "Bn3HaueHHs Pecny6nika ab0o gonycTMMMUX MeX, BCTAHOB/IEHNX Y
[03yl04nMm crpeii- MoOMeTa3oHy doypoarty y cneundikauisix, nig yac BUpoOHMLTBA rOTOBOrO
Hacocom Ta Manunx kpannsx/yactkax'"); niKapcbKoro 3acoby (BUly4eHHs1 HECYTTEBOrO
posnuaBayeM, Tesa Yex IHgacTpis c.p.o., BMNPOo6YyBaHHA B NPOLIEC BUPOBHMLTBA) BHECEHHS
3aKpUTUM KOBNAYKoM, Yecbka Pecnyb6nika 3MiH go p. 3.2.P.3 lNpouec Bupo6HuLTBa
no 1 cpnakoHy B (BUPOGHULITBO 3@ NOBHUM NiKapcbKoro 3acoby, 30Kpema: BUNyYeHHs
KapTOHHI Kopobui LKI0M) "KinbkicHe BU3HaueHHss MOMeTa3oHy doypoart”.
[JaHunii nokasHuK BXOANUTb A0 cneundikauii Ha
BMNYCK Ta NPOTAroM TepMiHy npuaatHocTi MN3.
3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NikapCbKni
3aci6. 3MiHM y BUpOOHULTBI. 3MiHV BUNpo6yBaHb
abo foNyCTUMUX MEX, BCTAHOBNEHUX Y
cneundikauisix, nig yac BUpoOHMLTBA rOTOBOroO
NiKapcbKoro 3acoby (BUyYEHHS1 HECYTTEBOTO
BUNPOBYBaHHSA B NpoLEeCci BUPOOHULTBA) BHECEHHS
3MiH go p. 3.2.P.3 lMpouec B1po6bHULTBa
nNikapcbKoro 3acoby, 30kpema: BUTyYeHHS
"KinibkicHe BU3Ha4YeHHs 6eH3asIKOHI0 Xsiopuay".
[JaHnin nokasHuk BXOANTb A0 cneuudikauii Ha
BUMYCK Ta NPOTArOM TEPMiHy npuaaTHocTi [/13.
105. | MYKAZITUH® | nopoLuok (cybcTaHLis) NAT YkpaiHa, MAT "Tanuudpapm” Ykpaina 3MiHK | Tuny - 3miHn 3 AkocTi. APl KoHTponb AdI. - UA/10042/01/01
y naketax "Tannudapm” YKpaiHa 3MiHa y napameTpax cneundikauii Ta/abo
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NiKapcbknx hopm

- BHECEHHS 3MiH y peecTpaLliiiHe Aocbe
MYKANTUH®, nopoluok (cybcTaHuis) (nigposain
3.2.5.2.3. KoHTponb mMaTepiasiB), NoB’'A3aHe 3
HEeOob6XiHICTIO BHECEHHS 3MiH B Cnevuudikauito
NiKapcbKOT POCAMHHOI cupoBuHM ANTTET TPABA, a
came: - BHeCEeHHS nokasHuKa SKOCTi «Baki
MeTanu», SKiA KOHTPOJTHETLCH BUPOOHNKOM
NPC/noctavasibHukoMm JIPC 3 nepiognyHicTio
KOHTPOJII0 — KOXHa nepLua napTis 3 5, ane He
pigwe 1 napTii pa3 B pik. [poBefeHHA KOHTPOSI0
JNIPC 3a BuLLEeBKa3aHUM MOKa3HWKOM nepegbdayeHo
BuMoramu oY.

- BHECEHHS YTOUYHEHHS L0 HOPMYBaHHS 3a
nokasHukammn «3anuLLKOBi Ki/IbKOCTi NecTuunais»
Ta «PagioakTmBHe 3a6pyAHEHHS, K
KOHTPO/IOKTLCA BUPOOHNKOM
NPC/noctavasibHukoMm JIPC 3 nepiognuHicTio
KOHTPOJII0 — KOXHa nepLua napTis 3 5, ane He
piawe 1 napTii pa3 B pik. - BHeceHHs koperysaHHs
00 n. «lgeHtudpikauis»; - MpuBegeHHs NokasHMKa
«MikpobionoriyHa unctoTa» 40 BUMOT
LY .CynyTHA 3MiHa- 3MiHK 3 SKOCTi. AdI.
KoHTposb A®I. 3miHa y meTogax BUNpobyBaHHs
A®| abo BMXigHOTrO MaTepiany/npoMiXXHOIO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoteci Bupo6HuuTea AP (iHWwi 3MiHM y MeTodax
BMNPOGYBaHHSA (BK/IHOYatoun 3amiHy abo
[onoBHEHHS) AP abo BUXiAHOTO/NPOMIXHOro
npoaykTy). 3MiHu | TUny - 3MiHu 3 sKocTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOOHUKaA
BUXIAHOro/NPOMXHOrO NPOAYKTY/peareHTy, Lo
BVKOPUCTOBYIOTbCA Y BUPOOHUYOMY npoLeci AdI,
ab60o 3miHa BUpo6HuKa (BK/HoHarun, Ae HeobxigHo,

MicLile NpoBefEeHHS KOHTPOsIO iKocTi) AdI (3a
BiICYTHOCTI cepTudikara BifnoBifHOCTI

€Bponeiicbkii hapmakonei y 3aTBepakeHoMy

[ocbe)(iHLWi 3MiHN) — BUYYEHHS 3 peecTpaLiiiHoro

nocbe (nigpo3ain 3.2.S.2.3. KOHTpob matepianiB)

iHchopmawii, Woao Ha3BY BMPOGHMKA peareHTiB
(3aTBEpmXeHO: [lepaBHe MignpuemcTso

CMNMPTOBOI Ta Jlikepo-ropivaHoi NPOMMUCAOBOCTI

«YKpCNUpPT»), Yy 3B'A3KY i3 NEPiOANYHIMMN 3MiHAMU

Ha3B BUPOOGHWKIB peareHTiB, OCKi/IbK/

crneungikalisa Ta MeToAM KOHTPOJIHO AKOCTI

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
noslieTuNeHoBMX Ans [ONYCTUMMX MEX, BU3Ha4YeHuX y cnewmdikayisax
BMPOGHULITBA Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA
HecTepuIbHNX NpoAYyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci Bupo6HuuTea Ad! (iHWwi 3MiHN)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

iIEHTWYHI 418 BCiX BUPOOHMKIB.

106.

MYKOJIK

cupon 5 % no 125 mn
y 6aHuj; no 1 6aHui Ta
MipHIili NoXui y nauui 3
KapTOHY

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUny - 3MiHK 3 sKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuqikaTt Bif ye 3aTBepKeHOoro BUpobHuka -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 1997-022-
Rev 07 (3atBepmkeHo: R1-CEP 1997-022-Rev 06)
ana A®l kapbouuncTeiny Big, BXe 3aTBepAKEHOrO
BMpo6HMKa Bretagne Chimie Fine (BCF), France.

6e3
peyenma

UA/15376/01/01

107.

MYKOJIK

cupon 2 % no 125 mn
y 6aHuj; no 1 6aHui 3
MipHOIO JTOXKOIO Y
naJi 3 KapToHy

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TUnYy - 3MiHK 3 akocTi. CepTudikar
BignosiaHOCTI/IE-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BUNyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ans BUXigHOro
mMaTtepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BVKOPUCTOBYHOTLCS Y BUPOOHMLTBI API; ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuqikaT Bif yxe 3aTBepaKeHoro BUpobHuka -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 1997-022-
Rev 07 (3atBepmaxeHo: R1-CEP 1997-022-Rev 06)
ans A®l kapbouncTeiny Big, BXe 3aTBepAKEHOro
BMpo6HUKa Bretagne Chimie Fine (BCF), France

6e3
peuyenma

UA/10556/01/01

108.

HEOIABIH
150

Kancynu no 150 mr; no
10 kancyn y 6nictepi;
no 1, 3a6ono 6
6nicTepiB B KAPTOHHIl
nauui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

Ykpaina

3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHu y KOpoTKii
XapaKkTepuCcTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHA Ta IHCTPYKUIT 4719 MeANYHOro
3aCTOCYBaHHS reHepnUHUX/TiopUAHNX/6ioNo4iGHNX
nikapcbKunx 3aco6iB nicns BHECEHHS Tiel camol
3MiHU Ha pedhepeHTHUIA npenapar (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
[aHnx) 3MiHW BHECEHO [0 IHCTPYKLUIT Ans
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3ginun: "dapmakoTepaneBTuyHa rpyna”

3a
peyenmom

UA/13702/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

(YyTOYHeHHSs Ha3Bwu), "®apmakosioriyHi

BNacTuBOCTI", "B3aeMogisa 3 iHWMMU NiKapCbKUMu
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmneocTi

3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3n",

"Mo6ivHI peakui™ 3rigHO 3 iHhopMauieto LWoao
MeJMYHOro 3aCTOCyBaHHs pethepeHTHOro

nikapcbkoro 3acoby (JIIPUKA, kancynun). BeegeHHs
3MiH NPOTAroM 6-TW MiCALIB 3 AATW 3aTBEPIKEHHS.

109.

HEOrABIH 75

Kancynu no 75 mr; no
10 kancyn y 6nictepi;
no 1, 3 a6o no 6
6nicTepiB B KAPTOHHIN
nauui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis:
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnYHOro
3acToCyBaHHA reHepu4HNx/ribpuaHmx/6ionoaibHnx
NiKapcbKnx 3acobiB Nic/1si BHECEHHS TiEl camoi
3MiHM Ha pechepeHTHW NpenapaT (3MiHa He
noTpebye Hafi@aHHs XOAHNX HOBUX AOAATKOBMX
AaHvx) 3MiHN BHECEHO A0 IHCTPYKLUi Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ainu: "dapmakoTepanesTuyHa rpyna”
(yTOUHeHHs Ha3Bwu), "®apmakosoriyHi
B/1acTMBOCTI", "B3aEMOfif 3 iHLUIMMMW NiKapCbKMM
3acobamu Ta iHWi BUAn B3aemogiii”, "Oco61mMBOCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3un",
"Mo6iuHi peakwyji" 3rigHoO 3 iHopMaLieto Woao
MeAMYHOr0o 3acTOCYBaHHs1 peddepeHTHOro
nikapcbkoro 3acoby (JIIPUKA, kancynun). BeegeHHs
3MiH NPOTArom 6-TM MicALIB 3 AATW 3aTBEPAKEHHS.

3a
peyerimom

UA/13702/01/02

110.

HOBAPUHI®

Kinbue BariHanbHe,
11,7 mr/2,7 mrno 1
Kinbuto y cawe; no 1
calle B KapTOHHii
Kopobui

OpraHoH
CeHTpan Ict
6X

LLiseiiuapi
a

H.B. OpraHoH, HigepnaHau

(332 NOBHUM LMK/IOM)

Higepnanan

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHY | TRy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIiT 4719 MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Mekn NikapCbKoro
3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbkoro 3acoby B micnspeecTpaviliHvii nepios,
ab0 sK pe3ynbTar OLiHKN 3BIiTY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuuHnX
pocnigpkeHs (PIP) (iHWwi 3MiHK). 3MiHU BHECEHO B
IHCTPYKL,it0 415 MEANYHOrO 3aCTOCyBaHHS
NiKapcbKoro 3acoby A0 po3sainis "OcobnmnBocTi
3actocyBaHHs" Ta "Mo6iuHi peakuii” BignoBigHoO 4o
OHOB/EHOI iHGhopMaLii Woao 6e3nekn 6esnekn
3aCTOCYBaHH Ail040i peyoBrHU. BBeAeHHS 3MiH
NPOTArom 6-Tu MicsLIB NicNsA 3aTBEPAYKEHHS.

3a
peyenmom

UA/9613/01/01

111.

HOBOHOPM
®

Tabnetku no 1 mr, no
15 TabneTok y

A/T HoBo
Hopgaick

[JaHis

[o3Bin Ha Bunyck cepii: AIT

Hoso Hopgaick, [aHis;

[Hania/
HimeyumHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis:
3MiHK | TNy - 3MiHK 3 SKOCTi. [OTOBWIA NiKAPCbKUIA

3a
peyenmom

UA/1582/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
6nicTepi, no 2 abo 6 Bupo6HMLTBO 3aci6. KOHTposib AOMOMDKHUX peYOBMH. 3MiHa Y
6nicTepiB y KAPTOHHIl Hepo3dhacoBaHoro MeToAax BUNPOGYyBaHHS AOMOMiXHOI pe4oBUHM
nauuj npoaykTy: bepiHrep (iHwWi 3MiHM y MeTogax BUNpobyBaHHA (BKIOYaUM
IHrenbxaivm ®apma Mv6X i 3amiHy abo JogaBaHHs)) - 3amiHa MeToay
Ko. KI', HimeuunHa; BMNpobyBaHHA AAC (aTomMHO-abcopbLiiHOT
Brpo6HYK BifNOBigaNbHWIA cnekTpockonii) Ha I3M-OEC (onTuko-eMiciliHy
3a NepBUHHE Ta BTOPVHHE CMeKTPOMETPIIO 3 iHAYKTVBHO-3B’A3aHOI0 N/1a3MOI0)
nakyBaHHs: KataneHt ANns HaTpito (DOMILLKKM) | kanito (KibKicHOro
Himeuunna LWopHaopd BU3HAYEHHS) B JLONOMIXHI pe4oBVHI NONaKpUiHy
vm6X, HimeyunHa Kanito. Ans gosyBaHHs HoBoHopm®, TabneTku no
1wmr
112. | HOBOHOPM TabneTtky no 2 mr, no A/T HoBo [anis [o3Bsin Ha Bunyck cepii: A/IT [anisa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/1582/01/03
® 15 TabneTok y Hopgick HoBo Hopgaick, [aHis; HimeuunHa 3MiHU | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii peyenmom
6nictepi, no 2 abo 6 Bupo6HULTBO 3aci6. KOHTpo/ib AONOMDKHUX PeyOoBUH. 3MiHa Y
6nicTepiB y KAPTOHHIN Hepo3acoBaHoro MeToAax BUNPOGYyBaHHS AOMOMIXHOI Pe4OBUHM
nauuj npoaykty: BepiHrep (iHwWi 3miHM y MeTogax BUNpobyBaHHsA (BK/IOYaUM
IHrenbxaiim ®apma Mv6X i 3amiHy abo fofaBaHHs)) - 3aMiHa meToay
Ko. KI, HimeuunHa; BMNpo6yBaHHs AAC (aToMHO-abcopbLiliHOi
Brpo6HYIK BignoBiganbHUiA cnektpockonii) Ha I3M-OEC (onTuko-eMiciiiHy
3a NepBUHHE Ta BTOPVHHE CNeKTPOMETPIIO 3 iHAYKTVBHO-3B’A3aHOI0 N/1a3MOH0)
nakyBaHHs: KataneHt AN HaTpito (JOMILLKKM) | Kanito (KiibKiCHOrO
Himeuunna LWopHaopd BM3HAYEHHS) B AOMOMIXKHI peYOBMHI MONaKpUiHy
'M6X, HimeuunHa Kanito. Ansa fnosysaHHA HoBoHopM®, Tabnetku no
2 mr
113. | HOBOHOPM TabneTky no 2 mr; no A/T Hoeo [aHis A/T Hoso Hopgick, faHis [aHisa/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/1582/01/03
® 15 TabneTok y Hopgaick (mo3Bin Ha BUNycK cepii); HimeuunHa 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenmom
6nicTepi; no 2 abo 6 BepiHrep IHrenbxainm Ta dpapmakoHarnsagy. BeegeHHs abo 3miHu o
6nicTepiB y KApTOHHIl ®apma 'v6X i Ko. KT, y3araslbHeHNX AaHux rnpo cucrtemy
nauui HimeyuunHa (BMpo6HMLTBO thapmakoHarnagy (BBeAeHHS y3arasibHEHUX JaHnUX
Hepo3dhacoBaHoro npo cuctemy gpapMakoHarnsgy, smiHa
npoaykty); Katanent yMNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a
xemeni WopHaopd Mv6X, 3[jiCHEHHs1 hapMakoHarsay; KOHTaKTHOI ocobu 3
HimeuunHa (BMPOGHUK thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHA
BignoBiganbHWi 3a hapmakoHarnsgy B YKpaiHi, KO BOHA BigMiHHA
nepBrHHE Ta BTOPUHHE BiJ, yNOBHOBaXEHOI 0C06M, BigNoBiganbHOI 3a
nakyBaHHs) 3[ilicHEeHHS (papMakoHarnsay (Bkarvatoum
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi
macTep-gaiina cuctemu papmMakoHarnsay). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasIbHOI 3a
hapmakoHarnsag B YkpaiHi. [irova pegakuis:
NacTtoBeHko AHHa CepriiBHa. MNponoHoBaHa
pefakuisi: Tkau Map'aHa TapaciBHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3aBHNKA,
BiANOBIA&/IbHOI 32 hapmakoHarnsa B YkpaiHi
114. | HOPMA3E cupon, 10 r/15 mn; no . MonTeHi i K. ITanis Bupo6HMLTBO 32 NOBHUM ITania/ BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 6e3 UA/9542/01/01
200 My hnakoHi; no nei dparenni umknom: J1. MonTeHi i K. gei ABCTpiIA 3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenma
1 chnakoHy pa3om 3 AnitTi Cocieta ®.nni AnitTi CocieTa gij Ta chapmakoHarnsgy. 3miHa y KopoTkili
MEH3YPKOK B ai Esepuuuio E3epumyio C.n.A., ITanis; XapaKTepucTULi NiKapcbKoro 3acoby, TekcTi
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHHI KopoobLi C.n.A. Brpo6HMLTBO iH 6ask, MapKyBaHHs Ta IHCTPYKUIiT 4519 MeANYHOro
nepBMHHE Ta BTOPUHHE 3aCTOCYBaHHA Ha MifcTasi perynspHo
nakyBaHHs, KOHTPO/Ib cepii: OHOBJIIOBAHOrO 3BITY 3 6e3Mnekn NikapCbkoro
®dpeseHiyc Kabi ABcTpis 3acoby, abo focnimkeHb 3 6e3nekn 3acToCyBaHHs
'M6X, ABCTpis nikapcbKoro 3acoby B nicnspeecTpaviliHuii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIMKEHD,
npoBefEeHNX BiAMOBIAHO A0 NAaHy negiaTpuyHnX
pocnipxeHs (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHMUM YNOBHOBaXXEHVM OpraHoM) 3MiHu
BHECEHO [0 IHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakuii" BiANOBIAHO [0 OHOBNEHOI
iHchopMmawii 3 6e3nekn 3acToCyBaHHSA Aito4oil
PEYOBUHU JIKAPCLKOTo 3aco0y.
115. | OBITPEN® po3unH ANs iH'ekuii no | Apec TpeigiHr | Lseiuapi BMPOGHMLTBO ITanis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/1175/03/01
250 wmkr/0,5 mn; no 0,5 C.A. A Hepo3dacoBaHoro LLiBeiiuapis 3MiHM | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii peyenmom
M1y KapTpuaxi, npenapary, NepBrvHHe Ta 3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo
BMILLEHOMY Y PYUKY BTOPWHHE NaKyBaHHS, BBE/EHHS 40AaTKOBOI AifIbHULI BUPOOHWLTBA 415
Ans BBefleHHs; no 1 KOHTPO/b SIKOCTi Ta BUMYCK 4acTMHK abo BCbOro BUPOBHNYOro npouecy
nonepegHsL0 cepiii: roToOBOro NikapcbKoro 3acoby (AibHUUA ANs
3arnoBHEHOT pPyyku Ans Mepk CepoHo C.n.A., ITanis; NEepPBUHHOIO NakyBaHHS).
BBefeHHsA Ta 1 ronka nepBUHHE NaKyBaHHSA BBefieHHs1 anlbTepHaTVBHOIO BUPOGHMKA, LU0
Ans iH'exuii y (36upaHHa nonepeaHbLO NpoBOAMTL 36ipKY PyYKky [AN1A BBELAEHHA Ta
KapTOHHI Kopoobui 3aMoBHEHMX KapTPUOXIB 3 BKNagaHHa kapTpuakis Mepk CepoHo C.A.,
npenapaTom B pyyKy 4715 BiaAineHHs y M. O60HH, 30H IHAYCTpiens ge
BBefeHHs): Mepk CepoHO JTYpbeTtas, CH-1170 O60HH, LLBeliuapis/Merck
C.A., BigfiNeHHA y M. Serono S.A., Succursale d’Aubonne, Zone
O60HH, LBeiiyapis Industrielle de I'Ouriettaz, CH-1170 Aubonne
Switzerland. Ha ujii anbTepHaTuBHiIiA BUPOGHWUIl
AiNSHLi 32 4ONOMOrOl0 HOBOI @BTOMATUYHOI AiHiT
6yAyTb NPOBOAMTL HACTYMHI onepadii: 36upaHHs
PYUKHY, BKNaAaHHS KapTpuaka B pyuky,
eTUKETYBaHHS, BKaaHHsA nonepesHbo
3arnoBHEHOT pyyk, rOfIKv i ncTa-BKIaguwa y
KOHTYPHY YapyHKOBY YNaKOBKy.
116. | OHAAAP Tabnetku, Wo AAP dapma O6'egHaHi MaHkaiiHg ®apwma Jlimiteq, IHAis BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/18905/02/01
aucnepryoTbes B $3-111C Apabcebki HOHiIT-II 3MiHM | TNy - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmom
POTOBI NOPOXHWHI, 4 Emipatun Ta chapmakoHarnsgy. 3miHa y KopoTkili

