MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

11 moToro 2025 poky Ne 238

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsgky aepskaBHOI peectpaliii (repepeecTpaiiii) JiKapcbKHUX 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pepakuii nmocraHoBu Kabinety MinicTpiB Ykpainu Bifg 26 kBiTHs 2024
poky Ne 529), a63aily ABaflATh I’STOr0 MiANyHKTY 12 TyHKTY 4 ITono)KeHHs TIpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHu, 3aTBeppKeHoro rnocraHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poky Ne 267 (B pejakiiii 1OCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeeCcTpalliiHMX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMmyHOoOio/loTiuHMX ~ TIperapariB), 10 TIOfaHi Ha [Iep)KaBHY  peecTpariito
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peecTpalliiHUX MaTepiasiB, TNPOBeJAeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKClepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB II[0/0 eheKTHBHOCTi, 0Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKM CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYEThCS [0 Jlep>KaBHOI peectpaljii (mepepeectpaiiii), 111040
BHECEeHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Horo /10 Jiep>kKaBHOI
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH [0 peeCTpalliiHUX MaTepianiB

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPY JiKapChKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. TlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd JmiKapckKi 3acobu (MeauuHi iMyHoOGiomnoriuHi mperapaTu) 3rigHO 3
JIOJJaTKOM 2.
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

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

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

310pOB’d YKpaiHu.

5. KoHTpOJIb 38 BUKOHAHHAM L[bOI'0 HaKa3y IOK/IaCTy Ha 3acTyrHuka MiHicTpa
Enema ApnamaHoBa.

MinicTp BikTop JIAIIKO



ITEPEJIIK

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 11 notoro 2025 poky Ne 238

3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Ne

Hassa dopma sunycky 3assHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n JliKapcbK0o20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa BionyckKy aHHs1 peecmpayiliHozo
3acoby ynakoska) nocsioYyeHHs1
1. | rAlIUMH KpucTanivyHmi TOB "TK YkpaiHa BMPOOHULITBO, YNaKoBKa, AnoHis peecTpauisi Ha 5 pokis He UA/20766/01/01
MOPOLLIOK (Cy6CTaHLis) "ABPOPA" NepPBWHHWIA KOHTPO/Tb nionsizae
B NoABiliHMX cepi:
nonieTuNeHoBUX KOki Nocen Korio Ko., N174.,
naketax gns BMPOGHUYMIA MalifaHuunk
hapMaLeBTUYHOIO [bxo6aH, AnoHis;
3acToCyBaHHs

BMPOGHMUK, LLO BiAMoBifae
3a KOHTPO/Ib, BUNYCK Ta
NepPeKOHTPOSIb cepil:
AmxiHomoTo Ko., IHK.,
ANoHis

B.o. Haua/IbLHUKA
dapMaLeBTUYHOr0 yIIpaB/IiHHA

Ounexkcanpap I'PILIEHKO




ITEPEJIIK

Aopartok 2
[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpauito)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»

Big 11 moToro 2025 poky Ne 238

INEPEPEECTPOBAHUX JITIKAPCBKHX 3ACOBIB (MEANYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHsA peecmpayjitiHo2o
3acoby ynakoska) MocBi0O4Y€HHs1
1. | BANbMNPOAT KpucTaniyHmi, TOB Ykpaina XAPMAH ®IHOYEM IHais nepepeecTpaLisi Ha He0BMEXeHWIA - He UA/18135/01/01
HATPIIO rirpocKoniYHM NOPOLLIOK "TNEAPAPM NIMITEL TEPMiH nionszae
(cy6eTaHuis) y nTa"
noABiliHMX nakeTax i3
nonieTuaeHy BUCOKOI
ryCTVIHW Ans
chapmaLeBTU4YHOro
3acTocyBaHHs
2. | EBOMENPA30/- | niochinisart gns po3yunHy M.BIOTEK Benuka IMMAKY/ IHAis nepepeecTpauis Ha 5 pokis 3a He UA/17324/01/01
MB Ans iH'ekuii no 40 wr; 1 NIMITEL BpuTaHis NAN®CANEHCIUI OHOB/IEHO iH(hopmaLLilo B peyenmom niosnsieae

chnakoH 3 niogpinizaTom
y navuj 3 KapToHy

MPABIT NIMITEL,

IHCTPYKLi ANs MmeguyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby
y posginax:
"GapmakoTepaneBTMyHa rpyna.
Kog ATX" (yTOuHeHHs iHdhopmauii
6e3 3MiHKn kogy ATX),
"dapmMakosorivyHi BnactueocTi”,
"Moka3aHHS" (YTOUHEHHS
iHchopmadii), "B3aemogis 3 iHWuMu
Nikapcbknmy 3acobamu Ta iHLi
BMAN B3aemogiit", "OcobMBOCTi
3acTocyBaHHA", "3acTocyBaHHs y
nepiog, BaritTHoCTi abo rofyBaHHs
rpyaao”, "34atHicTb BIIMBATU HA
LIBUAKICTb peakuii npy kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHWMMKN
mexaHizmamu”, "Cnocié
3acTocyBaHHA Ta o3un”, "MobiyHi
peakuii" BiANoBIigHO A0 iHdhopmaLii
LLI0A0 MEANYHOrO 3aCTOCYBaHHA
pedrepeHTHOr o /iKapCbKoro
3acoby (HEKCIYM, nopoLiok ans
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

PO34YUMHY ANS iH'EKLR Ta iHdy3ii
no 40 Mr), a Takox y po3aini
"Mo6iuHi peakwyji" Wwoa0
B&X/IMBOCTi 3BITYBaHHS Npo
no6iyHi peaxuii.

Pestome nnaHy ynpasniHHA
pu3nkamu Bepcis 1.2 gogaetbes.
MepiognyHICTb NOgAHHSA
perynisipHoO OHOB/IHOBAHOTO 3BITY 3
6e3neku, BigNoBigHO Ao Mopsaky
3pilicHeHHs chapMakoHarnaay,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHU 300P0B’S
Ykpainu Bif 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT Ykpaium 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'sA YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayvyeHMu y NepiognYHOCTI
NOAAaHHA perynsapHux 3siTie 3
6e3neku.

KAHONBOP

niodpinizat Ana posvmHy
Ans iHdysii, no 200 mr

Acnipo ®apma
Nimiteq

IHais

Acnipo ®apma
Nimiteq

IHais

nepepeecTpawis,Ha HeobMexeHui
TEePMiH
OHoB/eHO iHdhopMaLiio B
IHCTPYKLUIT ANA MeANYHOro
3aCcTOCYBaHHS NMikapCbKOro 3acoby
y po3ginax "®apmakonoriyHi
BNacTUBOCTI" (YTOYHEHHS
iHpopMmawii), "MokasaHHA"
(YTO4YHeHHs iHchopmawii),
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAN
B3aemogiit", "OcobnnBoCTi
3acTocyBaHHA", "3acTocyBaHHsA y
nepiog, BaritTHocTi abo rofyBaHHs
rpyAA0” (YTOUHEHHS iHdhopmaLi),
"Cnoci6 3acTocyBaHHA Ta f03uK"
(yTouHeHHs indpopmauii), "Aitn"
(yTouHeHHs iHdhopmaii), "TobiuHi
peaxuii” BignosigHoO A0 iHopMaui
pedrepeHTHOrO /likapCbKoro
3acoby VFEND®, lyophilized
powder for solution for infusion, a
Takox po3ain "Mo6iyHi peakwyii"

3a
peyenmom

He
nidnsieae

UA/17810/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

[L0MNOBHEHO iHhopMaUi€eto LLoAo
3BiTYyBaHHA NPOo MoGiYHI peakw;i.

Pestome nnaHy ynpasniHHA
pusnkamu Bepcis 2.1 gogaeTbes.
MepiognyHICTb NOgAHHSA
perynisipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO Ao Mopsaky
3pilicHeHHs chapMakoHarnaay,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHUW 300P0B’A
Ykpainu Bif 27 rpygHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpaium 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMy,
3a3HayvyeHMK y NepiognYHOCTI
NoAAaHHA perynsapHux 3siTie 3
6e3neku.

MENCI

pO34uH A8 iH'eKUiA, 10
mr/mn; no 1,5 mny
chnakoHi; no 5 donakoHiB
Y KOHTYpHIli YapyHKOBIli
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLji y naydi 3
KapToHy

ToBapucTso 3
06MexeHot
BignoBigasbHi
CTIo thipma
"HoBodhapm-
BiocuHTes"

YKpaiHa

ToBapucTso 3
06MeXeHo

BiANOBiAA/IbHICTIO
thipma "Hosodhapm-

BiocnHTe3"

YKpaiHa

nepepeecTpawis Ha HeobMexeHui
TEPMIH
OHoB/eHo iHdhopMaLiio B
IHCTPYKUiT ANna MeguyHoro
3aCcTOCYyBaHHS NMikapCbKOro 3acoby
y po3ginax "MNMokasaHHs",
"3acTocyBaHHA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaato”, "TobivHi peakwyii
BiANOBIAHO A0 iHdopMaLii
pedyepeHTHOrO /likapCbKoro
3acoby (MOBAJIIC®, po3unH ans
iH'ekyji, 15 mr/1,5 mn).

Pestome nnaHy ynpasniHHA
pu3snkamu Bepcis 1.1 gogaetbes.
MepiognyHICTb NOgAHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHoO fo Mopsaky
3[iiCHEHHs hapmMakoHarisay,
3aTBEPKEHOro Hakas3om
MiHicTepcTBa OXOPOHU 340P0B’S
Ykpainu Big 27 rpygHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpainm 29
ciuHs 2007 poky 3a Ne 73/13340 (y

3a
peyenmom

He
nidnsieae

UA/18058/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB'sA YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMu,
3a3HayvyeHMu y NepiognYHOCTI
NOAAHHSA perynsapHux 3siTie 3
6e3neku.
5. | NMPEHENIA® Tabnetku no 8 mr, no 10 TOB YkpaiHa MAT Ykpaina nepepeecTpawis Ha HeobMexeHui 3a He UA/18088/01/02
TabneTtok y 6nictepi, no "APTEPIYM "KniBmegnpenapar” TEPMIH peyernmom nionsieae
3 6nictepu y nauui nTa" OHoB/eHO iHdhopMaLiio B

IHCTPYKUiT ANna MeguyHoro
3aCcTOCYyBaHHS NikapCbKOro 3acoby
y po3ginax "®apmakonoriyHi
BnactusocTi", "lMpoTunokasaHHA",
"B3aemogis 3 iHWVMW NikapCbKumum
3aco6amu Ta iHLWi BUuan
B3aemogiit”, "OcobnmBoCTi
3acTocyBaHHs", "3aaTHiCTb
BM/IMBaTU Ha LWBUAKICTb peakuil
npy KepyBaHHi aBTOTPaHCNOPTOM
abo0 iHWKMK MexaHismamn®,
"Cnocib 3acTocyBaHHS Ta fo3un",
"Aitn", "Mo6ivHi peaxuii”
BiANOBIAHO A0 iHdopMmaLii
pedhepeHTHOro NikapcbKoro
3acoby (MPECTAPIYM®), a Takox
OHOB/IEHO iH()OpPMaLLito B po3aini
"Mo6iuHi peakwyii" iIHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHSA
NiKapcbKoro 3acoby LWoao
B&X/IMBOCTi 3BiTYBaHHS Npo
no6iyHi peaxuii.

Pestome nnaHy ynpasniHHA
pu3sunkamu Bepcis 1.0 gogaetbes.
MepiognyHICTb NOgAHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHo Ao Mopsaky
3[iiCHEHHS hapmMakoHarisay,
3aTBEPKEHOro Hakas3om
MiHicTepcTBa OXOPOHMW 340P0B’A
Ykpainu Big 27 rpygHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpainm 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa
OXOPOHW 3[10POB'sA YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
CTaHOBWTb: 3rifHO 3i CTPOKaMy,
3a3HayvyeHMK y NepiognYHOCTI
NoAAaHHA perynsapHux 3siTie 3
6e3neku.
6. | MPEHENIA® Tabnetku no 4 mr, no 10 TOB YkpaiHa MAT Ykpaina nepepeecTpawis Ha HeobMexeHui 3a He UA/18088/01/01
TabneTtok y 6nictepi, no "APTEPIYM "Knismegnpenapar” TEPMIH peyernmom nidnsieae
3 6nictepu y navui nTa" OHoB/eHo iHdhopMaLiio B

IHCTPYKUiT ANna MeguyHoro
3aCcTOCYBaHHS NMikapCbKOro 3acoby
y po3ginax "®apmakonoriyHi
BnactusocTi", "lMpoTunokasaHHA",
"B3aemogis 3 iHWVMW NikapCbKumum
3aco6amu Ta iHWi BUan
B3aemogiit”, "OcobmBoCTi
3acTocyBaHHs", "3aaTHiCTb
BM/IMBaTU Ha LWBUAKICTb peakuil
npy KepyBaHHi aBTOTPaHCNOPTOM
abo0 iHWKMK MexaHismamn®,
"Cnocib 3acTocyBaHHS Ta fo3un",
"Aitn", "Mo6ivHi peaxuii”
BiANOBIAHO A0 iHdopMmaLii
pedhepeHTHOro NikapcbKoro
3acoby (MPECTAPIYM®), a Takox
OHOBJ/IEHO iH()OpPMaLLito B po3aini
"Mo6iuHi peakwyii" iIHCTPYKUIT AnsA
MeAMYHOro 3acToCyBaHHSA
NiKapcbKoro 3acoby LWoao
BaX/IMBOCTi 3BITYBaHHS Npo
no6iyHi peaxuii.

Pestome nnaHy ynpasniHHA
pu3sunkamu Bepcis 1.0 gogaetbes.
MepiognyHICTb NOgAHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignNoBigHO Ao Mopsaky
3[iiCHEHHs hapmMakoHarisay,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHU 340P0B’S
Ykpainu Big 27 rpygHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT Ykpaium 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[10POB'sA YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMmK,
3a3HavYeHMu y NepiognYHOCTI

NoJAaHHS perynspHux 3BiTie 3
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
6e3neku.
7. | CUMBACTATVH KpUcTaniuyHWin NopoLLIoK ToBapucTBO 3 Ykpaina LWAOCIH U3IHCIHb Kutaii nepepeecTpawis Ha HeobMexeHui - He UA/18073/01/01
(cybeTaHuis) y naketax 06MEXEHO PAPMACBIOTIKAN TEPMIH nidnsieae
noslieTuNeHoBMX ans BignoBigasbHi KO., NT4.
chapmaL,eBTUYHOro CTIo
3aCcToCyBaHHA "papmaueBTu
YHa KoMnaHis
"3p0pos'a”
8. | TONOTEKAH KOHLeHTpaT Ans AKkopa, Monbua Brpo6HMLUTBO IHpis/ nepepeecTpawis Ha HeobMexeHwi 3a He UA/17720/01/01
AKKOPA, pO34uHy ANs iHdysil, 1 Xerckea roToBOro Benvka TEepMiH peyenmom niosnsieae
mr/mn; no 1 mn aéo no 4 Moncka Cn. niKkapcbKoro 3acoby, BpuTtaHis/ OHOB/IEHO iH(hopmaLLito B
M1 KOHLeHTpaTy y 3.0.0. nepBuHHE, BTOPVHHE |  YropwuHa/ IHCTPYKLi ANs MmeguyHoro
CKNSAHOMY (h/1akoHi; no 1 nakyBaHHS, Monblya 3acToCyBaHHSA Nikapcbkoro 3acoby
(h/1aKOHY Y KapTOHHilA KOHTPO/1b SAKOCTI y po3gaini "B3aemogis 3 iHwWm1mun
Kopoobui cepii: nikapcbknMmn 3acobamu Ta iHLWi
IHTac BMAM B3aEMOZji" BignoBigHO A0
dapmacbioTikans iHhopmawii pecbepeHTHOro
Nimitea, IHais; nikapcbkoro 3acoby (MkamMTuH™,
niodpinizaT 4N po3unHy ons
BTopvHHe iHdpy3iil no 4 mr).
nakyBaHHs:
Akkopf Xenckea Pestome nnaHy ynpasniHHA
NimiTen, Benvka pu3snkamu Bepcis 1.1 nogaetbes.
BpuTatis; MepiognyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
KOHTpO/b SIKOCTI: 6e3neku, BignoBigHo fo Mopsaky
€BpogoiHC 3[ilicHeHHS dhapMakoHarnsay,
AHaniTikan Cepsices 3aTBepXEeHOro Haka3om
XaHrepi K., MiHicTepcTBa OXOPOHMW 300P0B’s
YropLmHa; YKpainu Big 27 rpygHs 2006 poky
KOHTpO/b SIKOCTI: Ne 898, 3apeecTpoBaHoro B
PAPMABANIA NT1A4. MiHicTepcTBi tocTULT Ykpainm 29
Mikpob6ionoriyHa ciuHs 2007 poky 3a Ne 73/13340 (y
naboparopis, pepaxuii Haka3y MiHicTepcTBa
YropLmHa; OXOPOHW 30pOB'A YKpaiHu Bif 26
BignosigansHuii 3a BepecHs 2016 poky Ne 996),
BUNYCK cepil: CTaHOBWTb: 3ri4HO 3i CTpoKamu,
Akkopf, Xenckea 3a3HayYeHUMK y NepioanYHOCTI
Moncka Cn. 3 0.0. NOAAHHSA perynspHuX 3eiTie 3
Cknag ImnopTepa, 6e3neku.
MonbLa
9. | PAPUHIOCENT NbOASHNKWN MPecoBaHi, CaH IHais Tepanisa AT PyMyHis nepepeecTpawis Ha HeobMexeHwi 6e3 niosnsieae UA/17771/01/01
31 CMAKOM no 10 mr; no 10 dapMacbiTUK TEPMiH peyenma
POMY NbOASIHUKIB y 6AiCTepi; an lHgacTpis OHoB/IEHO iHGhopmaLito B
no 2 6nictepu y NimiTeq IHCTPYKUiT ANna MeguyHoro

KapTOHHilA KOpo6Li

3acToCyBaHHSA Nikapcbkoro 3acoby
y po3sginax "OcobnanBocTi
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
3actocyBaHHsa", "lMepeno3yBaHHA"

Ta "Mo6iuHi peakwii”.

Pestome nnaHy ynpasniHHA
pu3nkamu Bepcis 2.1 goga€eTbes.
MepiognyHICTb NOgAHHSA
perynisipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO Ao Mopsaky
3pilicHeHHs chapMakoHarnaay,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHUW 300P0B’A
Ykpainu Bif 27 rpygHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpaium 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMy,
3a3HayvyeHMK y NepiognYHOCTI
NoAAaHHA perynsapHux 3siTie 3
6e3neku.

B.o. HauaTLHUKA

dapmaleBTUYHOr0 yNpaB/IiHHSA

Onekcanap I'PIHEHKO




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

Big 11 moToro 2025 poky Ne 238

ITEPEJIIK
JIIKAPCBKMX 3ACOBIB (MEJUYHMX IMYHOBIOJ/IOTTYHUX MMPEIMAPATIB), 1[040 AKX BYJIM BHECEHI
3MIHH /10 PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCATECS 10 TEP>KABHOT'O PEECTPY JIIKAPCBKHX
3ACOBIB YKPAIHUA

Ne Hassa ®dopma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
1. | L-UET® TabneTkun, BKpUTI TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | - UA/20624/01/01
060/10HKOI0, M0 5 Mr "TNEQ®APM XENTXKEP NBT TUny - 3MiHM 3 AKOCTi. FOTOBWIA NiKapcbKuMii 3aci6.
in bulk: no 10 nTa nTa CucTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
Tabnetok y 6nictepi; PO3Mipy ynakoBKv roTOBOrO JlikapcbKoro 3acoby (iHLwi
no 160 6nictepiB y 3MiHW) BBEEHHS A04ATKOBUX YNakoBokK y doopMi in bulk,
KapTOHHI KOPOGL. a came: in bulk: no 10 Ta6netok y 6nictepi; no 160
in bulk: no 10 6nicTepiB y KapTOHHIl kopob6ui; in bulk no 10 TabneTok y
Tabnetok y 6nictepi; 6nicTepi; no 200 6nicTepiB y KAPTOHHIN KopobLyj, 3
no 200 6nicTepiB y BHECEHHSAM BIANOBIAHMX 3MiH A0 p. «YNakoBka» Ta p.
KapPTOHHI KOpOOLii «MapKyBaHHs».
2. | L-UET® TabneTku, BKPUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Ges UA/8612/01/01
06010HKO0, N0 5 Mr, "TNEAPAPM XENTXKEP MNBT MRy - 3MiHM 3 AKOCTi. OTOBWMIA NikapCbkunin 3aci6. peyenma
no 10 Tabnetok y nTa" nTa CucTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
6nictepi; no 1, a6o pPO3Mipy yNakoBKv roTOBOro MikapcbKoro 3acoby (iHLwi
no 3, abo no 10 3MiHW) BBELEHHS A04aTKOBMX YNakoBok y chopmi in bulk,
6nicTtepiB y a came: in bulk: no 10 Ta6neTok y 6nictepi; no 160
KapTOHHIA ynakoBL,i 6nicTepiB y KapTOHHIli kopo6ui; in bulk no 10 TabneTok y
6nicTepi; no 200 6nicTepiB y KAPTOHHIN kopobLyj, 3
BHECEHHSM BiANOBIAHMX 3MiH A0 p. «YNakoBka» Ta p.
«MapKyBaHHsI».
3. | ABITA3M MopoLLUOK AN Mictpan AHrnis BMPOGHMLITBO ITanis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/18808/01/01
PO34MHY iH'EKL MO Kenitan roToBOro Kopes TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom niosnsiea
1r,nola6o 10 MeHemXMeHT nikapcbKoro thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLli €
thnakoHiB B Nimiteq 3acoby, Bunyck NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT

KapTOHHIli KopoobLi

cepii:

ALIC OBDAP
C.M.A,, lTania
BMPOGHMLTBO Ta
KOHTPONb SIKOCTI
CTepUbHOI

4N MeVYHOTo 3aCTOCYBaHHA Ha NifCTaBi perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby, abo
[ocnigpKeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B micnsipeecTpaviliHvii nepiod, abo sk pesynbTar
OLjiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BIAMNOBIAHO A0
naaHy negiatpuyxHux gocnigpkeHs (PIP) (3MiHy
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
CyMiLLi: Y3rOKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM OPraHoM)
XAHMI ®ANH 3MiHV BHECEHO A0 IHCTPYKUIT 4151 MeguyHOro
KEMIKA KO., 3acToCyBaHHSA NiKapcbKoro 3acoby y po3gim
NTA., Kopes "Oco6nmBocCTi 3acTocyBaHHA", "Mo6iuHi peakuii”
BiANOBIAHO 10 OHOBMEHOT iHGOpMaLlii 3 6e3neku Aityol
peyoBuHW. BBeaeHHs 3MiH NpoTArom 6-Tv Micauis nicns
3aTBEPAKEHHS
4. | ABPON® cupon, 15 mr/5 mn; TOB YkpaiHa TOB "KYCYM YkpaiHa YTOYHEHHS HanMcaHHsA BUPOBHWMKIB B Hakasi MO3 6e3 UA/9928/02/01
no 100 mny "TNEAPAPM PAPM", YkpaiHa Ykpainn Ne 171 Big 28.01.2025 B npoueci BHECEHHSA peyenma
chnakoHi 3 nTg abo 3MiH. Pegakuisi B Hakasi - TOB "KYCYM ®APM",
nonietTuneHy abo TOB YkpaiHa. BipHa pegakuis - TOB "KYCYM ®APM",
ckna; no 1 donakoHy "rMefA®APM YkpaiHa aéo TOB "IMEAPAPM NTA", YkpaiHa
3 MipHOI0 NTA", YkpaiHa
CK/ISIHOYKOIO B
KapTOHHI/ ynakosL,i
5. | ABPOI® cupon, 30 mr/5 mn; TOB YkpaiHa TOB "KYCYM YkpaiHa YTOYHEHHS HanncaHHs BUPOGHWMKIB B Hakasi MO3 6e3 UA/9928/02/02
no 100 mny "TNEAPAPM PAPM", YkpaiHa Ykpainn Ne 171 Big 28.01.2025 B npoLieci BHECEHHSA peyenma
chnakoHi 3 nTa" abo 3MiH. Pegakuis B Hakasi - TOB "KYCYM ®APM",
nonietTusneHy abo TOB YkpaiHa. BipHa pegakuisi - TOB "KYCYM ®APM",
ckna; no 1 dpnakoHy "rMEA®APM YkpaiHa a6o TOB "IMEAPAPM NTA", YkpaiHa
3 MipHOO NTA", YKpaiHa
CK/IIHOYKOIO B
KapTOHHI ynakoBsL,i
6. | ABOOAPT Kancynm m'ski nakcoCwmitKn Benvka Lendapm Monbwa BHECEHHS 3MiH 40 peecTpauiiHnx MmaTepiasis: 3MiHn | 3a UA/1599/01/01
XenatuHosi no 0,5 AH EkcnopT BpuTaHis Mo3HaHb C.A. TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHs peuyenmom
Mr; no 10 kancyny Nimiteq Ta/abo aapecy 3asiBHVKA (B/lacHMKa peecTpaviiiHoro
6nicTepi; no 3 abo NocBiJYEHHSsT). 3MiHa agpecu 3asBHMUKa (BNacHUKa
no 9 6nicTepis B peecTpauiiHoro NocBigYeHHs)
KapTOHHI KOpo6Li
7. | ADBBATPA®® | kancynu AcTtennac HinepnaH AcTtennac IpnaHgjs BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/9687/01/01
NPOJIOHIOBaHOI Aji dapwma tOpon on IpnaHg Ko. Nta My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuyenmom
no 0,5 mr no 10 B.B. thapmakoHarnsgy. BHeceHHst abo 3miHa(v) fo
kancyn y 6nictepi; 3060B'A3aHb Ta YMOB Buadi peecTtpauiiHoro
no 5 6nictepis y NoCBigYEeHHSs, BKtoYatoum MnaH ynpasniHHA prusmkamu
atoMiHieBOMY (iHWi 3MiHK). 3asSIBHWKOM Haj@aHO OHOBMEHWIA MnaH
naketi; no 1 ynpaBniHHA pu3vkamu Bepcist 4.0. 3MiHWM BHECEHO A0
antoMiHieBOMy yacTuH Il «MnaH 3 chapmakoHarnagy» Ta «Jogarkm»
nakeTy B KapTOHHIii 3rigHo Bumor fo CtaHgapTtusosaHoro coopmarty MNyP
nauuj (Rev.2 accompanying GVP, Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format) 3 MeETOI0 OHOB/IEHHA AaTh NOAAHHSA OCTATOYHOTO
3BiTy Npo gocnigxeHHa TRPI. Pestome MNnany
ynpas/iHHA pusukamu Bepcis 4.0 AoaaeTbes.
8. | AABATPA®® | kancynu AcTtennac HinepnaH AcTtennac IpnaHgjs BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/9687/01/02
NPOJIOHIOBaHOT Aji dapwma tOpon on Ipnang Ko. 14 My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom
no 1 mrno 10 B.B. thapmakoHarnagy. BHeceHHs abo 3miHa(m) o

Kancyn y 6nictepi;

30060B'A3aHb Ta YMOB BuAa4i peecTpauiiiHoro
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
no 5 6nictepiB y nocBigyeHHs, BKIovaouy MNaaH ynpaBniHHA py3vkamu
antoMiHieBOMy (iHWi 3MiHK). 3asABHNKOM HafaHO OHOBEHUIA MnaH
naketi; no 1 ynpasiHHA pusnkamu Bepcis 4.0. 3MiHN BHECEHO [0
anoMiHieBOMYy yacTuH Il «MnaH 3 chapmakoHarnagy» Ta «Jogarkm»
nakeTy B KapPTOHHIi 3rigHo Bumor o CtaHgapTusosaHoro gopmary MypP
nauuj (Rev.2 accompanying GVP, Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format) 3 MeTOl OHOB/IEHHS AaTW NOAaHHA OCTaTOYHOro
3BiTY npo gocnimkeHHs TRPI. Pestome Mnany
ynpasniHHA pusnkamu Bepcis 4.0 fofaeTbes.
9. | AABATPA®® | kancynu AcTtennac Higepnax AcTtennac IpnaHgjs BHECEHHS 3MiH 0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/9687/01/03
MPOJIOHrOBaHOI fji dapma tOpon an IpnaHg, Ko. Nitg, TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
no 5 mr no 10 B.B. thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
kancyn y 6nictepi; 3000B'A3aHb Ta YMOB BuAadi peectpauiiiHoro
no 5 6nictepiB y nocBigYeHHs, BKovatouy MNiaH ynpaBniHHA py3vkamu
antoMiHieBOMY (iHWi 3MiHK). 3asBHNKOM HafaHO OHOBEHUIA MnaH
naketi; no 1 ynpasniHHA pu3nkamu Bepcist 4.0. 3MiHWM BHECEHO [0
anoMiHieBOMy yacTuH Il «MnaH 3 chapmakoHarnagy» Ta «Jogartkm»
NakeTy B KAPTOHHIi 3rigHo Bumor o CtaHgapTtusosaHoro gopmary MypP
nauuj (Rev.2 accompanying GVP, Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format) 3 MeTOl OHOBMIEHHST AaTV NOAaHHS OCTAaTOYHOrO
3BiTY npo gocnigxkeHHs TRPI. Pestome Mnany
ynpasniHHA pu3vkamm Bepcis 4.0 goaaeTbes.
10. | AODBAITPA®® | kancynu AcTtennac HigepnaH AcTtennac IpnaHgjs BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/9687/01/04
NPOJIOHTOBaHOT Aji dapma tOpon on IpnaHg Ko. NTg TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
no 3 mr no 10 B.B. thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
kancyn y 6nictepi; 3000B'A3aHb Ta YMOB BuAadi peectpauiiiHoro
no 5 6nictepiB y NOCBIAYEHHS, BKtoYatoum MnaH ynpasniHHA pysmkamun
antoMiHieBOMYy (iHWi 3MiHK). 3asBHNKOM HagaHO OHOBEHUIA MnaH
naketi; no 1 ynpasniHHA pu3vkamu Bepcist 4.0. 3MiHWM BHeCeHo A0
antomiHieBoMy yacTuH Il «MnaH 3 chapmakoHarnagy» Ta «Jogartkm»
NakeTy B KAPTOHHii 3rigHo Bumor o CtaHgapTtusosaHoro gopmary MypP
nauuj (Rev.2 accompanying GVP, Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format) 3 MeTOl OHOBMIEHHSI AaTW NOAAHHS OCTAaTOYHOrO
3BiTy Npo gocnigxeHHa TRPI. Pestome MNnany
ynpasniHHA pu3vkamm Bepcis 4.0 goaaeTbes.
11. | ABEMIMNAC® TabneTkn, BKPUTI Baiiep Al HimeuumnH BCi cTagii HimeyunHa BHECEHHS 3MiH 40 peecTpaviiHnx MmaTtepiasis: 3MiHn | 3a UA/14101/01/01
NAiBKOBOO a BMPOGHMLTBA: TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/IE- peuyenmom
06010HKOI0, M0 2,5 Baviep AT, cepTudikaT BigNoBIigHOCTI €BpONeENChkKii
mr; Ne 42: no 21 HimeuumnHa; thapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
Tabnetui y 6nictepi; BTOPVHHE HeoOXiAHICTIO NpuBEAEHHS Y BiANOBIAHICTL A0
no 2 6nictepu B nakyBaHHs: MoHorpadii 4PY abo EBponeiicbkoi chapmakonei, abo
KapTOHHIM nauuj; Ne LLiteremaHH iHLWOT HauioHasIbHOT thapmakonel aepxasn €C (3MiHa y
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
84: no 21 tabneTtui y ToHdhepnakyHr cneumdikauii HedhapmakoneiHoro A®| ans npuBeAeHHA
6nicTepi; no 4 & NoricTiwep y BignoBigHicTb Ao Bumor AdY a6o €BponeiicbKol
6nictepu B Cepsic e.K., thapmakonei, abo iHWOoi HauioHasIbHOIT hapmakonei
KapTOHHI/ nayu,i HimeuunHa aepxasu €C) - JonoMixxHa peyoBrHa/BUXISHWIA
MaTepian gns BupobHuuTea APl 3miHa y cneuudikauii
Ha BUXIiAHY PEYOBUHY KUCMOTY COMSHY, SKa
BMKOPWCTOBYETHCSA /1 CUHTE3Y Ail04H0T PEYOBUHN
PiouuryaTy onsi npuBefieHHs y BiANOBIAHICTb [0 BUMOT
MoHorpadii €Bponelicbkoi dhapmakonei «Kucnota
CO/ISIHA KOHLLEeHTpOBaHa». KpiM TOro, He3HauHi
peakLiiiHi BUnpaBneHHs B cnewudikaLii cpoBrHM
MeTaHon.
12. | ADEMMAC® TabneTku, BKpUTI Baiiep Al HimeuumnH BCi cTagil HimeuyunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/14101/01/02
NAiBKOBOO a BUPOGHMLTBA: My - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE- peuenmom
o6onoHkoto no 2,0 Baiep AT, cepTuddikaT BignoBigHOCTI €EBponenchkii
mr, Ne 42: no 21 HimeuuunHa; thapmakonei/MoHorpadii. 3MiHW, NOB'A3aHi 3
Tabnetui y 6nictepi; BTOPVHHE HEeOB6XiAHICTIO NPUBEAEHHSA Y BiANOBIAHICTL A0
no 2 6nictepu B nakyBaHHs: MoHorpadii dY abo €Bponeiicbkoi hapmakonei, abo
KapTOHHI nauuj; Ne LLiteremaHH iHLWOI HaujoHanbHOT chapmakonei aepxasu E€C (3miHa y
84: no 21 tabnetuiy JNoHpbepnakyHr cneuudikauii HechapmakoneiHoro A®| ans npuBeAeHHA
6nicTepi; no 4 & NoricTiwep y BignosigHicTb Ao Bumor Y abo €sponeincbKol
6nictepu B Cepsic e.K., thapmakonei, abo iHLWOoT HauioHa/IbHOI hapmMakonel
KapTOHHI nayvi HimeyunHa nepxasu €C) - lonoMixHa peyoBrUHa/BUXIAHWIA
marepian gna supobHuytea A®l. 3miHa y cneumdikaui
Ha BVXigHY PEYOBUHY KUC/IOTY CONSAHY, AKa
BMKOPWUCTOBYETHCA /1 CUHTE3Y Ait04H0T PEYOBUHN
PiouyuryaTy ans npuBefeHHs y BIiANOBIAHICTb 40 BUMOT
MoHorpadii EBponeiicbkoi thapmakonei «Kucnota
COoNsiHa KOHLEHTpoBaHa». KpiM Toro, He3HauHi
pejakuiiiHi BunpaeneHHs B cnevudikaii cpoByHN
MeTaHo/1.
13. | ADEMIMNAC® TabneTkun, BKpUTI Baviep Al HimeuumnH BCi cTagil HimeuyunHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/14101/01/03
N/1iBKOBOIO a BMPOGHMLTBA: Tuny - 3MiHK 3 akocTi. CepTudiikat BignosigHOCTI/IE- peyenmom
o6onoHkoto no 1,0 Baiiep AT, cepTudikaT BignoBigHOCTI EBponeinchkiii
mr, Ne 42: no 21 HimeuuunHa; hapmakonei/MmoHorpadii. 3mMiHW, NoB'A3aHi 3
Tabnetui y 6nictepi; BTOPUHHE HeoOXiAHICTIO NpuBEAEHHS Y BiANOBIAHICTb A0
no 2 6nictepu B naKyBaHHs: MoHorpadii dY abo EBponeiicbkoi chapmakonei, abo
KapTOHHIlA nauuj; Ne LLiteremaHH iHLWOT HauioHanbHOT thapmakonei aepxasn €C (3MiHa y
84: no 21 tabneTtui y TNoHdhepnakyHr cneundikauii HechapmakoneiHoro A®| ana npueeAeHHs
6nicTepi; no 4 & NoricTiwep y BignoBigHicTb Ao Bumor AdY abo €BponeiicbKol
6nictepu B Cepsic e.K., thapmakonei, abo iHLWOT HauioHanbHOT hapmakonei
KapTOHHIW nayv, HimeuunHa Aepxasun €C) - JlonoMixHa peyoBrHa/BUXIGHWIA