mr, no 10 TabneTok y
6nicTepi, no 1
6nicTepy B KapTOHHiIl
ynakoBLi

XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6€3Mekn NikapcbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBeeHnX BifMnoBigHO A0 NaHy negiatpudHnx
pocnipxeHs (PIP) (3MiHy y3roopkeHo 3
KOMMNETEHTHVM YNOBHOB&XEHUM OpraHoMm) - 3miHu
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BHECEHO [0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainum:
"Ocob6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwii"
BiANOBIAHO [0 OHOBMEHOI iHGhOpMaL,i 3 6e3nekn
[it0Y0i pevyoBUHM
117. | OHAAAP PO34NH ANS iH'EKUIN, 2 AAP dapma O6'egHaHi MaHkaiiHg ®apma Jlimiteg, IHAis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/18905/01/01
mr/Mn no 2 abo 4 mn B ®3-/1/1C Apabebki 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
amnyni, no 4 amnynu Emipatun Ta chapmakoHarnsgy. 3miHa y KopoTkili
naacTMKOBOMY XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
6nicTepi; no 1 MapKyBaHHs Ta iHCTPYKUIiT 4519 MeANYHOro
6nicTepy B KapTOHHiIl 3acTocyBaHHA Ha niacTasi perynsipHo
ynakoBLi OHOB/IIOBAHOTO 3BITY 3 6e3Mekn NikapCbkoro
3acoby, abo focnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpaviliHuii nepion,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBefeHNX BiAMNOBIAHO A0 NnaHy negiaTpuyHnX
pocnipxeHs (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHMM YMOBHOBaXXEHVM OpraHoM) 3MiHu
BHECEHO [0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainum:
"Ocob6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwi"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaL,i 3 6e3nekn
L0401 pEYOBUHN.
118. | OHAAAP Tabnetku, Wo AAP dapma O6'egHaHi MaHkaiiHg ®apwma Jlimiteq, IHAis BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/18905/02/02
aucnepryoTbes B $3-111C Apabebki HOHiIT-II 3MiHM | TNy - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmom
POTOBI NOPOXHWHI, 8 Emipatun Ta chapmakoHarnsigy. 3miHa y KopoTkili
mr, no 10 TabneTok y XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
6nicTepi, no 1 MapKyBaHHS Ta IHCTPYKLUiT 4519 MeANYHOro
6nicTepy B KapTOHHiIl 3acTocyBaHHA Ha niacTasi perynsipHo
ynakoBLi OHOB/IIOBAHOrO 3BITY 3 6e3Mekn NikapcbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBeeHnX BifMnoBigHO A0 NiaHy negiatpudHmnx
pocnipxeHs (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHVM YNOBHOB&XEHUM OPraHoMm) - 3miHn
BHECEHO [0 IHCTPYKLiT 415 MEANYHOrO
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3ainu:
"Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHi peakwi"
BiANOBIAHO [0 OHOBEHOI iHGhopMaL,i 3 6e3nekn
[it040i pevyoBUHM
119. | OHTASEH - NopoLoK A1 po3unHy | CeHc IHais CeHc Nabopartopic MBT. IHgis BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/17128/01/01
1000 Ans iH'ekuii no 1000 Na6opaTtopic nra. 3MiHu | TURNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii peuenmom
Mr 1 donakoH 3 Mer. N14. 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii

MOPOLLKOM Y
KapTOHHIA ynakoBL,i

(BK/tOHAOUM Ajana3oH po3Mipy cepil) roToBOro
nikapcbKoro 3acoby (iHLi 3MiHN) BBeAEHHS
[ofaTtkoBoro posmipy cepii MN13. 3atBepaxeHo: 30
Kr (24038 dh1akoHiB).
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3anponoHoBaHo: 30 kr (24038 dhnakoHiB); 70 kr
(56089 dhnakoHiB).
120. | OHTASEH- MOPOLLOK A/19 PO3UNHY CeHc IHAain CeHc Jlabopartopic MNBT. IHAis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/17128/01/02
2000 Ans iH'ekuiii no 2000 Na6opaTopic nrp. 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkui peyenmom
Mr o 1 donakoHy y MeT. N14. 3aci6. 3MiHM y BUPO6HUMLTBI. 3MiHa po3mipy cepii
KapTOHHI/ ynakosL,i (BK/IIOYAOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHN) BBeAEHHS
[ofaTtkoBoro posmipy cepii ['13. 3aTtBepakeHo: 10
Kr (4006 donakoHis). 3anponoHosaHo: 10 kr (4006
donakoHiB); 80 kr (32051 diakoHiB).
121. | OPTAKBIKC Kpanni o4Hi, 5 mr/mn, CaHTeH AT PiHNAHAiA MaHydakTypiHr MakariHr Higepnanan BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3755/01/01
® no 5 mn y donakoHi 3 dapmaka (MN®) b.B., / 3MiHn | TURY - 3MiHK Wopao 6esnekn/edheKTUBHOCTI peyenmom
KpanesnbHuueto, no 1 Higepnanau PiHnaAHaifa Ta papmakoHarnsgy (iHwi 3miHM) 3MiHU BHECeHO
dhnakoHy B KapTOHHiiA (anbTepHaTUBHUIA BUPOGHMUK, [0 [HCTPYKLT AN MeAMYHOro 3acToCyBaHHSA
Kopoobui BiANOBIAaIbHNI 3a nikapcbKoro 3acoby B po3gin "OcobamMBocCTi
BTOPVHHE NakKyBaHHS); 3acTocyBaHHA" BiAMnoBiAHO 40 OHOBNEHOT
Hekctdapma AT, PiHNsaHAA iHbopMmawii 3 6e3nekn AONOMKHOT PeYOBUHU
(BMPOGHVIK BiAMNOBIAABHWIA 6eH3ankoHilo xnopuay. TepmiH BBEAEHHS 3MiH
3a BUpo6HMLUTBO in bulk, npoTArom 3 MicsLiB MicNs 3aTBEPKEHHS.
nepBMHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPO/1b
AKocTi); CaHTeH AT,
PiHNAHAISA (BUPOOHMK
BiANOBiAaNbHWI 3a BUNYCK
cepil)
122. | OPTAH® Kpanni o4Hi; no 10 mn CaHTteH AT PiHNAHAIA MaHythakTypiHr MakariHr Higepnangn | 3MiHu | Tuny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI 3a UA/5593/01/01
KATAXPOM y thnakoHi 3 dapmaka (MM®) B6.B., / Ta hapmakoHarnsgy (iHwi 3miHM) 3MiHM BHECEHO peyenmom
KpanensHuueto; no 1 Higepnanaun PiHnaHais 00 IHCTPYKUiT 415 MeguyHOro 3acTocyBaHHs
dhnakoHy B KapTOHHiiA (anbTepHaTUBHUIA BUPOGHMUK, nikapcbKoro 3acoby B po3gin "OcobamMBocCTi
Kopobu,i BignoBigasibHWi 3a 3acTocyBaHHS" Bi4MNOBIAHO A0 OHOBMEHOT
BTOPVHHE NakKyBaHHS); iHchopMmawii 3 6e3neky [ONOMIXKHOI PeyoBUHM
Hekct®apma AT, PiHNAHAIA 6eH3ankoHilo xnopuay. TepmiH BBEEHHS 3MiH
(BUPOGHKK BigNOBIgaNbHWIA npoTsArom 3 MicsLiB MiCNs 3aTBEPAYKEHHS
3a BUpo6HMLUTBO in bulk,
NnepBMHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/b
AKocTi); CaHTeH AT,
PiHNAHAIA (BUPOOHUK
BiANOBIAA/IbHWI 3@ BUNYCK
cepil)
123. | OPTAH®TUM | kpanni ouHi 0,5 % no 5 CaHTteH AT PiHNAHAIA MaHyhakTypiHr MakariHr HigepnaHngm BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/5052/01/01
onon My chakoHi 3 dapmaka (MMN®) b.B., / 3MiHn | TURY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
KpanenbHuueto; no 1 Higepnanaun PiHnaHais Ta (papmakoHarnsgy (iHwi 3miHWM) 3MiHU BHECeHO

(h/1aKOHY B KapPTOHHii
Kopobui

(anbTepHaTUBHUIA BUPOGHMUK,
BignoBigasbHWi 3a
BTOPUHHE NaKyBaHHs);
Hekct®apma AT, PiHNAHAIA
(BMPOGHKK, BigNOBIgaNbHNIA

[0 IHCTPYKUIT AN MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3gim "Ocob6nmnBocTi
3acTocyBaHHs", "Mo6iuHi peakuii” BignoBsigHoO A0
OHOBJIEHOI iHthopMmaLii 3 6e3neky JONOMIKHUX
peyoBvH. TepMiH BBEEHHSA 3MiH NPOTArom 3
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3a BMpo6HMLUTBO in bulk, MiCALIB MIiC/1SA 3aTBEPLKEHHS.
NepPBUHHY Ta BTOPUHHY
yNakoBKy, KOHTPO/Ib SIKOCTI);
CaHTeH AT, ®iHnaHais
(BUPOGHUK BigNOBiAaNbHMIA
3a BMNyck cepii)
124. | NTANABEPUH | po3uuH ans iH'ekuiin 20 MpuBaTHe YkpaiHa MpvBaTHE akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/13332/001/01
Mr/mn, no 2 M B akuioHepHe TOBapucTBO "Jlekxim-Xapkis" 3MiHK | TUny - 3MiHK 3 AkocTi. APl KoHTponb AdI. peuenmom
amnyni; no 10 amnyn y TOBapUCTBO 3MiHa y napameTpax crneundikauiii Ta/abo
nauuj 3 KapToHy 3 "Nlekxim- [OMNYCTUMMX MEX, BU3Ha4YeHuX y cnewmdikayisax
neperopoakamu; no 2 Xapkis" Ha A®Il, abo BUXiZHWNIA/MPOMIXHWIA
M B amnysi; no 100 npoayKT/pearexT, Lo BUKOPUCTOBYOTHCA Y
amnyn y kopo6uj 3 npoueci BupobHuuTea A®| (BUNy4YeHHs
KapToHY 3 He3Ha4yHOro NokKasHuKa sIKOCTi (Hanpuknag,
neperopogkamu; no 2 BWyYEHHS 3acTapifioro nokasHuka)). BunyuexHs
M B amnysii; no 5 3acTapinmx nNokasHvkiB cneuydikadii, a came
amnyn y 6nictepi; no 2 "Po3umHHicTL", "laeHTudikauis" ta "KinbkicHe
6nicTepn y nauuj 3 BM3HAYEeHHA", L0 BU3HAYalTbCA BiAMNOBIgHO A0
KapTOHY BUMOr USP, y 3B’A3KY 3 BUTYYEHHAM JaHUX
NnoKasHuKiB 3i CBOET crneuudikaLii BuUpobHukom Adl
«RECORDATI INDUSTRIA CHIMICA E
FARMACEUTICA S.p.A.», Italy, ockinbkn
3a3HayveHi NoKasHUKM Ay6/IoKTh Lii X NOKa3HUKU
BiAgnoBigHO Ao Bumor EP. 3a nokasHunkom "Onuc”
BW/TyYEHHS 3aCTapifioro NoHATTA "6e3 3anaxy” Ta
BiANOBIAHO NpuBeAEHHA A0 BUMOT EP. BunyyeHHs
nokasHukis "Onuc po3umnHy (1/15 m/o6 B
xnopocpopmi)" (USP) Ta "P0o3unHu, Lo N1erko
06BYI/IOIOTLCA", Ta, SIK HACNILOK BHECEHHS 3MiH B
METOAM KOHTPOSIO 3a AaHUMMN NOKasH1KaMu. A
TaKoX BUyYeHHs nocunaHb Ha USP 3a
nokasHukamu «lgeHtudikauis» (A, D), «pH»,
«BTpaTa B Maci npu BuCyLLyBaHHi», «CynbarHa
30/1a».CynyTHS 3MiHa - 3MiHW 3 AKocTi. API.
KoHTponb A®I. 3miHa y MeToAax BUNPOBYyBaHHSA
A®| abo BMXigHOrO Martepiany/npoMiKHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpo6HuLTBa APl (BUTyYEHHA METOAY
BMNpo6yBaHHA AN Adl/peareHTy/NPOMIXHOIO
NPOAYKTY, SKLLIO aflbTEPHATUBHUI METOZ, BXe
3aTBEPKEHUIA)
125. | NANABEPUWH | kpuctaniyHwuii MpusatHe Ykpaina PEKOPJATI IHOACTPIA ITanisa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: - UA/14610/01/01
Yy MOPOLLIOK (Cy6CcTaHLis) akuioHepHe KEMIKA E 3MiHu | TUny - 3MiHK 3 AkocTi. A®l. KoHTponb AdI.
FAPOXNOPU | y noABiiiHMX nakeTax 3 TOBapuCTBO PAPMACBIOTIKA C.n.A. 3MiHa y napameTpax cneuudikaii Ta/abo
A nonietTuneny ans “Nekxim — [OMNYCTUMMX MEX, BU3HaUYeHuX y cnevmdikanisax
thapmaLeBTUYHOro Xapkis” Ha A®|, abo BUXiZHWNIA/MPOMIXHWIA
3aCTOCYBaHHSA NpoAYyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y

npoueci BupobHuutea AP| (BuNyyYeHHs
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Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa

PeecmpayjitiHa npoyedypa Ymosu Howmep
BUPOGHUKa
3acoby ynakoska)

Bionycky peecmpayitiHo2o
nocsioYeHHs1

He3Ha4yHOro MoKasHuKa IKOCTi (Hanpvknag,
BW/IYYEHHS 3aCTapiforo nokasHvka)). BunyyeHHs
3acTapinux nokasHukis crneumdikadii, a came
"Po3unHHicTb", "lgeHTudikauis” Ta "KinbkicHe
BU3HAYEHHS", L0 BU3HAYalOTbCA BiAMNOBIAHO A0
BuMOr USP, y 3B’A3KYy 3 BU/TYYEHHAM JaHuUX
noKasHWKiB 3i CBOET cneuudikauii BUpo6HKom Ad|
«RECORDATI INDUSTRIA CHIMICA E
FARMACEUTICA S.p.A.», Italy, ockinbkn
3a3HayeHi NoKasHNKN Jy6/1I00Th Lii X NMOKa3HUKM
BiANoBiAHO A0 BUMOr EP. Y 3B’A3KY i3 BUNYyYEHHAM
KpWTepiiB NPUIAHATHOCTI 3a Noka3HUKOM «KinbkicHe
BM3HAYEHHs» (BigNoBigHO Ao BuMor USP),
BHOCATbCS BignoBiAHI 3MiHM B po3ain «Cknag»
MKA Ha A®I. A TakoxX BUTyHEHHSI NOCUaHb Ha
USP 3a nokasHukamu «lgeHTtudikauis» (A, D),
«pH», «BTpaTta B Maci Npu BUCYLLYBaHHi»,
«CynbhaTHa 30/1a». CynyTHsi 3MiHa- 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA A®I| abo BuxigHOro
mMarepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA y Npoueci BUpobHuuTBa AdI
(BMNyYeHHs MeToAy BUNPOBYyBaHHA ANs
Adl/peareHTy/npoMiKHOro NPOAYKTY, AKLLO
a/IbTepHaTVBHWI METO/, BXXe 3aTBepAKEHNIA)
126. | NEKTO/IBAH | kpanni opanbHi no 25 AT "dapmax” BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/10685/01/01
® cTon My chnakoHi; no 1 3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NikapcbKui peyenma
chnakoHy B naui 3 3aci6. KOHTposib roTOBOrO NiKapcbKoro 3acoby.
KapToOHyY 3MiHa y MeTogax BunpobyBaHHA rOTOBOrO
niKapcbKoro 3acoby (HesHayHa 3miHa y
3aTBEPMXEHNX MeToAaxX BUNPO6YBaHHS)
3anponoHOBaHO BBEAEHHS a/lbTepHaTUBHI
CcTaHAapTHI 3pasku 6yTamipaTy umtpary dipmn
LGC ta ®C3 AdY Ta B po3gin P4 3.2.P.5.2
AHaNITUYHI METOANKU, B NOKa3HUK «KiflbKicHe
BU3HAYEHHS», MPU NPUrOTYBaHHI PO34NHIB
NOPIBHAHHSA. 3MiHM | TURY - 3MiHK 3 AKkocTi. AdI.
KoHTponb A®I. 3miHa y MeToAax BUNPOBYyBaHHSA
A®| abo BMXigHOrO Matepiany/npoMiKHOTo
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuLTBa APl (HE3HAUHI 3MIHK Y
3aTBEPAXEHUX MEeTOAax BUNPOOYyBaHHS)
3anponoHOBaHO BBEAEHHS a/lbTePHATUBHUX
CTaHAapTHUX 3paskiB byTamipaty uuTtpaty gipmum
LGC 1a ®C3 APY a8 NpOBEAEHHA KOHTPO/IHO
akocTi A®| 3a nokasHNKoM «CynpoBigHi AOMILLKN»,
npu NPUroTyBaHHI PO34unHIB NOpiBHAHHSA (a) Ta (b).
BHECEHHS 3MiH [10 peecTpaviiHix maTepianis: 3a UA/10881/01/01

YKpaiHa AT "®dapmak” YKpaiHa

127. | NEHTANIH Kancynu no 10 kancyn TOB "ACIHO

YKkpaiHa TOB "®apma Crapt" Ykpaina
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
®C EKCTPA y 6nicTepi; no 1 a6o 2 YKPAIHA" TexHiYHa nomuska (3rigHo Hakasy MO3 Big peyenmom
KANCYNn 6nicTepy B KAPTOHHIi 23.07.2015 Ne 460) BunpaBieHHA TEXHIYHOT
nauuj NOMWIIKV B KiflbkicHOMY cknagi p. «Cknag» MKA
N3, ska 6yna gonyLieHa npu BHECEHi 3MiHW A0
MKSA N3 (npu nogavi oHosneHoro CEP ansa Ad®l
napaueTtamon) - NpUBELEHHS Y BiANOBIAHICTb A0
3aTBepmxeHoro cknagy MKA 13 ta matepianis
peecTpauiiHoro gocbe. 3a3HaveHe BUMpPaBeHHs
BiANoOBigae MaTepianam peecTpaLiiHoro A0ChE.
128. | NEPUHAOMNP | TabneTtku, BKPUTI TOB «TeBa I3painb AT dapmaueBTUYHUI 3aBOL, YropumHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/14925/01/02
uni N/1iBKOBOIO YkpaiHa» TeBa 3MiHU | TNy - AOMIHICTpaTUBHI 3MiHU. 3MiHa peyenmom
IHAOANAMIA- 060/10HKOM, M0 2,5 HaliMeHyBaHHS Ta/abo agpecu micusa
TEBA mr/0,625 mr no 30 NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
TabneTok y roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
KOHTeliHepi; no 1 AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHSs
KOHTeliHepy B kopobLi KOHTPO/I0 AKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOPTEp, BK/OYaOUM BUMYCK CEpiid) -
3MiHa Ha3BW OHOrO i3 3aTBEPAYKEHNX BUPOOHWMKIB
N3, 6e3 3miHW micus BUpobHULTBa. TepmiH
BBEJEHHS 3MiH NpOTAroM 6 micAuis nicns
3aTBEPKEHHS.
129. | NEPUHAONMNP | TabneTku, BKpUTI TOB «TeBa Ykpaina AT dapmaneBTUYHUI 3aBOL, YropwmHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/14919/01/01
NN-TEBA nNiBKOBOIO YkpaiHa» TeBa 3MiHu | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
06010HKO0, MO 2,5 ™r; HalilMeHyBaHHs Ta/abo agpecu micus
no 30 Tabnetok y NpoBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
KOHTeliHepi; no 1 roTOBOrO /liKapCbKOro 3acoby, BKIo4aum
KOHTeliHepy B kopobLi AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS
KOHTPOJIO SAKOCTI. (AiS/IbHICTb, 3a Ky BiAnosigae
BMPOGHMK/IMNOPTEp, BK/IOYaOUM BUMYCK Cepiid)
3MiHa Ha3BW OFHOrO i3 3aTBEPAKEHNX BUPOOHMKIB
N3, 6e3 3miHW Micus BUpobHULTBa. TepmiH
BBEJEHHS 3MiH NPOTAroM 6 micsAuis nicns
3aTBEPKEHHS.
130. | NEPUHAOMNP | TabneTku, BKPUTI TOB «TeBa Ykpaina AT dapmaneBTUYHUI 3aBOL, YropwmHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/14919/01/02
NN-TEBA NiBKOBOO YkpaiHa» TeBa 3MiHK | TUNY - AAMIHICTPATVBHI 3MiHW. 3MiHa peuyenmom
060/10HKOI0, M0 5 Mr; HaliMeHyBaHHs1 Ta/abo agpecu micus
no 30 TabneTok y NpOBapPKEHHS AiSNbHOCTI BUPO6HMKa/imnopTepa
KOHTeliHepi; no 1 roToBOro NikapcbKoro 3acoby, BKYaun
KOHTeliHepy B KOpOOLii LiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPOJIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiAnosigae
BMPOGHMK/IMNOPTEp, BKIHOYAOUMN BUMYCK CEPIid)
3MiHa Ha3BW OAHOrO i3 3aTBEPAKEHNX BUPOOHMKIB
N3, 6e3 3miHW Micus BUpobHULTBA. TepmiH
BBE/EHHSA 3MiH NpOoTAroM 6 micauis nicns
3aTBEPKEHHS.
131. | NEPUHAOMNP | TabneTku, BKPUTI TOB «TeBa YkpaiHa AT dapmaLeBTUYHUIA 3aBOL, YropwmHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14919/01/03
NN-TEBA NiBKOBOO YkpaiHa» TeBa 3MiHN | TURNY - AAMIHICTPATVBHI 3MiHW. 3MiHa peyenmom

060/10HKOM0, Mo 10 wmr;

HaliMeHyBaHHs1 Ta/abo agpecu micus
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
no 30 Tabnetok y NpOBapKEHHs AISNbHOCTI BUPOOHMKa/imnopTepa
KOHTeliHepi; no 1 roTOBOrO /liKapCbKOro 3acoby, Bko4aumn
KOHTelHepy B KOpobuj AiNbHUL BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJI0 AIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTEp, BK/IOUAOUM BUMYCK Cepiid)
3MiHa Ha3BW OFHOrO i3 3aTBEPAKEHNX BUPOOHUKIB
N3, 6e3 3miHW micus BUpobHULTBa. TepmiH
BBEJEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPKEHHS.
132. | NNABIKC® TabneTku, BKpUTI TOB "CaHodi- YkpaiHa CAHO®I BIHTPOIN PpaHLis 3MiHM | TRy - 3MiHK Woao 6e3nekn/edeKTNBHOCTI 3a UA/9247/01/01
060/10HKOI0, MO 75 Mr ABeHTIC IHOACTPIA Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0 peuenmom
Ne 28 (14x2): no 14 YkpaiHa" y3araslbHeHNxX AaHux npo cucremy
Tabnetok y 6nictepi; hapmakoHarnsgy (BBeAeHHs y3arasibHeHNX JaHux
no 2 6nictepu y npo cuctemy papmakoHarnsgy, amiHa
KapTOHHI Kopo6Li 3 yMNOBHOBaXeHOT 0cobw, BigNoBiganbHOT 3a
MapKyBaHHSM 3[iiCHeHHs1 hapMakoHarIsay; KOHTaKTHOI ocobu 3
YKpPaiHCbKOI MOBOIO chapmakoHarnsgy 3asaBHuKa AN 34ilCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0CO6WU, BiAMOBIfa/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiyYakyn
KOHTaKTHi AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHi
macTep-aiina cuctemy hapmakoHarnsay). 3miHa
MicLie3HaxXoMKeHHs MacTep-chaiina cuctemu
hapmakoHarnsgy. 3miHa mMicus 34ilCHeHHs
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsay.
133. | NONMDKNHAK | emynbcis BariHasibHa, Na6opaTtopis ®paHuisa Bupo6Huk, PpaHLin BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7254/01/01
CBIPIo y kancynax, no 3 IHHOTEK BignoBiganbHuii 3a YTOUYHEHHS1 HANUCaHHA BUPOGHUKIB B HaKasi peyenmom
Kancynu B 6nictepi, no | |HTepHacbiioH NaKkyBaHHSA, KOHTPONb i MOS3 YkpaiHu Ne 814 Big 16.05.2022 B npoueci
2 6nictepu B anb BUNYCK cepi: BHECEHHSA 3MiH (3MiHV | TMny - 3MiHW 3 AKOCTI.
KapTOHHI KopoobLi IHHOTepa LUy3i, PpaHuis; [oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
Brpo6HWK, BiANOBiAabHMIA 3amiHa abo BBefeHHS A0AATKOBOI Ai/TbHULL
3a BMPOGHMLTBO in bulk: BMPOBGHULTBA A5 YACTUHM abo BCbOro
KataneHT ®paHu BeiHxeinm BMPOBHMYOrO NPOLLECY rOTOBOTO JTiKapCbKOro
CA, ®paHuis 3aco06y (iHLWi 3MiHK). 3a3HaYeHHs BUPOOHUKIB Ta iX
BiANOBIAALHOCTI Y BUPOOHMYOMY NpoLieci B
peecTpauiinHomy nocsigyeHHi Ta MKA (Ha
TUTY/IbHOMY NUCTI). Pefakuis B Hakasi - Bupo6HuK
BiANOBIAa/IbHUIA 32 KOHTPOSb Ta BUMYCK cepii:
IHHOTepa LUysi, ®paHuis; BUpo6HWK,
BiANOBIgaIbHMI 32 BUPOOHMLTBO in bulk:
KataneHT ®paHy, beiinxelim CA, ®paHuis. BipHa
pepakuis - Bupo6HuK, BignoBsiganbHuii 3a
naKkyBaHHs1, KOHTPONb i BUNYCK cepii: IHHOTepa
LLys3i, d®paHuif; BUpo6HUK, BigNOBiganbHUii 3a
BMPOoGHULTBO in bulk: KataneHTt dpaHy,
BeiiHxeiim CA, ®paHuis.
134. | NONI3AHON CyCneHsis opasibHa, AT "dapmak” YkpaiHa AT "dapmak”, YkpaiHa Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/18482/01/01

40 mr/mn; no 105 mny

(BMPOGHMLTBO 3 MPOAYKLI in

3MiHK | TNy - 3MiHK 3 SKOCTi. [OTOBWIA NiKAPCbKUIA

peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3aci6. 3miHM y BUpOOHNLTBI. 3MmiHa

thnakoHi; no 1
dhnakoHy y nauui

bulk dhipm-Brpo6HKKIB
DxeHedhapm CA, 'peuis abo
AKLIiOHEpHEe TOBapUCTBO
"IpiHgekc", NaT.is (ginsHka
1), a6o PA®APM CA,
peuis)

iMnopTepa/3miHu, Lo CTOCYHTbLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO MikapCbKoro 3acoby
(3amiHa abo gogaBaHHS BUPOGHMKA, LLO
BignoBigae 3a BBe3eHHA Ta/abo BUnyck cepii) -
Bkitoyaroumn KoHTposb/BUNpobyBaHHA cepii -
BBeneHHsi BUpo6Hukom in bulk DxeHedhapm CA,
peuis anbTepHaTUBHOT [OAATKOBOI Ai/TbHUL -
PA®APM CA, Npeujs, Lo Bignosigae 3a BunycK ta
KOHTpOsb cepii N13; 3MiHu | Tuny - 3MiHK 3 SKOCTiI.
[0TOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULITBI.
3amiHa abo BBeeHHS [,04aTKOBOI AiNbHULL
BMPOGHMLITBA A/151 HACTWUHM ab0 BCbOro
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (AinbHULA, Ha AKI NPOBOAATLCA ByAb-siKi
BMPOGHWYI CTaAji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPO/O AKOCTi, NEPBUHHOTO Ta BTOPYHHOIO
nakyBaHHs1, 4151 HECTEPUSIbHUX NIKAPCbKUX
3aco6iB) - BeegeHHs BupobHukom in bulk
[xenechbapm CA, 'peLis anbTepHaTUBHOI
[opatkosoi AinbHuui - PA®APM CA, Mpeuis, wo
BiANoBigae 3a BMPO6HMLTBO J13. BBEAEHHS 3MiH
NPOTArom 6-Tv MiCALIB MicNa 3aTBEPIKEHHS; 3MiHU
| TNy - 3MiHK 3 AKoCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHU y BUPO6GHMUTBI. 3amiHa abo BBeAEHHS
[08aTKOBOI AiNIbHNL BUPOGHMLITBA A4/151 YaCTUHU
ab0 BCbOro BUPOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWUSA 415 NEPBUMHHOMO
nakyBaHHs) - BBefieHHA BUPOBGHUKOM in bulk
[xenecbapm CA, peuis aslbTepHaTUBHOT
[0paTtkoBoi AinbHuui - PA®APM CA, lMpeuis, wo
BiiNOBIfAE 3a NepBuHHE NakyBaHHsA. BBeaeHHSA
3MiH NPOTArOM 6-TU MIiCALIB NiCNA 3aTBEPIKEHHS;
3MiHW | TUny - 3MiHK 3 AKOCTI. [OTOBWIA NiKapCbKuMii
3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBE/IEHHS 40AaTKOBOI AiNIbHULI BUPOBHULTBA A4S
4acTMHK abo BCbOro BUPOBHNYOro npouecy
roToOBOro NikapcbKoro 3acoby (AibHUUA AR
BTOPUHHOTIO NakyBaHHs) - BBeAeHHA BUPOOHNKOM
in bulk OxeHecapm CA, peuis aibTepHaTUBHOI
[ofaTkoBol ginbHuui - PA®APM CA, peuis, wo
BiANOBIfAa€e 3a BTOPUHHE NakyBaHHA. BBeAeHHA
3MiH NPOTAroM 6-TU MIiCALIB MiCNA 3aTBEPMKEHHS;
3MiHM | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
(BK/THOYatOUM Adiana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3aco6y (36inbweHHs ao 10 pasis
MOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) -
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BBefeHHs1 oAaTKoBOro po3mipy cepii ans
3anponoHOBaHOT A0AaTKOBOT AinbHULi PAGAPM
CA, 'peujs - 420 n. BBegeHHA 3MiH NPOTAroM 6-Tn
MicSLIB MiCNsA 3aTBEPAKEHHS; 3MiHW | Tuny - 3MiHK
3 AKOCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
nikapcbKoro 3aco6y (iHLWi 3MiHN) - BHECEeHHS 3MiH
A0 Cneuundikauii Ha TepmiH npugaTHocTi 13 3a
nokasHukom "Onuc" - 3mMiHa Kosibopy cycnexsii 3
"cycneHsia 6inoro Konbopy" Ha "cycneHsis Big,
6i10ro [0 XOBTYBaTOro KONbOpy". BBEAEHHS 3MiH
NpoTSArom 6-Tv MicsILiB Nic/s 3aTBePAKEHHSI
135. | MPECAPTAH | Tabnetku, BKpUTI Inka IHais Inka Nabopartopis flimites, IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/8575/01/03
® - 100 NiBKOBOO NabopaTopis 3MiHn |l Tuny - 3miHn 3 akocTi. A®l. BupobHuuTeo peyenmom
o6onoHkoto, no 100 Nimiten (iHWwi 3miHW) oHoBNEHHs DMF Ha A®| nosapTaH
Mr, no 14 TabneTok y Kanito BUpobHuka Ipca Laboratories Limited, a
6nicTepi; no 2 came: gogasaHHs fo cneundikauii A®| nosaptany
6nicTepy y KapTOHHIl Kanito NoKasHUKiB: «/lo3apTaH asugHa JoMillKa»
nadui; no 10 Tabnetok «TeTpasosibHa AoMillKa», «KapboHITpuIbHa
y 6nicTepi; no 3 OOMiLLKa», «3arasibHUiA BMICT a3nao-f0MiLLOoK».
6nicTepn y KapTOHHIl [itoua pepakuis: DMF: PRMF/LB5/Z/USP/RTM/00
nauui Bifg, 2014 p. MponoHoBaHa pepakuis: DMF:
PRMF/LB5/Z/USP/RTM/01 Big 2021 p.
136. | MPECAPTAH | TabneTku, BKpUTI Inka IHais Inka SlabopaTtopis NimiTes, IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/14414/01/01
® H-50 nNiBKOBOIO Nab6opaTtopi3 3MiHu 1l Tuny - 3MiHn 3 skocTi. APl BupobHuuUTBO peuenmom
o060n0Hkoto, No 50 Niviten (iHwWi 3miHW) oHoBNEeHHs DMF Ha A®| nosapTaH
mr/12,5 wr, no 14 Kanito BupobHuka Ipca Laboratories Limited, a
TabneTtok y 6nictepi; came: AofaBaHHsa A0 crneundikauii A®l nosapraHy
no 2 6nictepn y KaUTito NOKa3HUKIB: «/lo3apTaH asngHa AOMilLKa»
KapTOHHI/ nayuj; no «TeTpaso/ibHa JoMillka», «Kap6oHiTpuibHa
10 TabneTok y OOMiLLKa», «3arasibHuiA BMiCT a3uio-0MilLoK».
6nictepi; no 3 Litova pepakuis: DMF: PRMF/LB5/Z/USP/RTM/00
6nicTepy y KapTOHHIl Bif, 2014 p. MNMponoHoBaHa pepakuin: DMF:
nauui PRMF/LB5/Z/USP/RTM/01 Big 2021 p.
137. | NPECAPTAH | Tabnetku, BKpUTI Inka IHais Inka Nabopatopis Jlimiteg, IHgis BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/8575/01/02
®-50 NNiBKOBOO JNabopaTopis 3MiHu Il Tuny - 3miHK 3 akocTi. A®Il. BupobHuUTBO peuenmom
060/10HKOt0, Mo 50 wmr, Nimiten (iHWi 3miHW) oHoBNEHHA DMF Ha A®| nosapTaH
no 10 TabneTtok y KaUito BUpobHMKa Ipca Laboratories Limited, a
6nicTepi; no 3 came: gofaBaHHsa [0 creundikauii A®l nosapraHy
6nicTepy B KAPTOHHii Kasito NOKa3HWKIB: «/lo3apTaH asngHa AoMillKa»
Kopobui; no 14 «TeTpasosibHa foMillka», «KapboHiTpnabHa
Tabnetok y 6nictepi; [OOMiLLKa», «3arasibHuiA BMICT a3uo-0MiLlLoK».
no 2 6nictepu B [Litova pepakuis: DMF: PRMF/LB5/Z/USP/RTM/00
KapTOHHI KOpoOLyi Big 2014 p. MNMponoHoBaHa pepakuis: DMF:
PRMF/LB5/Z/USP/RTM/01 Big 2021 p.
138. | PE/II®® cynosuTopii pektansHi | TOB "BAVEP" YkpaiHa IcTiTyTO Aie Amxeni C.p.n. ITanisa 3MiHY | TUny - 3MiHK 3 skocTi. CepTudikat 6e3 UA/3173/02/01
no 5 mr; no 6 BignosigHocTI/IE-cepTudpikar BignoBigHOCTI peyenma
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
CynosunTopiiB y €Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
naacTUKOBOMY CTpUni; HOBOro abo OHOBMIEHOro cepTudikata
no 2 cTpunn y BiANOBIAHOCTI ab0 BUYyYEHHS cepTudikaTa
KapTOHHI/ KopoobLi BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peqyoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkili hapmakoner) - OHOBEHNI
cepTudikaT Bif y)xe 3aTBepAKXeHOro BUPOOHUKA.
MopaHHA oHoBneHoro CepTudpikata R1-CEP
2003-179-Rev 04 gna A®| deHinedpury
rigpoxnopuay Bif BXe 3aTBEPXEHOro BUPOOHUKa
Malladi Drugs &Pharmaceuticals Limited, India, sk
Hacnifgok 3MiH1 B afpeci BUPOOHUKA.
139. | PMUHA3ONIH cnpeii HasanbHWiA, 0,5 AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/7191/02/01
® mr/mn no 15 mny 3MiHuM | TUNy - 3MiHK 3 AkocTi. CepTudpikat peyenma

donakoHi
nonieTneHoBoMy,
3a6e3neyeHomy
Hacafkolo 3
[103aTOPOM i 3aXUCHUM
koBnaykom abo rno 10
My chaKoHi
CKNIAHOMY 6pyHaTHOro
Konbopy,
3abe3neyeHomy
HacoCcoM-[103aTOpOM 3
posnusoBayem
Ha3a/bHOro
npusHayeHHs; no 1
donakoHy B nauui 3
KapToHy