Matepian gna supobHuyTea A®I. 3miHa y cneumdikau,i
Ha BUXIiAHY PEYOBUHY KUC/OTY COSISHY, SKa
BVIKOPVCTOBYETLCS A/151 CUHTE3Y Ail040I PEeYOBUHM
PiouuryaTy ons npyBefeHHs y BiANOBIAHICTb [0 BUMOT
MoHorpadii EBponeiicbkoi thapmakonei «Kucnota
CO/IsIHA KOHLLEeHTpoBaHa». KpiM Toro, HesHauHi




15

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
peakuiiiHi BUnpaeneHHs B cnewudikaii cpoByHN
MeTaHo/.
14. | ABEMIMNAC® TabneTkun, BKpUTI Baiep Al HimeuunH BCi cTagil HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/14101/01/04
MN/1iBKOBOIO a BMPOGHMLTBA: Tuny - 3miHn 3 sAkocTi. CepTudiikat BignosigHOCTI/IE- peyenmom
060/10HKo0 Mo 1,5 Baiiep AT, cepTudikaT BignoBigHOCTI EBponeichkiii
mr, Ne 42: no 21 HimeuuunHa; thapmakonei/moHorpadii. 3mMiHuW, NoB'a3aHi 3
Tabnetui y 6nictepi; BTOPUHHE HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
no 2 6nictepu B nakyBaHHs: MoHorpadii dY abo EBponeiicbkoi chapmakonei, abo
KapTOHHI nauuj; Ne LLiteremaHH iHLWOI HaujoHanbHOT thapmakonei aepxasu E€C (3miHa 'y
84: no 21 tabnetui y ToHdhepnakyHr cneumdikauii HedhapmakoneiHoro A®| ans npuBeAeHHA
6nictepi; no 4 & NoricTiwep y BignoBigHicTb A0 BUMor AdY abo EBponeiicbkol
6nictepu B Cepsic e.K., thapmakonei, abo iHWOoi HauioHasIbHOI hapmakonel
KapTOHHI/ navu,i HimeuunHa aepxasu €C) - JonoMixxHa peyoBrHa/BUXIGHWIA
MaTepian gns BupobHuuTea APl 3miHa y cneundikauii
Ha BUXIiAHY PEYOBUHY KUCMOTY COMSHY, SKa
BMKOPWCTOBYETHCA /1 CUHTE3Y Ail04H0T PEYOBUHN
PiouuryaTy ons npyBefieHHs y BiANOBIAHICTb O BUMOT
MoHorpadii €Bponeiicbkoi thapmakonei «Kucnota
CO/MAiHA KOHLLeHTpoBaHa». KpiM Toro, HesHauHi
pefakLiiiHi BUnpaBneHHs B cnewudikaLii cupoBrHM
MeTaHon.
15. | ADEMNAC® TabneTku, BKpUTI Baiiep Al HimeuuunH BCi cTagii HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/14101/01/05
NAiBKOBOO a BUPOGHMLTBA: TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE- peuenmom
o6onoHkoto no 0,5 Baiiep AT, cepTuddikaT BignoBigHOCTI €EBponenchkiii
Mmr Ne 42: no 21 HimeuumnHa; thapmakonei/MoHorpadii. 3miHW, NoB'A3aHi 3
Tabnetui y 6nictepi; BTOPVIHHE HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
no 2 6nictepu B nakyBaHHs: MoHorpadii oY abo €Bponeiicbkoi hapmakonei, abo
KapTOHHI/ nayuj; Ne LteremaHH iHLWOT HaujioHauTbHOT thapmakonei aepxasn €C (3MiHa y
84: no 21 tabnetuiy JoHdpbepnakyHr cneuudikauii HechapmakoneiHoro A®| ana npuBeAeHHS
6nicTepi; no 4 & NoricTiwep y BignoBsigHicTb Ao Bumor Y abo €sponeicbKol
6nictepu B Cepsic e.K., thapmakonei, abo iHWOoT HauioHa/IbHOI hapmMakonel
KapTOHHI naywi HimeyunHa nepxasu €C) - [lonoMixHa peyoBrMHa/BUXIAHWIA
mMarepian gna supobHuyTea A®Il. 3miHa y cneumdikawii
Ha BVIXigHY PEYOBUHY KUC/IOTY CONSAHY, AKa
BMKOPWUCTOBYETLCSA /1 CUHTE3Y Ait04H0T PEYOBUHN
PiouyuryaTy ans npuBefeHHs y BIiANOBIAHICTb A0 BUMOT
MoHorpadii EBponeiicbkoi thapmakonei «Kucnota
COoNsiHa KOHLEHTpoBaHa». KpiM Toro, He3HauHi
pefakuiiiHi BunpaeneHHs B cnewudikaLii cMpoByHM
MeTaHo/.
16. | AIPTEK aepo30/1b Ans rneHmapk IHAis neHmapk IHAis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepiania: TexHiyHa 3a UA/13754/01/01
iHransuin dapmacboTuK dapmacbloTukan nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460). peyenmom
[030BaHwnii, 25/50 ans /114, 3 Jita. BunpasneHHs TexHi4YHoi noMusikn B MKA. BunpasneHHs

MKr/go3y, no 120
003 B aJItOMiHIEBOMY
KOHTEliHepi 3
[103yH0UMM
K/1anaHom i

TEXHIYHOT NOMW/IKN B METOAAX KOHTPO/IHO AKOCTI,
NOB’A3aHO 3 HEBIPHO BMKIaAEHMM NYHKTOM 5. «Po3Mip
4acToK» B MeTOAax KOHTPOJIKO AKOCTI.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
PO3NWIOKYOI0
Hacafkoto 3
3aXVCHUM
KoBnaykom; no 1
KOHTEliHepy B
KapTOHHI KOpo6Li
17. | AKAPA TabneTtkn dapmaveBTny Monbla dapmaleBTUYHN Monbwa BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 nionsiea UA/5687/01/01
KMLLKOBOPO34YUHHI N0 HWA 3aBOf, 11 3aBof My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma €
75 wr, no 10 "MONb®APM "MOJIb®APMA" thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTui
Tabnetok y 6nictepi; A" C.A. C.A. nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
no 3 abono 5 0719 MEeAUYHOIO 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
6nictepis B OHOB/IOBAHOrO 3BiTY 3 6e3NeKkun Nikapcbkoro 3acoby, abo
KapTOHHI KopobL; [ocnimpKeHb 3 6e3Mekn 3acToCyBaHHS NiKapCbKoro
no 20 TabneTok y 3acoby B nicnspeecTpaviliHuii nepios, abo sk pesynbTar
6nicTepi, no 5 OLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBIAHO A0
6nicTepis B nnaHy negiatpnyHux gocnimkeHs (PIP) (3miHy
KapTOHHI KOpO6L Y3rO[PKEHO 3 KOMMNETEHTHNUM YNOBHOBaXKEHNM OPraHoM)
3MiHU BHECEHI A0 IHCTPYKLIT Ans MeAnyHoro
3acToCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"MpoTunokasaHHA", "3acTocyBaHHSA y nepios BariTHOCTI
ab0 rogyBaHHs rpyaare” BiANoBiAHO A0 OHOBEHOT
iHchopmawii 3 6e3nekun Ajtoyoi pevyoBuHN (KUCAO0TH
aueTuicaniynioBoi)
18. | AKAPJ, Tabnetkun dapmaveBTny MonbLa dapmauleBTUYHN MonbLa BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | 6e3 nionsiea UA/5687/01/02
KMLLKOBOPO34YUHHI N0 HWIA 3aBOf, i 3aBOf TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenma €
150 wmr, no 10 "MONb®APM "MOJIbGAPMA" thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLli
Tabnetok y 6nictepi; A" C.A. C.A. NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
no 3 abono 5 0719 MEeAUYHOI0 3aCTOCYBaHHS Ha NiAcTasi peryiigpHo
6nictepis B OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby, abo
KapTOHHI KopoobLi; nocnigpkeHb 3 6e3nekn 3acTocyBaHHS MikapCbKOro
no 20 Tabnetok y 3acoby B micnsipeecTpaviliiHvii nepiod, abo sk pesynbTtar
6nictepi, no 5 OLjiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BIAMNOBIAHO A0
6nicTepis B nnaHy negiatpuyHux gocnimpkeHs (PIP) (3MiHy
KapTOHHI KOpO6L Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBEXKEHNM OPraHoM)
3MiHV BHECEHI [0 IHCTPYKLIi 418 MeguyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby Ao po3ginis
"MpoTunokasaHHA", "3acTocyBaHHA y nepiof BariTHOCTI
ab0o rogyBaHHsa rpyaa” BiANOBiAHO A0 OHOBMEHOT
iHchopMmawii 3 6e3nekun Ajtoyoi peyoBuHN (KUCAoTH
aueTuacaniunaoBor)
19. | AJIKCOIf, cycneHsia ans IHMYHOTEK, Icnanis IHMYHOTEK, Icnanis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/17905/01/01
(CyMILW nigLWKipHOro C.. C.J. My - 3MiHKM WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom
NMONIMEPU3 BBefeHHs 2000 Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o
OBAHUX 10 000 TO/mn; no y3araslbHeHUX gaHux Npo cuctemy dhapmakoHarnsgy
EKCTPAKTIB 2,5 Mn y d1akoHi; (BBEAEHHS y3ara/ibHEHNX AaHUX MPO cucTemy
ANEPrEHIB) hnakoH 3 Npo3oporo hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
ckna |l Tuny 3 BiNOBiAa/IbHOT 3a 34iICHEHHS hapmakoHarnsgy;
npo6Koto 3 KOHTaKTHOI 0cobu 3 chapMakoHarnsgy 3asBHvKa AN1s
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BGyTUNKayuyKy,
3aKyrnopeHuii
KOBMa4KoOM CPiGHOro
(conakonHm A 2000
TO ansa
noYaTKoOBOro
niKyBaHHs) abo
61aKUTHOTO KONbopy
(cbnakoHn B 10000
TO ansa
nigTPUMYBasIbHOTO
nNiKyBaHHs); no 2
chnakoHu (yKynopeHi
KOBMa4ykoM CpibHOro
(cbnakoHn A 2000
TO ansa
noYaTKoOBOro
nNiKyBaHHSA) Ta
61aKUTHOTO KONbOpPY
(cpnaxkoHu B 10000
TO pgnsa
nigTPUMYB&aJTbHOTO
nikyBaHHs1)) abo no
1 chnakoHy
3aKynopeHomy
KOBMa4ykoM
6/1aKUTHOTO KOSIbOPY
(cbnakoHu B 10000
TO ansa
niATPYMYBa/IbHOTO
nNiKyBaHHS) y 6iniii
KopooLi 3
yAapocTilikoro
nNacTviky, Wwo
3anoBHeHa
CniHeHUM
marepiasiom

3[jiCHeHHs dhapmakoHarnagy B YKpaiHi, AKLL0 BOHa
BiIMiHHa Bif, yNOBHOBaXeHOI 0CO6W, BiANOBIAA/ILHOI 32
3pjiicCHeHHs1 hapmakoHarnaay (BKIYaUy KOHTaKTHi
OaHi) Ta/abo 3MiHM Y po3MilLEeHHi MacTep-ghaiina
cucTemu chapmakoHarnsgy). 3MiHa KOHTakTHOI ocobu

3a8BHVIKa, BignosiganbHOT 3a hapmakoHarnsag B YKpaiHi.

Litova pepakuisn: AynnixiHa TeTsHa BikTopiBHa.
MponoHoBaHa pepakuis: Ctawyk TeTaHa CepriiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0COOM 3asBHMKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsg B Ykpaii.

20.

AMBPOKCO/
-3[10POB'SA

cupon, 15 mr/5 mn,
no 100 mny
thnakoHi; no 1
hnakoHy pasom 3
MipPHOIO JTOXKOIO B
KapTOHHI kopobuy;
no 2,5 mn a6o 5 mn,
a6o 10 mn y cawe;
no 20 cawe B
KapTOHHI Kopo6Lyi

TOBAPUCTB
03
OBMEXXEHO
10]
BIANOBIAAN
bHICTIO
«KOPMOPALLI
A
«300POB’'A»

YKpaiHa

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTeo 3
06MeXeHoI0
BignoBiganbHiCT
10
"GapmaueBTUyH
a KoMnaHist
"3g0pos's",

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpekTnBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) OHOBNEHO TEKCT
MapKyBaHHS MepBUHHOT Ta BTOPUHHOT YNakoBKN
niKapcbKoro 3acoby, a came BUy4YeHO iHdhopmallito,
3a3HayeHy poCiliCbKOlo MOBOIO, & TaKoX BHECEHO
He3HauHi 3MiHM y N. 2, 5, 6 TEKCTY MapKyBaHHS
NnepBMHHOI ynakosku Tan. 2, 4, 5, 6, 11, 15, 17
BTOPWHHOI YNakoBKM NiKapCbKoro 3acoby. Takox
BUJTyYEHO [04ATKOBUIA TEKCT MapKyBaHHS i3
3a3Ha4yeHHsIM Toprosoi Mapku "Solution pharm".

6e3
peyenma

UA/5897/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
YkpaiHa; BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
BCi cTagii 3aTBEPKEHHS.
BMPOGHMLTBA,
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MEXeHOI0
BiAgNoBiga/IbHICT
10 "XapkiBcbke
hapmaueBTUyHe
nigNpMEMCTBO
"340poB's
Hapozy",
YkpaiHa
21. | AMBPOKCO/ | cupon, 30 mr/5 mn; TOBAPUCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/5897/01/02
-340POB'A no 100 mny O3 BUPOOHMLTBA, My - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyenma
®OPTE thnakoHi; no 1 OBMEXXEHO KOHTPO/b AKOCTI, thapmakoHarnagy (iHwi 3MiHn). OHOBIEHO TeKCT
hnakoHy pasom 3 0 BUNYCK cepil: MapKyBaHHS MepBUHHOT Ta BTOPUHHOT YNakoBKN
MipHOIO JTIOXKKOIO B BIANOBIAAN ToBapucTBO 3 niKkapcbKoro 3acoby, a came BUy4YeHO iHhopmallito,
KapTOHHI kopobuy; bHICTHO 0bMexeHot 3a3HauveHy poCilicbKOK MOBOIO, & TaKOX BHECEHO
no 5 mny cawe; no «KOPMNOPAULY BignoBiganbHiCT He3HauHi 3MiHM Yy M. 2, 5, 6 TEKCTY MapKyBaHHs
20 cawe y Kopobu,i 3 A 0 nepBMHHOT ynakoBkn Ta n. 2, 4, 5, 6, 11, 15, 17
KapTOHY «300POB’A» "GapmaueBTUyH BTOPWHHOI YNakoBKM NiKapCcbKoro 3acoby. Takox
a KoMmmnaHist BUJTy4YEHO [04ATKOBUIA TEKCT MapKyBaHHS i3
"3p0pos'a” 3a3HayeHHAM Toprosoi Mapku "Soluton pharm®.
YkpaiHa; BCi BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB micns
cTagji 3aTBepXeEHHS.
BMPOGHMLTBA,
KOHTPO/b SKOCTI:
ToBapucTso 3
06MEXEHOI0
BignoBigasbHICT
10 "XapkiBcbke
hapmavueBTuyHE
niaNpMEMCTBO
"340poB's
Hapozy",
YkpaiHa
22. | AMIHOKAMNP nopoLUoK AN TOB "WcTok- YkpaiHa TOB "UcTok- YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHu | 6e3 UA/16974/01/01
OHOBA opaJsibHOro Mntoc" Mntoc" My - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbkWii 3aci6. 3MiHN peyenma
KNCNOTA 3acTocyBaHHA Mo 1 r1 y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BK/I4Yaoum

ycawe;nolry
calue, no 10 cawe y
KOpo6Lji 3 KapTOHY

[iana3oH po3Mipy cepii) roToBOro /likapCbKoro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3mipom) - 36inbLUeHHst po3mipy cepii go 10 pasis, a
came BBE[IEHHS [,0aTKOBOrO Po3Mipy cepii: ovikyBaHuii
po3mip cepii Big 46 511 go 54 054 cawe.
3arBepoKeHo
Po3wmip cepii
OuikyBaHuii po3mip cepii: Big 35 000 go 45 000 cawe




19

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3anponoHoBaHo
Po3wmip cepil
OuikyBaHuiA po3mip cepii: Big 35 000 go 45 000 cawe
QuikyBaHui1 po3mip cepii Big 46 511 no 54 054 cawe
23. | AMILNTPOH NnopoLUoK ANs ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/14116/01/01
® BE3 LLYKPY | opa/ibHOro po3ynHy; [04aTKOBOIO [0[aTKOBOKO TMny - 3MiHK Woao 6e3nekn/epekTnBHOCTI Ta peyenma

no 13 ry cauwe ; BiANOBIAa/bHI BiAMOBIgaNbHICT thapmakoHarnagy (iHwi 3MiHn) OHOBMIEHHS TEKCTY

no 13 r y cawle; no CTIo 10 "IHTEPXIM" MapKyBaHHS MepBUHHOT Ta BTOPUHHOT YNakoBKN

10 cawe y nauui 3 "IHTEPXIM" nikapcbKoro 3acoby, a came BUIyYeHHs iHchopmadwi,

KapTOHY 3a3HayeHol poCificbkol MOBOK. BBeaeHHS 3MiH

NpOTAroM 6-TM MicALB Nic/a 3aTBePAKEHHS
24. | AMnogumniH Tabnetkn no 5 mr, CaHpo3 CnoBeHis Nek CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiliHnx MmaTepiasis: 3MiHn | 3a UA/11166/01/01
CAHAO3® no 15 tabnetok y dapmachbioTika dapmaueBTnyHa | TypeuunHa/ TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom

6nictepi; no 2 n3 a.a. KOMnaHis 4.4. Monbwa hapmakoHarnsgy. BeegeHHs abo 3amiHn go

6nictepu B CnoBeHis y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy

KapTOHHI KOpO6L KOHTpO/b cepii (BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cucTemy

(e hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobum,

MiKpO6ionorivHm
i), BUMyCK cepii:
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNYCK cepil;
BVMPOGHMLTBO in
bulk, nepunHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpONb cepil
(okpim
MiKpo6ionoriyHo
ro) Hosapric
dapmacbloTikas
MaHythakTypuHr
NNC, CnoseHis;
BUPOBHMLTBO in
bulk: l'eHBeoH
Inak CaHaii Be
TikapeT A. C.,
TypeuunHa,
CaHnpo3s 'pyn
Carnuk
YpyHnepi
lnaknapi CaH.
Be Tik. A.C.,
TypeuunHa,
KOHTPO/b Cepil:
C.K. CaHpo3
C.P.J1,, PymyHis;

Bi4NoBiga/IbHOI 3a 34iICHEHHST chapMmakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa Ans
3[iiCHEeHHs1 chapmakoHarnagy B YKpaiHi, KLLO BOHaA

BiAMiHHa Bif, yNOBHOB&XeHOI 0C06Y, BiANOBIAA/IbHOI 3a
3AiiCHEeHHs1 hapMakoHarisay (BK/IUYakuM KOHTaKTHI

OaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-thaiina
cuctemu dhapmakoHarnagy) - 3miHa ynoBHOBaXeHOi

0co6u 3asBHMKa, BiANOBIAaILHOI 3a hapMakoHarnsg,
[Litova pepakuis: Aasig MxoH flesic / David John Lewis. -

MponoHoBaHa pegakuis: Juergen Maares / HOpreH

Maapec. - 3MiHa KOHTaKTHUX JaHUX YNOBHOBAXEHOT
0cobu 3asBHMKA, BiANOBIAA/ILHOT 3a hapmakoHarnsg. -
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA, BifgNOBIgaIbHOI 3a
thapmakoHarnag B Ykpaiti. - fitoya pegaxuis: Opnos

B'ayecnas BikTopoBuu. - [ponoHoBaHa pefakuis:
TaHacoBa 3opsiHa MukonaiBHa. - 3MiHa KOHTaKTHUX

[aHNX KOHTaKTHOI 0COo6Y 3asiBHMKA, BignoBiAa/bHOI 3a
hapMakoHarnsag B YkpaiHi. - 3MiHa MicLLe3HaxX04KeHHs
mMacTep-thaiina cucteMmmn papmakoHarisgy Ta ihoro
HoMmepa. - 3MiHa MicLA 34iACHEHHA OCHOBHOI AisiNIbHOCTI
3 thapmakoHarnsgy
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii,
BUNYCK cepil:
Nek C.A.,
MonbLia;
KOHTpONb
Mikpob6ionoriyHol
4nCToTY:
HosapTic
Carnuk lNpga Be
Tapim YpyHnepi
CaH. Be Tik.
A.C., TypeuunHa

25.

AMAOAUNIH
CAHAO3®

TabneTku no 10 wr,
no 15 ta6neTtok y
6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

CaHpo3
dapmacbioTika

n3 a.ga.

CnoBeHisi

Nex
dapmaueBTUyYHa
KOMMaHis 4.4.
CnoseHis
KOHTpONb cepil
(nmwe
MiKpo6iosoriyHm
i), BUNycK cepii:
nepBuHHe Ta
BTOPWHHE
nakyBaHHsl,
BMNYCK Cepil;
BVMPOGHMLTBO in
bulk, nepsuHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTpONb cepil
(okpim
MikpobionoriyHo
ro) Hosapric
dapmacbloTikan
MaHythakTypyHr
NNC, CnoseHis;
BVMPOGHMLTBO in
bulk: FeHBeoH
Inak CaHaii Be
TikapeT A. C.,
TypeyuunHa;
CaHpos 'pyn
Carnuk
YpyHnepi
lnaknapi CaH.
Be Tik. A.C.,

CnoseHis/
TypeuuunHa/
MonbLa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX JaHunx npo cuctemy dpapmakoHarnsagy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cUcTeMy
hapmakoHarniagy, 3MiHa ynoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA dhapmakoHarnsagy;
KOHTaKTHOI 0c0o6u 3 chapMakoHarnagy 3asBHuKa Ans
3fjiicHeHHs chapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeEHOI 0C06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarisay (BK/UYaUM KOHTaKTHI
LaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-thaina
cuctemu hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOI
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[Litova pepakuis: Aasig MxoH flesic / David John Lewis. -
MponoHoBaHa pepakuis: Juergen Maares / FOpreH
Maapec. - 3MiHa KOHTaKTHUX faHUX YNOBHOBaXEHOT
ocobu 3asiBHUKA, BIANOBIAAILHOI 3a thapmakoHarnsag, -
3MiHa KOHTaKTHOT 0CO6U 3asIBHUKA, BifnoBigasibHOI 3a
thapmakoHarnag B Ykpaiti. - fitoya pegaxuisi: Opnos
B'auecnas BikTopoBuu. - MNponoHoBaHa pejakuis:
TaHacoBa 3opsiHa MukonaiBHa. - 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu 3asiBHMKA, BiANOBIAA/IbHOT 38
hapMakoHarnsag B YkpaiHi. - 3MiHa MicL,e3Hax04KeHHs
macTep-haiina cuctemm papmakoHarnsgy Ta moro
HoMepa. - 3MiHa MicLf 34iACHEHHS OCHOBHOI [isifIbHOCTI
3 thapmakoHarnsgy

3a
peyenmom

UA/11166/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
TypeyuunHa;
KOHTPO/b Ccepil:
C.K. CaHpo3
C.P.J1., PymyHis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOSb cepil,
BUNYCK cepil:
Nek C.A.,
MonbLua;
KOHTPO/b
Mikpo6ionoriyHol
4ynCToTY:
HosaprTic
Carnuk lliga Be
Tapim YpyHnepi
CaH. Be Tik.
A.C., TypeyumHa
26. | AHOPO NnopoLUoK ANs nakcoCmiTKn Benvka "nakco Benuvka BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/14742/01/01
ENNINTA iHransauin, AnH EkcnopT BputaHis OnepeiiwHc HOK BputaHis TUMy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHS peyenmom
[030BaHwWiA, No 55 Nimiteq Nimiteq Ta/abo agpecy 3asBHVKa (B/lacCHMKA peecTpaviiiHoro
MKI/22 MKr/fo3y; no nocBigyeHHs). 3MiHa agpecu 3asaBHUKa (BNacHUka
30 gosy peecTpauiiHoro NocBigYeHHs)
MOPOLLKOBOMY
iHranaTopi; no 1
iHranATopy B /IOTKY 3
hoNbrv B KAPTOHHIN
KopooLi
27. | APIJTO3UH Kancynv Teepgi no 4 Ecnapma HimeuunH BVMPOGHMLTBO in Ipevis/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: TexHiuHa 3a UA/20400/01/01
Mr, 1o 10 TBepamnx M6X a bulk, nepenHHe HimeyunHa nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460), peyenmom
Kancyn y 6nictepi, nakyBaHHs, BunpaBneHHs TeXHIYHOI NOMW/IKK, 3rigHO N.2.4. po3ainy
no 3 6nictepn y BTOPVIHHE VI Hakazy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y
KapTOHHI Kopo6Lyi nakyBaHHs, pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p Ne 460)
KOHTPO/b SIKOCTI, — BunpaBneHHs TeXHIYHOT NOMW/IKK, NOB’A3aHO 3
BMNYCK Cepil: HeBIANOBIAHICTIO (PI3HOUMTAHHS) B MEXax 04HOr0
PoHTic Menac [LOKYMeHTa, AONYyLEeHHA NOMUIKK B cneumdikauii 3a
Mepikan eHg, NoKasHNKOM «OHOPIAHICTb AO30BaHNUX OANHULE» B
dapmacbloTikan MK#A N3, a came: HEBIPHO 3HAYEHO MaTeMaTUYHWIA
Mpogaktc C.A., CUMBOJT «...BMICT XXOAHOI OKPEMOT 4,030BaHOI OANHWL. ..
Ipeuis; He 6inbLunii Hix (1-L2 x 0,01)M.», 3aMiCTb «...BMIiCT
BTOPVHHE XOAHOT OKPeMOi [030BaHOI OANHNL,...HE BiNTbLUNIA HidXX
nakyBaHHs: (1+L2 x 0,01)M.». BunpaBneHHsi TEXHIYHOT NOMUKM
ecnapma ®apma BiANOBiAAE apxiBHUM MaTepiasiam peecTpaviiiHoro
Cepsices 'M6X, [ocbe
HimeyunHa
28. | APIJZIO3UH Kancynu Teepgi no 8 Ecnapma HimeuunH BMPOGHULTBO in Ipevjis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: TexHiyHa 3a UA/20400/01/02
Mr, Mo 10 TBepanx X a bulk, nepBnHHe HimeyunHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460), peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
kancyn y 6nictepi, nakyBaHHs, BunpaBneHHs TeXHIYHOT NMOMUKK, 3rigHO N.2.4. po3ainy
no 3 a6o 9 6nicTepis BTOPVHHE VI Haka3zy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y
Y KapTOHHili kopobui nakyBaHHs, pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p Ne 460)
KOHTPO/1b SKOCTI, — BunpaBrieHHsi TEXHIYHOT MOMUWIIKM, NOB’A3aHO 3
BUNYCK cepil: HEBIANOBIAHICTIO (PI3HOUYMTAHHS) B MEXax 04HOro
PoHTic F'enac [OKYMEeHTa, AoNyLLEeHHS NOMWU/IKM B cneumdikauii 3a
Megikan eHg, NOKa3HUKOM «OfHOPIAHICTb A030BaHUX OAUHULL>» B
PapmacbloTikas MK$A N3, a came: HEBIPHO 3HAYEHO MaTeEMaTUYHNIA
Mpogaktc C.A., CUMBOJI «...BMICT XXOZAHOI OKPEMOi 4030BaHOI OANHWL...
Ipevis; He 6inbLunii Hix (1-L2 x 0,01)M.», 3aMiCTb «...BMICT
BTOPVHHE XOAHOT OKPEMOI 1030BaHOI OAMHULL...HE BiNTbLLINIA HiXX
nakyBaHHs: (1+L2 x 0,01)M.». BunpasneHHs TEXHIYHOI NOMW/IKM
ecrnapma dapma BiANOBIAAE apxiBHUM MaTepiasiamMm peecTpawjiiniHoro
Cepsice3 'M6X, [ocbe
HimeyunHa
29. | APTENAK® Kpanni O4Hi, po3yvH TOB «BAYLL YkpaiHa [Op. Cepxapp, HimeuyunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/6038/01/01
3,2 mr/mn no 10 mn XEJIC» MaHH Xem.- My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
y dhnakoHi 3 thapm. ®abpuk thapmakoHarnsgy. BeegeHHs abo 3miHv o
KpanenbHuueto; no 1 mM6X y3ara/ibHeHUX JaHunx npo cuctemy dpapmakoHarnsagy
dhnakoHy 3 (BBEAEHHS y3araslbHEHMX AaHUX NPO cUcTeMy
KpanesnbHULE B hapmakoHarniagy, 3MiHa ynoBHOBaXXEHOT 0cobwm,
KapTOHHIli Kopoobui BiANOBIAa/IbHOI 3a 34iicCHEHHSA dhapmakoHarnsagy;
KOHTaKTHOI 0c0o6u 3 chapMakoHarnagy 3asBHuKa Ans
3fjiicHeHHs chapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeEHOI 0C06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarisay (BK/UYaUM KOHTaKTHI
LaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-thaina
cuctemn hapmakoHarnsgy) 3miHa ynoBHOBaXeHO|
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[litoua pepakuin: BapmiHa MaHHa OnekcaHgpiBHa.
lMponoHoBaHa peaakuisi: NpokoneHko IpyHa
MuikonaiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBAXEHO!
0cobu 3asBHMKA, BIANOBIAA/IbHOI 3a thapmakoHarnsg
30. | APTIXON TabneTku, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/5383/01/02
NiBKOBOIO "KNIBCbKM "KNIBCbKWI TNy - 3MiHK WOA0 6e3nekun/eddeKTUBHOCTI Ta peuenma
060710HKOI0, Mo 400 BITAMIHHWIA BITAMIHHWIA thapmakoHarnsay. BeegeHHs a6o 3MiHM 10
Mr: no 10 Tabnetok 3ABO4" 3ABOA" y3araslbHeHNX faHux nNpo cuctemy dpapmakoHarnsgy

y 6nictepi; no 4
6nicTepy y nauui

(BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy
hapMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsagy;

KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHuKa ans
3fjicHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
BiIMiHHa BiJ, yNOBHOBaX€EHOI 0C06W, BiANOBIAA/IbHOI 32
3[jiCHEeHHs1 hapMakoHarisay (BK/UYaUM KOHTaKTHI
OaHi) Ta/abo 3MiHN y po3MilLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) 3MiHa yrnoBHOBaXKeHOT
0cobu 3as1BHMKA, BIANOBIAALHOT 32 hapmakoHarnsg.