BignosigHocTi/lE-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; ona BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BVKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[0NOMDKHOT peqoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkin hapmakonei) - Hosuii cepTudikar
Bifl HOBOro BMPOGHMKa (3aMiHa ab0 AONOBHEHHS) -
nofaHHsA HOBOro cepTudikara BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2008-324 -
Rev 03 gns gitouoi peyoBuHm Oxymetazoline
hydrochloride Big HoBoro Bupo6Huka CTX
LIFESCIENCES PVT. LIMITED, IHgis
(monoBHeHHS); 3MiHM | TUMy - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y MeToAax BUNPOBYyBaHHSA
A®| abo BMXigHOrO Martepiany/npoMiKHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHLWIi 3MiHM y MeTogax
BMNpPOoGYyBaHHA (BK/IHOYat0uN 3amiHy abo
[0MNoBHEHHS) A®| abo BUXiAHOro/NPOMIDKHOTO
NPOAYKTY) - 3MiHN Y crneundikaLii Ta meTogax
KOHTpOnto A®I okcumeTasoniny rigpoxnopugy
BMpo6HMKa CTX LIFESCIENCES PVT. LIMITED,
IHAisA 3a Noka3HUKOM «laeHTudiKaLis», 30kpema
[ONOBHEHHA cnevudikaLii 40AaTKOBUM
BMNpo6yBaHHAM «CneKTp cybCcTaHLii Mae
BignoBigaTy TMNOBOMY CNEKTPY» METOL0M
PomaHiBCcbKOi cnekTpomeTpii (2.2.48) NOY*EP*, 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

MPUMITKOIO ** «0MYyCKAETbCA BU3HAYEHHS
iaeHTUiKaLii KOXXHOI TapHOI EMHOCTI»;
[OONOBHEHHS NPUMITKM *** «BU3HAYEHHS

ineHT1dpikauil Ha cepeHiin Npo6i» Ans Bxe
3aTBEPMAKEHNX METOAB, L0 3a3HaYeHi B

MoHorpadii (2.2.24) fdY*, EP* «IHthbpayepBoHwii
CNeKTp MOr/IMHaHHSA cybcTaHLii Mae Bignosigatu
CNeKTpy CTaHAAPTHOro 3pa3Ky «OKCUMETAa30/iHy
rigpoxnopuay» Ta fAkicHa peakuis Ha xnopuam
(2.3.1) Aoy* EP*

140.

PUHA3O/IH
®

Kpanni Ha3asibHi 0,5
mr/mn, no 10 mny
ch1akoHi 3 MPO6Koto-
KpanenbHuLEelo abo y
donakoHi 3 fo3aTopomMm,
no 1 dpinakoHy B nayui

AT "®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TMny - 3miHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BUNyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - HoBuiA cepTudikart
Bi, HOBOro BUPO6HMKA (3aMiHa ab0 AONOBHEHHS)
noAaHHA HOBOro cepTudikara BiAnoBIgHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2008-324 -
Rev 03 ana gitoyoi pevoBuHn Oxymetazoline
hydrochloride Big HoBoro Bupo6Huka CTX
LIFESCIENCES PVT. LIMITED, IHgis
(8ONOBHEHHS).
3MiHn | TURY - 3MiHK 3 sKocTi. APl KoHTponb AdI.
3miHa y MeToAax BunpobyBaHHs A®| abo
BMXIAHOrO MaTepiany/npomibKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoteci Bupo6HuuTea A®! (iHwi 3MiHM y meTodax
BMNPOGYBaHHA (BK/IOUaOuM 3aMiHy abo
[0noBHeHH:) A®| abo BUXiAHOro/NPOMIKHOTO
NpoAyKTy) 3MiHM y crneumdikaii Ta meTogax
KOHTpONt0 AP| okcumeTasoniHy rigpoxnopuay
BUpPo6HMKa CTX LIFESCIENCES PVT. LIMITED,
IHAiA 32 NoKa3HWKOM «laeHTudikauis», 30kpema
[ONOBHEHHSA cneumdikayii 4oaaTKoBUM
BMNPOGYBaHHAM «CnekTp cybCcTaHUii mae
BiiNOBIAATV TUMOBOMY CNEKTPY» METOA0M
PomaHiBcbKoi cnektpomeTpii (2.2.48) APY*EP*, 3
NPUMITKOIO ** «A0MYCKAETLCA BU3HAYEHHS
ideHTUdiKauil KOXXHOT TapHOT EMHOCTI»;
[ONOBHEHHS NPUMITKW *** «BU3HAYEHHSA
ineHTudikauii Ha cepefHiin Npobi» AnsA Bxe

6e3
peyenma

UA/7191/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3aTBEPKEHNX METOAIB, LLIO 3a3HaYeHi B
MoHorpadii (2.2.24) AdY*, EP* «lHtbpauepBoHuii
CNeKTp MorIMHaHHA cybcTaHLii mae signosigatu
CMeKTPpy CTaHAaPTHOrO 3pasky «OKCUMETAa30MiHy
rigpoxnopugy» Ta fkicHa peakuist Ha xnopuau
(2.3.1) AoYy* EP*
141. | PMUHA3ONIH Kpanni HasanbHi, 0,25 AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/7191/01/02
® mr/mn, no 10 mny 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudpikat peyenma

oNakoHi 3 NpobKoto-
KpanenbHuULEeo abo y
donakoHi 3 go3aTopawm;
no 1 dpnakoHy B nauui

BignosigHocTi/lE-cepTudikar BignosigHoCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMIEHOro cepTudikata
BiANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans
A®I; ona BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[0NOMDKHOT peqoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkin hapmakonei) - Hosuii cepTudikar
Bifl HOBOro BMPOGHMKa (3aMiHa ab0 AONOBHEHHS)
nofaHHsA HOBOro cepTudikara BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2008-324 -
Rev 03 gns gitoyoi peyoBuHn Oxymetazoline
hydrochloride Big HoBoro Bupo6Huka CTX
LIFESCIENCES PVT. LIMITED, IHgis
(BONOBHEHHS).
3MiHu | TUnYy - 3MiHK 3 AKocTi. A®L. KoHTponb AdI.
3miHa y meTogax BunpobysaHHs A®| abo
BMXiAHOr0 Marepiaay/npomMbKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoteci Bupo6HuuTea AP (iHwi 3MiHM y meTodax
BMNpOoGYyBaHHSA (BK/IHOYatoun 3amiHy abo
[onoBHeHHS1) A®| abo BUXIAHOTO/NPOMIXHOro
NPoAyKTY) 3MiHM y crneumdikaii Ta meTogax
KoHTponto A®I| okcumeTasorniHy rigpoxiopugy
BMpo6HMKa CTX LIFESCIENCES PVT. LIMITED,
IHAisA 3a NoKka3HUKOM «laeHTudiKaLis», 30kpema
[ONOBHEHHSA cneuudikaLii 40AaTKOBUM
BUNPO6YBaHHAM «CnekTp cybCTaHLUil mae
BiANOBIAATN TMNOBOMY CMEKTPY» METOL0M
PomaHiBcbkoi cnekTpomeTpii (2.2.48) AOY*EP*, 3
NPUMITKOIO ** «40MNYCKAETLCA BU3HAYEHHS
ineHTUdiKaLil KOKHOT TapHOT EMHOCTI»;
[OMOBHEHHS MPUMITKN *** «BU3HAYEHHS
ineHTUdpikauil Ha cepeHiit NpoGi» AnsA BxXe
3aTBEPMKEHNX METOAIB, LLIO 3a3HaYeHi B
MoHorpadii (2.2.24) AdY*, EP* «IHbpayepBOHUii
CNeKTP NorMHaHHA cybcTaHuUil Mae Bignosigatn
CMNEeKTPYy CTaHAAPTHOrO 3pasky «OKCUMETA30/iHY
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

rigpoxnopuay» Ta fkicHa peakuis Ha xopuamn
(2.3.1) APY* EP*

142.

PUHASO/IH
®

Kpanni HasanbHi, 0,1
mr/mn, no 10 mny
donakoHi; no 1
donakoHy B nauui 3
KapTOHY

AT "dapmak”

Ykpaina

AT "dapmak”

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHu | Tuny - 3MiHK 3 skocTi. CepTuddikat
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikaTa
BiANOBIAHOCTI ab0 BUTYyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
A®I; ons BUxigHOro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBuHM (cepTudiikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - HoBuiA cepTudikart
Bifl HOBOrO BMPOGHMKA (3aMiHa ab0 AONOBHEHHS)
noAaHHsa HOBOro cepTudikaTa BiAnoBigHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2008-324 -
Rev 03 gnsa gitouoi peyosuHm Oxymetazoline
hydrochloride Big HoBoro Bupo6Huka CTX
LIFESCIENCES PVT. LIMITED, IHgis
(nonoBHeHHS). 3MiHn | TUNY - 3MiHK 3 SKoCTi. AdDI.
KoHTponb A®I. 3miHa y MmeTogax BUNPOOyBaHHS
A®| abo BUXiAHOrO MaTepiany/NPoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoteci Bupo6HuuTea A®! (iHwi 3MiHM y meTodax
BMNPOGYBaHHA (BK/IOUaOuM 3aMiHy abo
[0noBHEHH:) A®| abo BUXiAHOro/NPOMIKHOTO
NpoAyKTy) 3MiHM y crneumdikaii Ta meTogax
KOHTpONt0 AP| okcumeTasoniHy rigpoxnopuay
BUpo6HMKa CTX LIFESCIENCES PVT. LIMITED,
IHAiA 32 NoKa3HWKOM «laeHTudikauis», 30kpema
[ONOBHEHHSA cneumdikayii 4oaaTKoBUM
BMNPOGYBaHHAM «CnekTp cybCcTaHUii mae
BiiNOBIAATV TUMOBOMY CNEKTPY» METOA0M
PomaHiBcbKoi cnekTpomeTpii (2.2.48) APY*EP*, 3
NPUMITKOIO ** «A0NYCKAETLCA BU3HAYEHHSA
ideHTUdiKauil KOXXHOT TapHOT EMHOCTI»;
[ONOBHEHHS NPUMITKW *** «BU3HAYEHHSA
ineHTudbikauii Ha cepefHiin Npo6i» Ansa Bxe
3aTBEPAKEHNX METOAIB, LLIO 3a3HaYeHi B
MoHorpadii (2.2.24) AdY*, EP* «lHbpauepBoHuii
CNeKTp MOr/IMHaHHA cybcTaHLii mae Bignosigatu
CMeKTPpy CTaHAaPTHOrO 3pasky «OKCUMETa30MiHy
rigpoxnopugy» Ta fkicHa peakuisi Ha xnopuau
(2.3.1) Ady* EP*

6e3
peuyenma

UA/7191/01/03

143.

CAHAKCOH -
1000

MOPOLLOK A/ PO3UUHY
Ans iH'ekuiid, no 1000
Mr no 1 donakoHy y

CeHc
Na6opaTtopic
Mer. /114.

IHAjA

CeHc Jlabopatopic IMBT.
nra.

IHAjA

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpo6HULTBI. 3MiHa po3mipy cepii

3a
peyenmom

UA/18011/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHHI ynakoBsL,i (BK/IHOYatOUM Adiana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (iHLi 3MiHN) BBEAEHHS
[04aTKOBMX po3MipiB cepil [13. 3aTBepaXeHo:
- Ansa posysaHHAa 1000 mr: 30 kr (24038 chnakoHiB).
3anponoHoBaHo: - ana Ao3ysaHHA 1000 mr: 30 Kkr
(24038 dhnakoHis); 70 kr (56089 diakoHis).
144. | CAHAKCOH - | nopoLok Ans po3ynHy CeHc IHAaia CeHc Jlabopatopic NBT. IHAis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/18011/01/02
2000 Ans iH'ekuiid, no 2000 Na6opaTtopic nra. 3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii peuenmom
Mr no 1 donakoHy y Mer. N14. 3aci6. 3MiHM y BUpOOHMLTBI. 3MiHa po3mipy cepii
KapTOHHIA ynakoBsL,i (BK/THOYaOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (iHwi 3MiHW) BBEAEHHS
AopaTtkoBux po3Mipis cepii [N13. 3aTtBepaxeHo: -
Ansa pnosyeaHHs 2000 mr: 10 kr (4006 donakoHiB).
3anponoHoBaHo: - ana Ao3ysaHHA 2000 mr: 10 kr
(4006 dhnakoHiB); 80 kr (32051 dhiakoH).
145. | CENTO®EH kancynu no 10 mr, no AT "Apamep, Monbla BMPOGHMLTBO MonbLla BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/5258/01/01
10 kancyn y 6nicTepi; dapma" Hepo3dhacoBaHOl NpoayKLil, 3MiHu | TUNY - 3MiHKn Wopao 6e3nekn/etpeKTUBHOCTI peuenmom

no 1 a6o no 2
6nicTepy y KapTOHHIl
Kopobui

nepBuHHE | BTOPUHHE
nakysaHHsa: AT «Afamef,
dapmay, Monblua; BuNycK
cepii: AT «Agameg dapma»,
MonbLa

Ta dpapmakoHarnsgy (iHwi 3mMiHn) 3mMiHM BHECEHO
00 IHCTPYKUiT 4151 MegUyYHOro 3acTocyBaHHs
niKkapcbKoro 3acoby A0 po3ainis "B3aemogis 3
HLWIMMKM NiKapcbKMMK 3acob6amMu Ta iHLWi BUan
B3aemogii", "OcobmBoCTi 3acTocyBaHHA"
BiNOBIAHO 4,0 OHOBNEHMX AAHMX LWOAO0 6e3neku
3aCTOCYBaHHSA Aito40T PEYOBVHU NiKapCbKOro
3acoby (pekomeHgauii CMDH). BBefeHHS 3MiH
NPOTArom 6-Tv MiCAILIB NiCNs 3aTBEPOKEHHS.
3MiHn | TURY - 3MiHK Wopao 6esnekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIiT 4719 MeANYHOro
3acTocyBaHHS reHepuyYHUX/ribpruaHMX/6ionoai6HMX
nNiKapcbKnx 3acobiB Nic/s BHECEHHS TiEl camol
3MiHW Ha pethepeHTHW1 npenapaT (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBMX
naHnx) 3MiHM BHECEHO A0 IHCTpyKUii ans
MeAUYHOro 3aCToCyBaHHSA NiKapcbKoro 3acoby Ao
po3ainis "B3aemogis 3 iHLIUMW NikapCbKMMU
3aco6amu Ta iHWi BUuAmn B3aemogiii", "Oco61MBOCTi
3acTocyBaHHs", "lNepeno3yBaHHA" BiANOBIAHO A0
OHOBJIEHUX JaHNX ped)epeHTHOro NiKkapcbKoro
3acoby Sonata 10 mg, hard capsules.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepKeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKili XxapakTepucTuLj NnikapcbKoro
3aco0y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiACTasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6€3Mekn NikapCbKoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby, abo focnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B nicnspeecTpaviliHuii nepios,
ab0 fK pesynbTar OLiHKM 3BITY 3 [OCAIMKEHD,
npoBefeHNX BiAMOBIAHO A0 NAaHy negiaTpuyHnX
pocnipxeHs (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHMUM YNOBHOBaXXEHVM OpraHoM) 3MiHu
BHECEHO A0 IHCTPYKUIiT A58 Mean4HOro
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3fainis
"B3aemogjs 3 iHWKMK nikapcbkumn 3acobamu Ta
iHWi BUAn B3aemogiit”, "OcobamBoCTi
3acTocyBaHHA", "30aTHICTb BN/MBaTU Ha
LIBMAKICTb peakLii Npy KepyBaHHI
aBTOTpaHCNopTOM abo iHWMMKN MexaHismamu'
BiANOBIAHO 4,0 OHOBNEHMX AaHWX LWOA0 6e3neku
3aCTOCYBaHHA Ait040T PEYOBUHN NiKapCbKOro
3acoby. BBefeHHs 3MiH NPOTAroM 6-TW MicsLiB
nicnsa 3aTBepKeHHs

146.

TAHTYM
PO3A®

PO34MH BariHa/IbHWi
0,1 %; no 140 mny
donakoHi ocHalleHoMmy
KaHtoneto 3
KpWLLIEYKOIo AN
3aKpuTTA; No 5
(h/1aKOHIB Y KapTOHHIi
Kopobui

AsieHge Kimike
PiyHiTe
AHXeNiHi
®paHyecko -
AKP.AOD. -
C.n.A.

ITanisa

AsieHge Kimike PiyHiTe
AHxeniHi ®paHuecko
AK.P.A®. C.nA.