[itoua pepakuin: Konsga BikTopis BikTopiBHa.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
MponoHoBaHa pepakuis: Babvika AmnTpo AHaToniioBuy.
3MiHa KOHTaKTHUX JaHuX YNOBHOBaXXEHOT 0cobun
3asBHMKA, BiANOBIAaIbHOI 3a thapmakoHarnsg,
31. | APTIXON TabneTku, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/5383/01/01
NiBKOBOIO "KNIBCbKM "KNIBCbKWI TNy - 3MiHK WOA0 6e3nekun/eddeKTUBHOCTI Ta peuenma
060710HKOI0, MO 200 BITAMIHHWIA BITAMIHHWNIA thapmakoHarnsay. BeeaeHHs abo 3MiHM 10
mr: no 10 Tabnetok 3ABO4" 3ABOA" y3arasibHeHVX AaHnX Npo cucTemMy hapmakoHarnsay
y 6nictepi; no 3 (BBEAEHHSA y3ara/lbHEHNX AaHUX MPo cuctemy
6nicTepy y nauui hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A hapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa Ans
3[jiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeEHOI 0C06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarisay (BK/IHUYaUM KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaina
cuctemn hapmakoHarnsgy) 3miHa ynoBHOBaXeHO
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[itoua pepakuin: Konsga Biktopis BikTopiBHa.
MponoHoBaHa pepakuis: babvka AmMnTpo AHaToniioBuy.
3MiHa KOHTaKTHUX faHWX YNOBHOBaXEHOT 0cobu
3asBHMKA, BiANOBIAaNbHOI 3a thapmakoHarnsg
32. | APTPO-TPAH | rpaHynn, no 10 r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 niosnsiea UA/8451/01/01
rpaHyn y neHani "HaujioHanbHa "HaujioHanbHa My - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta peyenma €
nonimepHomy, no 1 omeonatnyH FomeonartnyHa hapmakoHarnsgy (iHwi 3mMiHun) - 3MiHW BHECEHO B
neHasy B nayui 3 a Cninka" Cninka" IHCTPYKLUitO 4719 MEANYHOTO 3aCTOCYBaHHS JiKapCbKOro
KapToHy; abono 10 r 3acoby Ao po3giny "Mo6iyHi peakyii" Woa0 3BiTyBaHHSA
rpaHyn y chnakoHi 3 npo NoGiyHi peakLii.
KpuLikoto, no 1
dhnakoHy B nauui 3
KapToHy; abono 5r
rpaHys y KoHTeliHepi
3 103yBaHHAM, N0 2
KOHTEliHepy B nayu,i
3 KAPTOHY
33. | ATEPOKAPJ TabneTku, BKPUTI AT YKpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/3926/01/01
MNiBKOBOKO "KNIBCbKWM "KNIBCbKWI My - 3MiHK LWoA0 6e3nekn/eddeKTMBHOCTI Ta peyenmom
060n0HkKot0, No 75 BITAMIHHUIA BITAMIHHMIA thapmakoHarnsgy. BeegeHHs abo 3miHu o
Mmr; no 10 TabneTok 3ABO" 3ABOA" y3araslbHeHUX gaHux Npo cuctemy dapmakoHarnsgy

y 6nictepi; no 1, 3, 4
abo 7 6nicTepiB y
nauuj

(BBEAEHHSA Yy3arasIbHEHNX AaHUX NPO cUcTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy;

KOHTaKTHOI 0c0o6M 3 thapMakoHarnagy 3asBHVKa A5
3[jiCHEeHHs1 hapmakoHarnaay B YKpaiHi, sKLLo BoHa
BiIMiHHa Bif, yNOBHOB&XeHOI 0co6y, BiANOBIAa/ILHOI 3a
34iicHeHHs papMakoHarnsay (BK/IYaoUM KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-thaiina
cucTemMu chapmakoHarnagy). 3miHa ynosHoBaeHol
0Cco6y 3as1BHMKA, BiANOBIAA/IbHOI 32 hapmakoHarnsag.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
[itoua pepakuis: Konsaga BikTopis BikTopiBHa.
MponoHoBaHa pepakuisi: babvka AMUTpo AHaTonilioBuy.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0CO6U
3as1BHMKA, BiANoBiAa/IbHOI 32 dhapMakoHarnsga.
34. | AUMKNOBIP KpeMm A Benyno, nikn Xopsaris Benyno, nikn Ta Xopsartis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/14085/01/01
BENYNO 30BHILUHLOTO Ta KOCMeTukKa, KocmeTuka, A.4. MRy - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/ITE- peyenma
3actocyBaHHs 5%, a.o. cepTudikaT BignoBigHOCTI EBpoNenchkiii
no2rabonosr, thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
a6o no 10 ry Ty6i; OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTYYEHHS
no 1 Ty6i B cepTudikaTa BignNoBigHOCTI EBponelickkiin hapmakonei:
KapTOHHIN nayui onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns LONOMDKHOT
peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
papmakonei) - OHOBAEHUI cepTudikaT Bif yxe
3aTBEPAXEHOro BUPOGHUKA, MOJaHHA OHOB/IEHOrO
cepTudpikaTa BignoBiAHOCTI EBponelichkii hapmakonel
Ne CEP 2001-283-Rev 06 (3atBepgxeHo: R1-CEP 2001-
283-Rev 05) ans A®| auukiosip Bif BXe 3aTBEpAKEHOro
BMPOGHUKa XKelistHr yapuroTip hapmacbioTukasic Ko.,
NTA, Kutait/Zhejiang charioteer Pharmaceutical Co.,
LTD, China.
35. | BAKTPOBAH | masb 2 %; no15r nakcoCmiTKn Benvka "nakco Benuvka BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/4019/01/01
masi B Ty6i; no 1 AnH EkcnopT BputaHis OnepeiiwHc KOK BputaHis TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs peyenmom
Ty6i B KAPTOHHIA Nimiteq Nimiten Ta/abo agpecy 3asiBHVKa (B/lacHMKa peecTpaviiiHoro
KopooLi nocBigyeHHs). 3MiHa agpecu 3asaBHMKa (BNacHUka
peecTpaLiinHoro NoceigYeHHs)
36. | BAKTPOBAH | ma3b HaszasibHa 2 %; | [nakcoCmiTKn Benvka "nakco Benuka BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4019/02/01
no 3r masi B AliH EkcnopT BputaHis OnepeiiwHc FOK BputaHis T™MnYy - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
IOMIHIEBIN TYy6i 3 Nimiteq NimiTen Ta/abo agpecu 3asiBHUKA (BNacHUKa peectpauiiHoro
nosieTnIEHOBO nocBigyeHHs). 3MiHa agpecu 3asaBHMKa (BNacHUka
KpULLIEeYKoto; no 1 peecTpauiiHoro NocBifYeHHs)
Ty6i B KQPTOHHiIlA
KOpO6L
37. | BEM®O/NA PO3YMH ANA iH ek BAT "lepeoH YropuuHa 360pKa pyyku YropuwHa/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/17528/01/01
B nonepegHbL0 PixTep" ANs iH'exuin, Benuka TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3aci6. (iHLwi peyenmom
HamnoBHeHiIN pyyli no BTOPVHHA BpuTaHis 3MiHK) - OHOBJ/IEHHSA M/1aHIB NOBEpPXiB (30Ha
75 MO (5,5 yrnakoBKa, BMPOGHULITBA, MOTOKIB NEPCOHaUTy Ta Matepianis) AN
Mkr)/0,125 mn; no [03BiN Ha BMPOGHUWYOI ainbHnLi BAT "legeoH Pixtep" y JebpeueHi
0,125 MmN po3yunHy BUNYCK cepil: Yy 3B'A3KY 3 NJIaHYEMUM BBEAEHHAM aslbTePHATUBHOI NiHIT
AN iH'eKuin B BAT "T'efeoH po3nuey
CKSiHOMY PixTep",
KapTpuaxi, 3 YropLmHa;
rymMOBOIO NPOBKOt0- BMPOGHMLITBO
MOPLUHEM i TYMOBVM Hepo3dacosBaHo
[ONCKOM 3 T npoayku;i;
aOMIHIEBUM nepsuHHa
KOBMaYKOM, ynakoska
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BMILLLEHOMY Y pYUKy (kapTpuaxi);
4ns BBefeHHs; no 1 KOHTPO/b SIKOCTI
a6o 5, a6o 10 3a HaCTYMHUMKN
nonepeHbLo NOKa3HUKaMMU:
HanoBHEHUX PYYOK 3 Bacterial
0fiHOpa30BUMU endotoxins;
ronkamu (BignoBigHO Sterility; Visual
1a6o 5 a6o 10) i Appearance;
cepBeTkamu, Visible Particles;
NMPOCOYEHNMY Sub-visible
CNnpTOMm Particles: Cini
(BignosigHo 1 a6o 5 dapmacbloTikan
abo 10) B KapTOHHii ¢ NimiTepn,
KopooLi Benuvka
BpuTaHis;
BMPOGHMLTBO
Hepo3ghacoBaHo
T npoAykuji,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/Ib SIKOCTI
3a BCiMa
nokasH1Kkamm
cneuudikauii,
okpim Biological
activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi))
: BAT "TepeoH
PixTep",
YropwmHa
38. | BEM®OJA PO3YMH ANS iH EKLil BAT "leneoH YropwumHa 360pKa pyyku YropwmHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17528/01/02
B nonepegHbL0 PixTep" ANs H'eKuin, Benuvka TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3aci6. (iHLwi peyenmom
HamnoBHEHiI py4li no BTOpPUHHA BputaHis 3MiHM) - OHOBNIEHHS N1aHiB NOBEpPXiB (30Ha
150 MO (11 ynakoBkKa, BMPOBHMLTBA, NOTOKIB NEPCOHaUTy Ta MatepiasniB) Ans
mkr)/0,25 mn; no [03Bin Ha BMPOGHMYOI AinbHuLi BAT "legeoH Pixtep" y lebpeueHi
0,25 M1 pO3UnHYy BMNYCK Cepil: y 3B'A3KY 3 M/1TaHYEMUM BBEAEHHSM a/lbTePHATUBHOI MiHii
Ans iH'exuili B BAT "T'eneoH po3nusy
CKNSAHOMY PixTep",
KapTpuaxi, 3 YropLmHa;
ryMOBO NPO6KOto- BMPOBHULITBO
MOPLUHEM | TyMOBUM Hepo3acosaHo
[OVCKOM 3 T npoaykuji;
NOMIHIEBUM nepBuHHa
KOBMA4KOM, ynakoBka
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BMILLLEHOMY Y pYUKy (kapTpuaxi);
4ns BBefeHHs; no 1 KOHTPO/b SIKOCTI
a6o 5, a6o 10 3a HaCTYMHUMKN
nonepeHbLo NOKa3HUKaMMU:
HanoBHEHUX PYYOK 3 Bacterial
0fiHOpa30BUMU endotoxins;
ronkamu (BignoBigHO Sterility; Visual
1a6o 5 a6o 10) i Appearance;
cepBeTkamu, Visible Particles;
NMPOCOYEHNMY Sub-visible
CNnpTOMm Particles: Cini
(BignosigHo 1 a6o 5 dapmacbloTikan
abo 10) B KapTOHHii ¢ NimiTepn,
KopooLi Benuvka
BpuTaHis;
BMPOGHMLTBO
Hepo3ghacoBaHo
T npoAykuji,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/Ib SIKOCTI
3a BCiMa
nokasH1Kkamm
cneuudikauii,
okpim Biological
activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi))
: BAT "TepeoH
PixTep",
YropwmHa
39. | BEM®OJA PO3YMH ANS iH EKLil BAT "leneoH YropwumHa 360pKa pyyku YropwmHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17528/01/03
B nonepegHbL0 PixTep" ANs H'eKuin, Benuvka TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3aci6. (iHLwi peyenmom
HamnoBHEHiI py4li no BTOpPUHHA BputaHis 3MiHM) - OHOBNIEHHS N1aHiB NOBEpPXiB (30Ha
225 MO (16,5 ynakoBkKa, BMPOBHMLTBA, NOTOKIB NEPCOHaUTy Ta MatepiasniB) Ans
Mkr)/0,375 mn; no [03Bin Ha BMPOGHMYOI AinbHuLi BAT "legeoH Pixtep" y lebpeueHi
0,375 MmN po3unHy BMNYCK Cepil: y 3B'A3KY 3 M/1TaHYEMUM BBEAEHHSM a/lbTePHATUBHOI MiHii
Ans iH'exuili B BAT "T'eneoH po3nusy
CKNSAHOMY PixTep",
KapTpuaxi, 3 YropLmHa;
ryMOBO NPO6KOto- BMPOBHULITBO
MOPLUHEM | TyMOBUM Hepo3acosaHo
[OVCKOM 3 T npoaykuji;
NOMIHIEBUM nepBuHHa
KOBMA4KOM, ynakoBka
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BMILLLEHOMY Y pYUKy (kapTpuaxi);
4ns BBefeHHs; no 1 KOHTPO/b SIKOCTI
a6o 5, a6o 10 3a HaCTYMHUMKN
nonepeHbLo NOKa3HUKaMMU:
HanoBHEHUX PYYOK 3 Bacterial
0fiHOpa30BUMU endotoxins;
ronkamu (BignoBigHO Sterility; Visual
1a6o 5 a6o 10) i Appearance;
cepBeTkamu, Visible Particles;
NMPOCOYEHNMY Sub-visible
CNnpTOMm Particles: Cini
(BignosigHo 1 a6o 5 dapmacbloTikan
abo 10) B KapTOHHii ¢ NimiTepn,
KopooLi Benuvka
BpuTaHis;
BMPOGHMLTBO
Hepo3ghacoBaHo
T npoAykuji,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/Ib SIKOCTI
3a BCiMa
nokasHuKamu
cneuudikauii,
okpim Biological
activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi))
: BAT "TepeoH
PixTep",
YropwmHa
40. | BEM®OJA PO3YMH ANS iH EKLil BAT "leneoH YropwumHa 360pKa pyyku YropwmHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17528/01/04
B nonepegHbL0 PixTep" ANs H'eKuin, Benuvka TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3aci6. (iHLwi peyenmom
HamnoBHEHiI py4li no BTOpPUHHA BputaHis 3MiHM) - OHOBNIEHHS N1aHiB NOBEpPXiB (30Ha
300 MO (22 mkr)/0,5 ynakoBkKa, BMPOBHMLTBA, NOTOKIB NEPCOHaUTy Ta MatepiasniB) Ans
m/1; no 0,5 mn [03BiN Ha BUPO6GHMYOT ginbHUUi BAT "TegeoH Pixtep" y ebpeueHi
PO3UMHY ANS iH'EKLi BMNYCK Cepil: y 3B'A3KY 3 M/1TaHYEMUM BBEAEHHSM a/lbTePHATUBHOI MiHii
B CK/ITHOMY BAT "TeneoH po3nuey
KapTpuaxi, 3 PixTep",
rYMOBOIO NPO6KOto- YropLmHa;
NoOpLUHEM i 'YMOBUM BMPOBHULITBO
[OMCKOM 3 Hepo3acosaHo
anloMiHIEBUM T npoaykuji;
KOBMaYKoM, nepBuHHa
BMILLEHOMY Y PYUKY ynakoBka
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Ans BBefeHHs; no 1 (kapTpuaxi);
a6o 5, a6o 10 KOHTPO/b AKOCTI
nonepeAHbLO 3a HaCTYMHUMKN
HarMoBHEHNX PYYOK 3 NOKa3HUKaMMU:
0fHOPa30BMMU Bacterial
ronkamu (BignoBsigHO endotoxins;
1a6o 5 a6o 10) i Sterility; Visual
cepBeTkamu, Appearance;
NMPOCoYEHNMY Visible Particles;
CnupToM Sub-visible
(BignoBigHo 1 a6o 5 Particles: Cini
a60 10) B KapTOHHiiA dapmacbloTikan
KOpOoO6Li c Nimitep,
Benuvka
BpuTaHis;
BMPOGHMLTBO
Hepo3ghacoBaHo
T npoAykuji,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/Ib SIKOCTI
3a BCiMa
nokasH1Kkamm
cneuudikauii,
okpim Biological
activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi))
: BAT "TepeoH
PixTep",
YropwmHa
41. | BEM®O/NA PO3YMH ANS iH EKLil BAT "leneoH YropwumHa 360pKa pyyku YropwmHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17528/01/05
B nonepegHbL0 PixTep" ANs H'eKuin, Benuvka TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3aci6. (iHLwi peyenmom
HamnoBHEHiI py4li no BTOpPUHHA BputaHis 3MiHM) - OHOBNIEHHS N1aHiB NOBEpPXiB (30Ha
450 MO (33 ynakoBkKa, BMPOBHMLTBA, NOTOKIB NEPCOHaUTy Ta MatepiasniB) Ans
Mkr)/0,75 mn; no [03Bin Ha BMPOGHMYOI AinbHuLi BAT "legeoH Pixtep" y lebpeueHi
0,75 M1 pO34nHY BMNYCK Cepil: y 3B'A3KY 3 M/1TaHYEMUM BBEAEHHSM a/lbTePHATUBHOI MiHii
Ans iH'exuili B BAT "T'eneoH po3nusy
CKNSAHOMY PixTep",
KapTpuaxi, 3 YropLmHa;
ryMOBO NPO6KOto- BMPOBHULITBO
MOPLUHEM | TyMOBUM Hepo3acosaHo
[OVCKOM 3 T npoaykuji;
NOMIHIEBUM nepBuHHa
KOBMA4KOM, ynakoBka
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BMILLLEHOMY Y pYUKy (kapTpuaxi);
4ns BBefeHHs; no 1 KOHTPO/b SIKOCTI
a6o 5, a6o 10 3a HaCTYMHUMKN
nonepeHbLo NOKa3HUKaMMU:
HanoBHEHUX PYYOK 3 Bacterial
0fiHOpa30BUMU endotoxins;
ronkamu (BignoBigHO Sterility; Visual
1a6o 5 a6o 10) i Appearance;
cepBeTkamu, Visible Particles;
NMPOCOYEHNMY Sub-visible
CNnpTOMm Particles: Cini
(BignosigHo 1 a6o 5 dapmacbloTikan
abo 10) B KapTOHHii ¢ NimiTepn,
KopooLi Benuvka
BpuTaHis;
BMPOGHMLTBO
Hepo3ghacoBaHo
T npoAykuji,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/Ib SIKOCTI
3a BCiMa
nokasH1Kkamm
cneuudikauii,
okpim Biological
activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi))
: BAT "TepeoH
PixTep",
YropwmHa
42. | BEH3OHAN Tabnetku no 50 mr ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/9793/01/02
IC® no 10 TabneTtok y [04aTKOBOKO [,00aTKOBOKO My - 3MiHKN WoA0 6e3nekn/edeKkTMBHOCTI Ta peyernmom
6nicTepi; no 3 BiANOBIAa/bHI BiAMOBIgaNbHICT thapmakoHarnagy (iHwi 3MiHn) OHOB/IEHHSA TEKCTY
6nictepu y nauui CTIO 10 "IHTEPXIM" MapKyBaHHS MepBUHHOT Ta BTOPUHHOT YNakoBKN
"IHTEPXIM" nikapcbKoro 3acoby, a came BUIy4eHHs iHchopmaw,i,
3a3HayeHol pociicbkolo MOBOK. BBeeHHS 3MiH
NpOTAroM 6-TM MicALB Nic/a 3aTBepPAKEHHS
43. | BEH3OHAN Tabnetkn no 100 mr ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaviliHnx MmaTtepiasis: 3MiHn | 3a UA/9793/01/01
IC® no 10 Tabnetok y [04aTKOBOKO [,00aTKOBOKO TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
6nictepi; no 5 BignoBigasbHI BignoBigasnbHiCT hapmakoHarnaay (iHwi 3miHn) OHOBNEHHS TEKCTY
6nicTepiB y nauui cTIo 10 "IHTEPXIM" MapKyBaHHA NMEPBUHHOT Ta BTOPUHHOI YNaKoBKM
"IHTEPXIM" nikapcbKoro 3acoby, a came BUyYeHHst iHhopmadi,

3a3HayeHol pociiicbkoo MOBOK. BBeEHHS 3MiH
NPOTAroM 6-TM MiCALIB MiCNS 3aTBEPAKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
44. | BETATICTUH | Tabnetku no 16 wmr, TOB «TeBa YkpaiHa Brpo6HMUTBO HimeuyunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu | 3a UA/7806/01/02
-TEBA no 10 TabneTtok y YKkpaiHa» Hepo3ghacoBaHo My - 3MiHK Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
6nicTepi; no 3 T npoAykuji, hapmakoHarnsgy. BHeceHHst abo 3miHa(v) fo
6nictepu y KOHTpOsb cepii 3060B'A3aHb Ta YMOB Buadi peecTtpauiiHoro
KapTOHHI Kopo6Lyi (okpim NocBigYEeHHs, BKtoYatoum MnaH ynpasniHHA pyusmkamu
MiKpO6ionoriyHo (iHLWi 3miHK) - OHOBIEHO MNaH ynpas/iHHA pU3nKkamu,
ro Bepcis 2.0. 3MiHN BHECEHO A0 YacTuH: | «3aranbHa
TecTyBaHHs):KaT iHhopmauis», Il «Cneumndikauia 3 6e3nekun», VI
aneHT [hxepmaHi «Peslome nnaHy ynpasiHHA pu3mkamm» y 3B’3Ky 3
LWopHaopd BUAAIEHHSIM BaXK/IMBUX iAEHTUIKOBAHWX PU3KIKIB,
v6X, BaXK/IMBUX MOTEHLNHNX PU3MKIB, a TaKOX BUAAIEHHS
HimeuuunHa; BiAICYTHbOI iHchopma,i BignosigHo o PSUSA for
KoHTpornb cepii betahistine. Pe3tome nnaHy ynpassiHHA pu3nkamu
(Tinbkn Bepcia 2.0 [ofaEeTbes.
MikpobionoriyHe
TeCTYBaHHS):
BAB IHCTUTYT
lirienn Ta
3abesneyeHHs
AkocTi TM6X,
HimeuuunHa;
Mepkne I'm6X,
HimeyunHa
(MepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTPO/b Cepil;
[lo3Bin Ha
BUNYCK cepii)
45, | BETATICTUH | TabneTkn no 24 wmr, TOB «TeBa YkpaiHa BupobHMuTBO HimeuunHa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepianis: 3MiHn | 3a UA/7806/01/03
-TEBA no 10 Tabnetok y YkpaiHa» Hepo3dacoBaHo TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
6nictepi; no 2 T npoayku;i, thapmakoHarnagy. BHeceHHs abo 3miHa(M) fo
6nictepn y KOHTpONb cepii 3000B'A3aHb Ta YMOB BuAadi peectpauiiiHoro
KapTOHHI Kopo6Lyi (okpim nocBigYeHHs, BKovalouy MNiaH ynpaBniHHA py3vkamu

Mikpo6ionoriyHo
ro TECTyBaHHs):
PotTengopd
dapma M'v6X,
HimeuuunHa;
Brpo6HMUTBO
Hepo3dgracoBaHO
T npoAykuji,
KOHTpOsb cepii
(okpim
MiKpO6ionorivyHO
o TeCTyBaHHS):
KatasieHt
[hxepmati

(iHWi 3miHW) - OHOBNEHO MNaH ynpasniHHA pu3nkamu,
Bepcis 2.0. 3MiHN BHECEHO A0 YacTuH: | «3aranbHa
iHchopmavis», Il «Cneundikauis 3 6e3nekns, VI
«Pe3iome nnaHy ynpasniHHA pusnkamu» y 3B’3Ky 3
BUAAIEHHSAM BaXK/IMBUX iAEHTUIKOBAHNX PU3NIKIB,
BaXKMMBUX NOTEHLHNX PU3NKIB, @ TaKOX BULAUIEHHS
BiACYTHbLOI iHhopMaLii BignosigHo Ao PSUSA for
betahistine. Pe3tome nnaHy ynpasniHHA pu3nkamu
Bepcis 2.0 gogaeTbes.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

LWopHaopd
m6X,
HimeuuunHa;
Mepkne 'm6X,
HimeyunHa
(nepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTPO/b Cepil;
[03BiN Ha
BMNyCK cepil);
KoHTponb cepii
(TinbKM
Mikpo6ionoriyHe
TeCcTyBaHHS AN
BVPOGHMKa
Hepo3ghacoBaHo
T npoAayKuii
KataneHt
[xepmaHi
LllopHAopdy
'v6X): BAB
IHCTUTYT TirieHn
Ta
3abesneyeHHs
AkocTi TM6X,
HimeuuunHa;
KoHTpornb cepii
(Tinbkn
MikpobionoriyHe
TecTyBaHHA AN
BMPOGHMKa
Hepo3acosaHO
T npoayKuii
PotTeHzopt
®apma M'v6X):
€BpodhiHC
Bio®apma
TecTyBaHHA
MpoaykTis
MioHxeH TM6X,
HimeyunHa

46.

BETATICTUH
-TEBA

TabneTku no 8 mr,
no 10 TabneTtok y
6nictepi; no 3
6nictepu y
KapTOHHI Kopo6Lyi

TOB «TeBa
YKpaiHa»

YkpaiHa

Brpo6HMUTBO
Hepo3dgracoBaHO
T npoAykuji,
KOHTpOsb cepii
(okpim
MiKpo6iosoriyHo

HimeyunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(m) o
3060B'A3aHb Ta YMOB Buadi peecTtpaliiiHoro

NOCBIAYEHHS, BKoYatoun MnaH ynpasiHHSA pu3nkamu

(iHLWi 3miHW) - OHOB/IEHO N1aH ynpas/iHHA pU3MKamu,

3a
peyenmom

UA/7806/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
ro TeCTyBaHHs): Bepcis 2.0. 3MiHN BHECEHO A0 YacTuH: | «3aranbHa
KataneHt iHhopmauis», Il «Cneumndikauia 3 6e3nekun», VI
[hxepmai «Pesome nnaHy ynpasiHHA pu3nkamm» y 3B’3Ky 3
LWopHaopd BUAATEHHSIM BaXK/TMBUX iAEHTUIKOBAHWX PU3KIKIB,
m6X, BaXK/IMBUX MOTEHLNHNX PU3MKIB, a TaKoX BUAAIEHHS
HimeuuunHa; BifICYTHbOI iHthopma,i BignosigHo o PSUSA for
KoHTpornb cepii betahistine. Pe3tome nnaHy ynpasriHHA pu3nkamu
(Tinbkn Bepcia 2.0 f[ofaEeTbes.
MikpobionoriyHe
TeCTyBaHHS):
BAB IHCTUTYT
lirienn Ta
3abesneyeHHs
AkocTi TM6X,
HimeuuunHa;
Mepkne 'm6X,
HimeuyunHa
(MepBuHHa Ta
BTOPMHHA
ynakoBka,
KOHTPO/b CepiT;
[lo3Bin Ha
BUNYCK cepii)

47. | BETA®OC cycneHsis ans TOB "®OPC- YkpaiHa K.T. POM®APM PymyHis BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a He UA/18736/01/01
iH'ekuind, (5 mr + 2 PAPMA KOMMAHI TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom nionsiea
mr)/mn; no 1 mn B ONCTPUBIO C.P.N. Ta/abo agpecun micLa NpoBaKEHHS AiANbHOCTI €
amnyni, no 5 amnyn LH" BMpPOBHMKa/iMNopTepa roToBOrO JliKapCbKoro 3acoby,

Y KapTOHHIi nayui BK/IOUAI0UM AiNbHULI BUNYCKY cepil abo micue
NPOBeAEHHS KOHTPOJIIO AKOCTI. (4iSNbHICTb, 3a AKY
BiANoOBigae BMPOGHMK/IMNopTep, BKIOYA0UM BUMYCK
cepiii) 3MiHM BHOCATCS B 3B'A3KY i3 HEOOXIAHICTbIO
npvBefeHHA HanucaHHA agpecy BUpPobHKKa BigNoBiAHO
no Ceptudpikaty GMP Ta BUCHOBKY LL0A0
niATBEpXEHHS BiANOBIAHOCTI YMOB BUPO6HULTBA
BMMOraM Has1eXHOi BUPOOHNYOT NPaKTUKL. 3MiHU
BHECEHO B IHCTPYKL,iIO 418 MEAUYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin «Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLis NPoBaKeHHS 1oro
LOiSNbHOCTI» 3 BiANOBIAHUMMN 3MiHAMM Y TEKCTI
MapKyBaHHs yNakoBKW Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/IA 3aTBEPAKEHHS.
48. | bICconrPo/10 TabneTkun, BKpUTI CaHnpo3 CnoBeHis BMPOGHMLUTBO 32 | HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4401/01/01
N CAHAO3® nNiBKOBOKO dapmacbioTika NOBHUM LMK/IOM: Monbla TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
060/10HKO10, N0 5 Mr; n3 a.a. Cantotac hapmakoHarnsgy. BeegeHHs abo 3miHn go
no 10 TabneTtok y dapma M'm6X, y3araJlbHeHUX gaHnx Npo cuctemy dpapmakoHarnsgy
6nicTepi; no 3 HimeuumnHa; (BBEAEHHSA y3ara/ibHEHNX AaHUX Npo cuctemy
6nictepu B anbTepHaTUBHU hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobum,
KapTOHHI kopobuy; 1 BUPOGHWK; BiANOBIAa/IbHOI 3a 34iicCHEHHA ddapmakoHarnsgy;
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
no 15 TabneTtok y BUPOBHMLTBO 3a KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa A5
6nicTepi; no 2 abo NOBHWUM LMK/IOM; 3[iiCHEeHHs1 hapmakoHarnagy B YKpaiHi, AKLL0 BoHa
no 4, abo no 6 nepBUHHE i BiAMiHHa Bif, yNOBHOB&XeHOI 0Co6W, BiANOBIAa/IbHOI 3a
6nicTepiB y BTOPUHHE 3[jiCHeHHs1 hapMakoHarifaay (BK/IKUYauM KOHTaKTHI
KapTOHHIlA KopooLi nakyBaHHs, OaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-thaiina
BUNYCK cepil: cuctemu dhapmakoHarnagy) - 3miHa ynoBHOBaKeHol
Nek C.A. 0co6u 3asBHMKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
MonbLia [Oitova pepakuis: Aasig MxoH flesic / David John Lewis. -
MponoHoBaHa pegakuis: Juergen Maares / OpreH
Maapec. - 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobu 3asiBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg. -
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA, Bi4NOBIAaIbHOI 3a
hapmakoHarnsg B Ykpaiti. - [itoua pegakuis: Opnos
B'ayecnas BikTopoBuu. - [ponoHoBaHa pefakuis:
TaHacoBa 3opsHa MukonaisHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0COOM 3asBHMKA,
BignoBigasIbHOI 3a hapmakoHarnsag B YkpaiHi. - 3miHa
MicLle3HaxopKeHHs1 macTep-aiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. - 3miHa micus
3[iICHEHHSI OCHOBHOI AiNIbHOCTI 3 papMakoHarasay
49. | BICONPOJ1IO TabneTkun, BKpUTI CaHnpo3 CnoBeHis BMPOGHMLUTBO 32 | Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/4401/01/02
N CAHAO03® NNiBKOBOO dapmachbloTika NMOBHWM LK/TOM: Monbwa TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKOI0, M0 10 n3 a.a. Canotac thapmakoHarnagy. BeefeHHs abo 3miHn fo
mr; no 10 TabneTok dapma M'm6X, y3araslbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy
y 6nicTepi; no 3 HimeuuunHa; (BBEAEHHSA Y3arasIbHEHUX AaHWX MPO cUcCTemy
6nictepu B anbTepHaTUBHU hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHOT 0cobu,
KapTOHHI Kopoo6L; 1 BUPOOHNK; BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy;
no 15 Tabnetok y BUPOBHNLTBO 3a KOHTaKTHOI 0c06u 3 thapMakoHarnagy 3asBHuKa Ans
6nictepi; no 2 abo NMOBHUM LMK/IOM; 3[iiCHEeHHs1 chapmakoHarnaay B YKpaiHi, AKLL0 BOHa
no 4, abo no 6 nepBUHHE i BiIMiHHa Bif, yNOBHOB&XeHOI 0C06y, BiANOBIAa/IbHOI 3a
6nicTtepiB y BTOPUHHE 3[jiCHeHHs1 hapMakoHariaay (BK/IUYakun KOHTaKTHI
KapTOHHIlA KopooLi nakyBaHHs, OaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-thaiina
BMNYCK Cepil: cuctemu dhapmakoHarnagy) - 3miHa ynoBHOBaeHOi
Nek C.A. 0cobu 3asBHMKa, BiANOBIAaILHOI 3a hapMakoHarnsg,
MonbLia [Oitova pepakuisn: Aasig MxoH flesic / David John Lewis. -
MponoHoBaHa pegakuyis: Juergen Maares / HOpreH
Maapec. - 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXXEHOI
0cobu 3asBHMKa, BiANOBIAA/ILHOT 3a hapmakoHarnsg. -
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA, BigNOBIAaIbHOI 3a
hapmakoHarnsg B Ykpaiti. - [itoua pegakuis: Opnos
B'ayecnas BikTopoBuu. - [ponoHoBaHa pefakuis:
TaHacoBa 3opsHa MukonaisHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BignoBigasibHOI 3a hapmakoHarnsag B YkpaiHi. - 3miHa
MiCLie3HaxXoMKeHHs MacTep-daiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. - 3miHa micus
3[iICHEHHSI OCHOBHOI AisNIbHOCTI 3 papMakoHarasay
50. | BI®POH® PO34MH HaLLKipHWi 1 TOB "MIBE YkpaiHa Mi6e FTm6X HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiH1X maTepianis: 6e3 UA/13616/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
CKIH % no 15 a6o 35 mn YKPAIHA" ApuHaiimiTTens BMMNpPaB/IEHO TEXHIYHY MOMUIIKY B iHCTPYKUiT Ans peyenma
PO34KHY Y h1aKoHi- MeAMYHOro 3acTocyBaHHA NikapcbKoro 3acoby y posgini
KpanenbHuui, no 25 "YMOBU 36epiraHHs", ONyLLEHY Npu npoueaypi
M — y oNaKkoHi- BHECEHHS 3MiH, 3aTBepAKeHNX HakazoM MO3 YkpaiHn
crpei 3 403aTopomMm, Bifg 29.07.2023 p. Ne1380, a came: 3aTBepKeHO:
no 1 dpnakony y YmoBu 36epiraHHs. 36epiratv y HefoCTynHOMY A1
KapTOHHI/ nayw,i AiTen micui npu Temnepartypi He Buwe 25 C.
3anponoHoBaHo: YM0oBU 36epiraHHs. 36epiratn y
HefoCTyNHOMY Ans AiTeld Micli npy Temnepartypi He
BuLie 25°C. 3a3HauyeHe BUMPAB/IEHHS BiAnoBigae
mMartepiasiaM peecTpauiiHoro 10CheE.
51. | BOPHA MopOLLOK MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHux matepianis: 3MiHu | - UA/17709/01/01
KUCNOTA KpucTaniyHmi "XIMOAPM3A "XIMOGAPM3AB TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHS
(cy6eTaHuin) y BOA4 Of "YEPBOHA Ta/abo agpecy 3asiBHVKA (B/lacHMKa peecTpaviiHoro
noABINHNX "YEPBOHA 3IPKA" noceigyeHHs) AgMiHiCTpaTMBHa 3MiHa Ha nigcTasi 3MiHW
nonieTueHoBmx 3IPKA" TUMY akuioHepHOro ToBaprcTBa 3asBHMKa. BnacHukom
nakeTtax Ans peecTpaLiiHoro NoCBiAYeHHA 3a/IMLIAETLCA Ta X cama
hapmavueBTUYHOro ropuanyHa ocoba. Agpeca 3amwaeTbes 6e3 3mMiH. 3MiHn
3acTocyBaHHS | TNy - AOMiHICTPaTVBHI 3MiHU. 3MiHA HaliMEeHyBaHHS
Ta/abo agpecun micua NpoBaKEHHS AisNbHOCTI
BMPOGHMKA (BK/IKOYAOYM, 3a HEOOXIAHOCTI, MicLe
NpoBefEeHHA KOHTPOJII0 SIKOCTi), ab0 BNacHMKa Mactep-
(haiina Ha A®I, ab6o noctavasibHuka A®I/BuXigHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha JlikapcbKuii 3aci6) 3a BigCyTHOCTI cepTudpikata
BIANOBIAHOCTI E€Bponeiichbkili hapmakonei y
3aTBEPAXEHOMY A0CbE, a60 BUPOOHVKA HOBOT
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y [AOCHE)
AaMiHIiCTpaTuBHa 3MiHa Ha NiAcTasi 3MiHW TUMy
akLjioHepHoro ToBapuncTea BrupobHuka. Agpeca
3a/IMLIAETLCA 6e3 3MiH.
52. | BPOMIEKCW | Tabnetku, BKpUTI BEP/IIH-XEMI | HimeuuunH Brpo6HMUTBO HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 nionsea UA/9663/01/01
H 8 BEP/IH- 060/10HKO0, N0 8 Mr Al a Hepo3dhacoBaHo TMny - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenma €
XEMI no 25 tabneTtok y ro NPoOAyKTY, y BUPOGHMLTBI. 3MiHM Y Npoueci BUPOBHULITBA FOTOBOIO

6nictepi; no 1
6nictepy y
KapTOHHIli KopooLi

KOHTpO/b cepii:
BEP/TIH-XEMI
A, HimeyuunHa;
MakyBaHHA,
KOHTpPO/b Ta
BUNYCK cepil:
BEP/IH-XEMI
Al', HimeyuunHa,;
Bupo6bHuuTBO

Hepo3dacoBaHo

ro NPOAyKTY,
KOHTPO/b Ccepil:
[JpareHocapm

NikapcbKoro 3acoby, BKIOYaUy NPOMiIXKHUI MPOAYKT,
LLI0 3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHK).
36inbLIeHHs TepMiHY 36epiraHHs Hepo3ghacoBaHoro
NpoAyKTYy NakyBaHHs TabneTok 12 micsAuiB 3amicTb 6
MicauiB. - 3MiHK | TMNY - 3MiHK 3 AKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro ab0o OHOB/IEHOrO cepTudikaTa BignoBigHOCTI a6o
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponelichkii
thapmakonei: gnsa A®l; ans BUXigHOro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHULTBI AD|; 418 AONOMIKHOT
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n/n

JliKapcbK0O20

Hassa

3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AnoTtekep Mo
m6X,
HimeuunHa;
MNakyBaHHs:
MeHapiHi-®oH
XelipeH TM6X,
HimeuuunHa;
[NakyBaHHs:
CBICC KAINC
v6X,
HimeyunHa

peyoBuHM (CepTudikaTt BiAMOBIAHOCTI EBpONeNchbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEpPAXEHOro BUPO6HMKa. OHoBeHHA CEP
3aTBepxeHoro BupobHunka A®| FDC Limited; R1-CEP-
2007-032 Rev 01; R1-CEP-2007-032 Rev 02; - 3MiHu |
Tuny - 3MiHK 3 akocTi. CepTudiikat BignosigHOCTI/ME-
cepTudpikaT BignoBigHOCTI €EBponenchkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI ab0 BUTYYEHHS
cepTudikaTa BiANOBIAHOCTI EBponelickkiin hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI AD|; ANns LONOMKHOT
peyoBUHM (CepTudikaT BiAMNOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBepAKEHOro BUpobHuka. OHoBneHHa CEP
3aTBepxeHoro Bupo6Hvka A®l FDC Limited; R1- CEP-
2007- 032 Rev 02; R1-CEP-2007-032 Rev 03; - 3MiHu |
Tuny - 3miHn 3 sakocTi. CepTudiikat BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI ab0 BUTyHYEHHS
cepTudikaTa BignoBiAHOCTI E€Bponeiickbkiit hapmakoner:
ana A®l; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMLUTBI A®I; ANns AONOMIKHOT
peuoBuHu (TE-cepTuchikaT BignoBigHOCTI EBpoNeicbkiii
thapmakonei ana A®l/BuxigHoro
marepiany/peareHTy/npoMiXHOro NPOAYyKTYy abo
[OMOMIiXHOI peqoBMHM) - OHOBNEHWI cepTudikaT Bif,
BXe 3aTBeppKeHOro BUpobHuka. OHoBneHHA ME
cepTudgikaTa BignosigHocTi EP ans xenatuHy
3aTBepAxeHoro BupobHuka GELITA GROUP 3
R1- CEP2003- 172 Rev 02 Ha R1-CEP-2003- 172 Rev
03; - 3MiHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3MiHu). 3MiHK BHECeHi Ao n. 6
TEKCTY MapKyBaHHS NepPBUHHOT yNakoBKM Ta M. 17 TEKCTY
MapKyBaHHS BTOPMHHOT yNakoBKW ikapCbKoro 3acoby. -
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu). - 3MiHM BHECEHO [0
IHCTPYKUIT 415 MEAMYHOrO 3aCTOCYBaHHS NikapCbkoro
3acoby Ao po3ginis "MpoTunokasaHHs", "Oco6anBOCTI
3acTocyBaHHsa" Ta "lNMob6iuHi peakuyii” Wwoao 6esnekn
3aCTOCYBaHHSA [it0H0T peYoBUHY BPOMIeKCUHY
rigpoxnopug. BeefeHHs 3MiH NpoTArom 6-Tn MicsaLiB
nicnsa 3aTBepKEHHS.

53.

BYAEHO®AN

bK

TBepAi kancynu 3
KULLKOBOPO3YMHHNM

Ap. ®anbk
Papma N'v6X

HimeyunH
a

BignosiganbHuii
3a BUNyCK cepiit

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK Wwoao 6e3nekn/edpekTnBHOCTI Ta

3a
peyenmom

He
niossza

UA/6964/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
1 rpaHynamu no 3 KiHL,EBOro thapmakoHarnagy (iHwi 3MiHN) €
Mr; no 10 kancyny NPOAYKTY: BHeCeHHS 3MiH o MK4A (po3giny "MapkyBaHHSA")-
6nicTepi; no 5 abo [Op. Panbk BIZANOBIAHO [0 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
10 6nicTepiB y dapma 'm6X, 3MiHN BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
KopoOLi 3 KapToHY HimeuuunHa; yrnakoBKW NnikapcbKoro 3acoby B n. 8. «JATA
B1po6HMK 3AKIHYEHHSA TEPMIHY NMPUOATHOCTI», n. 11.
f030BaHol «HANMEHYBAHHS | MICLEE3HAXOIXKEHHS
chopmu, BVIPOBHWKA TA/ABO 3AABHVKA», n. 13. «<HOMEP
nepBuHHe, CEPII IKAPCBHKOIO 3ACOBY», n. 16.
BTOPWHHE «IHPOPMAULIA, AKA HAHOCUTLCA LWPNDTOM
nakyBaHHs Ta BPANS», n. 17. «IHWE>» Ta NepBUHHOI yNakoBku y M.
KOHTPO/b SIKOCTI: 3. <HOMEP CEPIi IKAPCbLKOIO 3ACOBY», n. 4.
JNlosaH Papma «[JATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI».
v6X, 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HimeuumnHa; HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BlacHMKa
peecTpauiiHoro NocBig4eHHs)- 3MiHa agpecu 3asBHVKa
Brpo6HuK, (BnacHvika peecTpadiiiHoro noceigyeHHs) Ap. danbk
BiZJNOBIAANbHWIA ®apma M'm6X. 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW.
3a nepBuHHE, 3miHa HalimeHyBaHHS Ta/abo agpecu micus
BTOPVHHE NpoBaPKeHHA AiS/IbHOCTI BUpoOHUKa/imMnopTepa
nakyBaHHS Ta roTOBOIO JliKapcbKoro 3acoby, BKIOYaUM AinbHUL
KOHTPO/1b AKOCTI: BMMYCKy cepii abo MicLe NpoBeAeHHS KOHTPOJIH AKOCTI.
NosaH ®apma (aisnbHICTB, 3a SAKy BignoBigae BUpo6GHUK/iMnopTep,
M6X, BK/THOHAIOYM BUMYCK CEPIid) - 3MiHa agpecy Micus
HimeuumnHa; NPOBaXEHHS AiS/IbHOCTI BUPOOHMKA, BiAMOBIAa/TbHOrO
3a BUNYCK Cepiil KiHLeBoro npoaykty (4p. Panbk dapma
BUPOGHMUK, 'M6X, HimeuurHa) 6e3 3mMiHu hakTMuHOro
BiANOBigabHNI MicLepo3TallyBaHHS BUPOGHMKa. 3MiHWN BHECEHO B
3a IHCTPYKUiO AN MeAMYHOro 3aCTOCYBaHHA /iKapCbKoro
KOHTPONb/BUNPO 3acoby y po3ain «MicLe3HaxomKeHHs BUpobHUKa Ta
6yBaHHs cepiit agpeca MicLs NPOBaKEHHS Or0 Ais/IbHOCTI» 3
(XiMiYHI/i3nyHI BiAMNOBIAHMMU 3MiHAMU Y TEKCTi MapKyBaHHS yNakoBKu
Ta nNiKapcbKoro 3acooby.
MiKpo6iosoriyHi
(He cTepunbHi):
HaykoBo-
nocnigHuin
iHCTUTYT
Xennenep
m6X,
HimeuunHa
54. | BYCTPUKC cycneHsis ans nakcoCmiTKn Benuka nakcoCwmiTKns Benbris BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/14955/01/01
KOMBIHOBA iH'ekuil, 0,5 AlH EkcnopT BputaHis | IiH Bionogxikan3 TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEHYBaHHSs peuenmom
HA mn/po3y; no 1 gosiy Nimiteq C.A. Ta/abo agpecu 3asBHUKA (BNacHUKa peectpauiiHoro
BAKLUVHA nonepeaHbO nocBigyeHHs) - 3MiHa agpecu 3asiBHUKa (BNacHMKa
ansa HanoBHEHOMY peecTpauiiHoro NocBigYEHHs)
MPO®DINAKT wnpuui; no 1




37

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KN nonepeaHbLo
OUNDTEPII, HanoBHEHOMY
NMPABLSA, LUNPULYY Y KOMMNEKTI
KALUNKHOKY 3 ABOMA rosikamu B
(ALENONAP | nnacTukoBoMy
HUNA KOHTeiiHepi; no 1
KOMMOHEHT | koHTeliHepy y
) KapTOHHIli KopooLi
(AACOPBOB
AHA, 3I
SMEHLLEHU
M BMICTOM
AHTUTEHIB)
55. | BAJIMICAP H | Tabnetku, BKpUTI Makneoac IHais Makneogc IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17127/01/02
nAiBKOBOO PapmMacboTuK PapmacboTmKan MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyernmom
060n0HKo0, N0 anc fliviteq c Nimitepn, KoHTposb roToBoro fikapcbkoro 3acoby. 3miHa y
160/12,5 wmr, no 10 MeToAax BUNpobyBaHHSA roTOBOrO JliKapCbKOro 3acoby
Tabnetok y 6nictepi, (He3HayHa 3MiHa y 3aTBEpKEHNX MeTofax
no 3 a6o 9 6nicTepis BMNpo6yBaHHA) HesHauHi 3MiHn y meToai BEPX gns
Y KapTOHHili kopobLi BM3HAYeHHs NoKa3HWKiB "KifibKicHe BU3Ha4YeHHs" Ta
"OAHOPIHICTb A030BaHVX OAMHMLB". BBOANTLCA
NpUMITKa LLOA0 HEeOOXiAHOCTI NepemilllyBaHHSA PO34MHY
3paska LoHaiMeHLIe YoTvpy pasu nig yac aHanisy
nicns NpuroTyBaHHA PO34nHY A1 NOKPALLEHHS
BiATBOPIOBAHOCTI METOANKM
56. | BAJIMICAP H | Tabnetku, BKpUTI Makneoac IHais Makneoac IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17127/01/03
NAiBKOBOO dapmMacboTuK PapmacbioTuKan MRy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKuii 3aci6. peyernmom
060n10HKOI0, N0 auic Nimitep, ¢ Nimitepq, KoHTposb roToBOro fikapcbkoro 3acoby. 3miHa y
160/25 wmr, no 10 MeToAax BUNpobyBaHHSA rOTOBOrO JliKapCbKOro 3acoby
Tabnetok y 6nictepi, (He3HauHa 3MiHa y 3aTBEpMKEHUX MeTofax
no 3 a6o 9 6nicTepis BMNpo6yBaHHA) HesHauHi 3MiHn y meToai BEPX ans
Y KapTOHHili kopobui BM3HAYEeHHs NoKa3HWKiB "KifibkicHe BU3HauYeHHs" Ta
"OAHOPIHICTb A030BaHVX OAMHMLB". BBOANTLCA
NpUMITKa LLOA0 HEOOXiAHOCTI NepemilllyBaHHS PO34nHY
3paska LoHaiMeHLLIe 4YoTvpy pasu nig vyac aHanisy
nicns NpuroTyBaHHSA PO34nHY A1 MOKPALLeHHS
BifTBOPIOBAHOCTI METOAMKN
57. | BAIMICAP H | Tabnetku, BKpUTI Makneoac IHAis Makneogc IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/17127/01/04
NAiBKOBOIO dapmacboTuK dapmacbloTukan MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. peyenmom
060n10HKOI0, N0 auic Nimitepq, ¢ Nimitepq, KoHTposb roToBoro fikapcbkoro 3acoby. 3miHa y

320/12,5 wmr, no 10

TabneTtok y 6nictepi,
no 3 a6o 9 6nictepis
Y KapTOHHi Kopobuj

MeTofax BUNPOo6yBaHHS rOTOBOIO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEpKEHNX MeTogax
BMNpo6yBaHHA) HesHauHi 3MiHn y meToai BEPX ans
BM3HAYEHHA Noka3HWKiB "KiflbkicHe BU3HaYeHHA" Ta
"Op[HOPIgHICTb A4030BaHMX OAMHULL". BBOAMTLCSA
NpUMITKa LLoA0 HEOOXiAHOCTI NepemilllyBaHHS PO34nHY
3paska LoHaliMeHLUe YoTVpK pasu nig Yac aHanisy
nic/1A NPUroTyBaHHSA PO3YnHY A/18 NOKPaLLeHHs
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BiJTBOPIOBAHOCTI METOANKM
58. | BA/IMICAP H | Tabnetku, BKpUTI Makneoac IHais Makneogc IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17127/01/05
nAiBKOBOO PapmMacboTuK PapmacboTrKan MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyernmom
060/10HKO0, N0 anc fliviteq c Nimitepq, KoHTposb rotoBoro fikapcbkoro 3acoby. 3miHa y
320/25 wr, no 10 MeToAax BUNpPobyBaHHSA rOTOBOTO JiKapCbKOro 3acoby
Tabnetok y 6nictepi, (He3HayHa 3MiHa y 3aTBEpKEHNX MeTofax
no 3 a6o 9 6nicTepis BMNpo6yBaHHA) HesHauHi 3MiHn y meToai BEPX gns
Y KapTOHHili kopobLi BM3HAYEeHHs NOKa3HWKIB "KifibkicHe BU3Ha4YeHHs" Ta
"OAHOPIHICTb A030BaHVX OAMHMLB". BBOANTLCA
NpUMITKa LLoA0 HEeOBXiAHOCTI NepemilllyBaHHSA PO34nHY
3paska LoHaiMeHLIe YoTvpY pasu nig vyac aHanisy
nicns NpuroTyBaHHA PO34nHY A1 NOKPALLEHHS
BiATBOPIOBAHOCTi METOANKM
59. | BAJIMICAP H | Tabnetku, BKpUTI Makneoac IHais Makneoac IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17127/01/01
NAiBKOBOO PapmMacboTuK PapmacbioTuKan MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyernmom
060n10HKOI0, N0 auic Nimitep, ¢ Nimitepq, KoHTposb roToBoro fikapcbkoro 3acoby. 3miHa y
80/12,5 wr, no 10 MeToAax BUNpobyBaHHSA rOTOBOTO JliKapCbKOro 3acoby
Tabnetok y 6nictepi, (He3HauHa 3MiHa y 3aTBEpMKEHNX MeTofax
no 3 a6o 9 6nicTepis BMNpo6yBaHHA) HesHauHi 3MiHn y meToai BEPX ans
Y KapTOHHili kopobLi BM3HAYEeHHs NoKa3HWKiB "KifibkicHe BU3Ha4YeHHs" Ta
"OAHOPIHICTb A030BaHVX OAMHMLB". BBOAMTLCA
NpUMITKa LLOA0 HEOOXiAHOCTI NepemillyBaHHS PO34MHY
3paska LoHaiMeHLIe YoTvpy pasu nig yac aHanisy
nicns NpuroTyBaHHSA PO34nHY A1 MOKPALLeHHS
BifTBOPHOBAHOCTI METOAMKN
60. | BAJIbTPEKC TabneTku, BKPUTI nakcoCwmiTKn Benuka BupobHuk IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/7835/01/01
060/10HKO10, Mo 500 SIMH EkcnopT BpuTaHis Hepo3dgiacoBaHo Monba/ TMny - AGMIHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHs peyenmom
mr; no 10 Tabnetok Nimitepn ro NPOAYKTY: IcnaHis Ta/abo agpecy 3asiBHMKa (B/lacHUKa peecTpaviiiHoro
y 6nicTepi; no 1 "nakco nocsigyeHHs) 3miHa agpecu 3asiBHUKa (BNacHuUKa
6nictepy B Bennkom C.A., peecTpauinHoOro NocBiAYEHHS).
KapTOHHI kopobuy; Icnanis
no 6 TabneTok y
6nictepi; no 7 BupobHuk ans
6nicTepis B nepByHHOIO Ta
KapTOHHI kopobuy; BTOPUHHOroO
no 14 TabneTtok y nakyBaHHs,
6nicTepi; no 3 KOHTPO/IIO Ta
6nictepn y BUMYyCKy cepili:
KapPTOHHI KOopooL,ji Lendapm
Mo3HaHb C.A.,
MonbLa
abo
"nakco
Bennkom C.A.,
Icnaxis
61. | BEIoBl PO34MH ANS iH'eKLit A/T Hoso [aHia NPUroTYBaHHS, [aHia BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/20617/01/02
®NEKCTAY no 0,5 mrno 1,5 mn Hopgaick HarnoBHEHHA Ta TMny - 3MiHK Woa0 6e3nekn/eddeKkTMBHOCTI Ta peyernmom

PO34YKMHY Y

KOHTPOJ1b AKOCTI

thapmakoHarsisagy. 3MiHa 4actoTv Ta/abo TEPMIHIB
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nonepeaHbO npoaykuii in bulk NOAAHHSA PerynsipHO OHOBJ/TIOBAHUX 3BITiB 3 6e3nekn
HamnoBHEHiIN wnpwu- (kapTpuoxi no nikapcbkyx 3aco6iB. 3MiHa y YacTOTi NoAaHHS
pyuui; 1 1,5 mn 1a 3 mn). perynspHo OHOBJ/IHOBAHOrO 3BiTy 3 6e3neku. [itoua
nonepeHbLo BignosiganbHuii pepakuis: Yactota nofaHHA perynspHO OHOBJ/IIOBAHOIO
HanoBHeHa LWNpuL- 3a BUNycK cepil 3BiTYy 3 6e3Mneku, 3rigHo A0 Mopaaky 34iCHEHHS
pyuka 1a 4 roTOBOroO thapmakoHarnagy, 3aTBepyKeHOro Hakasom
0HOpPAa30Bi rosikn nikapcbKoro MiHicTepcTBa OXOPOHW 340POB’ YKpaiHu Big, 27 rpyaHs
HoBo®aiiH® lMntoc B 3acoby: AIT 2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTsi
KapTOHHI KOpo6Li Hoso Hopagick, rocTuuii Ykpainm 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
[JaHis; pefakuii Hakasy MiHicTepcTBa 0OXOPOHY 3[40POB'SA
NpuUroTyBaHHs, YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
HanoBHEHHSA Ta 3AiAICHIOETLCA KOXHI 6 MiCALLIB NPOTAroM nepLumx ABOX
KOHTPO/Ib SIKOCTI POKiB, OUH pa3 Ha Pik MPOTArOM HaCTYMHWX ABOX POKIB
npoaykuii in bulk Ta Hafani — 1 pa3 KOxHi TpK poKu, NoYnHaun 3 gatu
(kapTpuoxi no peecTpaLii nikapcbkoro 3acoby. NMponoHoBaHa peaakList:
1,5 mn 1a 3 mn). YacToTa nofaHHs perynsipHo OHOB/IHOBAHOTO 3BITY 3
KomnnektyBaHH 6e3neku 1 pik. KiHueBa gata A1 BKIHOYEHHS AaHUX [0
A1, MapKyBaHHSA PO3b - 31.05.2025 p. JaTta nogaHHsa - 09.08.2025 p.
Ta nakyBaHHs PekomeH0BaHO A0 3aTBePA)KEHHS BiAMNOBIAHO A0
roToBOro nepiognYHOCTI NOAAHHA peryssipHO OHOBJ/IOBaHWX 3BITIB
nikapcbKoro 3 6e3neku nikapcbkmx 3acobis y EC.
3acoby
(cemarnyTng,
PO34MH Ans
iH'ekuUin no 1,5
Mn Ta 3 M,
nonepegHL0
HanoBHeHa
LUMPULL-pyYKa
PDS290 gns
cemarnyTugy):
A/T Hoso
Hopgaick, [aHis
62. | BEroBl PO34YMH ANS iH'eKLi A/T HoBo [aHis NPUroTyBaHHS, [aHis BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/20617/01/03
®JIEKCTAY no 1 mr no 3 mn Hopgaick HanoBHEHHS Ta My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom

PO3UnHYy y
nonepeaHbLO
HamnoBHEHiN wnpwu-
pyuu; 1
nonepeaHbLO
HamnoBHeHa LUNpuLL-
pyyka Ta 4
0HOpPAa30Bi rosikn
HoBo®aiiH® lMntoc B
KapTOHHIli Kopoobui

KOHTPO/b AKOCTI
npoaykuii in bulk
(kapTpuoxi no
1,5mn T1a 3 mn).
BignosigansHuii
3a BUNyck cepii
roTOBOro
nikapcbKoro
3acoby: A/IT
Hoso Hopgaick,
[OaHis;
NPUroTyBaHHs,
HanoBHEHHSA Ta

hapmakoHarnagy. 3miHa 4actoT Ta/abo TepMIHIB
nofAaHHA PerynsipHO OHOB/IIOBAHWX 3BITIB 3 6e3neku
nikapcbknx 3aco6iB. 3MiHa y 4acTOTi NOAaHHS
perynsipHoO OHOBJ/THOBAHOrO 3BiTy 3 6e3neku. [itoua
pepakuis: Yactota nofaHHA perynspHO OHOBJ/IOBAHOIO
3BiTy 3 6e3neku, 3rigHo A0 Mopsaaky 34iCHEHHS
thapmakoHarnagy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0OXOpOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTsi
rocTuuii Ykpainm 29 ciuna 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa 0XOpPOHK 3[40POB'SA
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
3[iCHIOETLCS KOXHI 6 MicsLIIB MPOTArOM nepLumx ABOX
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KOHTPO/b SIKOCTI POKiB, OUH pa3 Ha Pik MPOTArOM HaCTYMHWX ABOX POKIB
npoaykuii in bulk Ta Hafani — 1 pa3 KoxHi TpK poKu, NoYnHauM 3 gatu
(kapTpugxi no peecTpaLii nikapcbkoro 3acoby. NMponoHoBaHa peaakList:
1,5 mn 1a 3 mn). YacToTa nofaHHs perynsipHo OHOB/IHOBAHOTO 3BITY 3
KomnnektyBaHH 6e3neku 1 pik. KiHueBa aata A1 BKIHOYEHHS AaHUX [0
A1, MapKyBaHHSA PO3b - 31.05.2025 p. JaTta nogaHHsa - 09.08.2025 p.
Ta nakyBaHHs PekomeH0BaHO A0 3aTBePA)KEHHS BiAMNOBIAHO A0
roToBOro nepiogNYHOCTI NOAAHHA perysisipHO OHOB/IOBaHWX 3BITIB
nikapcbKoro 3 6e3neku nikapcbkmx 3acobis y EC.
3acoby
(cemarnyTng,
PO34MH Ans
iH'ekuUin no 1,5
Mn Ta 3 mMn,
nonepeaHL0
HanoBHeHa
LUMPULL-pyYKa
PDS290 gns
cemarnytugy):
A/T Hoso
Hopgaick, [aHis
63. | BEIoBl PO34YMH ANS iH'EKL A/T HoBo [aHis NPUroTyBaHHS, [aHis BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/20617/01/05
®JIEKCTAY no 2,4 mMrno 3 mn Hopgaick HanoBHEHHS Ta My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom

PO34KHY Yy
nonepeaHbO
HamnoBHEHiIN Wnpuu-
pyuui; 1 abo 3
nonepeaHbLO
HanoBHEeHiI LWNpuL-
pyukm Ta 4 a6o 12
0HOPAa30BMX 00K
HoBo®aiiH® lMntoc B
KapTOHHIl KopoobLi

KOHTPO/b AKOCTI
npoaykuii in bulk
(kapTpuoxi no
1,5 mn T1a 3 mn).
BignosigansHuii
3a BUNyck cepii
roTOBOro
nikapcbKoro
3acoby: A/IT
Hoso Hopgaick,
[OaHis;
NPUroTyBaHHs,
HarnoBHEHHS Ta
KOHTPO/b SIKOCTI
npoaykuii in bulk
(kapTpugxi no
1,5mnTa 3 mn).
KomnnektyBaHH
A1, MapKyBaHHs
Ta naxkyBaHHs
roToBOro
nikapcbKoro
3acoby
(cemarnyTng,
pO3uunH Ans

hapmakoHarnagy. 3miHa 4actoT Ta/abo TepMiHIB
nofAaHHs PerynsipHO OHOB/IIOBAHWX 3BITIB 3 6e3neku
nikapcbknx 3aco6iB. 3MiHa y 4acTOTi NOAaHHS
perynsipHoO OHOBJ/IHOBAHOrO 3BiTy 3 6e3neku. [itoua
pepakuis: Yactota nofaHHA perynspHO OHOBJ/IOBAHOIO
3BiTYy 3 6e3Mneku, 3rigHo A0 Mopsaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTsi
rocTuuii Ykpainm 29 ciuna 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa 0XOpPOHK 340POB'SA
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
3[iCHIOETLCSA KOXHI 6 MiCALIB MPOTArOM nepLumx ABOX
POKiB, OUH pa3 Ha Pik MPOTArOM HaCTYMHMX ABOX POKIB
Ta Hagani — 1 pa3 KOXHi TPM PoKK, NoYnHaouM 3 Aatu

peecTpaLii nikapcbkoro 3acoby. NMponoHoBaHa peaakyis:

YacToTa nofaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun 1 pik. KiHLeBa faTa A1 BKIYEHHA AaHuX A0
PO3B - 31.05.2025 p. flata nofaHHsa - 09.08.2025 p.
PekomeHJ0BaHO A0 3aTBepA)KeHHS BiAMNoBiAHO A0
nepiogNYHOCTI NOAAHHA PerysisipHO OHOBJ/IOBaHWX 3BITIB
3 6e3neku nikapcbkmx 3acobis y EC.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
iH'ekuUin no 1,5
Mn Ta 3 mMn,
nonepeAHL0
HanoBHeHa
LUMPULL-pyYKa
PDS290 gns
cemarnyTugy):
A/T Hoso
Hopgaick, [aHis
64. | BEroBl PO34YMH ANS iH'eKLi A/T HoBo [aHis NPUroTyBaHHS, [aHis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/20617/01/04
®JIEKCTAY no 1,7 mrno 3 mn Hopgaick HanoBHEHHS Ta My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
pO3UnHYy Y KOHTPO/b AKOCTI hapmakoHarnsgy. 3miHa yacToTv Ta/abo TepMmiHiB
nonepeaHbLO npoaykuii in bulk NOAAaHHSA perynsipHo OHOBJ/TIOBAHUX 3BITiB 3 6e3nekn
HamnoBHEHiIN Wnpuu- (kapTpuoxi no nikapcbknx 3aco6iB. 3MiHa y 4acTOTi NOAaHHS
pyuui; 1 1,5 mn 1a 3 mn). perynsipHoO OHOBJ/IHOBAHOrO 3BiTy 3 6e3neku. [itoua
nonepeaHbLO BignosiganbHuii pepakuis: Yactota nofaHHA perynspHO OHOBJ/IOBAHOIO
HanoBHeHa LUNpuL- 3a BUNyck cepii 3BiTYy 3 6e3Mneku, 3rigHo A0 Mopsaaky 34iCHEHHS
pyuka Ta 4 roTOBOro thapmakoHarnsgy, 3aTBepKeHOro Hakasom
0HOpPAa30Bi rosikn nikapcbKoro MiHicTepcTBa 0XOpOHY 340POB’ YKpaiHu Big, 27 rpyaHs
HoBo®aiiH® lMntoc B 3acoby: A/IT 2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTsi
KapTOHHI Kopo6Lyi Hoso Hopaick, rocTuuil Ykpainm 29 ciunsa 2007 poky 3a Ne 73/13340 (y
[OaHis; pefakuii Haka3y MiHicTepcTBa 0XOpPOHK 340POB'sA
NpUroTyBaHHs, YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
HanoBHEHHSA Ta 3[iICHIOETLCSA KOXHI 6 MiCALIB MPOTArOM nepLumx ABOX
KOHTPO/b SIKOCTI POKiB, OWH pa3 Ha Pik MPOTArOM HaCTYMHWX ABOX POKIB
npoaykuii in bulk Ta Hafani — 1 pa3 KOxHi TpM poKu, NoYnHaUM 3 gatu
(kapTpugxi no peecTpaLii nikapcbkoro 3acoby. NponoHoBaHa peaakList:
1,5 mn 1a 3 mn). YacToTa nofaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
KomnnekTyBaHH 6e3neku 1 pik. KiHueBa aata A1 BKIHYEHHS AaHUX [0
A1, MapKyBaHHSA PO3b - 31.05.2025 p. JaTta nogaHHs - 09.08.2025 p.
Ta naxkyBaHHs PekomeH0BaHO A0 3aTBepA)KeHHS BiAMNoBiAHO A0
roToBOro nepiogNYHOCTI NOAAHHA perysisipHO OHOBJ/IOBaHWX 3BITIB
NikapcbKoro 3 6e3neku nikapcbkmx 3acobis y EC.
3acoby
(cemarnyTng,
po3uunH ans
iH'ekuUin no 1,5
M1 Ta 3 M,
nonepegHL0
HanoBHeHa
LUMpUL-pyYKa
PDS290 gns
cemarnyTuay):
AIT Hoso
Hopgaick, [aHis
65. | BEIoBl PO34MH ANS iH'eKLi A/T Hoso [aHia NPUroTYBaHHS, [aHia BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/20617/01/01
®JIEKCTAY no 0,25 mr no 1,5 mn Hopgaick HanoBHEHHS Ta My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom

PO3YMHY Y

KOHTPO/b SKOCTI

hapmakoHarsgy. 3miHa 4actoTv Ta/abo TepMIHIB
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nonepeaHbO npoaykuii in bulk NOAAHHSA PerynsipHO OHOBJ/TIOBAHUX 3BITiB 3 6e3nekn
HamnoBHEHiIN wnpwu- (kapTpuoxi no nikapcbkyx 3aco6iB. 3MiHa y YacTOTi NoAaHHS
pyuui; 1 1,5 mn 1a 3 mn). perynspHo OHOBJ/IHOBAHOrO 3BiTy 3 6e3neku. [itoua
nonepeHbLo BignosiganbHuii pepakuis: Yactota nofaHHA perynspHO OHOBJ/IIOBAHOIO
HanoBHeHa LWNpuL- 3a BUNycK cepil 3BiTYy 3 6e3Mneku, 3rigHo A0 Mopaaky 34iCHEHHS
pyuka 1a 4 roTOBOroO thapmakoHarnagy, 3aTBepyKeHOro Hakasom
0HOpPAa30Bi rosikn nikapcbKoro MiHicTepcTBa OXOPOHW 340POB’ YKpaiHu Big, 27 rpyaHs
HoBo®aiiH® lMntoc B 3acoby: AIT 2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTsi
KapTOHHI KOpo6Li Hoso Hopagick, rocTuuii Ykpainm 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
[JaHis; pefakuii Hakasy MiHicTepcTBa 0OXOPOHY 3[40POB'SA
NpuUroTyBaHHs, YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
HanoBHEHHSA Ta 3AiAICHIOETLCA KOXHI 6 MiCALLIB NPOTAroM nepLumx ABOX
KOHTPO/Ib SIKOCTI POKiB, OUH pa3 Ha Pik MPOTArOM HaCTYMHWX ABOX POKIB
npoaykuii in bulk Ta Hafani — 1 pa3 KOxHi TpK poKu, NoYnHaun 3 gatu
(kapTpuoxi no peecTpaLii nikapcbkoro 3acoby. NMponoHoBaHa peaakList:
1,5 mn 1a 3 mn). YacToTa nofaHHs perynsipHo OHOB/IHOBAHOTO 3BITY 3
KomnnektyBaHH 6e3neku 1 pik. KiHueBa gata A1 BKIHOYEHHS AaHUX [0
A1, MapKyBaHHSA PO3b - 31.05.2025 p. JaTta nogaHHsa - 09.08.2025 p.
Ta nakyBaHHs PekomeH0BaHO A0 3aTBePA)KEHHS BiAMNOBIAHO A0
roToBOro nepiognYHOCTI NOAAHHA peryssipHO OHOBJ/IOBaHWX 3BITIB
nikapcbKoro 3 6e3neku nikapcbkmx 3acobis y EC.
3acoby
(cemarnyTng,
PO34MH Ans
iH'ekuUin no 1,5
Mn Ta 3 M,
nonepegHL0
HanoBHeHa
LUMPULL-pyYKa
PDS290 gns
cemarnyTugy):
A/T Hoso
Hopgaick, [aHis
66. | BEHO®EP® pO3uuH ans Bichop LLiBefiuapi BTOpPUHHA AscTpis/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/8015/01/01
BHYTPILLUHbOBEHHMX (IHTepHeLwHn) a yrnakoBkKa, LLiBeiuapis/ TMny - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peuenmom
iH'ekuini, 20 mr/mn, IHK. BMNPOGYBaHHA ®paHuia y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA

no 5 mn B amnynax;
no 5 amnyny
KapTOHHIli Kopoobui

KOHTPO/O AKOCTI
(3a BUHATKOM
CTEpPWIbLHOCTI),
[003BiN Ha
BUNYCK cepil:
Bichop
(IHTepHeLwHn)
IHK., LLBelLapis;
BMPOGHMLITBO
Hepo3dacoBaHo
T npoaykuii,
nepBuHHA Ta

BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTIO NiKapCbKOro
3aco6y (3amiHa abo AoAaBaHHA AiNbHULI, Ha SKi
3[iCHIOETLCA KOHTPO/IL/BUNPOBYBaHHSA cepil) -
JlogaBaHHA BMPOOHYKA BiAMOBIAa/IbHOTO 3@ KOHTPO/b
AKocTi 13 (3a BUHATKOM cTepubHOCTI): Eurofins Amatsi
Analytic (Pare de Genibrat, 31470 - Fontenilles, France /
€pocpiHc Amatci AHaniTik (Mape ge Menibpat 31470 -
®oHTeHi, ®paHuis). 3MiHu | TUNY - 3MiHX 3 SKOCTI.
[oToBMIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHMLTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo AofaBaHHA AiNbHULI, Ha SKil 34iACHIOETECS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BTOPUHHA KOHTPO/b/BMNPOGYBaHHS cepii) - JlogaBaHHsA BUPOOHMKa
yrnaxkoBKa: BigNoBigasIbHOro 3a KOHTPOsb AKocTi /13 (3a
Takepa ABCTpis noKasHUKOM MiKpo6iosioria Ta cTepunbHiCcTb): Eurofins
mM6X, ABCTpis; Pharma Quality Contral (16 rue Clement Ader, 68127 -
BTOPVHHA Sainte Croix en Plaine, France) / €spodciiHc ®apma
yrnaxkoBKa: KsoniTi KoHTpon (16 pye KnemeHt Agep, 68127 - CeH
BANIOA, Kpya aH NneH, ®paHuis).
LLiBeiiuapis;
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI
(cTepunbHICTb):
ATEC 'm6X
IME[, ABCTpisi;
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(3a BUHATKOM
CTepubHOCTI):
€BpodpiHC
Amarci AHaniTik,
®paHuisa
BMNPO6YBaHHSA
KOHTPOO SIKOCTI
3a NoKasHukamu
Mikpo6ionoris Ta
CTEePW/IbHICTb:
€BpodhiHC
®apma KsoniTi
KoHTpon,
®paHuisa
67. | BIFECT-KB TabneTtky no 2 mr; AT YKpaina KOHTpONb cepil YkpaiHa/ BHECEHHS 3MiH [0 pPeeCcTpaLiiHnX MaTepiasis: 3MiHn | 3a UA/19230/01/01
no 28 Tabnetok y "KUIBCbKWM Ta BUMNyCK cepil: Icnanis Tuny - 3miHn 3 sakocTi. CepTudiikat BignosigHocTI/IE- peyenmom
6nictepi; no 1 BITAMIHHUIA AT cepTudikaT BignoBigHOCTI EBponeichkiii
6nicTepy B nauui 3ABOA" "KNIBCbKWI thapmakonei/moHorpadii. MogaHHs HoBOro a6o
BITAMIHHWIA OHOBJ/IEHOT0 cepTudikaTa BignoBigHOCTI abo BUTyYEHHS
3ABOL", cepTudpikaTa BignoBiAHOCTI EBponeiickbkili hapmakoner:
YKpaiHa; ana A®l; ansa BuxigHoro
BMPOGHMLTBO marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
Hepo3dgracoBaHO BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ANns AONOMDKHOT
T npoAykuji, peyoBuHM (cepTudiikaTt BiAMNOBIAHOCTI EBPONENChKili
nepBuHHA Ta thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
BTOPWHHA 3aTBEPAKEHOr0 BUPOGHMKa. MogaHHA OHOBEHOro
yrnakoBKa, cepTudikata BignosigHOCTI EBponelichbKin hapmakoner

KOHTpOsb cepii
Ta BMNYCK cepil:
CiHgea dapma,

Ne CEP 2016-155-Rev 01 (3atBepgxeHo: R1-CEP 2016-
155-Rev 00) ana A®I gieHorecTy Bif BXe
3aTBepMAKeHoro Bupo6Hunka Newchem S.P.A., ITanis.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
C.J1., IcnaHis
68. | BONIbTAPEH | nnactup XaneoH KX LLiBeiiuapi Bupo6Huk M3, AnoHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/9383/03/02
® MNNACTUP TpaHcaepmasibHUi CAP/ a nepBuHHe Ipeuis My - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyenma
24 TOAVHN 30 mr; no 2 abo 5 nakyBaHHs, thapmakoHarnsgy. BeegeHHs abo 3miHv o
nNacTvpiB y NakeTi; KOHTPO/b SKOCTI, y3arasibHeHUX JaHnx nNpo cucTemy dpapmakoHarnsgy
no 1 a6o 2 naketn y BTOPUHHE (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cUCTemMy
KapTOHHIli Kopoobui nakyBaHHs, hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BUNYCK cepil: BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
JOOXMH IaKy- KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3assBHvKa 4ns
Kako Ko., iTg,., 3[jiCHEeHHs hapmakoHarnagy B YKpaiHi, AKLLo BoHa
ANoHig; BiAMiHHA Bif, YNOBHOBaXKEHOI 0Cco6W, BifgnoBigabHOI 3a
BTopuHHe 3fificHeHHs thbapmakoHarnsaay (BKIHOYaUy KOHTaKTHI
nakyBaHHs, OaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-ghaiina
BUNYCK cepil: cuctemn dhapmakoHarnsgy). 3MiHa yrnoBHOBaXKeHO|
®AMAP ABL.E. - 0cobu 3asBHWKa, BiANOBIA&IbHOI 3a hapMakoHarnsg,
3ABO/, AB/IOH [itoua pepakuis: John Poustie. MNponoHoBaHa peAakuis:
48-i KM Sarah Weetch. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOI
LEPXABHOI 0COo6M 3asIBHMKA, BigNOBIAAILHOI 32 hapMakoHarisg,
AOPOIn 3MiHa KOHTaKTHOT 0CO6U 3asIBHUKA, BifnoBigasibHOI 3a
A®IHN - NAMIA, hapmakoHarnsag B YkpaiHi. [itova pegakuisa: Kupunisa
Ipeuis [anunna leopriisHa / Galyna Kyryliva. MNponoHosaHa
pepakuisi: Mopinvk Aptem Bonogvmuposud / Artem
Horilyk. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3asBHVKa, BigNoBiganbHOI 3a hapmakoHarnsag B YKpaii.
69. | BONIbTAPEH | nnactup XaneoH KX LLiBefiuapi Brpo6Huk N3, AnoHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/9383/03/01
® NNACTUP TpaHcaepMasibHNI CAPN a nepBuHHe Ipeuis TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
24 rognHu 15 mr; no 2 abo 5 nakyBaHHs, thapmakoHarnsgy. BeegeHHs abo 3amiHn go
nNacTvpiB y NakeTi; KOHTPO/b SIKOCTI, y3ara/ibHeHUX JaHnx npo cucTemy dpapmakoHarnsagy
no 1 a6o 2 nakeTn y BTOPWHHE (BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy
KapTOHHI KOpOObLii nakyBaHHs, hapMakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobum,
BUNYCK cepil: BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsagy;
JOOXKWH IsKy- KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHUKa Ans
Kako Ko., 1lT4., 3fjicHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
AnoHis; BiIMiHHa BiJ, yNOBHOBaX€EHOI 0C06W, BiANOBIAA/IbHOI 32
BTopuHHe 3[jiCHEeHHs1 hapMakoHarisay (BK/IUYaUM KOHTaKTHI
nakyBaHHs, OaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
BUNYCK cepil: cuctemn dhapmakoHarnsgy). 3MiHa yrnoBHOBaXKeHO|
PAMAP ABL.E. - 0cobu 3as1BHMKA, BIANOBIAALHOT 32 hapmakoHarnsg.
3ABO/J, ABJ/IOH [itoua pegakuis: John Poustie. NponoHoBaHa peAakuis:
48-i KM Sarah Weetch. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOI
LEP>XABHOI ocobu 3as1BHUKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsa,.
AOPOIn 3MiHa KOHTaKTHOT 0C0bM 3asBHWKa, BiANOBifa/IbHOT 3a
APIHN - NAMIA, hapmakoHarnsag B YkpaiHi. [itova pegakuia: Kupunisa
Ipeuis lanuHa leopriisHa / Galyna Kyryliva. NMponoHoBaHa
pegakuisi: Fopinuk Aptem Bonogmumuposud / Artem
Horilyk. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
3asBHMKA, BIANOBIA&/ILHOI 38 hapmakoHarnsas, B YKpaiHi.
70. | BMPIB NOpPOLIOK ANns Takega Ipnangis BiANoBiAa/IbHWI Ipnangis/ BHECEHHS 3MiH 40 pPeeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/15706/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
PO3UmnHy Ans dapmachbloTika 3a BUNyCK cepil: Himeuunna/ TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
iHdpysiii, no 400 Of; n3 Laviep cuwA/ thapmakoHarnagy. BeegeHHa abo 3amiHu fo
1 chnakoH 3 IHTEepHeLwHN dapmacbloTikau HigepnaHamn y3araslbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy
MOPOLLKOM Y AT lpnangis 3 IpnaHgis (BBEAEHHSA Yy3arasIbHEHMX AaHUX NPO cUCTeMy
KapTOHHI Kopo6Lyi BpeHu Nimites, hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHOT 0cobu,
Ipnangis; BiNOBIfa/IbHOT 3a 34iICHEHHS hapMmakoHarnsgy;
Takepa KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa Ans

PapmacbloTikas
3 IHTepHeLHN
Al IpnaHgis
BpeHy,
Ipnangis;
BMPOGHMLTBO
nikapcbKoro
3acoby,
KOHTPO/b SIKOCTI
cepil, BisyanbHa
iHCnekujs:
BetTtep ®apwma-
depTirtoHr MM6X
EHA Ko. KT,
HimeyunHa;
BMPOOHULTBO
nikapcbKoro
3acoby,
KOHTPO/b SIKOCTi
cepii: KeHmxiH
Bano®apma,
nTh (n6a
EmeppxeHT
BanoConyLwiiHs
(CibiAW), CLUA;
KOHTPO/b AKOCTI
cepii, BisyasnbHa
iHCneKu,is:
BetTep ®apma-
®epTirtoHr MM6X
EHp Ko. KT,
HimeuuunHa;
BetTtep ®apwma-
depTirtoHr MM6X
EHA Ko. KT,
HimeyunHa;
BizyasibHa
iHCnekujs:
BetTtep ®apwma-
depTirtoHr MM6X
EHA Ko. KT,

3[iiCHEeHHs1 hapmakoHarnagy B YKpaiHi, AKLLo BoHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0c06y, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHariaay (BK/IHYauM KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-thaiina
cucTemu chapmakoHarnagy). 3miHa ynosHoBaXeHo
0co6u 3asBHKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
[Oitoua pepakuin: Stephane Brouckaert. MNponoHoBaHa
pefaxuis: Jean-Marie Heim. 3MiHa KOHTaKTHUX JaHNX
YMOBHOBaXEHOT 0C06VM 3a8BHMKa, BifNOBiga/IbHOI 3a
hapmakoHarnsg.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

HimeuuunHa;
KOHTPO/b SIKOCTI
cepii:
LLlariep XblomeH
[hxeHeTik
Tepanic, CLUA;
Yapnb3 Pisep
NabopaTtopi3
Aiinenp Ntp,
IpnaHgis;
MapKyBaHHSA Ta
nakyBaHHSl,
avcTpmbyuis
roToBOro
nikapcbKoro
3acoby:
LiERYERN
Cannnait YeiiH,
HigepnaHgy;
LiERYERN
Cannnait YeiiH,
Higepnanan

71.

FENA-MEPL,

KOHLEeHTpaT Ans
PO34KHyY Ans
iHdpysiit, 5 r/10 mn;
no 10 mn B amnyni;
no 10 amnyny
KapTOHHI Kopo6Lyi

Mepuy
dapmachbloTika
nc rmex

HimeyunH
a

B. BpayH
MencyHreH Al
HimeuunHa
( npoaykuis in
bulk, nepeuHHe
Ta BTOPVHHE
nakyBaHHs);
Mepu, ®apma
v6X i Ko.
KraA,
HimeuunHa
(BUPOGHNK,
BiAnoBiganbHNI
3a BMNycK cepii
KiHLLEeBOro
npoaykTy);
MpecTix
MpomoyLuH
Bepkaydcdoep
OEPYHr &
Bepb6ecepsic
v6X,
HimeuunHa
(BTOPUHHE
nakyBaHHs);
X.E.J1.MN. TM6X,

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -3MiHVM BHECEHI Y M.
«|HLWE» TeKCcTy MapKyBaHHs NepBUHHOI Ta BTOPUHHOI
yNakoBOK NikapCbKoro 3acoby Wo0 BUaaneHHs
NIoroTUny KoMnaHii oghiliiHOro NnpeAcTaBHMKa 3asBHUKA
B YkpaiHi TOB «ACIHO YKPAIHA» i KoHKpeTu3aujis
TEXHiIYHOI iHhopmauii Ta 1oroTuny, a TakoX BHECEHI
peAakuiiiHi npaBKn B TEKCT MapKyBaHHS MEPBUHHOT Ta
BTOPVHHOT YNakKoBOK JiKapCbKOro 3acoby. - TepMiH
BBEJEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHS.

6e3
peyenma

UA/0039/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

HimeyunHa
(BTOpPUHHE
nakyBaHHs)

72,

FENA-MEPL,

rpaHynsat, 3r/5r, no
5 ry nakeri; no 30
abo 50 a6o 100
nakeTiB y KAPTOHHIi
KopooLi

Mepy
dapmachbioTika
nc rméx

HimeuumnH
a

Mpoaykuis in
bulk: Knoke
dapma-Cepsic
M6X,
HimeuuunHa;
AciHo ®apma
Ar, LLiseliuapis;
MepBYHHE Ta
BTOPUHHE
nakyBaHHS:
Knoke ®apma-
Cepsic 'm6X,
HimeuuunHa;
Bupo6Huk
BiANOBiAabHNI
3a BUNycK cepii
KiHLLeBOro
npoaykty: Mepuy
dapma M'moX i
Ko. KlraA,
HimeuuunHa;
BTopuHHe
nakyBaHHS:
X.E..MN. Tm6X,
HimeuuunHa;
MpecTix
MpomoyLuH
Bepkaydccoep
LepyHr &
Bepb6ecepsic
M6X,
HimeyunHa

LLiBeruapis/
HimeyunHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHNn) - 3MiHW BHECEHI Y .
«|HLWE» TeKcTy MmapKyBaHHs NEPBUHHOI Ta BTOPUHHOI
yNakoBOK /iKapcbKoro 3acoby LWo0 BUAaNEeHHs
noroTuny KoMnaii opiliiHoro npeAcTaBHMKa 3asiBHUKA
B YkpaiHi TOB «ACIHO YKPAIHA» Ta koHKpeTu3aujs
00 10roTUNY, a TakoX BHECEHi pefakLiliHi npaBku B
TEKCT MapKyBaHHs1 NEPBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbkoro 3acoby. - TepMiH BBEEHHS 3MiH - MPOTArom
6 MicAuiB nicna 3aTBepAXKEHHS.

6e3
peyenma

UA/0039/02/01

73.

FIHINPAN

PO3YMH ANS iH'EKLN,
10 MKr/2 MmN no 2 mn
B amnyni; no 5
amnyn y KapTOHHiM
KOpoo6Li

Takegna
ABcTpif FTM6X

ABcTpist

Bupo6HuuTBO 3a
MOBHUM LVIK/TOM:
Takena ABCTpis
'M6X, ABCTpISt;
MposegeHHA
Tecty
"CTepunbHICcTb":
ERLXEC TM6X,
AWMEL, ABcTpisi

AscTpis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0cobum,
Bi4NoBiga/IbHOI 3a 34iCHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa Ans
3[jiCHEeHHs1 chapmakoHarnaay B YKpaiHi, AKLLO BOHA
BiAMiHHa Bif, yNOBHOB&XXeHOI 0C06y, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHarifay (BK/IUYakun KOHTaKTHI
OaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-thaiina
cuctemn dhapmakoHarnsgy) 3miHa ynoBHOBaXeHOi

3a
peyerimom

UA/2845/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
0co6u 3asBHKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
[litoua pepakuin: Stephane Brouckaert. MNponoHoBaHa
pefakuis: Jean-Marie Heim. 3MiHa KOHTaKTHUX AaHNX
YMOBHOBaXEHOT 0C06VM 3a8BHWKa, BifNoBiga/IbHOT 3a
hapmakoHarnsag.
74. | THINPAN KOHLeHTparT A/1s Takepa AscTpist Brpo6HuuTBO 3a AscTpis BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/2845/03/01
PO34mnHy Ans ABcTpia TM6X MOBHVM LWMK/IOM: TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
iHdpy3iia, 25 MKr/5 mn Takefa ABCTpis thapmakoHarnagy. BeefeHHs abo 3miHn fo
no 5 mna B amnyi; 'M6X, ABCTpIst; y3araslbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy
no 5 amnyny MposefeHHA (BBEAEHHSA Yy3arasIbHEHNX AaHUX NPO cUcTemy
KapTOHHI Kopo6Lyi Tecty hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHOT 0cobu,
"CTepunbHiCTb": BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy;
EiXEc T'mM6X, KOHTaKTHOI 0co6U 3 thapMakoHarnsgy 3asiBHvKa 4ns
AWMEL, ABcTpisi 3[iiCHEeHHs1 chapmakoHarnaay B YKpaiHi, AKLL0 BOHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06y, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHariaay (BK/IUYalun KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-thaiina
cucTemu chapmakoHarnagy). 3miHa ynoBHOBaXKeHo
0cobu 3asBHWMKa, BiANOBIAAILHOI 3a hapMakoHarnsg,
[Oitova pepakuin: Stephane Brouckaert. NponoHoBaHa
pegakuisi: Jean-Marie Heim. 3MiHa KOHTaKTHUX JaHNX
YMOBHOBaXEHOT 0C06YM 3a8BHWKa, BifNoBigaIbHOI 3a
hapmakoHarnsg.
75. | TNILEPUH po3uunH ans MPAT YkpaiHa BignoBiganbHWI YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | 6e3 He UA/8363/01/01
30BHILUHLOrO "®ITOPAPM" 3a TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenma nionsizae
3acTocyBaHHA 85 % BUPOGHMLTBO, thapmakoHarnagy (iHwi 3MiHM) 3MiHW BHECEHO B
no 25 r y cpnakoHax nepBuHHe IHCTPYKLUitO AN15 MEANYHOTO 3aCTOCYBaHHS JTiKapCbKOro

nakyBaHHSA Ta
KOHTPO/b SIKOCTI:
AT
"Nly6HMchapm",
YKpaiHa;
BignoBiganbHWI
3a
BUPOGHMLTBO,
nepBuHHe
nakyBaHHs,
KOHTPONb SIKOCTI
Ta BUNycK cepil:
MPAT
"®ITOPAPM",
YKpaiHa;
BiANoBiAa/IbHWI
3a BMNyCK cepil,
He BK/Ilo4aoum
KOHTpONb/
BMNPO6YBaHHSA
cepii: MPAT

3acoby Ao po3ainy "Mo6iyHi peakyii” LWoA0 3BiTyBaHHS
npo NoGiYHI peakLii, a TakoX A0 po3ainy
"MicLe3HaxomkeHHs 3as8BHMKA" W00 BHECEHHS
KOHTaKTHUX JaHnX 3asiBHUKa. BBeeHHA 3MiH NpoTArom
6-Tn MicsAUIB NicNs 3aTBEPKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
"®OITODPAPM",
YkpaiHa
76. | rPUN-rPAH rpaHynu no 10 r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | Ges nionsiea UA/8300/01/01
rpaHyn y neHani "HauioHanbHa "HauioHanbHa TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenma €
noniMmepHomy, no 1 FomeonatnyH FomeonatnyHa thapmakoHarnagy (iHwi 3MiHn) - 3MiHN BHECEHO B
neHasny B nauui 3 a Cninka" Cninka" IHCTPYKLUitO AN151 MEANYHOTO 3aCTOCYBaHHS JTiKapCbKOro
KapToHy; abo no 10 r 3aco6y Ao po3ainy "Mo6iyHi peakyii” LWoAO 3BiTyBaHHS
rpaHyn y prakoHi 3 npo No6iyHi peakuii.
KpuLikoto, no 1
chnakoHy B nauui 3
KapToHy; abomo 51
rpaHyn y KoHTeiHepi
3 l03yBaHHAM, N0 2
KOHTelHepun B nauui
3 KapToHY
77. | BEKCINAHT® | kancynu 3 Takena CWA BMPOGHMLTBO 32 | HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/13660/01/02
MoAandiKkoBaHUM dapmacbioTika NOBHWUM LK/IOM: Ipnangis/ TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
BUBISIbHEHHSIM nc CWA, IHk. Takepa M'm6X, ITanis thapmakoHarnsgy. BeegeHHs abo 3amiHn go
TBEpAi no 60 mr; no micue y3araslbHeHNX faHux npo cuctemy dpapmakoHarnsgy
14 kancyn y BMPOGHMLTBA (BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy
6nictepi; no 1 a6o OpaHieHbypr, hapMakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobum,
no 2 6nictepu B HimeuumnHa; BiANOBIAa/IbHOI 3a 34iicCHEHHSA hapmakoHarnsagy;
KapTOHHIli KopooLi BMPOBHULITBO KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHUKa Ans
Hepo3dacoBaHo 3fjicHeHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
T npoaykuji: BiIMiHHa BiJ, yNOBHOBaX€EHOI 0C06W, BiANOBIAA/IbHOI 32
Takena lpnaHgis 3[jiCHEeHHs1 hapMakoHarisay (BK/IUYaUM KOHTaKTHI
NTa, lpnangis; AaHi) Ta/abo 3MiHM Y po3MmilLEeHHI macTep-ghaina
nepBuHHE Ta cuctemn chapmMakoHarnagy)- 3miHa ynoBHOBaXXeHO|
BTOPVIHHE 0cobu 3as1BHMKA, BIANOBIAALHOT 32 hapmakoHarnsg.
nakyBaHHs, [itoua pepakuis: Stephane Brouckaert. - MponoHoBaHa
[03BiN Ha pepakuis: Jean-Marie Heim. - 3MiHa KOHTaKTHUX AaHUX
BUNYCK cepil: YNOBHOBaXXEHOI 0CO6U 3asBHMKa, BifgNoBigabHOI 3a
Lendapm hapmakoHarnsg.
Hosapa C.p.n.,
ITanis
78. | AEKCITAHT® | kancynu 3 Takepa CWA BMPO6HMUTBO 32 | HimeuunHa/ BHECEHHS 3MiH 40 peecTpauiiHnx MmaTepiasis: 3MiHn | 3a UA/13660/01/01
MoAudpiKoBaHUM dapmachbioTika NMOBHUM LK/IOM: Ipnangis/ TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peuyenmom
BUBINIbHEHHAM nc CWA, IHk. Takepa M'm6X, ITania thapmakoHarnsgy. BeegeHHs abo 3miHn go
TBepai no 30 mr; no micue y3ara/ibHeHUX JaHuxX npo cuctemy dpapmakoHarnsagy
14 kancyn y BMPOGHMLTBA (BBEAEHHS y3araslbHEHMX AaHUX NPO cUcTemy
6nictepi; no 1 a6o OpaHieHbypr, hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
no 2 6nictepu B HimeuumnHa; Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMmakoHarnsay;
KapTOHHI KOpo6L BMPOGHMLITBO KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa Ans
Hepo3acosaHo 3pjiicHeHHs hapmakoHarnagy B YkpaiHi, K0 BOHa
T npoaykKuji: BiMiHHA Bif, YNOBHOBaXKEHOI 0CO6W, BignoBigasibHOI 3a
Takepa IpnaHgis 3[jiCHEeHHs1 hapMakoHarisay (BK/IUYakun KOHTaKTHI
Nta, Ipnangis; [OaHi) Ta/abo 3MiHK y po3MilLEHHI MacTep-thaiina