ITanis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | Tuny - 3MiHK 3 skocTi. CepTuddikat
BignosigHOCTI/IE-cepTucpikat BignosigHOCTI
€Bponelicbkiii thapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO MPMBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii AdY a6o
€Bponeiicbkoi thapmakonei, abo iHwoi
HaujioHanbHoi hapmakonei gepxasu €C (3miHa y
cneundikauii HecpapmakoneiiHoro A®| ans
npuBeLEeHHs y BiANOBIAHICTb A0 BMMOT dY abo
€Bponelicbkoi thapmakonei, abo iHwoi
HauioHanbHOI chapmakonel gepxasu €C) - AdI.
MpuBeaeHHs cneumdikayii APl y BignoBigHICTb f0
BMMoOr MoHorpadii EP Benzydamine
hydrochloride. 3miHu | TUnNYy - 3MiHK 3 AKOCTI. ADI.
KoHTponb A®l. 3miHa y napameTpax cneuudikauii
Ta/abo foNyCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/NPOMKHWIA
npoayKT/pearexT, Lo BUKOPUCTOBYOTHCA Y
npoueci BupobHuuTBa APl (3By)KeHHS AOMYCTUMUX
MeX, BU3HaYeHuX y cneumdikayii) - 3By)XeHHs
ponyctumoi mexi y cneuudikauii APl ana
nokasHuka 1-6pom-3-xsopnponaH 3 nmt 125 ppm
[0 nmt 33.0 ppm, Lo ABAsiE COBOK BUXiAHWI
marepian Ta NOTEHLHY FeHOTOKCUYHY AOMILLKY, Y
BignosigHocTi fo BuMor KepisHuutea ICH M7.
3MiHu | TUnNY - 3MiHK 3 AKocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
[OMNYCTUMMX MEX, BU3Ha4YeHuX y cnewmdikayisax
Ha A®Il, abo BUXiAHWNIA/MPOMIXHWIA
NpoAyKT/pearexT, Lo BUKOPUCTOBYOTHCS Y

6e3
peuenma

UA/4012/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

npoueci BupobHuuTBa APl (3By)XKeHHS AONYyCTUMUX
MeX, BU3HaYeHuX y cneuundikayii) - 3By)XeHHs
ponyctumoi mexi y cneuudikauii APl ana
nokasHuka 6eHsunxnopmgy 3 nmt 125 ppm go nmt
125.0 ppm, WO SIB/ISIE COO0I0 BUXIAHUIA MaTepian
Ta NOTEHLiliHY TEHOTOKCUYHY AOMILLKY. 3MiHU |
Tmny - 3MiHK 3 sKocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AonycTUMMX
MeX, BU3HaueHux y cneyudikadisx Ha A®l, abo
BVXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Lwo
BMKOPUCTOBYIOTLCSA Y NpoLeci BUpobHuuTea A®I
(iHLWi 3MiHW) - 3MiHa NepioANYHOrO KOHTPOSIO
PO3YMHHKKA Ha PYTUHHWIA KOHTPOJIb KOXHOI cepil
A®I. 3MiHun | TUNY - 3MiHK 3 AkoCTi. ADI.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepioay 36epiraHHs abo ymMoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPIKEHOMY
[0cbe cepTudpikaTa BignosiAHOCTI €EBponeiichkii
chapmakonei, Lo BK/IHYaE nepiog NOBTOPHOTO
BUNPO6YBaHHSA) (Nepiog NOBTOPHOIO
BMNpo6yBaHHsA/nepios 36epiraHHs) - 36ibLIEHHA
abo BBefEHHA nepiody NOBTOPHOIO
BMNpOGYyBaHHs/Nepiofy 36epiraHHsA Ha OCHOBI
pe3ynbTaTiB AOCNiKEHb Y peaslbHOMY Yaci.
36iNbLUEHHS nepioay nepekoHTposio Adl.
3arBepakeHo: 1 pik. 3anponoHoBaHo: 5 pokiB.
3MiHn | TURY - 3MiHK 3 akocTi. A®l. BupobHuUTBO.
3MiHa BUpPOGHYKa BMXiAHOTO/MPOMIXXHOrO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3MiHa BUPOGHMKA
(BKtOvaroun, ae HeobxigHO, MicLe NPOBeAEHHS
KOHTPOO sIKOCTi) ADI (3a BiACYTHOCTI
cepTudpikaTa BignoBigHOCTI EBpONeiChkilt
thapmakonei y 3aTBepAXeHOMY J0ChE)(iHLLi 3MiHW)
-3MiHa BMPOBOHUKA BUXiIZAHOT pevyoBUHN
aHTPaHINoBOT KUC/OTK, O BUKOPUCTOBYETLCS Y
BMPOGHMYOMY npoueci A®| 6eH3ngamiHy
rigpoxnopugy. 3miHu | Tuny - 3MiHu 3 AKocTi. AdI.
Brpo6HMUTBO. 3MiHM B Npoueci BupobHuutea A®I
(He3HauHa 3MiHa y 3aKpuTili YacTUHI MacTep-
thaiina Ha A®l) (B.l.a.2. (') IB)
BHECEHHS HE3HAYHWX 3MiH LLIOA0 BUKOPUCTAHHSA
pereHepoBaHNX PO3YMHHUKIB. PO3UMHHWK, LLO
BMKOPUCTOBYIOTLCA B NpoLeci BUpobHuutea Adl, €
i306yTUOBUIA CNIMPT, aLETOH, KCUION Ta H-TEKCaH.
3rifHO 3 OCTaHHIMU BAOCKOHA/IEHHAMM, LU0 By
BMPOBaXeHi B yNpaBiHHI PO3YMHHUKaMK Npu
CuHTe3i A®|, 3anponoHoBaHO BUKOPUCTOBYBATU
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

JLLIE CBXXI PO3YMHHUKN i300yTUMOBKIA CNPT Ta
aueToH (Lo oTpuMaHi Bif nocTavanbHuKIB). Ans
PO3UYMHHWKIB KCWUON Ta H-TeKCaH 3a/nLmnHe
BUKOPWCTaHHSA 5K CBDKMX TaK i pereHepoBaHyx.
[JoaatkoBo, pereHepoBaHWii PO3UYNHHKK KCUI0N
BUKopucToBYyeTbLCA (dedicated) nuiue 3a npouecom
BMpO6HMLTBa AD| GeH3naamiHy rigpoxiopuay, Lo
3HWXKYE PU3UK NEPEHeCEHHS 3abpyAHEHHS Y
BUINAAI AOMILLIOK Bif iHLUMX NpoLiecis
BMPOGHMLTBA cybCcTaHuiil. 3miHu | TUny - 3MiHu 3
akocTi. A®l. BUpo6HULTBO. 3MiHM BUNPOGYBaHb
abo gonyctummx Mex y npoueci BUpobHuLTBa
A®I, 1o BCTaHOB/EHI y cneyudikauisx
(hopaBaHHs HOBOrO BMMPOOYBaHHA Ta
[ONyCTUMUX MEX) - BBEIEHHSA 104aTKOBOro
BMNPOGYBaHHSA 4718 KOHTposito yictotn (TCL) y
npoLieci BUpOGHULITBA A4/159 BOMOrOro
HaniBnpoAykTy 6eH3ngamiHy rigpoxnopugy, ans
3a6e3neveHHs1 TOMOreHHOCTi 2 cepiii BO/10roro
HaniBNpoAykTy 6eH3ugamiHy rigpoxaopua, s
3MiLLYOTLCA 4151 OTPUMaHHSA NOABINHOIO BMXOAY
CyXO0ro MpoAyKTy. 3MiHu | TMny - 3MiHW 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHM BUNpobyBaHb abo
[0NyCTUMMX MeX y npoueci BupobHuuTtea Adl, o
BCTaHOB/IEHi y crneuudikalisx (4o4aBaHHA HOBOTO
BMMPOOYBaHHA Ta AONYCTUMUX MEX) - BBEAEHHS
[0AaTKOBOro BUNPOoOYyBaHHs «BTpaTa macu npu
BMCyLLyBaHHi» LOD y npoueci BupobHuuTBa Ans
BOJIOrOro HaniBnpoAykTy 6eH3ngamiHy
rigpoxnopuay, 4ns 3abesnevyeHHs rOMOreHHOCTi 2
cepili BOMOroro HaniBnpoaykTy 6eH3ngamiHy
rigpoxnopug, ki 3MilLyoTbCA A5 OTPUMAHHSA
noABIiHOTO BUXOAY CyX0ro npoaykty. 3MiHu | Tuny
- 3miHu 3 AKocTi. A®l. BuUpo6HULTBO. 3MiHN B
npoteci BupobHuuTea A®| (He3HayHa 3MiHa y
3aKpUTIil YacTuHI MacTep-thaiina Ha Adl) -
He3HayHa 3MiHa y 3aKpuTili YyacTuHI MacTep-chaiina
Ha A®I, WO nonsrae y MOX/IMBOCTI 3MiLLyBaHHSA
[IBOX NapTiii BONOroro HaniBnpoayKTy
6eH3vgamiHy rigpoxsopuay 415 OTPUMaHHS
NoABIHOTO BUXOAY CyXOro HaniBnpoaykTy
6eH3maaminy rigpoxnopuay. 3minu | Tuny - 3miHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneundikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BVXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Lwo
BMKOPUCTOBYIOTLCSA Y NpoLieci BUpobHUuTBa API
(8AonoBHeHHSA cneumdikalii HOBUM NOKa3HUKOM
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
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AKOCTI Ta BiAMOBIAHMM METOA40M BUNPOOYBaHHS)-
[OONOBHEHHS cnevumdikayii gns BigHOBMAEHOrO
PO3UYMHHYKKA H-TekcaHy BUNPOBOYBaHHAM Ha
4MCTOTY 3 BiANOBIAHMM METOAOM BUMPOGYBaHHS.
3MiHu | TUNY - 3MiHK 3 AKocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax crneumdikauiin Ta/abo
[ONYCTUMMX MEX, BU3Ha4YeHuX y cnewmdikanisax
Ha A®Il, abo BUXiZHWNIA/MPOMIXHWIA
npoayKT/pearexT, Lo BUKOPUCTOBYOTHCA Y
npoueci BupobHuuTBa APl (3By)KeHHS AONYyCTUMUX
MeX, BU3HaYeHuX y cneuudikayii) - 3By)XeHHs
[OMYCTUMUX MEX A/15 CYMU AOMILLOK Y
cneumdikauii 4715 BiAHOBNEHOIO PO3YMHHMKA
Keunony. 3Mminu | Tuny - 3miHn 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneuudikawii
Ta/abo foNyCTUMUX MEX, BUSHAUEHUX Y
cneuudikauisx Ha Adl, abo BMXigHWUA/NPOMKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYOTHLCA Y
npoueci BupobHuuTea APl (40NOBHEHHS
cneuudikaLii HOBUM NOKA3HUKOM SIKOCTi Ta
BiANOBIAHUM MEeTOA0M BUNPOOYBaHHS) -
[OMNOBHEHHA creumdikayii Ans Bi4HOBNEHOro
PO3YMHHWKA KCUIO0/TY NOKA3HNKOM «HEBIAOMI
OOMILLKM He Ginblue 1,5%>». 3MiHu | Tuny - 3MiHKn 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneundikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BVXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Lwo
BMKOPUCTOBYIOTLCSA Y NpoLieci BUpobHUuTBa API
(monoBHeHHSA cnevmdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMoBigHMM METOA0M BUNPOOYBaHHS) -
[OONOBHEHHS cnevumdikauii s BUXigHOro
marepiany gumetunamidy (DMA) BunpobysaHHAM
Ha YnCTOTY 3 BiANOBIAHUM METOAOM
BUMPOBYBaHHS, L0 06YMOB/IEHO NOKPALLEHHAM
XapaKkTepucTuk ANs BUXigHOro martepiasny. 3MiHu |
Tmny - 3MiHK 3 skocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuucikauii Ta/abo AonycTUMMX
MeX, BU3HaueHux y cneyudikanisx Ha A®l, abo
BVXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Lwo
BMKOPUCTOBYIOTLCSA Y NpoLeci BUpobHUuTBa Ad®I
(monoBHeHHSA cnevmdikaLlii HOBUM NOKa3HUKOM
AKOCTI Ta BifMoBigHMM METOA0M BUNPOOYBaHHS) -
[ONOBHEHHS cnevmdikalii Ha NPOMIXHWIA NPoAYKT
HaTpieBoi coni 1-6eH3un-3 rigpokcnl-H ingasony
HOBWUM MOKa3HMKOM SIKOCTi AJ/151 KOXKHOI HEBigOMOT
[OOMILLKM Ta 3arasibHOI KiJIbKOCTi AOMILLOK Y TecTi
«YucToTa» Ta BignoBigHM METOAOM
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
BMNPOGYBaHHA. 3MiHM | Tuny - 3MiHK 3 skocTi. AdI.
KoHTponb A®l. 3MiHa y napameTpax cneuudikaiii
Ta/abo [onyCcTUMMUX MEX, BUSHAUEHUX Y
cneumdikauisx Ha Adl, abo BMXigHWA/NPOMDKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
npoueci BupobHuLTea APl (A0NOBHEHHSA
cneuudikaLii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiZANOBIAHWM MeTOA40M BUNPOOYBaHHS) -
[ONOBHEHHS cnevuudikalii Ha NPOMKHUIA NPOAYKT
HaTpieBoi coni 1-6eH3nn-3 rigpokcnl-H iHgasony
OHOB/IEHUM METOA0M BUNPOGYBaHHS
147. | TENMICAPTA | Tabnetks no 80 mr; no TOB «TeBa YKpaiHa MepBWHHA Ta BTOPUHHA YropwmHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/14020/01/01
H-TEBA 7 TabneTtok y 6nictepi; YkpaiHa» ynakoBKa, [03BiN Ha BUMYCK IHAis 3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenmom
no 4 6nictepu B cepiii: AT dapmaueBTUYHWIA HalilMeHyBaHHs Ta/abo agpecu Micus
Kopobui 3aBof TeBa, YropLimHa; NPOBaKEHHS AisiSIbHOCTI BUPOGHMKa/imnopTepa
Brpo6HuLTBO roTOBOrO /1iKapCbKOro 3acoby, BKIoUaoun
Hepo3dhacoBaHOol NpoayKLil, LOinbHUL BUNYCKY cepii abo micLe npoBeAeHHs
nepBMHHA Ta BTOPMHHA KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
ynakoBka: TeBachapm IHgjsa BMPOGHMK/IMNOpTep, BK/OYaUM BUMYCK Cepiid)
MeT. N14., IHAiA 3MiHa Ha3BW OAHOrO i3 3aTBEPKEHNX BUPOOHMKIB
N3, 6e3 3miHn micus BUpobHULTBA. TepMiH
BBEAEHHSA 3MiH MPOTAroM 6 micauis nicns
3aTBEPKEHHS.
148. | TUMOINOBY | niodinizoBaHuit [bxeH3alim Higepnax BMPOOHULTBO dpaHuisn/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/15575/01/01
NIH® NopoLIoK AN tOpon B.B. on Hepo3dhacoBaHoro IpnaHgis 3MiHU | TUNy - AOMIHICTpaTUBHI 3MiHX. 3MiHa peyenmom
NpUroTyBaHHsA NPOAYKTY, A03BiN Ha BUNYCK HalimeHyBaHHs Ta/abo agpecu micus
KOHLEeHTpaTy AN cepii: NpoBafKEHHA AiSNIbHOCTI BUPO6HUKA (BKIKOYatoun,
pO34nHy ONns iHdys3il [xenzalim MoniknoHasnc 3a HeObXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJTHO
no 25 mr; Ne 1: no 1 CAC, ®paHuis SIKOCTi), abo BNacHuKka macTtep-gpaiina Ha A®l, abo

poNakoHy B KAPTOHHIl
Kopoobui

nepBUHHa Ta BTOPUHHA
ynakoBKka, [J03Bi/1 Ha BUMYCK
cepii:
[xensaiim Ipnang Nimites,
IpnaHgis

noctavasnbHuka A®l/BuxigHoro
mMaTtepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (AKLLO
3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BifiICYTHOCTI cepTudikaTa BifnosigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoOMy
[ocbe, abo BUPOOHMKA HOBOI AOMOMIXKHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y A0CbE). 3MiHa
Ha3BY BUPOGHUKA, SIKNIA BUKOHYE CEPOOTIYHMIA
aHaU1i3 3paskiB KpoBi 3 OHOPCLKOro TUMYyCY, 3
Neolab, France Ha Unilians Biogroup, France, 6e3
3MiHM MicLA BUPOBHMLTBA. 3MiHM | TNy - 3MiHK 3
AKOCTi. A®I. KoHTposib A®I. 3miHa y napameTpax
cneundikauii Ta/abo JONYCTUMUX MEX,
BM3HAYeHuX y cneyudpikauisx Ha A®l, abo
BUXIAHWIA/MPOMKHWI NpoAyKT/pearexT, Wwo
BMKOPUCTOBYIOTbCS y Npoueci BUpobHuytea Ad|
(BMNYyYEHHSI HE3HAYHOTO NOKa3HKKa SIKOCTI
(Hanpukiag BUIyYEHHs1 3aCTapifioro NokasHmka)).
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peecmpayitiHo2o

nocsi0OYeHHs

BunyyeHHs nokasHvKa SKoCTi BUNPOGYBaHHSA
4YepBOHUX KPOB'AHUX Tineub (Red Blood Cells —
RBC) Ha Bipyc 3ika 3 napameTpiB cnevuudikadliii
npu BUpoOHNLTBI ADI, y 3B'A3KYy 3 OHOB/IEHHAM

pernameHTy FDA 040 NOBOAXKEHHS 3
mMarepianamu KpoBi i3 BUNYYEHHAM BUMOT LLOA0
TeCTyBaHHS Ha HasBHICTb Bipycy 3ika y KpoBi Ta ii
KOMMOHEHTax, Sk Takoro, Lo binbLue He €
(hakTopoM BUCOKOTrO pu3nKy. OHOBNEHHS
p.3.2.S.2.3 KoHTponb MaTepiaslis, BUNPaB/IEHHS

Tnorpad)ivyHoi NOMUIIKK, @ came BUTYyYEHHS

Kputepis «Children with a history of rapid
progressive dementia or degenerative neurological
disease, including those of unknown origin»

149.

TUMOrnoby
NIH®

niochinizoBaHnii
NOPOLLIOK A/1A
NpUroTyBaHHA
KOHLeHTpaTy ans
pO34nHy ANns iHdys3il
no 25 wr;

Ne 1: no 1 chnakoHy B
KapTOHHIA KopoobLi

[hxeH3alim
tOpon B.B.