NnepByUHHE Ta

cucTemMn dpapMakoHarisay)- 3miHa ynoBHOBaXKEHOI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BTOPUHHE 0co6u 3asBHKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
nakyBaHHs, [Oitoua pepakuin: Stephane Brouckaert. - MponoHoBaHa
[03BiN Ha pefakuis: Jean-Marie Heim. - 3MiHa KOHTaKTHUX AaHNX
BMNYCK Cepil: YMOBHOBaXEHOT 0C06VM 3a8BHWKa, BifNoBiga/IbHOT 3a
Oendapm hapmakoHarnsg.
Hosapa C.p.n.,
ITanisa
79. | AEPMA30O/I® | wamnyHb no 50 mn TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/7632/01/01
nnoc a6o 100 mny «NIEA®APM XENTXKEP MNBT MRy - 3MiHM 3 AKOCTi. OTOBWMIA NikapCbkuMin 3aci6. peyenma
chnakoHi, kpueyka NTO» nTa CucTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
AKOro O6TArHyTa chopmun abo po3Mipy KOHTelHepa Yu 3aKynoprBasIbHOTO
N/1iBKOBOIO 3ac06y (NepBMHHOI yNakoBKK) (HECTEPUIIbHI NiKapCbki
ob6onoHkoto; no 1 3aco6u) 3MiHa hopmMu KOHTeliHepa (NepBUHHOT
hNakoHy B yMakoBKM), a came, 3MiHIETLCA MLLE chopmMa LUNIAKM
KapTOHHIi ynakoBLi dhnakoHy nikapcbkoro 3acoby Jepmason® Mntoc,
LIaMmnyHb, 3 METOI ONTUMI3aL,i NpoLecy repMeTUYHOCTI
nakyBaHHS1.
[itoya pepakuis:
MepBUHHA ynakoBka:
MnactukoBuiA hnakoH no 50 M abo 100 mn 3 WKIAKO
Ta 3 06igKom.
MponoHoBaHa pegakuis:
MepBUHHA ynakoBka:
MnacTtunkoBuin hnakoH no 50 mn a6o 100 mA 3 LWKIKOK
6e3 obigka.
BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS.
80. | OXKAPLOIHC® | TabneTku, BKPUTI BepiHrep HimeuuunH Brpo6HMLTBO, HimeyunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu |l 3a UA/14980/01/02
NAiBKOBOO IHrenbxaim a nakyBaHHs, My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
060n0HkKot0, o 10 IHTepHeLLHN MapKyBaHHs, thapmakoHarnsgy. [Hwi 3MiHK, SKi He BBIWALLAN Y Lel
mr, no 10 Tabnetok M6X KOHTPO/1b SKOCTI, po34in, AKi BK/OYatOTb NOAAHHA pesy/bTaTiB
y nepchopoBaHoMy BUMYyCK cepii: JocnifpKeHb O KOMNETEHTHOrO OpraHy. 3asBHUKOM
6nicTepi; no 1 abo 3 BepiHrep BepiHrep IHrenbxaim IHTepHelwHA MTM6X, HimewunHa
6nictepn y IHrenbxaim Ha/fiaHO OHOBJIEHWIA 3rigHO 3 BUMOramu Ao
KapTOHHIli KopooLi dapma M'M6X i CraHgaptusoBaHoro copmarty MYP (Rev.2
Ko. KT, accompanying GVP, Module V Rev.2, Human Medicines
HimeuuunHa,; Evaluation Guidance on the format of the risk
MepBuHHE Ta management plan (RMP) in the EU — in integrated
BTOPVHHE format nnaH ynpaeniHHs pu3nkamu Bepcia 23.1 ans
nakyBaHHs, nikapcbkoro 3acoby JXXAPAIHC®, TabneTku, BKpUTI
MapKyBaHHSA: nniBkoBOK 060/10HKO0, Mo 10 mr; no 25 mr; no 10
PotTeHgopc Tabnetok y nepcopoBaHomMy 6nictepi; no 1 a6o 3
dapma 'vbX, 6nicTepy y KapTOHHIli KOpobLi. 3MiH1 BHECEHO A0
HimeuuunHa; yacTuH: |l «Cneuudpikadis 3 6e3neku», Il «MnaH 3
Brpo6HMUTBO thapmakoHarnsagy», V «3axoau 3 MiHimizauii pusukie», VI
TabneTtok "in- «Pe3tome nnaHy ynpasniHHA pusnkammn», VII «Joaatku»

bulk", KOHTpoNb
SKOCTI (3a

y 3B'A3Ky 3 BUJasIeHHAM npo6iem 6e3neku 3a
pesyfibTatamu 3aBepLUEHOro nicspeecTpayiinHoro
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BMHATKOM TecTy pocnigpxeHHs 3 6e3nekn (PASS 1245-0097) .
"Mikpo6ionoriuH Pestome nnaHy ynpasniHHA pu3ukamu Bepcis 23.1
a uucrota"), AofaeTbes.
BMNYCK Cepil:
PotTeHzopd
dapma 'v6X,
HimeyunHa
81. | IXKAPAIHC® | TabneTku, BKpUTI BepiHrep HimeuuunH Bupo6HMLTBO, HimeyunHa BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu |l 3a UA/14980/01/01
nAiBKOBOO IHrenbxainm a nakyBaHHs, TMny - 3MiHKN WoA0 6e3nekn/edekTMBHOCTI Ta peyernmom
o6onoHkoto, no 25 IHTEpHEeLLHN MapKyBaHHs, thapmakoHarnsgy. [Hwi 3MiHK, Ski He BBIALLAN Y Lel
Mr, no 10 TabneTok 6X KOHTPO/b SIKOCTI, po3ain, Ski BK/IYatoTb NOAAHHSA pesybTaTiB
y nepgopoBaHoOMy BUNYCK cepil: AocnigpKeHb 40 KOMNETEHTHOrO opraHy. 3asiBHUKOM
6nicTepi; no 1 a6o 3 BepiHrep BepiHrep IHrenbxaiim IHTepHelwHN MTM6X, HimeyunHa
6nictepn y IHrenbxaim Ha/iaHO OHOBJIEHWIA 3rigHO 3 BUMOraMu Ao
KapTOHHI Kopo6Lyi Papma MmoX i Crangaptm3osaHoro dopmaty MYP (Rev.2
Ko. KT, accompanying GVP, Module V Rev.2, Human Medicines
HimeuuunHa,; Evaluation Guidance on the format of the risk
MepBuHHe Ta management plan (RMP) in the EU — in integrated
BTOPWHHE format nnaH ynpaeniHHa pu3vkamu Bepcis 23.1 gns
nakyBaHHs, nikapcekoro 3acoby IKAPAIHC®, TabneTtku, BKpUTI
MapKyBaHHS: NiBKOBOK 060/10HKOO, Mo 10 mr; no 25 mr; no 10
PotTengopd TabneTok y nepchopoBaHoMy 6nictepi; no 1 a6o 3
dapma M'v6X, 6nicTepy y KapTOHHIli KOpo6Li. 3MiH/ BHECEHO A0
HimeuuunHa; yacTuH: |l «Cneuudikauis 3 6esnekn», Il «MnaH 3
Brpo6HMUTBO thapmakoHarnsagy», V «3axoau 3 MiHimizauii pusukis», VI
Tabnerok "in- «Pe3tome nnaHy ynpasniHHa pusnkamun», VII «Joaatku»
bulk", KOHTpoNb y 3B'A3KY 3 BUAa/IEHHAM npobiem 6e3nekn 3a
AKocTi (3a pe3ynbTatamy 3aBepLUEHOro NiC/IAPeECcTpaLiniHoro
BUHATKOM TECTY pocnimpkeHHs 3 6e3nekn (PASS 1245-0097) .
"Mikpob6ionoriuH Pestome nnaHy ynpasniHHA pyu3ukamu Bepcis 23.1
a yucrtora'), [04a€ETbCA.
BUNYCK cepil:
PoTtTengopd
dapma 'vbX,
HimeyunHa
82. | AXKOKEP CyCneHsis opasibHa AnbneH HimeuunH BMPOGHMLTBO, Icnanis BHECEHHS 3MiH [0 peecTpaLiinHux maTepianis: 3miHa 3a UA/18813/01/01
no 25 mr/mn; no 30 dapma M'mb6X a nepBuHHE Ta 3aaBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro peyenmom
My chnakoHi 3 BTOPVIHHE noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
[03YH0UMM HacoCOoM,; nakyBaHHs Ta 460):
no 1 cpnakony y BUNYyCK cepii 3miHu | TUNY - 3MiHKU Woao 6e3nekn/edekTMBHOCTI Ta
KapTOHHI Kopo6Lyi roToBOro thapmakoHarnagy (iHLwi 3MiHKn)
nikapcbKkoro OHOBJIEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta
3acoby: BTOPWHHOT YNakoBOK J1iKapCbKOro 3acoby.
ENEDAPM,
C.N., IcnaHis

KOHTPONb SIKOCTI
Ta BMNyck cepii
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
roToBOro
nikapcbKoro
3acoby:
SAPMANIJEP,
C.A., IcnaHis
MiKpO6iosoriyHm
1 KOHTPO/Ib:
BIONAB, C./.,
Icnanis
83. | AMKNOBEP/ | po3uunH Nns iH'ekwujin, BEPNIH-XEMI HimeuunH Brpo6HMUTBO ITanisa BHECEHHS 3MiH 0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/9701/01/01
® N75 75 mr/3 mn; no 3 mn Al a npenapary «in TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom
B amnyni; no 5 bulk», nepsuHHe y BUPOGHULTBI. 3MiHM Y nNpoueci BUPOBHNULITBA FOTOBOIO
amnyn y KOHTYpPHIi nakyBaHHs Ta NiKapcbKoro 3acoby, BKIOYaUy NPOMiIXKHUI NMPOAYKT,
YapyHKOBIli ynakoBLj KOHTPO/Ib cepii: LLI0 3aCTOCOBYETLCS NPW BUPOGHMLTBI FOTOBOTO
Y KapTOHHIli kopobLi Anbacirma nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
C.n.A, ltania BMPOGHMLTBA) He3HauHa 3miHa y npoLieci BUPO6HULTBI,
Brpo6HMUTBO a came BBeEHHS NPUMITKM 40 NpoLecy cTepuisauiiHol
npenapary «in inbTpauii Ta HanoBHEHHA amny/1. 3MiHKU | Tuny - 3MiHK
bulk», nepsuHHe 3 AkoCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTpONb roToBOro
Ta BTOPUHHE nikapcbkoro 3acoby. 3miHa y MeToAax BUNpo6yBaHHS
nakyBaHHs, roToBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
KOHTpO/b Ta 3aTBEPMKEHNX MeToAax BUNpobyBaHHsA) He3HauHi 3mMiHu
BUMYCK Cepii: 3a NokasHMKoM "KinbKicHe BU3Ha4YeHHS aueTunumcTeiny"
A. MeHapiHi meTogom BEPX, a came BBefleHHA fAeTalbHillol
MaHyhakTypiHr iHchopmawuii npo xpomaTtorpacdpiyHi ymMoBK, TEPMiHN
NoricTikc eHa npuaaTHOCTI NPUrOTOBaHMX PO34MHIB, Ta NPUAATHICTb
Cepsicec C.p.J1,, XpomatorpagivyHoi cuctemu.
ITanis
84. | ANKNO®EHA | renb, 50 mr/r; no 50 TOBAPUCTB YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 niosnsiea UA/1539/01/03
K-300POB'A raéono 100ry 03 06MeXeHo My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma €
YNbTPA Ty6i; no 1 Ty6i B OBMEXEHO BiANoOBigasIbHICT thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
KapTOHHIli KopoobLi 10) 10 nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
BIAMOBIOAN "®apmaueBTUYH 0151 MeAUYHOro 3aCTOCyBaHHA Ha NifacTasi perynspHo
bHICTHO a KoMnaHis OHOBJOBAHOrO 3BiTY 3 6e3NeKn Nikapcbkoro 3acoby, abo
«KOPMOPALJI "3p0poB'a”, [ocnimpKeHb 3 6e3Mekn 3acToCyBaHHS NiKapCbKoro
2| YkpaiHa 3acoby B nicnspeecTpauiliHnii nepios, abo sk pesynsTar
«300POB'A» (Bci cTagji OLLiHKY 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBIAHO A0
BMPOGHMLTBA, nnaHy negiatpuynHux gocnimkeHs (PIP) (3MiHy

KOHTPO/b AKOCTI,
BUMYCK cepil);
ToBapucTso 3

06MeXeHot

BiANoOBigaIbHICT

10

"®apmaueBTUYH

a KoMnaHis

Y3rofKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHVIM OpraHom)
3MiHU BHECEHI A0 IHCTPYKLIT Ans MeAnyHOoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ainis

"MpoTunokasaHHA", "3acTocyBaHHA y nepios BariTHOCTI

ab0 rogyBaHHs rpyaar” BiANoBiAHO A0 OHOBEHOT
iHchopmawii 3 6e3neku Ajtoyoi pevyoBuHU. BBeAEHHS 3MiH
NPOTAroM 6-Tu MiCALIB Nicna 3aTBepakKeHHs. CynyTHA
3MiHa - 3MiHM Woao 6e3nekn/ethekTNBHOCTI Ta
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
"3popos's”, thapmakoHarnsgy. BHeceHHsi abo 3miHa(n) fo
YkpaiHa 3060B'A3aHb Ta YMOB Buavi peecTpadiiHoro
(Bci cTagji nocBifyeHHs, Bkovatouy MNnaaH ynpasniHHA pyu3vkamu
BMPOGHMLTBA, (3acTocyBaHHsA TEKCTY, KNI MOTOKEHNI 3
OKPIM KOHTPO/0 KOMNEeTeHTHUM opraHom) 3asBHUKOM HaAaHo
AKoCTi Ta OHOB/EeHUii MnaH ynpasniHHA pusukamu Bepcisa 2.0.

3MiHU BHeceHo A0 YacTuvH: | “3aranbHa iHdopmauis”, V
“3axoau 3 MiHimi3auii pu3ukis”, VI “Pestome nnaHy
ynpasniHHa pusnkamu”, VII “foaaTtkn” y 38’A3Ky 3

OHOBJ/IEHHAM iH()OpMaLii 3 6e3nekun Ailo4oi pevoBVHN
AviknodpeHak Ha nifcTasi pekomeHaauin PRAC.
B MeXxax 3MiHW HaflaHO OHOB/IEHUIA MNaH yNpas/liHHA
puankamu, Bepcia 2.0. Pe3tome nnaHy ynpas/iHHA

BWMYCKy cepil)

pu3nkaMu foaeTbes.
85. | ANHOPUK®- TabneTkun, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/6496/01/01
AAPHNLUA o6onoHkoto no 10 "®apmaueBTu "GapmaueBTUyH YTOYHEHHS peecTpauiiiHol npoueaypy B Hakazax MO3 peyenmom
Tabnetok y yHa hipma a thipma Ykpainm Ne 1589 Big 13.09.2024 Ta Ne 1933 Big
KOHTYPHIi "fapHuus” "fapHuus” 18.11.2024 - 3miHun | Tuny - 3miHK 3 AkocTi. AdI.
YapyHKOBIl KoHTponb A®I. 3miHa y napameTpax cneuudikadiii
ynakosLi, no 1 a6o Ta/abo foNyCTUMUX MEeX, BU3HAYeHUX Yy cneuudikauisx
N0 3 KOHTYpHI Ha A®l, abo BMXiZHUA/NPOMIXXHWUIA NPOAYKT/peareHT, Lo
YapyHKOBI YNakoBKu BUKOPWCTOBYIOTLCSA Y Npoueci BUPobHuuTBa Ad|
B nauuj (BUNYyYEHHA HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BWUIYYEHHS 3acTapifioro nokasHuka)) - MpusegeHHs

cneuudikayii 4518 BXiGHOTO KOHTPOJIO Ha Ajtovy
peyoBuHY ATEHO/0/ 40 BMMOT Ta pekomeHaauin Y
1.4 «<MoHorpadii» Ta €EP® 1.5.1.7 «Characters». ¥
3B'AA3KY 3 YMM, 3i crieumdpikavii Bu1y4eHo po3gin
«PO34MHHICTb» (IHOpMaLLito NnepeHeceHo [0 3arafibHNX
BnacTmsocTein). 3miHu | Tuny - 3miHu 3 akocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikaviii
Ta/abo foNyCTUMUX MEeX, BU3HAYeHUX Yy cneuudikauisx
Ha A®|, abo BUXigHWIA/MPOMDKHWIA NPOAYKT/pearexT, Lo
BMKOPVCTOBYIOTHCSA Y npoueci BupobHuutea Ad|
(BMlyYEeHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BWIYYEHHS 3aCTapifioro nokasHuka)) - NpuBeAeHHs
cneuudikayii 4518 BXiGHOTO KOHTPOJIIO Ha Ajlovy
peyoBuUHY ATEHON0N Y BiANOBIAHICTL A0 BUMor A®Y 1.4
«MoHorpadii» Ta €EP 1.5.1.8 «ldentification». ¥ 38’A3ky 3
UMM, i3 po3giny «laeHTudikauis» BuydeHo iHhopmalio
npo Apyry iaeHTudikaLilo Ta BignosigHi po3ainu apyroi
ineHTudikauii, a came: «lgeHtudikauis A»,
«laeHTudikauis B» Ta «lgeHTndikauis D». 3miHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHa APl abo BMXigHOrO
mMarepiany/npoMiKHOrO NPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HauHi 3MiHW Y 3aTBEPAKEHNX MeToAax
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

BMNPOGYBaHHS) - CynyTHs 3MiHa - 3MiHK 3 AKkocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo [ONYyCTUMUX MEeX, BUHAYEHUX Y cneundikaLlisx
Ha A®I, abo BUXigHWIA/MPOMIXHWIA NpoAyKT/pearexT, Lo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLWi
3MiHW) - MpuBeaeHHs cneundikaLii Ta MeToauK
KOHTPOJII0 SIKOCTi /191 BXiAHOrO KOHTPOJIO Ha Aitoudy
peyoBuHY ATEHONON Y Bi4NOBIAHICTL 40 BUMOT,
pekoMeHAaLii Ta ctunicTukn Y Ta €O, 3
BpaxyBaHHsM BUMOT MoHorpadii «Atenolol» €. Y
3B'5I3KY 3 UMM, BHECEHI 3MiHU Ta pefiakLiiiHi npasku A0
po3sginis «lgeHTudikauis C», «MikpobionoriyHa
ynctoTax. 3MiHn | Tuny - 3mMiHn 3 akocTi. A®l. KoHTposb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HaUeHuX y cnewudikauisx Ha Adl,
a60 BMXigHWA/NPOMDKHUIA NpoAYyKT/peareHT, Lwo
BVKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLWi
3MiHM) - CynyTHS 3MiHa - 3MiHK 3 AkocTi. APl KoHTponb
A®I. 3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXIAHOrO MaTepiany/NpoMiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y npoueci BUpobHuyTBa Ad|
(He3HauHi 3MiHN y 3aTBEPKEHNX MeToAax
BUNPOB6YBaHHSA) - MpuBeAeHHs cneumdikauii Ta MeToaunk
KOHTPOJI0 SIKOCTi AN BXIAHOTO KOHTPOSIIO Ha Ajtouy
peyoBuHY ATEHO/0/ Y BiANOBIAHICTb A0 pekomMeHAau,ii
Ta cTunicTukn APy, 3 BpaxyBaHHAM BUMOT MOHOrpadii
«Atenolol» EP. Y 3B’A3Ky 3 UM, BHECEHI 3MiHN Ta
pefakuiiiHi npaBkn 40 po3ainis «ONTUYHe 06epTaHHs»,
«3aINLLKOBI Ki/TbKOCTi OpraHiyHMX PO3UYNHHUKIB». 3MiHK |
T1ny - 3MiHK 3 akocTi. CepTudiikart BignosigHOCTI/ME-
cepTudikaT BignoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTYYEHHS
cepTudikaTa BiANOBIAHOCTI EBponelickkiin hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI AD|; Ans LONOMDKHOT
peyoBUHM (CepTudikaTt BiAMNOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAXXEHOr0 BUPOGHMKA - [ofaHHA OHOB/IEHOTO
cepTudikaTa BignosigHOCTI EBponelichbkiin hapmakonel
ans A®l ATeHonon Bif yxe 3aTBepKeHOro BUpobHMKa
IPCA LABORATORIES LIMITED, Ingisi Ne CEP 1998-
024-Rev 06 (3aTBepmkeHo: CEP Ne R1- CEP 1998-024-
Rev 04). Ak HacnigoK yTOYHEHHS Ha3BW BUPOOHUKA Ta
aapecy 6e3 3MiHU po3TallyBaHHS BUPOGHUYOT
naowaakun; HesHavyHa onTuMi3aLis cuctemu ginbTpawii y
BMPOGHWNYOMY NPOLIECI, LLIO HE BM/IMBAE Ha AKICTb
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KIHLEBOro NPOAYKTY; HE3HAYHI MpaBku A0 creumdikai
Ta MeToauk Ha APl 6e3 3MiHW HOPMYBaHHSA Ta MeToAMK,
pepakuiiHi yTOYHEHHS [0 YNaKOBKM 6€3 3MiH Y
cneuudikayii Ta MeToaukax BUNpobyBaHHS
nakyBaslIbHOro matepiasnly. MeToay KOHTPO0 AKOCTi Anst
BXifJHOr0 KOHTpO/0 Ha A®| ATeHonon B1po6HuKa Ipca
Laboratories Limited, IHAis 4ONOBHEHO HOBUM
nokasHukoM «N-HiTpo3oaTeHonon He GinbLue 7,5 ppm».
[itoua pepaxuis: CEP Ne R1- CEP 1998-024-Rev 04
Agnpeca BUpo6bHuka
Ipca Laboratories Ltd.

P.O. Sedjavta, District Ratlam+(M.P.), India
Cneuudpikanis
N-HiTpO30aTeHoN0N — Po34in BiACYTHIl
TepmiH NnpugaTHoOCTI
5 pokiB, 3 NOAabLUNM NEPEKOHTPONIEM
3anponoHoBaHa pefakuis: Ne CEP 1998-024-Rev 06
Anpeca BUPOGHMKa
IPCA LABORATORIES LIMITED
P.O. Sejavta
India-457001 Ratlam, Madhya Pradesh
Cneuudpikanis
N-HiTpo3oareHonon
He 6inbwe 7,5 ppm (4PY, 2.2.29, meTog BEPX, Y,
2.2.43, meTOoq, Mac-CrneKkTpoMeTpii)

TepMiH NepekoHTPOo 5 pokiB.
3MmiHu | TUny - 3miHn 3 aKocTi. A®l. CtabinbHicTb. 3MiHa
nepiofy NOBTOpPHUX BUMPOGyBaHb/nepiody 36epiraHHs
ab6o ymoB 36epiraHHa A®I (3a BigCyTHOCTI y
3aTBEPAKEHOMY [OCLE cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei, LWo BK/IoYaE nepiog,
NOBTOPHOrO BUNPO6YBaHHS) (Nepios NOBTOPHOIO
BUNpobyBaHHsA/nepios 36epiraHHs) - 36iNbLLeHHA abo
BBEJEHHS nepioay NOBTOPHOrO BUNPOGyBaHHs/Nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB AOCIAXEHb Y
peansHomy yaci (b.1.r.1. (a)-4. Ib)
MpuBeaeHHs po3ainy «TepmiH npuaaTHocT» ans Adl
AteHonon BupobHuka Kopran Research Laboratories
Limited, India y BiANOBIAHICTb A0 aKkTyanbHUX MaTepianis
LibOro BUpo6HUKa. 3aTBepmkeHo: TepMiH npuagaTHocTi -5
pokiB. 3anponoHoBaHo: TepMiH NepekoHTposio — 5
POKIB.

86.

JVLETEN®

TabneTku, BKpUTI
N/1iBKOBOIO
0060/10HKOI0, MO 50
mr no 20 TabneTok y
6nictepi; no 1 a6o 2
6nictepu B

ABGOTT
Na6opatopi3
6X

HimeuumnH
a

MaiinaH
Na6opatopi3
CAC

®paHuia

BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu |
TMNy - 3MiHK 3 AKoCTi. APl. BUpobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO NPOAYKTY/peareHTy,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOBOHMYOMY npoueci Adl,
ab60 3MiHa BMPOGHWMKa (BKNOYatouu, ae HeobxigHo, Micue
NpoBefiEHHS KOHTPO/IIO skocTi) API (3a BifCYTHOCTI

3a
peyenmom

UA/0007/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KapTOHHIli KopoobLi

cepTudpikaTa BignoBiAHOCTI EBpoNeNiChKiin hapmakonei y
3aTBepKeHOMy Aocbe)(iHWi 3miHW) JoaaBaHHSA
aNbTEPHATUBHOIO BUPOGHMKA MPOMIXKHOIO NPOAYKTY
BRM, LL,0 BUKOPUCTOBYETLCH Y BUPOOHNYOMY MPOLECI
A®| A.R. Life Sciences Pvt.Ltd., India (Unit Ill, Plot

N°1B, APIIC-Denotified Area, APSEZ, Atchutapuram,
Pudi Village, Rambilli Mandal Visakhapatnam -531 011
Andhra Pradesh, India).
3MmiHu | TURYy - 3MiHK 3 axkocTi. A®l. BupobHMUTBO. 3MiHa
BMPOGHMKaA BUXIAHOro/NpOMKHOrO NPOAYKTY/peareHTy,
L0 BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AdI,
a60 3MiHa BMPOGHHMKa (BKKOUatoun, ge HeobxigHo, micue
NpoBeAeHHA KOHTPOS0 AkocTi) A®I (3a BigCyTHOCTI
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin gpapmakonei y
3aTBepMxeHoMy focbe)(iHLWi 3MiHM) JofaBaHHS
a/lbTEPHATUBHOrO BUPOGHMKa BEPATPVUIOBOTO CANPTY,
LLIO BUKOPUCTOBYETLCA B BUPOOHUYOMY npoLeci APl A.R.

Life Sciences Pvt.Ltd., India (Unit I, Plot NolB, APIIC-
Denotified Area, APSEZ, Atchutapuram, Pudi Village,
Rambilli Mandal Visakhapatnam -531 011 Andhra
Pradesh, India).
3MiHu | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIOYAOUN finbHuL ans Adl,
MPOMIKHOro NPoAyKTy abo roToBOro Jlikapcbkoro 3acoby,
AiNbHULI ANA NPOBEAEHHA NakyBaHHS, BUPOOHUKA,
BiNOBIAALHOrO 3a BUMYCK Cepili, MicLie NpoBefeHHs
KOHTPO/IO cepii) abo nocTavasnbHVKa BUXIAHOTO
mMartepiany, peareHTy abo 4ONOMDKHOT PEYOBUHU (SIKLLO
3a3HayeHo y 0CbE) BunyyeHHs 3aTBepaKeHoro
BMpo6HUKa Finogra SAS, France ana A®I niHasepito
6pomigy. BUpo6HUK, L0 3a/IULLIMBCS BUKOHYE Ti X caMi
dOyHKUIT WO | BUAYyYeHuid. 3MiHun Il Tuny - 3MiHK 3 AKOCTI.
A®I. (iHwi 3miHKM) OHOBNEeHHs macTep-daiina (ASMF)
Ne2010-028 Version 12- August 2023 (nonepegHs
Bepcis Version 11- June 2022) ans niHaeepito 6pomigy
Big BMpo6HMKa M2 Salin.

87.

AIA3ENAM
PEAKT

PO3YMH ANS iH'EKLiA,
10 mr/2 mn; no 2 mn
B amnyni; no 5
amnyny
nnacTyKkoBoMy
noTky, no 1 a6o 2
N0TKa Y KapTOHHIi
nauui

TOB
"PEAKT®APM

YKpaiHa

Benko dapma

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO B TEKCT
MapKyBaHHs1 NepBUHHOI YNaKkoBKW NiKapcbKkoro 3acoby y
n. 1. <HA3BA NNIKAPCbKOIO 3ACOBY», n. 2.
«KIJTbKICTb AIK0YOI PEYOBWHW», n. 6. «IHLIE» Ta
BTOPWHHOI ynakoBku B M. 3. «MEPEJIK AOMOMDKHNX
PEYOBWH».

3a
peyenmom

UA/20451/01/01

88.

AIAHOPM-M

TabneTku, no 10
Tabnetok y 6nictepi;
no 6 6nicTepis B

Mikpo /labc
Nimiteq

IHAja

Mikpo Jlabc
Nimiten

IHAjA

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnagy. 3MiHa y KOpOTKiil XapakTepucTuLi

3a
peyenmom

He
nionsiea
€

UA/5019/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KapTOHHIli KopoobLi

NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
0719 MeAUYHOr0o 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkn Nikapcbkoro 3acoby, abo
JocnimKeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo sk pesynbTtar
OLiHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM OPraHoM)
3MiHVN BHECEHO B IHCTPYKLIO 4719 MEAWNYHOIO
3aCcTOCyBaHHS NikapcbKoro 3acoby A0 po3ginis
"Oco6nmBocTi 3acTocyBaHHA", "MMo6IuHI peakuii”
BIANOBIAHO A0 iHGopMaLii WoAo 6e3neku 3acToCyBaHHSA
LiH0YNX PEYOBVH.

89.

OIKNOCEN®
®

cynosuTopii no 50
Mr; o 5
CynosunTopiiB y
CTpwni; No 2 cTpUnM
Y KapTOHHii
ynakoBLi

TOB
"T'nepdapm
nTa”

YKpaiHa

KYCYM
XENTXKEP MBT
Ty

IHAis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
MRy - 3MiHM 3 AKOCTi. OTOBWMIA NikapCbkunin 3aci6.
KoHTposb roToBoro fikapcbkoro 3acoby. 3miHa y

MeToAax BUNPo6yBaHHSA rOTOBOrO JlikapCbKoro 3acoby

(iHWi 3miHK) - CynyTHS 3MiHa - 3MiHW 3 AKOCTi. FOTOBUIA

nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapcbKoro
3aco6y. 3MiHa napamMeTpiB cneyudikaii Ta/abo

O0MNYCTUMUX MEX FOTOBOrO /iKapCbKoro 3acoby (iHLwui

3MiHW) - 3MiHV B METOZaXxX KOHTPOJI0 Ta B cneuudikauii
N3 npv BUNYCKy Ta Ha TePMiH NpuaaTHoCTI AN

nokasHuka «Po3nafaHHs», a came 3MiHa Ha3Bu
nokasHuka «Po3nafgaHHa» Ha «BusHaueHHs yacy
PO3M’IKLLEHHS NINOMINbHUX CYNnO3UTOPIiB», 3
HEe3HAYHMMW YTOYHEHHAMMN B METOLMUKY BUNPOOYBaHHS
(EBp. ®apm. 2.9.22). 3aTBepmxeHo: Cneuudikauis npu
BWMYCKY Ta Ha TePMiH NpUAATHOCTI

3a
peyenmom

UA/16445/01/02

90.

DIKNOCEN®
®

cynosuTopii no 100
Mr 1o 5 cynosuTopiis
y cTpuni; no 1 a6o
no 2 cTpunuy
KapTOHHI ynakoBL,i

TOB
«MNEAPAPM
NTh»

YkpaiHa

KYCYM
XENTXKEP NBT
nTA

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO NiKapcbkoro 3acoby. 3mMiHa y

MeTofax BUNPOGyBaHHS rOTOBOrO JliKapCbKoro 3acoby

(iHWi 3miHKW) - CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBUIA

nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo

[0MNYCTUMKX MEX FOTOBOrO /iKapCbKOro 3acoby (iHLwi

3MiHW) - 3MiHW B METOAaX KOHTPO/IO Ta B cneuudikauii
"’N3 npy BUNYCKy Ta Ha TEPMIH NPUAATHOCTI A1A

nokasHuka «Po3nagaHHsA», a came 3MiHa Ha3Bu
nokasHuka «Po3nagaHHs» Ha «Bu3HaueHHs yacy
PO3M'AKLIEHHS AINOQINbHMX CYyNO3nTOPITB», 3
He3Ha4YHUMW YTOYHEHHAMMN B METOAMUKY BUNPOOYBaHHSA
(EBp. ®apm. 2.9.22). 3aTBepmkeHo: Cneyndikais npu
BMNYCKY Ta HA TEPMIH NPWAATHOCTI

3a
peyenmom

UA/16445/01/01

91.

AIOKOP 160

TabneTku, BKpUTI
nAiBKOBOO
060/10HKOH0, N0 160

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
Tuny - 3MiHu 3 akocTi. CepTuddikart BignosigHOCTI/ME-
cepTudikaT BiAMOBIAHOCTI EBpONENChKil

3a
peuyenmom

UA/8318/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

mr/12,5 wr; no 10
Tabnetok B 6nicTepi;
no 1, no 3, no 4 a6o
no 9 6nictepiB y
naJui 3 KapToHy

thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTudpikaTa BignoBigHOCTI E€Bponeiickkiii hapmakonei:
onsa A®l; ons BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; Ana LONOMDKHOT
peyoBuHM (CepTudikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUKA - MogaHHS OHOBIEHOIO
cepTudpikaTa BignosigHOCTI EBponelichbkin hapmakoner
CEP 2014-008-Rev 02 (3atBepmxeHo: R1-CEP 2014-
008-Rev 01) gns [fjtoyoi peyoBuHn BancapTaH Big
3aTBepmxeHoro BupobHuka "Second Pharma Co.Ltd.",
KvTaii. 3miHu | Trny - 3miHm 3 AkocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60
BUJTyYEeHHS cepTudikaTa BignoBiAHOCTI EBpoONenchkii
thapmakonei: ana Ad®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 418 SONOMDKHOT
peyoBuHM (CepTudikaTt BiAMOBIAHOCTI EBpONeNchbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPKEHOr0 BUPOOHUKA - MogaHHS OHOBIEHOIO
cepTudpikaTa BignosigHOCTI EBponelichbkin hapmakoner
CEP 2016-012-Rev 01 (3atBepmkeHo: RO-CEP 2016-
012-Rev 03) gns fjtoyoi pevosuHu MigpoxnopTiasug sig
3aTBepxeHoro BupobHuka "Amoli Organics Private
Limited", IHAjs

92.