Higepnan
an

BMPOGHMLTBO
Hepo3dacosBaHoro
NpOAYKTY, A03BiN Ha BUNYCK
cepii:

[bxeHzalim MoniknoHanc
CAC, ®paHuis
nepBMHHA Ta BTOPUHHA
ynakoBKa, [j03BiN1 Ha BUMYCK
cepi:

[xensalim Ipnang Nimites,
IpnaHgis

PpaHuia/
IpnaHgis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHn | TUNY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0
y3arasibHeHUX JaHnX Npo cUcTemy
thapmakoHarnsay (BBefeHHs y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBAXXEHOT 0CO6MU, BignoBiganbHOI 3a
3[iiCHEeHHs1 hapMakoHarIsay; KOHTaKkTHOI ocobu 3
chapmakoHarnsgy 3asaBHUKa g1 34ilCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0CO6WU, BiAMOBIfa/IbHOI 3a
3[iicHeHHs hapMakoHarnsay (Bkiyakyn
KOHTaKTHi AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHi
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3asIBHVKA, BifnoBiganbHOI
3a thapmakoHarnag,

[itoua pepaxuis: Epik Teo / Eric Teo, MD.
MponoHoBaHa pepakuisi: Xaiike Lonnep / Heike
Schoepper. 3MiHa KOHTaKTHUX AaHNX
YMOBHOB&XeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a thapmakoHarnag. 3MiHa MicLe3Haxo4KeHHs
MacTep-haina cuctemu hapmakoHarnsgy. 3miHa
MicuUsi 34iACHEHHS OCHOBHOI AisIbHOCTI 3
dhapmakoHarnsgy.

3a
peyerimom

UA/15575/01/01

150.

TUPOIEH®
0,9 MI

MOPOLLIOK AN
NPUroTyBaHHs
po3uuHy (0,9 mr/mn)
Ans iH'exkuii no 1,1 mr
2 (pnakoHu 3
NOPOLLKOM Y
KapTOHHI KopoobLi

[hxeH3alim
tOpon B.B.

Higepnax
an

[xensaiim Ipnang Nimites,
IpnaHgjis (BMpo6bHULTBO
KIHLLeBOro NpoayKTy
(fillffinish), KoHTpONb cepii,
nepBMHHA Ta BTOPUHHA
ynakoBka, [J03BiN1 Ha BUMYCK
cepii); JxeH3ainm
KopnopeiiwH, CLUA
(BUpOGHMLTBO
Hepo3acoBaHOi MPoAyKLi);

Ipnangis/
CLUA/
Benuka
BpuTtaHis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHM | TNy - 3MiHK WoAo 6e3nekn/edheKTNBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsay (BBefeHHs y3araibHeHUX faHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3[iiCHeHHA hapMakoHarnsagy; KOHTaKkTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
dhapMakoHarnsay B YKpaiHi, KLU0 BOHA BigMiHHA

3a
peyerimom

UA/9743/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
OKEH3ANM NIMITEL, Bifl yNOBHOBaX€EHOI 0CO6WU, BiAMOBIAa/IbHOI 3a
Benvika bputaHisi (BTOpMHHA 3pificHeHHs hapMakoHarnsay (Bkiyakyu
ynakoBka, [03BiN Ha BUNYyCK KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHi
cepii) macTep-aiina cuctemy papmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3as1BHYVKA, BifnoBiganbHOI
3a thapmakoHarnsa.
[itoua pepaxuis: Epik Teo / Eric Teo, MD.
MponoHoBaHa pepakuisi: Xaiike Lonnep / Heike
Schoepper. 3miHa KOHTaKTHUX faHWX
YMOBHOB&XeHOT 0CObM 3as1BHMKA, BifnoBigasibHOT
3a thapmakoHarnag. 3MiHa MicLue3Haxo4KeHHs
MacTep-chaiina cuctemu chapmakoHarnagy. 3MiHa
MicuUsi 34iACHEHHS OCHOBHOI AisIbHOCTI 3
dhapmakoHarnsgy.
151. | TIAPA AYO TabneTkun, BKpUTI MpAT YkpaiHa MpAT "dapmaueBTuyHa YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/16280/01/01
N1iBKOBOO "®apmaveBTu ipma "JapHnus” 3MiHM | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii peyenmom
060/10HKO10, N0 160 yHa chipma 3aci6. KOHTPO/1b rOTOBOrO NiKapcbKoro 3acooy.
Mmr/25 mr, no 7 "AapHnus” 3MiHa y meTogax BMNpPOGyBaHHS roTOBOro
TabneToK y KOHTYpHii nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
YapyHKOBIli ynakoBLyj; BMNPO6YBaHb (BK/IOYAOUM 3aMiHy abo
no 2 abo no 4 [ONOBHEHHS)) - 3MiHa MeToAy BUNpoGyBaHHs /13
KOHTYPHi YapyHKOBI 3a NOKa3HUKOM «PO3UMHEHHs», a came:
ynakoBKM B nayLi no 3anponoHOBaHO NPOBOAWTM aHasi3 KOHTPO/I0
14 TabneTok y AKOCTi METOA0M BUCOKOE(EKTUBHOI PigNHHOT
KOHTYPHIli YapyHKOBIi Xpomatorpadii 3amicTb CnekTpodOTOMETPUYHOTO
ynakosLi, no 1 a6o no MeTosay.
2 KOHTYpPHi YapyHKOBI CynyTHS 3MiHa
yMakoBKU B MayLli - 3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneungikauii Ta/abo gonycTnMmx
MeX rOTOBOr0 /iKapcbKoro 3aco6y (iHwWi 3miHW)
152. | TIAPA Ayo TabneTtku, BKPUTI MpAT YkpaiHa MpAT "dapmaresTuyHa Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16280/01/02
NiBKOBOO "®apmaueBTu dipma "OapHuus" 3MiHM | TUny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii peyenmom
060n0HkKot0, No 160 yHa thipma 3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby.
mr/12,5 mr, no 7 "fNapHuus" 3MiHa y MeTofax BUNpobyBaHHSA rOTOBOrO

TabneToK y KOHTYpPHii
YapyHKOBIli ynakoBLyj;
no 2 a6o no 4
KOHTYPHI YapyHKOBI
ynakoBKM B nauLi no
14 TabneTok y
KOHTYPHIli YapyHKOBIi
ynakosLii, no 1 a6o no
2 KOHTYpPHi YapyHKOBI
yMakoBKU B mauLli

NikapcbKoro 3acoby (iHwi 3MiHM y MeTogax
BMNPOGYBaHb (BK/THOYaouM 3amiHy abo
[ONOBHEHHS)) - 3MiHa MeToAy BUNpo6yBaHHsA /13
3a NOKa3HUKOM «PO3UYMHEHHS», a caMe:
3anponoHOBaHO NPOBOANTM aHasli3 KOHTPO/0
SAKOCTi METOA0M BMCOKOE(EKTUBHOI PigNHHOT
Xpomarorpadii 3aMicTb CNEKTPOHOTOMETPUYHOTO
meToay.

CynyTHS 3MiHa
- 3MiHM 3 IKOCTi. [OTOBWIA NiKapcbKuii 3acio.
KoHTposib rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMmX
MEXX roTOBOrO JliKapCbKoro 3acoby (iHLLi 3MiHW)
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
153. | TIAPA AYO TabneTku, BKpUTI MpAT YkpaiHa MpAT "dapmaueBTuyHa YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 3a UA/16280/01/03
nNiBKOBOIO "®apmaueBTu chipma "JapHuus” 3MiHM | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii peuenmom
060n0HkKot0, No 80 YyHa hipma 3aci6. KOHTpOos1b rOTOBOTO NikapCbKoro 3acoby.
mr/12,5 wmr, no 7 "fapHuua" 3MiHa y MeToAax BMNpoGyBaHHS rOTOBOrO
TabNeToK y KOHTYpHii nikapcbkoro 3acoby (iHLwWi 3MiHW y MeTogax
YapyHKOBIli ynakosLj; BMNPOGYBaHb (BK/IOYaOUM 3amiHy abo
no 2 a6o no 4 [OMNOBHEHHS)) - 3MiHa MeToAy B1NpobyBaHHs /13
KOHTYpPHIi YapyHKOBI 3a NOKa3HUKOM «PO34MHEHHs», a came:
ynakoBKM B nayLj no 3anponoHOBaHO MPOBOANTU aHani3 KOHTPOSIHO
14 TabneTok y SIKOCTi METOA0M BMCOKOE(EKTNBHOI PigUHHOT
KOHTYPHili YapyHKOBIi Xpomatorpadii 3aMiCTb CNeKTPOotHOTOMETPUYHOTO
ynakosui, no 1 a6o no MeTogy.
2 KOHTYpPHi YapyHKOBI CynyTHS 3MiHa
ynakoBKU B navi - 3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JonyCTUMUX
MEX rOTOBOr0 NiKapcbKoro 3acoby (iHWi 3mMiHW)
154. | TIBAPIIH-H pO3unH Ns iHQysil, TOB YkpaiHa KOHTPO/Ib, BUMYCK Cepii: Ykpaina/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/19033/01/01
42 mr/mn no 100 mny "®OAPMACEN" TOB "®APMACE/T", YkpaiHa | peuis 3MiHM | TRy - 3MiHK WoAo 6e3nekn/edheKTNBHOCTI peyenmom
donakoHi, no 1 Hepo3dhacoBaHa NpoayKLis, Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0
chnakoHy B navui 3 nepBUHHa Ta BTOPUHHA y3arasibHeHVX AaHnx Npo cuctemy
KapTOHY ynaKkoBKa, KOHTPO/Ib: thapmakoHarnsay (BBefeHHs y3araibHeHUX JaHnX
BIOCEP C.A. npo cuctemy papmakoHarnsgy, amiHa
MAPEHTEPAJ1 CO/MKIOLWHC YNOBHOBAXEHOT 0CO6MU, BignoBiganbHOI 3a
IHOACTPI, Ipeuis 3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
chapmakoHarnsgy 3asaBHUKa A1 34ilCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0CO6WU, BiAMOBIfa/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiyYakyn
KOHTaKTHi AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHi
macTep-aiina cuctemy hapmakoHarnsay). 3miHa
YNOBHOB&XEHOT 0CO6U 3asIBHVKA, BifnoBiganbHOI
3a (hapmakoHarnsg,
[itoua pepakuis: MNpoueHko ManuHa AHaToriiBHa.
MponoHoBaHa pepfakuis: CynpyH Egyapa
BonogmmupoBumy. 3MiHa KOHTaKTHUX JaHWX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
thapmakoHarnag. 3MiHa Homepa macTep-ghaina
cucTeMu dpapmakoHarnsgy.
155. | TOXXEO pO34UH A8 iH'EKLiA, CaHodi- HimeuuunH CaHodi-ABeHTic JoinunaHg HimeuyunHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/14720/01/01
CO/NIOCTAP 300 Oga./mn Ne 1, Ne 3, ABeHTIC a 6X 3MiHu | TUNY - 3MiHKn Wopao 6e3nekn/etheKTUBHOCTI peuenmom
Ne5:no1,5mny [oliunang, Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
KapTpuaXi, 6X

BMOHTOBaHOMY B
0/IHOPa30BY LUMNPULL-
pyuky; mo 1, 3 a6o 5
LUINPULI-PYYOK B
KapTOHHI/ Kopobui

y3araslbHeHNX AaHux rnpo cuctemy
thapmakoHarnagy (BBeAeHHS y3arasibHEHUX JaHnUX
npo cuctemy gpapMakoHarnsgy, smiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a
3[jiCHEHHs1 hapMakoHarsay; KOHTaKTHOI ocobu 3
hapMakoHarnsay 3asBHvKa A5 34iINCHEeHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
BiJ, yNOBHOBaXXEHOI 0C06M, BigNoBiganbHOI 3a
3ailicHeHHA hapMakoHarnsagy (BKioyaum
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-aiina cucremu chapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a hapmakoHarnsg,.

[litova pepakuis: Epik Teo / Eric Teo, MD.
MponoHoBaHa pepakuis: Xaiike LWonnep / Heike
Schoepper. 3MiHa KOHTaKTHUX AaHKX
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifnoBiganbHOI
3a (hapmakoHarnag. 3miHa MicLe3Haxo4KeHHs
mMacTep-aiina cuctemu dhapmakoHarnisgy. 3MiHa
MicL 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.

156.

TPAMALON
KAJILEKC

PO34MH ANA iH EKLi,
100 mr/2 mn; no 2 mn
B amnyni; no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIli ynakoBLyj
(nigaoHi); no 2 abo no
20 KOHTYPHUX
YapyHKOBUX YNaKkoBOK
(nigaowiB) B navui 3
KapTOHY

AT "Kanuekc"

Natsis

AT "I'piHgekc", Natsis

(BMPOGHKK, AKUIA BifNoBiAaE

32 KOHTPO/b

cepii/BunpobyBaHHs); AT

"Kanuekc" , Natsis

(BMPOGHYK, Sk BignoBiAae

3a Bunyck cepii); X6M

®apma c.p.o., CrnosayunHa

(Bci cTagii BMpo6HMYoro

npovecy, KpiM BUMYyCKy cepir)

Natgis/
CnosayuvHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHKM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKkTepucTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acTocyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3Mneku NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviliHvin nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BiTY 3 JOCNiIKEHDb,
npoBeAeHnX BigNOBIAHO A0 NaHy nejiatpudHmnx
pocnigmkens (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHVUM OpraHom). 3MiHu
BHECEHI [0 IHCTPYKLii 4519 MeM4HOoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiit", "OcobnmnsocTi
3actocysaHHs", "MNepeno3ysaHHs", "Mo6GiYHi
peakuii" BignoBigHO A0 OHOBMEHOI iHchopMmaL,i 3
6e3nekun Aityoi pevyoBUHN.

3a
peyenmom

UA/16468/01/01

157.

TPEHAKCA

PO34MH A8 iH KL,
100 mr/mn no 5 mn
a6o no 10 mn B
amnynax; no 1 abo no
5, a6o no 10 amnyn B
YapyHKOBIli ynakoBLyj;
no 1 yapyHKoBili
yMaKoBLji B KAPTOHHIl
Kopobui

Makneogc
PapmMacboTUK
aunc Nimiteq,

IHais

NabiaHa ®apmaueBTikasic,

C.y.

IcnaHis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHM | TNy - 3MiHK Woao 6e3nekn/edheKTNBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsay (BBefeHH y3araibHeHUX JaHnX
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBAXEHOT 0CO6MU, BignoBiganbHoI 3a
3[iiCHeHHA hapMakoHarnsagy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKL0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6WU, BiAMNOBIfabHOI 3a
3[iicHeHHs hapMakoHarnsay (Bkioyakyn
KOHTaKTHi AaHi) Ta/abo 3MiHU Y pO3MiLLEeHHi

3a
peyerimom

UA/15269/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MacTep-aiina cuctemu papMakoHarisay) -
3MiHa KOHTaKTHOT 0CObU 3asiBHUKA,
BiANOBIAa/bHOI 3a hapmakoHarnsg B YkpaiHi.
[itoua pepakuis: MHiTeubka /ltoboB BanepiiHa.
MponoHoBaHa pepakuisi: Kyumba TeTaHa
BacunisHa. 3MiHa KOHTaKTHUX faHNX KOHTaKTHOT
0Cco6M 3asiBHKKA, BignoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. 3miHa Homepa mactep-
chaiina cuctemu chapmakoHarnsgy
158. | TPECIBA® PO34MH A8 iH'EKLN, A/T HoBo [anis Brpo6HMLTBO, HAMOBHEHHS [Lanisa/ BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/14264/01/01
®JIEKCTAY® | 100 O4/mn no 3 Mny Hopgaick B NEPBUHHY yNakoBKy Ta PpaHuis 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenmom
KapTpuaXi, Skui KOHTPO/b Gasnky. Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
MICTUTBbCA Y BignosiganbHWii 3a Bunyck: y3arasibHeHUX JaHnX npo cucTemy
6araTopa3osiii A/T Hoso Hopgick, AaHis hapmakoHarnagy (BBeAeHHs y3arasibHeHUX JaHnX
04HOPA30BIN Wnpuu- KomnnekTyBaHHs, npo cuctemy oapMakoHarnsgy, amiHa
pyuui; no 1 abo 5 MapKyBaHHS Ta BTOPVHHE yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
LUMPULL-PYYOK Y nakyBaHHS! rOTOBOrO 3AiiCHeHHA hapMakoHarnsaay; KOHTaKkTHOT 0cobu 3
KapTOHHI Kopobui npoaykTy. KOHTposb SKOCTI thapmakoHarnagy 3asBHuUKa Ans 34iiCHEHHSA
6asKy roToBOro NpPoAyKTy Ta thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
KiHLLeBOro roToBOro BiJ, yNOBHOBaXEHOI 0C06M, BigNoBiganbHOI 3a
NPOAYKTY: 3fiicHeHHs hapmakoHarnagy (Bkioyarun
A/T HoBo Hopgaick, JaHis KOHTaKTHi AaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
Bupo6HMK mMacTep-gaiina cuctemu papmMakoHarasay). 3miHa
Hepo3acoBaHoro KOHTaKTHOI 0CO6U 3asBHWMKa, BiANOBIAaIbHOT 3a
NpPoAyKTY, HaNOBHEHHS B thapmakoHarnag B Ykpaini. [iloua pegaxuis:
NepBUHHY YNakoBKy Ta NacTtoBeHko AHHa CepriiBHa. MNponoHoBaHa
KOHTPO/b SIKOCTi Gasiky pegakuisi: Tkayu Map'aHa TapaciBHa. 3miHa
roTOBOrO NPOAYKTY; KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
MapKyBaHHs Ta BTOPUHHE BiANOBIA&/ILHOT 3a hapmakoHarnsag B YkpaiHi
nakyBaHHS:
Hoso Hopgaick MpoatokcboH
CAC, ®paHuis
159. | TPUAKYTAH masb no 15 ry Ty6i; no MAT Ykpaina MAT "Kvismegnpenapat” Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/4454/02/01
® 1 Ty6i B mayui "KuiBmegnpen 3MiHu | TUNY - 3MiHK 3 aKocTi. A®Il. KoHTposb AdI. peyenmom
apar” 3MiHa y napameTpax cneuudikadii Ta/abo

[OMNYCTUMMX MEX, BU3Ha4YeHuX y cnevmdikanisax
Ha A®|, abo BUXiZHWNIA/MPOMIXHWIA
NpoAYyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea APl (40NOBHEHHS
cneuudikavii HOBUM NOKA3HUKOM AIKOCTi Ta
Bi4NOBIAHMM METOA0M BUNPOOYBaHHS) BBEAEHHS
HOPMYBaHHS Ta BifMnoBigHOI METOAMKN BXiAHOTO
KOHTpON0 A®I KNOTPUMa3o/y 3a NoKasHUKOM
«Onue» ansa anbTepHaTUBHOMO BUPOBHYKA.
3MiHn | TURY - 3MiHK 3 sKocTi. APl. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
LONyCTUMUX MEX, BU3HAYEHMX Y cneumdikaLisx
Ha A®|, abo BUXiAHWNIA/MPOMIXKXHWIA
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHCSA Y
npoueci BupobHuMLUTBa API (4,0NOBHEHHSA
cneumdikaLii HOBUM NMOKA3HNKOM SIKOCTi Ta