LIOKOP 80

TabneTku, BKPUTI
NNiBKOBOIO
06010HKOH0, No 80
mr/12,5 mr; no 10
Tabnetok B 6nicTepi;
no 1, no 3, no 4 abo
no 9 6nictepis y
nauuj 3 KapToHy

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
Tuny - 3miHn 3 sakocTi. CepTudiikat BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJ/IEHOT0 cepTudikaTa BignoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiickbkili hapmakoner:
ana A®l; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChKIl
thapmakonei) - OHoB/IeHUIA cepTudikaT Bif yxe
3aTBEPAXEHOr0 BUPOGHUMKA - MogaHHA OHOBIEHOro
cepTudikaTa BignosigHOCTI EBponelichbkin hapmakoner
CEP 2014-008-Rev 02 (3aTBepgxeHo: R1-CEP 2014-
008-Rev 01) ans [ito4voi pevoBrHN BancapTaH Big,
3aTBEpAXeHoro BUpobHvka "Second Pharma Co.Ltd.",
KnTaii. 3miHu | Trny - 3miHm 3 AkocTi. CepTudikar
BignosigHOCTI/ITE-cepTudikat BianoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHsA

3a
peyerimom

UA/8318/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
HOBOro abo OHOBMIEHOro cepTudikaTa BignoBigHOCTI abo
BU/yYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: gna A®l; ans suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMLUTBI A®I; ANns AONOMIDKHOT
peyoBUHM (CepTUiKaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBIeHUIA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHUMKa - [MogaHHA OHOBIEHOTo
cepTudikata BignoBigHoOCTi €EBponelickkili hapmakonet
CEP 2016-012-Rev 01 (3aTBepgxeHo: RO-CEP 2016-
012-Rev 03) ansa Aito4oi pevosBuHK IgpoxnopTiasug Big,
3aTBepxeHoro BupobHuka "Amoli Organics Private
Limited", IHgjs
93. | AYAK renb; no 15 r, a6o nakcoCmiTKn Benvka "nakco Benuvka BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/8202/01/01
no25r,abono30r AnH Ekcnopt BputaHis OnepeiiwHc KOK BputaHis TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HallMeHyBaHHS peyenma
rento B Ty6i; no 1 Nimiten Niviteq Ta/abo agpecy 3asiBHVKa (B/lacHUKa peecTpaviiiHoro
Ty6i B KQPTOHHIA noceigyeHHs) 3MiHa agpecu 3asBHUKa (BNnacHUKa
Kopobui peecTpauiiHoro NocBigYeHHs).
94. | EQAPABOH KpucTaniyHmi TOB "HOpis- YkpaiHa TOB "HOpis- YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | - UA/17784/01/01
NOPOLLOK Papm” Papm" TMNy - AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHMYOT
(cybeTaHuis) y AinbHUUI (BKAOYatoum AinbHuui ana A®l, npoMixHoro
CKMAHNX NpoAyKTy abo roToBOro /ikapcbKoro 3acoby, AiNbHUL
KOHTelHepax Ans NS NPOBefeHHsA NakyBaHHs1, BUPOOHNMKa,
thapmavLeBTUYHOro BiANOBIAabHOrO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
3aCTOCYyBaHHS KOHTpPO/IO cepii) abo nocTavasbHyKa BUXigHOTO
mMartepiany, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLLO
3a3HaYeHo Y OCbE) BUTYUYEHHS BUPOOHUYOT AiNbHUL
BiANOBIAA/IbHOI 32 NOBHWI LMK BUpo6HUUTBa API-TOB
"lOpia-Papm”, YkpaiHa, 18030, Yepkacbka 06/1., M.
Yepkacu, Bynuua YurmpuHebka, 6yanHok 21/13.
3anvwaeTbcs 3aTBEPAKEHNI BUPOOHNK BigNoBigaibHWiA
3a NOBHUIA UMK BUPOGHMLTBa A®I-TOB "tOpis-®apm”,
YkpaiHa, 18030, Yepkacbka 06.., M. Yepkacu, By mus
YnrmpmnHcbka, 6yanHok 21/11.
95. | ENNI®OP Tabnetku Mdcpaiizep CWA Bupo6HuLTBO, IpnaHgis/ BHECEHHS 3MiH 10 peecTpavLjiiiH1ux maTepianis: 3a UA/14972/01/01
MPOIOHIOBaHOI Aji Eny.Ci.Mi. nepBUHHE Ta HimeyunHa YTOUYHEHHA HaNUCaHHA Ha3BW OAHOIO 3 BUPOGHUKIB peyenmom
no 100 mr no 14 Kopnope#iLuH BTOPUHHE B Hakasi MO3 YkpaiHu Ne 171 Big, 28.01.2025 B
Tabnetok y 6nictepi; naxkyBaHHA npoweci BHECEHHSA 3MiH (3MiHu | Tuny -
no 2 6nictepu B KOHTPO/b AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo
KapTOHHIlA KopoobLi AKOCTI: agpecu Micus NpoBaMKEHHS AisNIbHOCTI
MNcpaiizep BMpOBHUKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
Ipnanpin BKJ/THOYAKOUN AiNbHULI BUMYCKY cepil abo Micue
dapmacbloTika NPOBeAEeHHS KOHTPOJIHO AKOCTI. (LiSANbHICTb, 3a AKY
n3, lpnangis; BiANoBigae BUPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK

MepBrHHE Ta
BTOPVHHE
nakyBaHHs,

cepii) - 3viHa agpecun BUpPo6HUKa MN13 y 3B'A3Ky 3
OHOBJIEHHAM apecun Ha BUMOTY MiCLIeBOro opraHy
OXOPOHU 370POB'A BiANOBIAA/ILHOI 3a BUAAYY NiLEeH3IT Ha
BMPO6HMLITBO. BY/10 pekoMeH0BaHO BKa3aTh (isnyHy
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMNYCK Cepil:
Mdpaiizep
MeHtodekiypuH
r Joituneng
m6X,
HimeuunHa

agpecy AifIbHULI 3aMiCTb NOLUTOBOI CKPUHBKM.
Micue3HaxokeHHs BUPO6HMKa, BUPOOGHMYA Ai/IbHULA Ta
yCi BUpOBOHUYI onepavii 3aN1waTbCs HE3MIHHUMU.
[itoua pepakuis: MNdaiizep MeHodekuypuHr JoinuneHs,
'm6X / Pfizer Manufacturing Deutschland GmbH.
BetpibwTeTTe ®paiibypr, MycBanbaans 1, 79090
®paiibypr, HiveuunHa / Betriebsstatte Freiburg,
Mooswaldallee 1, 79090 Freiburg, Germany.
MponoHoBaHa pepakuis: Mdpalizep MeHodhekuypuHr
[onuneng Mm6X / Pfizer Manufacturing Deutschland
GmbH. MycBanbganb 1, 79108 dpaliibypr Im Bpaiicray,
HimeuuunHa / Mooswaldallee 1, 79108 Freiburg Im
Breisgau, Germany. 3mMiH1 BHECEHO B iHCTPYKLit0 AN
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby y po3gin
«Micue3HaxoMKeHHs1 BUPOOHMKa Ta afpeca Micus
NPOBaXEHHS MOr0 AisIbHOCTI» 3 BiANOBIAHMMN 3MiHAMMN
y TEKCTi MapKyBaHHS ynakoBKW NikapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 12-Tu micsuis nicns
3aTBEPMKEHHS - 3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edhekTMBHOCTI Ta thapmakoHarniagy (iHwi 3MiHu)
- 3MiHM BHECEHO B TEKCT MapKyBaHHsA NepBUHHOI (M. 4.
«[JATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI») Ta
BTOPUHHOI (M.8. «JATA 3AKIHUEHHA TEPMIHY
MPUOATHOCTI», n. 16. «IHPOPMALIIA, AKA
HAHOCUTBLCS LUPUGTOM BPAI/ISA») ynakoBok
nikapcbKoro 3acoby. BeefieHHs 3MiH npoTarom 12-tu
MicsALiB nicnsA 3aTBepApKkeHHs). Pefakuis B Hakasi -
Bnpo6HWLTBO, NepBUHHE Ta BTOPUHHE NaKyBaHHSA
KOHTpO/Ib AKOCTi: Mdpaiizep IpnaHais PapmacboTikan3
Nittn KonHenn, Heobpigx, IpnaHgis. BipHa pepakuis -
Bupo6GHMLTBO, NepBrNHHE Ta BTOPUHHE NaKyBaHHSA
KOHTpONb fIKocTi: Mdpaiizep IpnaHpia
dapmacbloTikans, lpnavgis

96.

ENKOLMH®

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO0, No 100
mr, no 10 TabneTok
B 6nicTepi, no 3
6nicTepy B nayui

NAT
"Kuismepgnpen
apat”

YkpaiHa

MAT
"Knismegnpenap
ar"

Ykpaina

BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHn) 3miHn BHeceHo Jo n. 8
TEKCTY MapKyBaHHS1 BTOPUHHOT YNakoBKW NiKapCbKOro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS

3a
peyenmom

He
nionsiea
€

UA/17361/01/01

97.

ENOKCATUH
®

KOHLleHTparT Ans
PO34nHy Ans
iHdpy3ii, 5 mr/mn; Ne
1:no 10 mn
KOHLIeHTpaTy, Lo
MicTaTb 50 Mr
okcaslinnatuhy, y
thnakoHi a6o no 20
MJ1 KOHLIeHTpary, Lo

TOB "CaHoi-
ABEHTIC
YkpaiHa"

YkpaiHa

CaHodhi-ABeHTIC
[Loiunang MrveX

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMNy - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHW BUNPOGyBaHb abo AonycTumMmX
MeX, BCTaHOBJ/IEHUX Y cneuuqikauisx, nig vyac
BMPOBOHULTBA FOTOBOrO NiKapCbKoro 3acoby (BUIy4YeHHs
HecyTTEBOro BUNpobyBaHHSA B NPOLEeCi BUPO6GHMLTBA)
BWOASIEHHSI KOHTPOJIO B npoLeci Bupo6HuuTtea (IPC)
BMICTy okcaninnatuHy (UV assay).

3a
peyenmom

UA/9385/02/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
micTATb 100 mr
okcaninnatuhy, y
hNakoHi; B NiaaoHi,
3anasHomy
KpWLLIKOIO, B
KapTOHHI Kopobui
98. | EHANMO3NA® | Tabnetku; no 10 AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/0702/01/01
12,5 Tabnetok y 6nictepi; TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE- peuenmom
no 2 a6o no 3 cepTuddikaT BignoBigHOCTI €EBponenchbkiii
6nicTepy B navyj 3 thapmakonei/moHorpadii. NogaHHs HoBOro abo
KapTOHY OHOBJIEHOIO cepTudiKaTa BiANOBIAHOCTI a60 BUNYYEHHS
cepTugikaTa BignoBigHOCTI EBponenchkin dhapmakonei:
onsa A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMKHOT
peyoBUHM (CepTudikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPIAKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTudikaTa BignosigHOCTI EBponelickbkiin hapmakonel
Ne R1-CEP 2006-011 - Rev 03 (3atBepaxeHo: R1-CEP
2006-011 - Rev 02) gns A®I rigpoxnopoTia3ng, Big Bxe
3aTBepaxeHoro BupobHuka Changzhou Pharmaceutical
Factory, Kutaii. - 3miHu | Tvny - 3MiHKW 3 AKOCTI.
CeptucpikaT BignosigHocTi/lE-cepTudikar BiANOBIAHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa BignoBigHOCTI a60
BUyYEHHS cepTudikaTa BignoBigHOCTI EBponelichkii
thapmakonei: gns A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; ANns AONOMKHOT
peyoBuHM (CepTundiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI EBponelichbkinn hapmakonel
Ne R1-CEP 2006-011 - Rev 04 ana Adl
rifpoXn0opoTiasng, Big, BXe 3aTBEPAKEHOTO BUPOBHMKA
Changzhou Pharmaceutical Factory, Kutaii.
99. | EHANO3NA® | Tabnetkn no 10 AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHu | 3a UA/5568/01/01
25 Tabnetok y 6nictepi; Tuny - 3MiHK 3 akocTi. CepTudiikat BignosigHOCTI/IE- peyenmom

no 2 a6o 3 6nictepu
y nauuj 3 KapToHy

cepTudikaT BignoBigHOCTI EBponeichkiii

thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTYYEHHS
cepTudikaTa BigNoBiAHOCTI E€Bponelickbkiil hapmakonei:

onsa A®l; ana BuxigHoro

marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo

BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI EBpONechbkili
dhapmakonei) - OHOBAEHUI cepTudiiKaT Bif yxe
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aTBEPAKEHOro BUPOBHMKa. MogaHHA OHOBIEHOrO
cepTudikaTa BignosigHOCTI EBponelichbkiin hapmakonel
Ne R1-CEP 2006-011 - Rev 03 (3aTBepmkeHo: R1-CEP
2006-011 - Rev 02) gns AdI rigpoxnopoTia3ng Big Bxe
3aTBepmxeHoro BupobHuka Changzhou Pharmaceutical
Factory, Kutaii. 3miHu | Tuny - 3MiHu 3 SIKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudpikart BiANOBIAHOCTI
€Bponeiickkili hapmakonei/moHorpadii. MoaaHHA
HOBOro ab0 OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI EBpoONeENiChKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI AD|; ANns LONOMKHOT
peyoBUHM (CepTudikaT BiAMNOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOro BUPO6HMKa. MogaHHA OHOBIEHOrO
cepTudikaTa BignosigHOCTI EBponelichbkiin hapmakonel
Ne R1-CEP 2006-011 - Rev 04 gnsa Ad|
rigpoXn0poTiasug, Bif, BXe 3aTBEPAKEHOTO BUPOGHMKA
Changzhou Pharmaceutical Factory, Kutaii.

100.

EHANO3N4®
DOPTE

Tabnetku no 10
Tabnetok y 6nictepi;
no 2 abo 3 6nictepu
B NauLj 3 KapToHY

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
Tuny - 3miHn 3 sakocTi. CepTudiikar BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJ/IEHOT0 cepTudikaTa BignoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiickbkili hapmakoner:
ana A®l; ansa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONENChKil
thapmakonei) - OHoB/IeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOIO BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignosigHOCTI EBponelichbkin hapmakoner
Ne R1-CEP 2006-011 - Rev 03 (3aTBepmkeHo: R1-CEP
2006-011 - Rev 02) ana A®I rigpoxnopoTia3ug Bif Bxe
3aTBepaxeHoro Bupo6Hnka Changzhou Pharmaceutical
Factory, Kutaii. - 3miHu | TMny - 3MiHW 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTucpikat signosigHocTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkii
thapmakonei: gna Ad®l; ans suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChKil
thapmakonei) - OHOB/IeHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOIO BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudiikaTa BignosigHOCTI EBponelichbkin hapmakonel

3a
peyerimom

UA/0702/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Ne R1-CEP 2006-011 - Rev 04 gnsa Adl
rigpoxnopoTia3ng, Bif, BXe 3aTBepiKeHOro BUpo6HUKa
Changzhou Pharmaceutical Factory, Kutaii.
101. | EHTUBIO® MOPOLLIOK ANs Takepa [aHia BMPOGHMLTBO CLlA/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/15405/01/01
KOHLeHTparty A dapma A/C M3 Ta ITania/ My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom
po3unHy AnA nepBuHHE AscTpis/ thapmakoHarnsgy. BeegeHHs abo 3miHu o
iHdpy3iin no 300 wr; nakyBaHHs: Benuka y3arasibHeHVX AaHnX Npo cucTemMy hapmakoHarnsay
MOPOLLIOK A”A Xocnipa, IHK., BpuTaHis/ (BBEAEHHS y3araslbHEHMX AaHUX NPO cUcTemMy
KOHLIeHTparty o1 CLUA; Himeuunna/ hapmakoHarnisgy, 3mMiHa yrnoBHOBaXXEHOT 0cobwm,
PO34mnHy Ans BMPOGHMLITBO AnoHis BiANOBIAa/IbHOI 3a 34iicCHEHH:A hapmakoHarnsagy;
iHpy3iil y chnakoHi; N3, KOHTPO/Ib KOHTaKTHOT 0CO6U 3 chapMakoHarnsgy 3asBHuKa An1s
no 1 dpnakony y AKOCTI cepii: 3[jiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
KapTOHHI Kopo6Lyi "CTepunbHicTb", BiAMiHHa Bif, yNOBHOB&XeEHOI 0C06M, BiANOBIAA/IbHOI 32
"MexaHi4Hi 3[iiCHEeHHs1 hapMakoHarisay (BK/IHUYaUM KOHTaKTHI
BK/THOYEHHS", OaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaina
nepBuHHe cuctemu papmakoHarnsgy) 3MiHa ynoBHOBaXKeHOT
nakyBaHHs: 0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
MarteoH Itanis [itoya pepakuis: Stephane Brouckaert. MponoHoBaHa
C.N.A., ITanisa pepakuis: Jean-Marie Heim. 3MiHa KOHTaKTHUX AaHWX
BTOPUHHE YNOBHOB&XEHOI 0CO6U 3aBHMKA, BifNoBigabHOI 3a
nakyBaHHs Ta hapmakoHarnag,
[03BiN Ha
BUNYCK cepil:
Lendapm
Hosapa C.p.n.,
ITanisa
BTOPWHHE
nakyBaHHS,

KOHTPO/b SIKOCTi
cepii, 403BiN Ha
BMNYCK Cepil:
Takefa ABCTpis
'M6X, ABCTpis
KOHTPO/b SIKOCTI
cepi:
KoBaHC
Na6opatopis
NimiTen, Benuka
BputaHis
KOHTPO/b SIKOCTI
cepi:
"CTepwbHicTb"
Ta
"BakTepianbHi
€HA,0TOKCUHK™:
Bikxem
Nabopatopi3
JNimiTeq, Benvka
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BputaHis
KOHTPO/b SIKOCTI
cepii:
"BusHaueHHsA
3B'A3yBaHHA"
Yapnb3 Pisep
Na6opatopis
HimeyunHa
m6X,
HimeyunHa
BMPOBHULTBO
113, KOHTpOb
SKOCTI cepil,
nepBuHHE
nakyBaHHs:
Takega
PapmacbloTikas
Komnani N174.,
Xikapi nnaHT,
AnoHis
102. | EBPOKCUM MOPOLLIOK AN €Bpo Benuka EliCiEc [lo6chap ITanisa BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/12560/01/01
iH'ekuii mo 750 mr; 1 | Naiidpkep N4 BpuTaHis C.NA. TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
a60 10 chnakoHiB 3 thapmakoHarnagy (iHwi 3MiHn). 3MiHU BHECEHO B TEKCT
NMOPOLLKOM B MapKyBaHHS1 yNakoBOK JlikapCbKOro 3acoby, a came:
KapTOHHI Kopo6Lyi BW/y4eHO iHhOpMaLLito CTOCOBHO KOMMaHii, WO 34iICHI0E
MapKeTuHr; AeTanizoBaHo iHhopMaLiio 40 NYHKTIB 2, 8,
11, 12, 13, 14, 17 BTOPWHHOI yNakoBKK Ta 40 MYHKTIB 3,
4, 5, 6 NnepBUHHOI yNakoBkn BBeaeHHs 3MiH NpoTsArom 6-
TV MiCALIB 3 AaTW 3aTBEPKEHHS.
103. | EBPOKCUM MopoLLUOK AN €Bpo Benvka EliCiEc [lo6chap ITanisa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/12560/01/02
iH'ekuiimo 1,5r; 1 Naiicokep /114, BpuTaHis C.N.A. TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
a60 10 chnakoHiB 3 hapmakoHarnagy (iHwi 3MiHn). 3MiHU BHECEHO B TEKCT
NMOPOLLKOM B MapKyBaHHS1 yNakoBOK JlikapCbKOro 3acoby, a came:
KapTOHHI Kopo6Lyi BWy4EHO iHhOpMAaLLito CTOCOBHO KOMMaHii, W0 34iiCHI0E
MapKeTUHr; AeTani30BaHo iHhopMaLLiio A0 NYHKTIB 2, 8,
11, 12, 13, 14, 17 BTOPWHHOT yNakoBKK Ta 40 MYHKTIB 3,
4, 5, 6 NepBMHHOT yNakoBk1N BBeAeHHS 3MiH NpoTAromM 6-
TV MiCALIB 3 AaTW 3aTBEPIKEHHS.
104. | 3EHTEN CyCMeHsisi opasibHa, nakcoCwmitKn Benvka AcneH bag HimeyunHa BHECEHHS 3MiH 40 peecTpaviiHnx MmaTtepiasiB: 3MiHn | 3a UA/10241/02/01
400 mr/10 mn; no 10 AH EkcnopT BpuTaHis Onpecno M'M6X TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHS peuyenmom
My cpnakoHi; no 1 Nimiteq Ta/abo aapecy 3asiBHVKA (B/lacHMKa peecTpaviiiHoro
pNakoHy B NocBiJYEHHSsT). 3MiHa agpecu 3asBHMUKA (BNacHUKa
KaPTOHHI ynakoBLij peecTpaLiiiHOro NoceiAYeHHs)
105. | 3EPKA/IH® rens 10 mr/r + 50 Aapan- Xopsartis Anpan- Xopsaris BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3MiHu | 6e3 UA/20316/01/01
IHTEHCU/B mr/r no 25 r abo no [aneHcbkuii [aneHcbkuit TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenma
30r,abono50r, NabopaTopiii Na6opaTopiii y BUPOGHULTBI. 3MiHa po3Mipy cepii (Bk/Itovaoun
abono 60rrensay a.a. o.a. [iana3oH po3Mipy cepii) roToBOro JlikapCbKoro 3acoby

Ty6i; no 1 1y6i y

(36inbLlweHHs Ao 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHUM
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KapTOHHIli KopoobLi pO3MipoM) BBEAEHHS A0AATKOBOrO po3mipy cepii 670 kr
B [IONOBHEHHSA [0 BXe 3aTBepKeHOoro po3Mipy cepii 400
KT.
106. | SUTPOKC TabneTku, BKpUTI Makneogc IHais Makneogc IHais BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/3160/01/01
060/10HKO10, No 250 dapmacboTUK $apmacbloTukan TUNy - 3MiHM 3 AKOCTi. FOTOBWIA NikapCbKMii 3aci6. peuenmom
mr, no 6 TabneTok y anc Nimiteq, ¢ Nimitepq, KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHK) -
cTpwni, no 1 ctpuny OHOBJIEHHA BXEe 3aTBEPMKEHNX METOAIB KOHTPOSIO
Y KapTOHHiii SAKOCTI NikapcbKoro 3acoby, a came: BUKNaLEeHHA TEKCTY
yNaKkoBLi [epXaBHOK MOBOIO 3riIHO CyYacH/X BUMOT
107. | SUTPOKC TabneTku, BKpUTI Makneogc IHAja Makneogc IHAjA BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/3160/01/02
060/10HKO10, No 500 dapmacboTuK $apmacbloTukan UMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6. peuenmom
mr, no 3 TabneTkn y anc Nimitepq, ¢ Nimiteq, KOHTPO/1b rOTOBOrO MiKapcbKoro 3acoby (iHLi 3MiHK) -
cTpwni, no 1 ctpuny OHOBJIEHHA BXEe 3aTBEPMKEHNX METOAIB KOHTPOSIO
Y KapTOHHiiA AKOCTI /liKapCbKOro 3acoby, a came: BUKIaAEeHHS TeKCTy
ynakoBLi [epXaBHOK MOBOI 3riIHO CyYacHVX BUMOT
108. | 3O/IEAPOHO | KoHueHTpaT A/s MpusaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/16730/01/01
BA KUCNOTA | po3unHy ans akujioHepHe akujioHepHe TMny - 3MiHY WoAo 6e3nekn/epekTnBHOCTI Ta peyenmom nionsea
iHQoy3in, 0,8 mr/mn TOBapucTBO TOBapuCTBO hapmakoHarnsgy. 3miHa y KopoTkiil XxapakTepucTui €
no 5 mn B amny i, "Jlekxim- "JlekxiMm-Xapkis" nikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
no 1 amnyni B Xapkis" 019 MeMYHOro 3acToCyBaHHS Ha NifcTasi perynspHo
6nictepi, mo 1 OHOBJ/OBAHOrO 3BiTY 3 6Ge3NeKkn Nikapcbkoro 3acoby, abo
6nicTepy B nauui, no JocnimKeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
5 amnyn B 6nictepi, 3acoby B nicnapeecTpauiliHuii nepios, abo sk pesynsTar
no 1 a6bo no 2 OUJiHKM 3BITY 3 AOC/iAKeHb, MPOBEAEHNX BiAMOBIAHO A0
6nicTepy B navi nnady negiatpuyHux gocnimkers (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM OpraHom)
3MiHV BHECeHO A0 IHCTpyKLii An1s MeguyHoro
3acToCyBaHHSA NikapcbKoro 3acoby Ao po3zainy “rNo6iyHi
peakuii” Wwoao 6e3nekn 3acTocyBaHHA Ait0H0i peYoBUHM
30/1e4pOHOBA KMC/10Ta MOHOTigpaT BignoBigHO 40
pekomeHaauin PRAC
109. | 3O/IOMNEHT® | TabneTku, BKpUTI TOB YKpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/9814/01/01
0060/10HKOI0, "TNEQ®APM PAPM" TMny - 3MiHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom niosnsiea
KMLLKOBOPO34YUHHI N0 nTg thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLli €
40 wmr, no 14 NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT

Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHIiA ynakoBLy;
no 10 Tabnetok y
6nicTepi; no 3
6nictepn y
KapTOHHI ynakoBsL,i

0719 MEAUYHOIO 3aCTOCYBaHHS Ha NiAcTasi peryigapHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
[ocnigpKeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKOro
3acoby B micnspeecTpaviliiivii nepiod, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHNX BiANOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHNM YNOBHOBEXKEHNM OPraHoM).
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MegnyHOro
3acToCcyBaHHA Nikapcbkoro 3acoby 30/10NeHT®,
Tabn1eTku, BKpUTI 060/TOHKOI0, KMLLKOBOPO3UMHHI No 40
Mr [0 po3AiniB "B3aemMogis 3 iHWMMK NikapCbKnuMu
3acob6amu Ta iHLWi BUAW B3aemogiii”, "OcobnnBocTi
3acTocyBaHHs" Ta "M0o6iYHI peakuii” BignoBigHoO A0
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
OHOBJIEHOI iHChopMaLil 3 6e3neky 3aCTOCyBaHHS
nikapcbkoro 3acoby.
TepMmiH BBEAEHHS 3MiH - NpOTArom 6 micauis nicns
3aTBEPAKEHHS.
110. | 3O/IONEHT® | TabneTku, BKPUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/9814/01/02
060/10HKOI0, "TNEAPAPM PAPM" TMny - 3MiHK Woao 6e3nekn/epekTnBHOCTI Ta peyenmom nionsiea
KVLLKOBOPO34MHHI N0 nTa" thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTui €
20 wr, no 14 niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
TabneTtok y 6nictepi; 011 MeQUYHOro 3aCTOCyBaHHS Ha NigcTaBi perynsipHo
no 1 6nictepy y OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn Nikapcbkoro 3acoby, abo
KapTOHHIA ynakoBLy; nocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCbKoro
no 10 TabneTtok y 3acoby B nicnsipeecTpauiiiHnii nepiod, abo sik pesynbTar
6nicTepi; no 3 OLLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMoBiAHO A0
6nictepu y nnaHy negiatpuyHux gocnimkeHs (PIP) (3MiHy
KapTOHHI/ ynakosL,i Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHNM OpraHom)
3MiHU BHECEHO [0 IHCTPYKLUIT AN MEeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby 3010MeHT®,
TabneTkv, BKpUTi 060/TOHKOI0, KMLLKOBOPO3UMHHI No 20
Mr 0 po34inis "B3aemogis 3 iHWMMU fiKkapCbKuMun
3aco6amu Ta iHWi BUAW B3aemogiii”, "OcobmMBocCTi
3acTocyBaHHsa" Ta "Mo6iuHi peakuii” BigNoBigHO A0
OHOBJIEHOI iHChopMaLiil 3 6e3neky 3aCTOCyBaHHS
NiKapcbKoro 3acoby.
TepmiH BBEAEHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEPAKEHHS.
111. | 3ONTEPO KOHLleHTpaT ans leTepo /1a63 IHais leTepo N1a63 IHais BHECEHHS 3MiH [0 peecTpaLiitHux matepianis: 3MiHu || 3a UA/14961/01/01
po3unHy Ans Nimiteq Nimiteq TMny - 3MiHK 3 AKocTi. A®l. BUpo6HMLTBO (iHLLI 3MiHW) peyenmom
iHdpy3iit, 4 mr/5 mn OHOBNeHHSA DMF Ha fjtouy peyoBuHY 30/1e4pOHOBa
no 5 mn KMcnoTa MOHOTIAPAT Bif, 3aTBEPAXEHOTO BUPOOHMKA
KOHLleHTpaTy y leTepo N1a63 fimiTea, IHais (3atBepmxeHo: AP-01,
hnakoHi; no 1 2012-12-31; 3anponoHoBaHo: AP(EM), 10- January,
hNakoHy y 2024 (Ph.Eur)
KapTOHHIV Kopobui
112. | IK3UM nopowok ans 50 mn Ckaii ®apma O6'egHaHi NoniH NMimitep IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4880/01/01
opasibHOT cycneHsii, B3-TOB Apabebki TNy - 3MiHW 3 AIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
100 mr/ 5 mn; 1 Emipatn CuncTema KoHTeliHep/3aKynopoBasibHUIA 3aci6. 3MiHa

dhnakoH 3 NOPOLUKOM
pa3om 3 MipHUM
CTaKkaHuMKoM y
KapTOHHIA ynakoBsL,i

6yAb-AKOT YaCTVHN MaTepiany NePBUHHOI YNakoBKy, LLLO
He KOHTaKTY€e 3 rOTOBUM NiKapCbKM 3aC060M
(Hanpuknag Konip KpULLEYOK 3 KOHTPO/IEM MEPLLOTo
BiAKPUTTSA, KONIp KOAOBUX Kisleub Ha amnynax,
KOHTelHepa ans ronok (pisHi Buau nnactmacw) (3miHa,
AKa BN/IMBAE Ha KOPOTKY XapakTepucTuKy NikapcbKoro
3ac00y) HaHeCeHHs Ha h1akoH MipHOT NO3HAYKK, 40 AKOT
Tpeba foBoANTY 06’eM cycneHsii nif yac NpuroTyBaHHsA
(paHiwe no3Hauvka 6yna HaHeceHa Ha eTUKeTLi, TOMy
3MiH B COCO6I NPUroTyBaHHS, SKUiA onncaHuin B
IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHs He Bifby/oCh).
3arBepkeHo: MipHa no3Hauka HaHeceHa Ha eTUKETKY,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby ynakoska) nocsioYyeHHs1
3anponoHoBaHoO:
MipHa nosHauka 3HaxoauTbCs 6e3nocepefHbO Ha
dNaKoHi.

113. | IHO3VH Tabnetkun no 1000 TOB "OKnM YkpaiHa TOB "OKnN YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/19823/01/01
MPAHOBEKC | wmr; no 6 Tabnetok y "®apmaueBTun "GapmaueBTUYH My - 3MiHK 3 AKOCTi. A®IL. KoHTposib A®L. 3miHa y peyernmom
1000 6nicTepi; no 5 YyHa habpuka" a thabpuka" napameTpax cneuudikauiii Ta/abo fJonycTMnx Mex,

6nicTepiB y navui BM3HA4YeHNX y cneundikauisx Ha A®l, abo
a6o no 10 Tabnetok BUXiAHWIA/NPOMIKHUIA NPOAYKT/peareHT, Wwo
y 6nictepi, no 3 abo BMKOPUCTOBYIOTbCSA Y npoueci BupobHuytea A®I (iHwwi
4 6nictepun y nauui 3MiHN)
3MiHM y cneumdikauii A®I IHO3MH npaHobekc ans
BMpo6HMKa TOB "PHARMHIM", YkpaiHa. 3aTBepaxeHa
cneumdikauis Ha BXifHy cMpPOBMHY |HO3MH NpaHo6ekc
6yna po3pobneHa ansa ABox BUpobHUKiB APl "Medichem
S.A.", IcnaHis Ta TOB "PHARMHIM", YkpaiHa.
MeToauku, 3a AKVMW NPOBOANIN KOHTPOSb AN KOXHOTO
BMPOOHUKa 6yNK BifOOPaXKeH *-3ipoykamu y NPUMITLL.
[aHa cuctema npussogwna fo 3anyTyBaHHs, TOMY
3anponoHoBaHa creumdikalis po3pobnsnacb ans
KOXHOro BUPOBGHMKA OKPEMO Y BiAMNOBIAHOCTI 40 BUMOT
HOpMaTVBHOI foKkyMeHTauji. [JaHi 3mMiHW B cneumdikaw,ii
3aABNATLCA TiNbKK 415 BUPo6bHUKa TOB
"PHARMHIM", YkpaiHa. [lo4aTkoBO B 3anpornoHoBaHy
cneuudikaLito BHECEHO iHhopMaL,ito WoA0 NoKasHMKa
3anyLKOBI KiNIbKOCTi OpraHivyHMX pO34YnMHHKMKIB M. 3.5.2
LoA0 aHanisy aons KoxHoi 5-01 cepii, ane He pigwe 1
cepii Ha pik. KOHTposib BiANOBIAHOCTI IHLWIMX Cepiii
BMMOram faHoi cneuuduikauii 34ilicHI0ETbCA 3a
cepTuduiKaToM BUPOBHYKA.