BiANOBIAHUM MeTOA0M BMNPOOYBaHHS) BBEAEHHS
HOpPMYBaHHS Ta BiZNOBi4HOI METOAMKN BXifHOro
KOHTpOoNt0 A®I K10TPUMa30/y 3a NOKa3HUKOM
«PO3UMHHICTb» A4N19 a/lbTEPHATUBHOIO BUPOOHNKA.
3MiHu | TUNY - 3MiHK 3 AKocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax crneumdikaiiin Ta/abo
[ONYCTUMMX MEX, BU3Ha4YeHuX y cnewmdikayisax
Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA
NpoAYyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea APl (40NOBHEHHS
cneuudikaLii HOBUM NOKA3HUKOM SIKOCTi Ta
BiANOBIAHUM MeTOA0M BUNPOBYBaHHSA) BBEAEHHS
HOPMYBaHHS Ta BifMnoBigHOI METOAMKM BXigHOTO
KOHTpONto A®I K1OTpUMa3osy 3a NoKasHUKOM
«lgeHTudikauis» ons anbTepHaTUBHOMO
BVPOGHMKA.
3MiHu | TUNY - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax crneumdikauiin Ta/abo
[ONYCTUMMX MEX, BU3Ha4YeHuX y cnewmdikanisax
Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA
NpoAYyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea APl (40NOBHEHHS
cneuudikaLii HOBUM NOKA3HUKOM SIKOCTi Ta
BiANOBIAHUM MEeTOA0M BUNPOOYBaHHSA) BBEAEHHS
HOPMYBaHHS Ta BifMnoBigHOI METOAMKM BXiAHOTO
KOHTpoNto A®I K10TpUMa3osy 3a NoKasHUKOM
«BTpaTa B Maci npv BMUCYLLYBaHHI» 4115
a/IbTEPHATUBHOIO BUPOBHMKA. 3MiHW | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTposnb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BMKOPUCTOBYIOTbCA Y Npoueci BUpobHuytea Ad|
(monoBHeHHS cnevmdikaLii HOBUM NOKa3HUKOM
AIKOCTi Ta BiAMNOBIAHMM METOA40M BUNPOOYBaHHS)
BBE/IeHHS1 HOPMYBaHHS Ta BifMNoBiAHOT METOANKN
BXi4HOro KoHTposnto A®| knoTpumasony 3a
nokasHukoM «CynbhatHa 301a» Ans
aNbTEPHATMBHOIO BUPOGHMKA. 3MiHu | TNy -
3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AonycTUMMX
MeX, BU3HaueHux y cneyudikadisx Ha A®l, abo
BVXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Lwo

BMKOPUCTOBYIOTLCSA Y NpoLieci BUpobHUuTBa API
(8AonoBHeHHSA cneumdikalii HOBUM NOKa3HUKOM
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
AKOCTi Ta BiAMOBIAHMM METOA0M BUNPOOYBaHHS)

BBE/IeHHS1 HOPMYBaHHS Ta BifMoBiAHOT METOANKN
BXiIHOro KoHTposto APl knoTpumasony 3a
nokasHukoM «CynpoBigHi AOMILLKW» ANS
albTepHaTUBHOIO BUPOBHMKA. 3MiHW | Tuny -
3MmiHu 3 aKocTi. A®l. KoHTposb APl. 3miHa y
napameTpax cneuudikauii Ta/abo JoNyCcTUMUX
MeX, BU3HaYeHuX y cneuudikauisx Ha Adl, abo
BUXiQHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BUKOPWCTOBYIOTbCSA Y Npoueci BUpobHuuTBa Ad|
(4oNOBHEHHS cneumdikavii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHMM METOA0M BUNPOOYBaHHS)
BBE/IeHHS1 HOPMYBaHHS Ta BifMOBIAHOT METOANKN
BXiHOro KOHTposito A®I KnoTpumasony 3a
nokasHnkoM «KinbkicHe BU3HAYEHHS» A1A
a/IbTEPHATUBHOIO BUPOBHMKA. 3MiHW | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTposnb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y cneyudikauisx Ha Ad®l, abo
BUXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
BMKOPUCTOBYIOTbCSA Y Npoueci BUpobHuytea Ad|
(monoBHeHHS cnevmdikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BiAMNOBIAHMM METOA40M BUNPOOYBaHHS)
BBE/lEHHS HOPMYBaHHSA Ta BiANOBiAHOI METOANKM
BXi4HOro KoHTposnto A®| knoTpumasony 3a
NOKa3HMKOM «PO3Mip 4acTok» Ans
anbTepHaTUBHOIO BUPOGHMKa. 3MiHu Il Tny -
3MmiHu 3 sKocTi. A®l. Bupo6bHMLTBO. 3MiHa
BUPOBHMKa BUXIAHOTO/NMPOMIXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCH Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPOGHMKa
(BKntOYaroun, fe HeobxiaHO, MicLe NPOBeAEHHS
KOHTpONto skocTi) APl (3a BigcyTHOCTI
cepTudikaTa BigNOBIAHOCTI EBPONEChKIl
thapmakonei y 3aTBep)keHOMYy L0CbE)(BBELEHHS
HOBOro BMPO6HMKa APl 3 HagaHHAM MacTep-
thaiina Ha A®I) CynyTHsa 3MiHa - 3MiHU 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y MeToAax
BuNpobysaHHA A®| abo BuxigHoro
Marepiany/npoMiXXHOrO NPoAyKTy/peareHTy, Lo
BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(iHwWi 3MiHK y MeTogax BUNPOBOYyBaHHA (BKIOYaUM
3amMiHy abo fonoBHeHHs1) APl abo
BUXIZAHOrO/NPOMIXHOr0o NPOAYKTY) BBELEHHS
anbTepHaTUBHOIO BUPOGHMKa AD| knoTprMasony
AMOLI ORGANICS PVT. LTD., IHgia. Ak Hacnigok
BHECEHHS 3MiH B cneumdikauito Ta meToau

BXIIHOrO KOHTPO/II0 3@ MOKa3HWKOM "3a/IULIKOBI
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
KifIbKOCTi OpraHiyHnX pO34MHHUKIB".
160. | TPMUMCINA TabneTtku, BKPUTI Makneopc IHais Makneopc IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/8739/01/01
200 NiBKOBOO PapmacboTUK dapmacbloTukanc fimiteq 3MiHM | TNy - AOMIHICTPaTMBHI 3MiHX. 3MiHa peyenmom
060/10HKOI0, Mo 200 aunc Nimiteq, HalilMeHyBaHHs Ta/abo agpecu micus
Mr, o 6 TabneTok y NpoBaKEHHS AiSNIbHOCTI BUPOBGHUKa/imnopTepa
ctpuni, no 1 a6o no 5 rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaumn
CTPUMIB Yy KAPTOHHIM AiNbHULI BUNYCKy cepii abo MicLie NpoBeAEeHHS
ynakosLi; no 15 KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a Ky Bignosigae
TabneTok y cTpuni; no BMPOGHMK/IMNOPTEpP, BKIOYA0UM BUMYCK CEPIif) -
1 a6o no 2 ctpunu y 3miHa agpecu BupobHuka 113 Maknieogc
KapTOHHIiA ynakoBL,i dapmacbroTukanc Mimites, IHAIA, 6e3 3MiHu Micus
BMPOGHMLTBA. 3MiHW BHECEHI B IHCTPYKL,ilO A4N15
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ain "Micue3HaxompkeHHs BUPO6HYKa Ta afgpeca
MiCLii MPOBA)KEHHS NOro Ais/IbHOCTI" 3
BiANOBIAHVMY 3MiHAMW B TEKCTI MapKyBaHHS
ynakoBOK. BBeieHHs 3MiH NpOoTArom 6 micsauis
nicns 3aTBepakKeHHs
161. | PAPMAKCO PO34UH ON18 iH'EKLLN, TOB Ykpaina KoHTpO/b, BUMYCK cepii: Ykpaina/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/13932/01/01
H 250 mr/mn no 2 mn "®APMACEN" TOB «®APMACE/1», HimeuunHa 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmom
abo no 4 mn B amnyni; YkpaiHa Ta papmakoHarnsgy. BeegeHHs abo 3miHu o
no 5 amnyn B nauj 3 BTopvHHa ynakoBka, y3arasibHeHUX JaHnx npo cucTemy
KapToHy KOHTPO~b: thapmakoHarnsgy (BBeeHHs y3arabHeHUX faHnx
XOJTOMAK npo cuctemy gpapMakoHarnsgy, smiHa
depnakyHrcTexHik MTmoX, yMNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a
HimeuunHa 3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI ocobu 3
Bupo6HMLTBO thapmakoHarnagy 3asBHuka Ans 34iiCHeHHA
Hepo3hacoBaHOol NPoAyKLil, hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHA
nepBrHHA Ta BTOPUHHA BiJ, yNOBHOBaXEHOI 0C06M, BignNoBiganbHOI 3a
ynakoBKa, KOHTPO/b: 3[ilicHEeHHS (papMakoHarnsay (Bkarvaroum
XONOMAK KOHTaKTHi AaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
depnakyHrcTexHik Mo6X, macTep-galina cuctemu papmMakoHarssay). 3miHa
Himeuunna YMOBHOB&XEHOT 0CO6M 3as1BHMKA, BignoBiganibHOT
3a hapmakoHarnag,.
[Litova pepakuis: MNpoueHko ManvHa AHaToniiBHa.
MponoHoBaHa pegakuis: CynpyH Egyapg,
BonogvmmnpoBuy. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOT 0CO6MU, BigNoBiganbHOI 3a
hapmakoHarnsg. 3miHa Homepa mMacTtep-cthainna
cucTteMmn hapmakoHarisgy.
162. | ®EPPYM JIEK | TabneTku XyBasibHi N0 CaHpo3 CnoseHis Jlek ®apmaueBTMyHa CnoBeHisa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/0127/02/01
100 wmr; no 10 dapmacbloTika KOMMaHisi 4.4, 3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peyenmom
TabneTok y ctpuni abo n3 a.g. 3aci6. KOHTpONb roToBOro Nikapcbkoro 3acoby.

y 6nicTepi, no 3
cTpunun abo 6nictepn
B KapTOHHIl Kopo6uyi

3MiHa y MeToax BMNPOGYyBaHHS TOTOBOIO
NiKapcbKoro 3acoby (HesHayHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOGYBAHHS) - 3MiHaA Y
MeTOAi BUNPOo6yBaHHS 3a NOoka3HUKOM «KinbkicHe
BM3HAYEHHSI», @ came: 101al0TbCs a/lbTEPHATUBHI
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o

3acoby ynakoska) nocsioyeHHs1
[OBa CTaHAApTW Y 3B'A3KY i3 BiACYTHICTIO y AaHWii
yac ctaHgapTy 3anisa. 3MiHu | Tuny - 3MiHu 3
AKoCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPOBGYBaHHSA roTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEPAXEHUX MeTofax
BMNpPOGYBaHHSA) - 3MiHa Y MeToi BUNpobyBaHHs 3a
MOKa3HMKOM «PO34/MHEHHS», a caMe: AO0AAITbCS
anbTepHaTUBHI ABa CTaHA4apTu y 3B'A3KY i3
BiICYTHICTIO Y flaHuii yac cTaHAapTy 3anisza. 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOTO /liKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHNX
meTogdax BunpobysaHHs) (B.11.r.2. (a) 1A)
3MiHa y MeToZi BUNpo6yBaHHSA 3a NOKa3HUKOM
«OfHOPIAHICTb AO30BaHVX OAVHULB», a came:
[0falTbes aslbTePHATUBHI iBa CTaHJapTn y
3B'A3KY i3 BIACYTHICTIO Y flaHuiA yac cTaHgapTy
3asisa.

163. | ®PIBPUTA MOPOLLOK Ta OkTachapma ABcCTpis Brpo6Huk, BignoBiga bHWi Lsewjs/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/18890/01/01
PO3YMHHWK AN1A dapmaueBTuk 3a NEePBUHHY YNakKoBKY, AscTpis/ TexHiyHa nomusika (3rigHo Hakaly MOS3 Bif, peyenmom
pPO34unHy Ana a KOHTPO/b SIKOCTi, BUMYCK HimeuunHa 23.07.2015 Ne 460) BunpaBneHo TexXHi4Hy
iH'ekuii/indoysiin, no 1 r | MNpoaykTioHcre cepii: NOMW/IKY B IHCTPYKUIT 4719 MEeANYHOro
MOPOLLKY Y CK/IAHOMY c. M.6.X. OkTadhapma AB, LBeuis 3acTOCyBaHHS NiKapcbKoro 3acoby B po3gini
donakoHi; no 50 mn Brpo6HWK, BiANOBiAabHMIA "Oco6nmBocTi 3acTocyBaHHA". BATBEPIDKEHO:
po3unHHKKa (Boga Ans 3a BMpo6HMLUTBO in bulk, 9. 3akpinuTy WNpuL, Ha giNbTPI, WO HagaeTbes
iH €KUII) y cKnsiHOMY NepBUHHY Ta BTOPUHHY (pucyHok 6), Ta npuegHaTh inbTp A0
dhnakoHi. Mo 1 yNaKkoBKy, MapKyBaHHS, HakoHeuYHwKa Jlioepa npuctpoto Octajet Ha
h1akoHy 3 NOPOLLKOM, Bi3yaslbHy iHCMEKLjt0, dhaKoHi, WO MICTUTb NOPOLLOK (PUCYHOK 7).
no 1 dpriakoHy 3 KOHTPO/Ib SKOCTi, BUMYCK 3AMPOMNOHOBAHO: 9. 3akpinuTy LWNpuL, Ha
PO34MHHMKOM, No 1 cepi: QiNbTPI, WO HagaeTbesa (PUCYHOK 6), Ta NpueaHaTu
npuctpoto Octajet gns OkTathapma dPapmaresTumka inbTP 40 HakoHeuyHuka JSlyep-J1oK NpUCTPOLD
nepeHocy, no 1 MpopykTioHcrec. m.6.X., Octajet Ha dhnakoHi, L0 MIiCTUTb MOPOLLOK
hiNbTPY B KAPTOHHIl ABCTpis (pucyHok 7). 3a3HayeHe BUNpaB/eHHs BiAnoBigae
Kopoobui Brpo6HuK, BignoBiga bHWiA apxiBHMM MaTepiasiam peecTpav,iliHoro foCbe.

3a Bi3ya/lbHU KOHTPO/Ib,
MapKyBaHHS, BTOPUHHY
yNaKoBKy:
OxTtachapma [fleccay 'm6X,
HimeuunHa
Brpo6Huk, BignoBigaibHWi
3a BUPOGHNLTBO
po3yMHHYKKa (Boga Ans
iH'EKLil):
B. BpayH MencyHreH Arl,
HimeuunHa
164. | PIOKONA® NMOpOLUOK ANs Habpoc IHAia Habpoc ®apwma MMBT. /174. IHAis BHECEHHS 3MiH [10 peecTpaviiHix maTepianis: 6e3 UA/19169/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
CALLE OpasIbHOr0 PO3YUHY 3i dapma lMBT. TexHiyHa nomwuska (3rigHo Hakasy MO3 Big, peyenma
CMakoM fIMMOHa, No 5 nTa. 23.07.2015 Ne 460) BunpaBneHHst TEXHIYHNX
I NOPOLLKY B calle, no NOMMOK, 3rigHOo N.2.4. po3ainy VI Hakazy MO3
5 a6o no 10 cawe y Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
KapTOHHIlA KopooLi Haka3y MO3 Ykpainu Big 23.07.2015 p Ne 460) -
BMNPAaB/IEHHS TEXHIYHMX NOMUIOK B MKA /13,
[OMyLEHOT NpY NPOBeAEHHI Npoueaypu
aepxaBHoi peecTpadii (Hakaz MO3 Ykpaiuu Big,
25.01.2022 Ne153 PIT UA/19169/01/01 B
3a3HaueHHi Nikapcbkoi hopMu — 3aTBEPLKEHO:
(NopoLwoK 415 0pasibHOro PO34UHY 3i CMaKoOM
JNIIMOHY); 3anponoHOBaHO: (MOPOLLUOK ANA
Op&a/IbHOTO PO3YMHY 3i CMaKOM /IMMOHa). B
IHCTPYKUIi 419 MEeAUYHOrO 3acTOCyBaHHS Ta B
TEKCTi MapKyBaHHS 3a3Ha4eHo BipHY pejakLito, Lo
NpV3BOANTL [0 Pi3HOUNTAHHSA B MEXaxX OAHUX
[OKYMeHTIB. [laHe BUMpaBeHHS He BMVBAaE Ha
akicTb MN3.
165. | POTUN® Kpanni o4Hi no 5 mny CaHTteH AT DiHNAHAA MaHythakTypiHr MakariHr Higepnangm BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/2384/01/01
dhnakoHi-kpanenbHUL; dapmaka (MMN®) B.B., / 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI peuenmom
no 1 dnakony y Higepnangm PiHNAHAIA Ta dhapmakoHarnagy (iHwi 3mMiHn) 3MiHM BHECEHO
KapTOHHIA KopoobLi (anbTepHaTMBHUIT BUPOBHUK, [0 HCTPyKUIiT AN MeAWNYHOro 3aCTOCYBaHHS
BiAnNoBigabHUIA 3a nikapcbKoro 3acoby B po3ain "OcobnmBocTi
BTOPUHHE NaKyBaHHS); 3acTocyBaHHsA" BiAMNOBIAHO 4O OHOBNEHOI
Hekct®apma AT, ®iHNAHAISA iHchopMmawii 3 6e3nekn [ONOMIXKHOI peyoBUHM
(BMPOGHYK, BiAMNOBIAAbHWIA 6eH3asKoHit0 xnopuay. TepMiH BBEAEHHS 3MiH
3a BMpo6HMLUTBO in bulk, npoTArom 3 micsLiB nicns 3aTBepipKeHHS.
NepPBUHHY Ta BTOPUHHY
yNakoBKY, KOHTPO/b SIKOCTI);
CaHteH AT, ®iHnaHgis
(BMPOGHVIK BiAMOBIAANBHWIA
3a BUNyckK cepii)
166. | POTUN® Kpanni o4Hi no 5 mny CaHTeH AT PiHNAHAIA MaHyhakTypiHr MakariHr HigepnaHngm BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/2384/01/02
POPTE nosieTnIeHoBoMy dPapmaka (MMN®) 6.B., / 3MiHu | TUNY - 3MiHK Woao 6e3nekn/echeKTUBHOCTI peyenmom
hnakoHi-kpanenbHUL; HigepnaHnamn PiHnaHais Ta thapmakoHarnsagy (iHwi 3miHM) 3MiHM BHECEeHO
no 1 donakoHy B (anbTepHaTMBHUIT BUPOBHNK, [0 IHCTPYKUiT AN MEeAMYHOro 3aCTOCYBaHHS
KapTOHHIA KopoobLi BiANoBigabHUI 3a nikapcbKoro 3acoby B po3zin "OcobamMBocCTi
BTOPVHHE NaKyBaHHS); 3acTocyBaHHA" BiANOBIAHO A0 OHOBNEHOT
Hekctdapma AT, ®iHNAHAIA iHchopmawii 3 6e3nekn [ONOMIXKHOI PevOoBUHM
(BMPOGHYK, BiANOBIAATbHUIA 6eH3ankoHilo xnopuay. TepMiH BBEAEHHS 3MiH
3a BMPOGHMLTBO in bulk, npoTArom 3 MicsiLiB MicNs 3aTBEPIKEHHS.
NEePBUHHY Ta BTOPUHHY
ynaKkoBKy, KOHTPO/b SIKOCTI);
CaHTeH AT, ®iHnaHais
(BMPOGHVIK BiANOBIAABHWIA
3a BUMycK cepii)
167. | PY3IKYTAH® | kpem 2%, no5r, 10T, TOB «MIBE YkpaiHa Mi6e FM6X ApuHaiiMiTTeNb HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/10307/01/01
15ra6o 30 ry 1y6i; YKPAIHA» 3MiHKM | TNy - 3MiHKM Woao 6e3nekn/eddeKTUBHOCTI peyenmom
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Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
no 1 Ty6i B KapTOHHii Ta chapmakoHarnsagy (iHwi 3minm) (B. (x) 1A)
nauui 3MiHV BHECEHI B iHCTpYLil0 AN19 MegUYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Micue3HaxomkeHHs1 BUpO6HMKa Ta afgpeca Micus
NPOBaPKEHHS AOr0 AisSIbHOCTI".
BBefieHHs1 3MiH NpoTArom 6-T1 MicALIB 3 Aatu
3aTBEPKEHHSA
168. | LEPE3VM® NopoLUoK AN xeHzalim HigepnaH Bypo6HMLTBO KiHLEBOTO Ipnangis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/8659/01/02
400 o4 NPUroTyBaHHA tOpon B.B. o npoaykty (fill/finish), CLWA 3MiHM | TNy - AAMIHICTPaTMBHI 3MiHX. 3MiHa peyenmom

KOHLieHTpaTy Ans
pO34uHy ONs iHgy3il
no 400 OJ; 1 a6o 5
h/1aKOHIB 3 MOPOLLKOM
Y KapTOHHili kopobLi

KOHTPO/b Cepii, MaKkyBaHHS,
MapKyBaHHs,
MiCLiE3HaXOAKEHHS
YMOBHOBaXeHOT 0cobw,
BUNYCK cepii: [J)xeH3ainm
Ipnang Nimiten, lpnaxgis;
dopmynoBaHHA nNpenapary:
JoHua bionoaxike, IHK.,
CLUA; ®opmynioBaHHA
npenapary: PesinieHc
BoctoH IHk., CLUA

HalilmeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI BUPOBHMKA (BKHOYaOUN,
3a HeObXiAHOCTI, MiCcLie NPOBEAEHHSA KOHTPO/IHO
SKOCTi), abo BnacHvKa macTtep-ghaiina Ha A®l, abo
nocravanbHuka AdP1/BUxigHOro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
3aCTOCOBYOTbCH Y BUPOO6HULTBI ADI (SKLLO
3a3HavYeHo y A0ChE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponeiicbkii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CLE) - 3MiHA
Ha3BW BNPOGHKKA, BiANOBIJaILHOTO 3a
BUPOGHMLITBO Ta KOHTPO/Ib SAKOCTi @aKTUBHOI
cybcTaHuil imirnouepasu, 3 Genzyme Corporation,
United States Ha Resilience Boston Inc., United
States. Agpeca BMPOOGHUKA 3a/IMLLAETHCSA
He3MiHHO. TakoX 6yn10 BHECEHO YTOUHEHHS
LLI0A0 onucy oAHiel 3 doyHKLIii BUPOBHUKa, a came
3 «Production of the active ingredient (cell culture
and purification)» Ha «Production of the active
ingredient (cell culture and TSK-butyl eluate
process intermediate». 3miHu | Tuny -
AJMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyn MicLs NPOBaKEHHS AiSNbHOCTI
BMpO6HUKa/iMnopTepa roToBoro Jlikapcbkoro
3aco0y, BK/IKYaoun AifibHMLI BUMYCKy cepii abo
MicL,e NpoBeAEeHHS KOHTPOJTO AKOCTI. (4ISNbHICTb,
3a AKy Bignosigae BMpobHUK/iMnopTep, He
BK/IOYAKOUM BUMYCK CEpiid) - 3MiHa Ha3BK
BMPOGHWKA, BiAMOBIfA/TbHOMO 38 KOHTPOJIb AKOCTI
'N3 3 Genzyme Corporation, United States Ha
Resilience Boston Inc., United States. Agpeca
BMPOGHMKA 3aMLWIAETLCA HE3MIHHOW. 3MiHu | TUny
- 3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOTO /liKapCbKOro
3acoby (He3HauyHa 3MiHa y 3aTBepKeHNX
MeTofax BUNPOOYBaHHS) - HE3HAYHI 3MiHU B
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs1

METOAM KOHTPOJIIO Ha BU3HAYEHHS YNCTOTU
MeTtogom SDS-PAGE (OHC-MAAIN) pna M3, a
came [J0fja€TbCA [0 NepepaxoBaHnx peareHTiB

chopmMystoBaHHS «abo eKBIBa/IEHT, AKLLO Lie

HaNeXHNM YMHOM NiATBEPAKEHO», AKLLO Le

[0pPeyYHo (ANna AesKUX peareHTiB LA pefakLis Bxe
6yna BkoYeHa). [lesiki BUNpaBneHHs Ta
peakuiiiHi 3MiHW A58 HA0YHOCTI MPOMNOHYETLCS A0
po3ginis MeToAvKM KOHTpoto. Kpim Toro fo
MeToaAvkn 6yB JoAaHuii oguH po3gin Kputepii
NPUAHSATHOCTI.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA rOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX MeToAax BUNPOOYBaHHS) -
He3HauHi 3MiHW B METOAMLi KOHTPOJIIO Ha
BM3HAYEHHSA ynctotn metogom RP-HPLC (BEPX
obepHeHoi dha3n) ansa N3, a came gogaHo
[04aTKOBWIA Bydhep ANst KOHTPOSKO aHanisy Ta
hopmyoBaHHS (BUKOPUCTOBYETLCA K
[0[AaTKOBUIA KOHTPO/IbHWIA PO34KH) Ta OHOB/IEHO

TEPMIHO/IOrit0 LWOA0 KpUTEPITB NPUAHATHOCTI

cucTeMu ans aHanisy. Takox y CyvacHiin npaktuu

BMKOPWUCTOBYETLCA BinbLL CkNaAHa nporpaMa
rpagieHta. Ak Hacnigok, 6ynu OHOBNEHI po3ainu

METOANKM KOHTPOIO.

169.

LEPE3NM®
400 Of

NOPOLLIOK A/1A
NpUroTyBaHHA
KOHLeHTpaTy ans
pO34nHy ANns iHdysil
no 400 04 no 1 a6o 5
(h/1aKOHIB 3 MOPOLLKOM
Y KapTOHHIli kopobLi

[bkeH3ailim
Opon B.B.

Hinepnax
amn

[xensaiim Ipnang Nimites,
IpnaHgis (BMpoBHULTBO
KIHL,EBOro NPoAyKTY
(fillfinish), koHTponb cepii,
nakyBaHHS, MapKyBaHHS,
MiCLie3HaXOMKEHHS
YMOBHOBaXeHOT 0cobw,
BUMNYCK cepii); [keH3aim
KopnopeiiwH, CLUA
(chopmyntoBaHHS
npenaparty); JloHua
Bionogxikc, IHk., CLUA
(chopmyntoBaHHS
npenapary)

Ipnangis/
CLA

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
3MiHKM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHnX npo cucTemy
thapmakoHarnsay (BBefeHHs y3aranibHeHUX faHnx
npo cuctemy oapMakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asBHvKa 415 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
BiJ, yNOBHOBaXEHOI 0C06M, BigNoBiganbHOI 3a
3fiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
mMacTep-gaiina cuctemu papmMakoHarasay). 3miHa
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigasibHOT
3a hapmakoHarnag,.

[litova pepakuis: Epik Teo / Eric Teo, MD.
MponoHoBaHa pepakuis: Xaike Lonnep / Heike
Schoepper. 3MiHa KOHTaKTHUX AaHKX
YNOBHOB&XEHOT 0CO6U 3asIBHVKA, BifnoBiganbHOI
3a (hapmakoHariag. 3MiHa MicLe3HaxomKeHHs

3a
peyenmom

UA/8659/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
mMacTep-aiina cuctemu dhapmakoHarnisgy. 3MiHa
MicL 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.
170. | LEPYKAN® PO34MH A5 iH'EKLN, TOB "TeBa YkpaiHa Mepkne M'M6X, HimeyunHa HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/2297/02/01
10 mr/2 mn; no 2 mn B YkpaiHa", (BUpOGHMLTBO 3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii peuenmom
amnyni; no 10 amnyn y Hepo3acoBaHoro 3aci6. KOHTpOs1b rOTOBOTO NikapCbKoro 3acoby.
Kopoo6Li NpOAYyKTY, MEPBUHHA Ta 3MmiHa y meTogax BunpobyBaHHA roTOBOrO
BTOPVHHA ynakoBka, [4,03BiNn niKkapcbKoro 3acoby (He3HayHa 3miHa y
Ha BuUMnyck cepii); Mepkne 3aTBEPAXEHUX MeToAax BUNPoOyBaHHS)
'M6X, HimeyunHa (KOHTposb 3anponoHOBaHO BUKOPUCTaHHA HOBOTO Habopy
cepii) peareHTiB kOoMnaHii Enzytec Genetic Sulfite r-
biopharm, nig yac nposegeHHs ananisy N3 3a
nokasHukoM «KinbkicHe BU3HaYEHHS HaTpito
CynbiTy» (3aTBEPAXKEHNI HABIp peareHTiB
Boehringer Mannheim). BBeeHHS 3MiH NPOTArOM
6-TW MicCALB Nic/1a 3aTBEPAKEHHS.
171. | UUTPADNIT nopoLUoK ANs KaceH IcnaHis Bunpo6bHMK Hepo3dacoBaHoi IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13820/01/01
OpPasILHOro PO34YMHY NO Pekoppaari, npoaykuii: JlJaboparopioc 3MiHW | TMny - 3miHK 3 AkocTi. CepTudikar peyenmom
15,08 r nopoLLky B C.J. Canbbar, CA, IcnaHis; BignosiaHOCTI/IE-cepTudpikar BignosigHOCTI

nakeTi-calue; no 2
naketn a6o 50 nakeTis
(ynakoBka ans
nikyBanbHWX 3ak1agis)
Y KapTOHHIll kopoobui

KaceH Pekoppari, C.J1.,
Icnanis; MepBuHHa Ta
BTOPWHHA YMNaKoBKa, [03Bi/
Ha BUNyckK cepii: KaceH
Pekopgari, C.J1., Icnanis

€Bponelicbkiin hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab60 BUNYyYEHHS cepTudikaTa
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: gns
A®I; ans BMXigHOro
mMaTtepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuqikaT Bif ye 3aTBepaKeHOoro BUpobHuka -
MopaHHA OHOBMIEHOTO cepTudikaTy BifNOBIAHOCTI
€® Ne R1-CEP 2014-020-Rev 01 (3aTBEpPAXEHO
Ne RO-CEP 2014-020-Rev 00) ans A®l HaTpito
nikocynbdyaty Bif, BXe 3aTBEPAKEHOro BUPOGHMKa
KREATIVE ORGANICS PRIVATE LIMITED, India,
Ta AK HacnifoK: [0AaBaHHA 3aTBEPIKEHNX
KOHTPaKTHVX /1labopaTtopiii; He3HauHi 3MiHW Y
BUPOGHMYOMY NPOLLECT; BUTYUYEHHS BU3HAYEHHSA
BMICTY «HiKesib» Ta BK/THOUYEHHS OLLIHKU PU3NKY
LLOAO0 AOMILLKM HITPO3aMiHIB; 3MiHa A0MYCTUMUNX
MeX rnokasHuka «KisibkicHe BU3HaYeHHs»;
36inblueHHs Re-test nepiogy i3 «4 poku» Ha «5
poKiB»

B.o. l'eHepanbHOro gupekropa Ainpekropary
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apmaueBTUYHOro 3abe3neyeHHs IBaH 3AABOPHUX
p



Jopartok 4

[0 Hakasy MiHicTepcTBa OXOpPOHU
3popoB’a  YkpaiHu «[po  pepxaBHY
peecTpauito (nepepeecTpaldito)
NiKapcbKux 3aco6iB (MegnuHUX
iMyHoOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH A0  peecTpauiiiHux
marepianiB»

Big, 20 yepBHA 2022 poky Ne 1053

NEPENIK
NIKAPCbKUX 3ACOBIB, AKUM BIAMOBJ/IEHO B AEP>XABHIN PEECTPALLI, MEPEPEECTPALLI TA BHECEHHA 3MIH O PEECTPALIMHNX MATEPIA/IB
Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina lliocmasa lMpoyedypa
n/n JNliKapcbKo20
3acoby

AMIOAAPOHY KpucTanivyHmi My6niyHe Ykpaina XKesHr KuTai HTP Ne 14 Big, . i . . . )

riAPOXNIOPUL, MOPOLLIOK akujioHepHe XeHrkaHr 19.05.2022 BiAmMOBMTU y 3aTBEPAKEHHI: - 3MiHn | Tuny - SMiAm- 3 AKOCTI. CePT”‘*"K"’_‘_T
(cy6eTaHLis) y TOBApUCTBO dapmac 1o BignosigHocTi/TE-cepTudpikat  BiANOBIAHOCTI QBponemc_bklm ‘ q)apmakoneMMOHorpacbu.
NOABINHNX "HayKoBo- kan Ko., /114 MopgaHHA HoBOrO abo OHOBMEHOTO cepTudiikaTa BIAMOBIAHOCTI  @abo  BUTYyYEHHS
noNieTMACHOBMX BUPOBHMUMIA cepTudpikaTa BIigNOBIAHOCTI €Bponeiickkili  thapmakonei: ana A®l; ana  BuXigHOro
naketax ans LEHTP MaTepiaﬂy/peareHTy/npOMi>KHoro NPOAYKTY, L0 BUKOPUCTOBYIOTHCS y_BmpoﬁHmu,TBi ADI;
(hapMaLEeBTHUHOrO "BopLuariscbk Ana  [OMNOMDKHOT pedvoBuHU (cepTudikaT BigNoBiAHOCTI E€Bponelicbkin hapmakonei) -
3acTOCYBaHHS Wi XiMiKO- HoBuii ceptudpikaT Bif BXe 3aTBepgkeHoro BupobHuka (B.l11.1. (a)-1 IAHN) - 3MiHa He

hapmaLeBTHY pekomeHfoBaHa o 3aTBEPKEHHS.
Huii 3aB0g" 3anponoHoBaHuiin CEP RO-CEP 2021-349 - Rev 00 Bupo6Huka ZHEJIANG HENGKANG
PHARMACEUTICAL CO., LTD., cTOCYy€eTbCA iHLWIOIO BfacHWKa ceptudikaTa Ta paHile
He3aTBepAKEHOI AiNbHULI BI/IpO6HI/ILI,TBa A®| Ta, Takum ymHoMm, goaasaHHsAs CEP R1-CEP
2007-187 - Rev 04 po RO-CEP 2021-349 - Rev 00 gns A®l AmiogapoHy rigpoxnopuva,

KpuUcTaniuyHWin NOpPOLLOK He BiANOBigae NpoLeaypi BHECEHHS 3MiH.

METPOAEHT® reflb 3yOHWUiA, OPIrAHOCWH OAE EHK't06 IHais HTP Ne 15 Big, i . ) o .
OpUITiHANBHUI; renb NANDCAEHC ETikans 26.05.2022 BiamoBuTM Yy 3aTBepfKEHHi: - BUNPaB/IHHA TEeXHIYHOT nomMu/Kn (TeXHIHHa romwusika
3y6HUI, TMMOHHN N3 (E® 3ET I) Mpaiisit (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460), sika 6yna fonylleHa B Xxo4i npoieaypu
apomar; refib Niviten nepepeectpadii /13 y 2013 pouj He pekoMeHA0BaHO, OCKINbKM He BiAgnosigae n.2.4 posginy

3yOHWIA, NONYHUYHWIA
apomar; refnb
3y6GHWIA, aHaHacoBWi
apomat; no 20rB
anoMmiHieBili Ty6i; no
1 Ty6i y KAPTOHHIM
Kopoo6Li

VI Hakazy MO3 YkpaiHn Big 26.08.2005p. Ne 426 (y pegakuii Hakasy MO3 YkpaiHu Big
23.07.2015 p Ne 460). 3a3HaveHe BUMNpaB/EHHS He BiANOBILAaE apXiBHUM MaTepiasiam.
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METPOAEHT®

reflb 3y6HWUiA,
opuriHaNbHWIA; resb
3yOHWIA, NMMMOHHUIA
apowmar; refb
3yOHWIA, NONYHUYHWIA
apomar; refnb
3y6GHWIA, aHaHacoBWi
apomat; no 20r B
anoMmiHieBili Ty6i; no
1 Ty6i y KAPTOHHIM
Kopoo6Li

OPTAHOCWH
NAADCAEHC
N3 (E® 3ET I

OAE

EHK't06
ETikan3
MpaiisiT
Niviteq

IHais

HTP Ne 15 Big,
26.05.2022

BiaMOBUTM y 3aTBEepPPKEHHi: - BUMNPAB/IEHHS TEXHIYHOI MOMW/KA (TEXHIYHA MOMUIKa
(3rigHo Hakasy MO3 Big 23.07.2015 Ne 460), TexHiyHa nomwska, sika 6yna gonyllieHa B
[OKyMeHTaLiil Npu Y3rofpkeHHi NPOeKTiB PeecTpaLiiiHiX [OKYMEHTIB B XOAi mpoleaypu
nepepeectpauii /13 y 2013 poui, B MKA /13 p. "Ckniag”, a came y BKasaHHi KiJIbKOCTi gjito4oi
PEeYOBUNHMN XSTOPrekCUamnHy rioKoHaTy Y KisibkocTi 2,5 Mr Ha 1 1 rento, 3amictb 0,5 mrHa 1 1
reflo He PeKOMeHAOBaHO [0 3aTBEpPXEHHS, OCKi/IbKkM He BIAMOBIAaE OpUriHa/IbHUM
peecTpauiiiHum maTepiasiam, siKi 3HaxXo4ATbCA B apXiBi.

B.o. I'enepanbHOro gupexkropa Jlupekropary

(hapManeBTHYHOr 0 3a0e3meyeHHs

Isan 3AZIBOPHUX
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