114. | IHOAHPUKC cycneHsia (DTPa- nakcoCwmitKn Benuka [nakcoCmitTKns Benbris BHECEHHS 3MiH A0 peecTpaviiiHnx matepiasis: 3miHu |l 3a UA/15832/01/01
INB XI6 IPV) ans iv’exuii no AH EkcnopT BputaHia | IiH bBionogxikan3 UMy - 3MiHM 3 AKOCTi. OTOBWIA Nikapcbkuii 3aci6. peyenmom
KOMBIHOBA 0,5wmn (1 po3a) Ta Nimiteq C.A. KOHTpO/b rOTOBOrO NiKapcbkoro 3acoby. 3mMiHa y
HA niodpinizar (Hib); MeToAax BUNpPobyBaHHS rOTOBOTO JliKapCbKOro 3acoby
BAKUUHA cycneHsia (DTPa- (cyTTeBa 3MiHa y
ansa IPV) ans iv’exuiii no 6ionoriyHOMy/iMyHONOrYHOMY/IMYHOXIMIYHOMY METOA)

MPODINAKT 0,5mn (1 go3a) y BMNPOGYBaHHS abo MeTogi, Y AKOMY BUKOPUCTOBYETHLCS
KN nonepeaHbLO 6ionoriyHuii peareHT, abo ix 3amiHa, abo 6iosoriyHoro
ONODTEPII, HarnoBHeHOMY npenapary NopiBHAHHSA (CTaHAapTHOro npenapary), LWo
NMPABLSA, 04HOpPa30BOMY He 3a3HayeHunin y 3aTBepAKEHOMY MPOTOKONI) - 3amiHa
KALUHOKY wnpuyi Ne 1y BMNPOGYBaHb Ha iAeHTudiKaL,o 418 roTOBOro
(ALENONAP | KoMmnnekTi 3 ABOMa nikapcbKoro 3acoby, L0 BUKOHYOTLCS METOA0M
HUIA rosikamy Ta iMmyHoaudpysii 4nsa npasueBoro aHatokeuHy (TT) i
KOMMNOHEHT | niodpinizat (Hib) y AndTepiitHoro aHaTokcuHy (DT), a TakoxX MeToAom

), hnakoHi Ne 1, o ELISA ons auentonsapHUX KalitokoBrUxX aHTureHis (PT,
noniomien 3MiLYOTbCA nepes FHA Tta PRN) Ha imyHOXpomartorpadito MeToaom
TYTA BMKOPUCTaHHAM: Mo 6iuHoro notoky (LFT), ocKiNibku Lieil MeToA MeHLL
3AXBOPIOB 1 nonepefHbL0 CKNafHWiA, WBMALWNIA, Ta He NOTpebye 3acToCyBaHHS
AHb, HanoBHeEHOMY CKnagHoro obnagHaHHs. TakoX, BHECEHHS pefAakLiiHMX
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3bYAHNKOM | ogHopa3oBomy npasok go posginis 3.2.5.4.2, 3.2.P.5.1, 3.2.P.5.3.
AKNX € LINPULY Y KOMNAEKTI TepMiH BBeEHHS 3MiH - IV kBapTan 2025.
HAEMOPHIL 3 iBOMAa rofikamu Ta
us 1 dhnakoHoM 3
INFLUENZAE | niodpinizatom (Hib) y
TNy B BaKyyMHilA
CTepUsbHIl
ynakosLi; no 1
BaKyyMHili
CTEpWUsIbHIl ynakoBLi
Y KapTOHHIli kopobLi
115. | IHOAHPUKC cycneHsis gns nakcoCwmitKn Benuka nakcoCmitKns Benbris BHECEHHS 3MiH A0 peecTpaLiiHnx matepiasis: 3miHn |l 3a UA/15120/01/01
™ iH’ekuiii no 1 gosi AiH EkcnopT BputaHis | IiH Bionogxikan3 UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
KOMBIHOBA (0,5mn)y Nimiteq C.A. KOHTpPO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3mMiHa y
HA nonepegHL0 MeTo4ax BUNpobyBaHHS rOTOBOTO JliKapCbKOro 3acoby
BAKLUVHA 3arnoBHeHOMY (cyTTeBa 3miHa y
ansa wnpuyi Nely 6ionoriyHOMy/iMyHONOr4YHOMY/IMYHOXIMIYHOMY METOA)
MPODINAKT KOMMNJIEKTi 3 OAHIED BMNPOGYBaHHS abo MeTogi, Y AKOMY BUKOPUCTOBYETbLCS
KN abo gBoma ronkamu; 6ionoriyHnii peareHT, abo ix 3amiHa, abo 6ionoriyHoro
OUNDTEPII, npenapary NopiBHAHHA (CTaHA4apTHOro npenapary), LWo
MPABLA, no 1 nonepeaHbO He 3a3HayYeHunin y 3aTBepAKEHOMY MPOTOKONI) - 3amiHa
KALLTHIOKY HarnoBHEHOMY BMMpOGYBaHb Ha iAeHTudiKaL,ito 418 roTOBOro
ALENONAP LINPpULi Y KOMNAEKTI nikapcbKoro 3acoby, Lo BUKOHYOTLCS METOL,0M
HA 3 ofHieto abo gsoma iMmyHoaudysii 4nsa npasueBoro aHatokeuHy (TT) i
OYULWEHA ronkamu y AvdpTepitHoro aHatokcuHy (DT), a Takox MeToAom
IHAKTBOBA | nnactukosomy ELISA ons auentonsapHuX KalmtokoBrUxX aHTureHis (PT,
HA PIOKA KOHTelHepi; no 1 FHA ta PRN) Ha imyHOXpomaTtorpadito MeTogom
n1acTMKOBOMY 6iuHoro notoky (LFT), ocKiNibku Lieil MeToA MeHLU
KOHTeliHepy B CKNafHWiA, WBNALWNIA, Ta He NOTpebye 3aCTOCyBaHHSA
KapTOHHIli Kopoobui CKNafHoro obnagHaHHsA. Takox, BHECEHHS pefaKkLiiHMX
npasok go posginis 3.2.5.4.2, 3.2.P.5.1, 3.2.P.5.3.
TepMiH BBeIEHHS 3MiH - IV kBapTan 2025.
116. | IHPAOUNA Tabnetkv no 20 AnbneH HimeuunH [Op. l'yctas HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/6740/01/01
Tabnetok y 6nictepi; dapma M'v6X a KnsiH TM6X & TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenma
no 2 abo 3 6nictepu Ko. KI thapmakoHarnagy (iHwi 3MiHW) 3MiHW BHECEHO Y TEKCT
Y KapTOHHIil kopobu,i MapKyBaHHS nepBUHHOI (N. 3, 4, 6) Ta BTOPUHHOI (N. 8,
12, 13, 17) ynakoBOK JlikapCbKOro 3acoby.
117. | nopg po3unH ans MPAT YkpaiHa BiJNOBIAANbHWIA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | Ges UA/8248/01/01
30BHILUHLOTO "®ITOGAPM" 3a TMny - AAMIHICTPATUBHI 3MiHW. BuiyyeHHs BUPOGHMYOT peyenma
3acTocyBaHHs, BMPOGHMLTBO, OinbHUUI (BKNOYaOUW AinbHULI Ana APl TPOMKHOIo
cnmpToBuiA 5 % no nepBuHHe npoayKTy abo roToBOro Nikapcbkoro 3acoby, AiNbHULL
10 mn, a6o no 20 nakyBaHHs, [N NPOBefieHHs NakKyBaHHs, BUPOOHNMKa,

mn, abo no 100 mn'y
hnakoHax

KOHTPO/b AKOCTI
Ta BUNycK cepil:
MPAT
«PITODAPM»,
YKpaiHa;
BiANoBiAa/IbHWI

BiANOBiAaNLHOrO 3a BUMNYCK Cepiii, MicLie NpoBeAEHHS
KOHTPOIO cepii) abo nocTavasnbHMKa BUXIAHOTO
mMaTtepiany, peareHTy abo AOMOMDKHOT PEYOBMHU (SIKLLLO
3a3HaYeHo y [OCbE)

BUNYyYeHHA BUPOBHIKa AdI Moa Witec GmbH,
HimeyumnHa. 3miHu | Tuny - AOMiHICTpaTVBHI 3MiHK.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3a BunyyeHHs: BUPOOHMYOT AinbHULi (BKHOYAKUN iTbHAL
BUPOBHMLTBO, ansa A®Il, npomikHOro NpoAykTy abo roToBoro
nepBuHHe NikapcbKoro 3acoby, AiNbHUL AN NPOBEeAEHHS
nakyBaHHS Ta nakyBaHHs, BUPOGHMKa, BiAMNOBIAaIbHOMO 3a BUMYCK
KOHTPO/b SAKOCTI: cepiid, Mmicue NpoBefeHHSI KOHTPOSKO cepii) abo
nn "KInA» ", nocTavyanbHviKa BUXigHOTO Martepiany, peareHty abo
YKpaiHa; [LOMOMDKHOT PEYOBMHM (SKLLLO 3a3Ha4YeHO Y Aocbe) ADI
BiANoOBiAaNbHNI Viog ACF MINERA S.A., Yuni (BUPO6GHULTBO, KOHTPONb
3a BMNyCK cepil, sKocTi) Ta ORGANICA Feinchemie GmbH Wolfen,
He BKJI04aoum HimeuunHa (nakyBaHHS, BiANOBIAaUIbHUIA 3@ KOHTPO/b
KOHTPONb/BUNPO AKOCTI, BUNYCK cepii). 3MiHu | TUny - AgMiHICTpaTUBHi
6yBaHHs cepi: 3MiHW. 3MiHa HallMeHyBaHHA Ta/abo agpecu Micus
MPAT NPOBaPKEHHS AiSNIbHOCTI BUPOOHUKA (BK/THOHatoun, 3a
"®PITOPAPM", Heo6XifHOCTI, MicLe NPOBeAEHHS KOHTPOJIO SKOCTI), abo
Ykpaina BNacHvka mactep-tpaiina Ha A®l, abo noctavasibHMKa
A®l/BuxigHoro matepiasy/peareHTy NpOMiXXHOIo
NPOAYKTY, L0 3aCTOCOBYOTLCA Y BUPOOGHULTBI ADI
(AKLLO 3a3HAYEHO Y AOCLE Ha JliKapCbkuii 3aci6) 3a
BiICYTHOCTI cepTudikaTa BignoBigHOCTI €EBponenchbkili
chapmakonei y 3aTBepAkKeHoMy A0Cbe, abo BUPOOHYMKa
HOBOI JONMOMiXXHOI PEYOBUHM (SIKLLO 3a3Ha4YEeHO Y A0CHE)
- 3MiHa HaliMeHyBaHHA BUpPOGHIKa AdI Mog i3
ORGANICA Feinchemie GmbH Wolfen, HimeuunHa
(BignoBifaNbHWIA 33 KOHTPO/b SKOCTi, BTOPUHHE
nakyBaHHs, Bunyck cepii) Ha WeylChem ORGANICA
GmbH, HimeyurHa (KOHTPOb AKOCTi, BTOPUHHE
nakyBaHHs, BUNYyCK cepil). - 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micua NpoBaKeHHs AisANbHOCTI BUPOGHMKA
(BrNtovaroun, 3a HeobXiAHOCTI, MicLle NPoBeAEHHS
KOHTPOJII0 SIKOCTI), @60 BnacHuka macTtep-ghaiina Ha Adl,
a60 noctavasibHuKa Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
3aCTOCOBYHOTLCA Y BUPOOHULTBI API (AKLO 3a3HAYEHO Yy
[0CbE Ha Jlikapcbkuii 3aci6) 3a BigCcyTHOCTI cepTudpikata
BiANOBIAHOCTI E€Bponeickkilt thapmakonei y
3aTBEPAKEHOMY A0CbE, a60 BUPOOHMKA HOBOT
[0MNOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y JOChE) -
3MiHa HaliMeHyBaHHs BUpO6HIKa A Vog i3 SQM
Europe NV, Yini Ha SQM S.A., Yuni.
118. | KABACTIH Kpansi O4Hi, po34unH, TOB «BAYLU YkpaiHa Nab6opaTtopis PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/19568/01/01
0,05% no5mny XEJIC» LlloBeH TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta peyenmom

chnakoHi 3
fo3atopom Ta
KpuLuKoto; no 1

thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX AaHux Npo cucTemy hapmakoHarnsgy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTemy

chnakoHy 3 hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
[o3aTtopoMm Ta BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KPYLLKOK Y KOHTaKTHOI 0co6u 3 chapmakoHarnsay 3assHvKa ans
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KapTOHHIli KopoobLi 3[jiCHeHHs dhapmakoHarnagy B YKpaiHi, AKLL0 BOHa
BiIMiHHa Bif, yNOBHOBaXeHOI 0CO6W, BiANOBIAA/ILHOI 32
3pjiicCHeHHs1 hapmakoHarnaay (BKIYaUy KOHTaKTHi
OaHi) Ta/abo 3MiHM Y po3MilLEeHHi MacTep-ghaiina
cuctemn hapmMakoHarnsgy). 3MiHa yrnoBHOBaXKeHO|
0cobu 3asBHWKa, BiANOBIAaIbHOI 3a thapMakoHarnsg,
[itoua pepakuis: bapmina NaHHa OnekcaHgpiBHa.
MponoHoBaHa pepakuis: MNpokoneHko IpuHa
MwukonaiBHa. 3MiHa KOHTaKTHUX JaHuX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOI 32 hapmakoHarisa.
119. | KAHAOIA pPO34nH ans neHmapk IHais neHmapk IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/9754/01/01
30BHILUHLOTO PapmMacboTuK PapmacboTmKan MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. peyenma
3acTocyBaHHs, 10 ans 1174, 3 /174, KOHTpOsb roToBOro nikapcbkoro 3acoby (iHLwi 3miHu) -
Mr/1 M, no 20 Mny OHoBeHHA MKA ans nikapcbkoro 3acoby, a came -
hnakoHi 3 BMKTaAEeHHS TEKCTY AepXXaBHO MOBOIO, 3riAHO
KOBMa4KoM 3 Cy4yacHWX BUMOr
KOHTpONEM MepLUoro
BiAKpUTTA: no 1
ch1akoHy B
KapTOHHIA ynakoBsL,ji
120. | KETUNENT® TabneTkun, BKpUTI 3AT YropuwuHa 3AT YropuwuHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/8157/01/02
NAiBKOBOO dPapmaneBTUy PapmaLeBTUYHN TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom niosnsiea
060/10HKO10, No 100 HWi 3aBOf, i 3aBog ETIC thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLli €
mr no 10 TabneTok y EriC NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
6nicTepi; no 3 abo 6 0151 MeMYHOro 3aCTOCyBaHHA Ha NifcTasi perynsapHo
6nictepiB y OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby, abo
KapTOHHI ynakosLi [ocnigpkeHb 3 6e3neky 3acTocyBaHHS MikapCbKOro
3acoby B micnsipeecTpaviliHvii nepiod, abo sk pesynbTtar
OLjiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BIAMNOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom) -
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MeAUYHOro
3aCcTOCyBaHHS Nikapcbkoro 3acoby A0 po3ginis
"B3aemogisa 3 iHWVMU nikapcbkuMm 3acob6amu Ta iHLi
BMAM B3aemogiit” Ta "OcobmMBOoCTi 3acTocyBaHHS"
BiANOBIAHO A0 pekomeHAauin PRAC. - TepMiH BBeAEHHSA
3MiH - NPOTArom 6 MicsLiB MicNs 3aTBePXKEHHS. - 3MiHU
| TMny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHV BHECEHO A0 iHCTPYKUIT 415 MeanyHoro
3acTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainy "MobiyHi
peakuji" CToOCOBHO HEOOXiAHOCTI NOBIAOMASATY NPO YCi
BMNaAKM Mif03pOBaHNX NOBIYHMX peakLiil Ta BiACyTHOCTI
ed)eKTUBHOCTI NiKapCbKOro 3acoby.
TepMmiH BBEAEHHS 3MiH - NpoTArom 6 micauis nicns
3aTBEPAKEHHS.
121. | KETUNENT® TabneTku, BKpUTI 3AT YropuuHa 3AT YropuuHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a He UA/8157/01/03
NAiBKOBOO dapmaueBTuy dapmaueBTUYHN My - 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta peyenmom nidsnsiea
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

060/10HKO0, N0 200
Mr o 10 TabneTok y
6nictepi; no 3 abo 6
6nicTepiB y
KapTOHHIlA ynakoBL,i

HWIA 3aBOf,
EriC

 3aBog ElC

thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
niKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
011 MeQUYHOro 3aCTOCYyBaHHA Ha NifgcTaBi perynsipHo
OHOBJIHOBAHOTO 3BITY 3 6e3Mnekn Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk pesynsTtar
OLLiHKY 3BITY 3 AOC/iPKEHb, MPOBEAEHNX BifMOBIAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXEHVM OPraHom) -
3MiHU BHECEHO [0 IHCTPYKLUIi AN MEeAUYHOro
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"B3aemogis 3 iHWVMK NikapcbkMMn 3acob6amu Ta iHLi
BMAM B3aemogiin" Ta "OcobmBoCTi 3acTocyBaHHS"
BiANOBIAHO A0 pekomeHAaLin PRAC. - TepMiH BBeAEHHS
3MiH - NPOTAroM 6 MIiCALIB MiC/A 3aTBEPKEHHS. - SMiHM
| Tuny - 3miHn Woao 6e3nekn/ehekTBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn)
3MiHN BHECEHO [0 IHCTPYKLUiT AN MEeAUYHOTo
3acTOCyBaHHSA NikapCbKoro 3acoby Ao po3gainy "MNo6iyHi
peakui’™ cToCoBHO HEOOXIAHOCTI NOBIAOMAATA NPO YCi
BMNaKW Mifo3pHoBaHMX NOGIYHMX peakLiii Ta BiACyTHOCTI
eheKTNBHOCTI Jlikapcbkoro 3acoby.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS.

€

122,

KETUNENT®

TabneTku, BKpUTI
N/1iBKOBOIO
0060/10HKOI0, N0 25
mr no 10 TabneTok y
6nictepi; no 3 abo 6
6nictepiB y
KapTOHHI ynakoBsL,i

3AT
dapmaueBTny
HWUIA 3aBOf,
Eric

YropwmHa

3AT
dapmaueBTUYHU
1 3aBog ElC

YropwmHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
0719 MEeAUYHOIO 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOB/OBAHOrO 3BiTY 3 6e3neKkn Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnspeecTpaviliHuii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3miHy
Y3rO[XXEHO 3 KOMNETEHTHUM YNOBHOBAXEHVM OpPraHom) -
3MiHN BHECEHO [0 IHCTPYKLUiT AN MEAUYHOTO
3acToCyBaHHS Nikapcbkoro 3acoby Ao po3ginis
"B3aemogis 3 iHWKMKM NiKapcbkumu 3acobamu Ta iHLi
BMAM B3aemogiin" Ta "OcobmMBOCTi 3acTocyBaHHSA"
BiANOBIAHO A0 pekomeHAauin PRAC. - TepMiH BBeeHHS
3MiH - NPOTArom 6 MicsiLiB NicNs 3aTBepPIKEHHS. - 3MiHU
| Tuny - 3miHn woao 6e3nekn/edekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MeANYHOro
3aCcTOCyBaHHSA NikapCbKoro 3acoby Ao po3giny "MobiyHi
peakuji" CTOCOBHO HEOBXiAHOCTI NOBIAOMASATY NPO YCi
BMNAAKMN MiLO3PHOBAHNX NOBIYHMX peakLiil Ta BiACyTHOCTI
ed)eKTMBHOCTI /1iKapCbKOro 3acoby.

3a
peyenmom

He
nionsiea
€

UA/8157/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
TepmiH BBEA,EHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS.
123. | KETOCTEPU TabneTkun, BKpUTI dpeseHiyc HimeuunH Nabecdanb MopTyranis BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/2403/01/01
n MN/1iBKOBOIO Kabi a Na6opatopioc UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKO10; M0 20 Hoiunang Anmipo, C.A. KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby (iHLi 3MiHuW)
Tabnetok y 6nictepi; vM6X MpuBeaeHHs y BigNOBIAHICTL cneumdikayiii Ta MeTogiB
no 5 6nictepiB y KoHTposito B MKA /13 go fokymeHTauii BUpobHuka, a
3anasHoMy nakeTi 3 came, BUNPaBEHHS TEXHIYHNX MOMUIIOK Ta BHECEHHS
anomiHieBoi He3HayHuX NpasBoK.
donbru; no 1 nakety
B KaPTOHHIi KopobLyi
124. | KETOTU®EH Kpansi o4Hi, 0,25 Papma HimeuumnH Papma LUTyNnbH HimeyunHa BHECEHHS 3MiH [0 peecTpaLiliHnx MmaTepiasis: 3MiHn | 3a UA/15982/01/01
WTYNbH O4 | mr/mn, no 0,4 mny LWTynsH MM6X a 6X TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
Ty6i-KpanenbHuLj; hapmakoHarnsgy. BeegeHHs abo 3amiHn go
no 5 Ty6- y3araJlbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy
KpanenbHuLb, (BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cucTemy
3'eiHAHNX Y 6NOK; hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobum,
no 1 6noky (Ne5), 2 BiANOBIAa/IbHOI 3a 34iiCHEHHA dhapmakoHarnsagy;
6noku (Ne10) B KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHvKa 4ns
IOMIHIEBIN 3[iiCHEeHHs1 chapmakoHarnagy B YKpaiHi, KLLO BOHaA
ynakoBLi abo no 6 BiMiHHA Bif YNOBHOBaXKEHOI 0CO6W, BignoBigasibHOI 3a
6nokiB (Ne30, KOXHi 3AiiCHEeHHs1 hapMakoHarisay (BK/IUYakuM KOHTaKTHI
2 6n0kn B OaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-thaiina
aNOMIHIEBIN cuctemu dhapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
ynakosLi) B 0co6u 3asBHMKa, BiANOBIAaILHOI 3a hapMakoHarnsg,
KapTOHHIli KopooLi [itova pepgakuis: Dr. Karl Luschmann. - MponoHoBaHa
pegakuisi: Dr. Michaela Bergmann. - 3MiHa KOHTaKTHUX
[aHVX YNOBHOBAaXEHOI 0CO6U 3asBHMKA, BiAnoBigabHOI
3a (hapmakoHarnag,. - 3MiHa KOHTaKTHOI 0cobu
3asBHVIKa, BignosiganbHOT 3a hapmakoHarnsag B YkpaiHi.
[Oitova pepakuin: CowwHikoBa Anna MNetpisHa /
Soshnikova Alla Petrivna. - NponoHoBaHa pefakLis:
YaneHko OnekcaHgpa IropisHa / Chalenko Oleksandra
lhorivna. - 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3asBHVKa, BignosiganbHOI 3a hapmakoHarnsg B Ykpaii.
125. | KNNEKCAH®30 | po3uunH ANns iH'eKuiit TOB "CaHoi- YkpaiHa PAMAP XENC IcnaHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu Il 3a He UA/10143/01/01
0 no 10 000 aHTK-Xa ABeHTIC KEAP CEPBICI3 HimeuyunHa TMny - 3MiHY WoAo 6e3nekn/epekTnBHOCTI Ta peyenmom nionsea
MO/mn; Ne 1 (no 1 YkpaiHa" MALPWA, thapMakoHarniagy. 3MiH1 y TepaneBTUUHMX NOKa3aHHAX €
6aratof030B0MYy C.A.Y., IcnaHis (hopaBaHHS HOBOrO TepaneBTUYHOrO NokasaHHA abo
thnakoHy no 3 mn B 3MiHa y 3aTBepAxeHoMy nokasaHHi) (B.1.6. (a) 1)
KapTOHHI KOpOoO6Li) CaHodpi-ABEHTIC 3MiHV BHECEHO A0 IHCTpYKUii An1s MeguyHoro
[Hoviunang 3aCTOCYBaHHSA /iKapcbKoro 3acoby Ao po3giny
v6X, "MokasaHHA", Ta, AK HacNigokK, A0 po3Ainis
HimeyunHa "®apmakonoriynHi BnactneocTi”, "Ocob6amMBoCTI

3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3n",
"Mo6iyHi peakuii”. BBefeHHS 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepiykeHHs. B mexax 3miHn HagaHo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
oHoBrieHuii MYP, Bepcia 3.2. Pesiome MYP Bepcisa 3.2
[0A3€ETbCA.
126. | KIEKCAH®30 | po3uuH gns iH'ekuin TOB "CaHodpi- YkpaiHa ®AMAP XEJNIC Icnanis/ BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a He UA/10143/01/01
0 no 10 000 aHTM-Xa ABeHTIC KEAP CEPBICI3 HimeuyunHa TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom nionsea
MO/mn; Ne 1 (no 1 YkpaiHa" MAOPWA, thapmakoHarnagy. 3MiHa y KOPOTKiil XxapakTepucTuLli €
6aratof030B0MYy C.AY., IcnaHis; NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
chnakoHy no 3 mn B CaHodpi-ABeHTiC [O/19 MeAUYHOro 3aCTOCyBaHHS Ha MiAcTaBi perynsipHo
KapTOHHIlA Kopoo6LLi) [oiunang OHOBJ/OBAHOrO 3BITY 3 6e3neKkun Nikapcbkoro 3acoby, abo
v6X, [ocnigpKeHb 3 6e3Mekn 3acTocyBaHHS NiKapCbKoro
HimeuunHa 3acoby B micnsipeecTpaviiiHvii nepiod, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX BIANOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBEKEHNM OPraHoM)
3MiHV BHECeHO A0 [HCTPYKLUii Ana MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ginis
"Oco6nmBocTi 3acTocyBaHHA", "MMo6iuHI peakuii”
BiAMNOBIAHO A0 iHGopMaLl 3 6e3nekun NiKkapcbkoro
3acoby. BBefeHHsA 3MiH NPOTAroM 6-Tu micsLiB nicns
3aTBEPAKEHHS.
3MiHY | TUnYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn) 3mMiHW BHECEHO A0
IHCTPYKUIiT 415 MEJMYHOrO 3aCTOCYBaHHS NikapCbkoro
3acoby [0 po3ainis "®apmakooriyHi BNacTuBocTi'”,
"Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHs y nepiog,
BariTHocTi abo rogyBaHHs rpyaat”, "Cnocié
3acTocyBaHHA Ta o3un", "MobiyHi peaxuir”,
"HecyMiCHICTb" CTOCOBHO BHECEHHS YTOUHEHb [0 TEKCTY
Ta yHicpikauil iHdpopmauii. BBeeHHS 3MiH NpoTArom 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS.
127. | KNONIAOIPE | nopoLuok TOB YkpaiHa AaprTi [iparc IHAis BHECEHHS 3MiH [0 peecTpauiinHux maTepianis: 3miHa - UA/13472/01/01
no (cybeTaHuis) y "TNEQ®APM Nimiten 3aaBHuKa /13 (MIBI) (BnacHuka peecTpawiiiHoro
BICYNIb®AT noaBiiHMX nTa" noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
noslieTuIeHoBUX 460)
nakeTtax Ans
chapmavL,eBTU4YHOro
3acTOoCyBaHHSA
128. | KOHEIPA TabneTkn XyBasbHi €Bpo Benvka eHechapm CA Ipeuis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/14511/01/02
AENOKC no 50 mr: no 1 Naiidokep /14, BpuTaHia My - 3MiHK Woa0 6e3nekn/eddekTUBHOCTI Ta peyernmom

Tabnetyi y 6nictepi;
no 1 6nictepy B
KapTOHHI KOpO6L;
no 4 Tabnetkn y
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI KOpOOLii

thapmakoHarnagy (iHwi 3MiHn). OHOBNEHHST TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby, a came:
YTOYHEHO iHthopMaL,ito WOoA0 TePMiHY NPUAATHOCTI,
HOMEepY peecTpauiiHOro NoCBigYEHHs, HOMepy cepii,
karTeropito Bignycky, AoAaHO Ha3By 3asiBHUKA, 3a3Ha4YeHO
Ta feTanizoBaHo "[Hwa TexHiyHa iHchopmavia” Ta
YTOUYHEHO JIOrOTUM KOMNaHii 3asiBHMKa. BunyyeHo
iHchopMalLito 100 KOMMaHIT SiKa 34iiCHI0E MaPKETUHT.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
129. | KOHEIPA TabneTku XyBasbHi €Bpo Benuka eHechapm CA Ipeuis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/14511/01/03
AOENOKC no 100 mr; no 1 Naiidokep /1A, BpuTaHis My - 3MiHK Woa0 6e3nekn/eddekTMBHOCTI Ta peuyenmom
Tabnetui y 6nictepi; hapmakoHarnagy (iHwi 3MiHn). OHOB/IEHHS TEKCTY
no 1 6nictepy B MapKyBaHHS1 yMakoBKM MiKkapCbKoro 3acoby, a came:
KapTOHHIA KopobL; YTOYHEHO iHghopMaLito LWoA0 TEPMIHY NPUAATHOCTI,
no 4 TabneTtkn y HOMepy peecTpaLiiHoro nocBifg4YeHHs, Homepy cepil,
6nicTepi; no 1 abo KaTeropito BignycKy, 4OAaHO Ha3BY 3asBHMKA, 3a3HAYEHO
no 2 6nictepu B Ta getanizoBaHo "lHwa TexHiyHa iHhopmaLia" Ta
KapTOHHI KOpo6Li YTOYHEHO NOroTUM KOMMaHii 3asBHMKa. BunyyeHo
iHchopMaLito LLoA0 KOMMaHIT SKa 34iiCHI0E MaPKETUHT.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS
130. | KOHTPAKTY renb no 10, 20 a6o Mepy, HimeuumnH BVMPOGHMLTBO, HimeuyunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/6090/01/01
BEKC 50 ry 1y6i; no 1 Ty6i | ®apmacbioTika a nakyBaHHs, My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
y KapTOHHii kopobu,i nc rméx KOHTPO/b AKOCTI thapmakoHarnagy (iHwi 3mMiHn) 3MiHW BHECEHi y .
i BUNyck «|HLWE» TeKcTy MmapKyBaHHs NEePBUHHOI Ta BTOPUHHOI
roToBOro yNakoBOK /iKapcbKoro 3acoby LWo0 BUAaNeHHs
NikapcbKoro noroTuny Kkomnaxii oghiLiiHoro npeAcTaBHYKa 3asBHUKA
3acoby: Mepy B YkpaiHi TOB «ACIHO YKPAIHA» Ta koHKpeTu3aujs
dapma M'M6X i IOrOTUNY, a TaKoX BHECEHI pefakLiliHi NpaBky B TEKCT
Ko. KlaA, MapKyBaHHsS NepPBMHHOT Ta BTOPUHHOI YNakoBOK
HimeuuunHa; nikapcbKkoro 3acoby. TepmiH BBEAEHHSA 3MiH MPOTAroM 6
BTOPVHHE MiCAILiB MicNs 3aTBEPKEHHS.
nakyBaHHS:
MpecTix
MpomoyLuH
Bepkaydcdypa
epyHr &
Bep6ecepsic
m6X,
HimeyunHa;
BTOPWHHE
nakyBaHHS:
X.E.J1.MN. Tm6X,
HimeyunHa
131. | KOHTPOJIOK | nopotuok gss Takepga 'm6X HimeuunH | BMpoGHMUTBO 3a | HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/0106/02/01
a NOBHUM LMK/IOM: ITanisa TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom

®

PO3UMHY ANS iH'EKLN
no 40 wr; 1 donakoH
3 MOPOLLKOM Y
KapTOHHIli KopoobLi

Takepa M'm6X,
HimeuuunHa;
BMPOBHULITBO
Hepo3dacoBaHO
T npoayku;,
nepBuHHE
nakyBaHHs:
MateoH ITania
C.N.A,, Itanis;

Baccepbyprep

hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0cobum,
Bi4NoBiga/IbHOI 3a 34iCHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa Ans
3[jiCHEeHHs1 chapmakoHarnaay B YKpaiHi, AKLLO BOHA
BiAMiHHa Bif, yNOBHOB&XXeHOI 0C06y, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHarifay (BK/IUYakun KOHTaKTHI
OaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-thaiina
cuctemn dhapmakoHarnsgy) 3miHa ynoBHOBaXeHOi
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
ApuHalimiTTenss 0co6u 3asBHKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
epk Mm6X, [litoua pepakuin: Stephane Brouckaert. MNponoHoBaHa
HimeuuunHa; pepakuis: Jean-Marie Heim. 3MiHa KOHTaKTHUX AaHuX
BMPOGHUK YMOBHOBaXEHOT 0C06VM 3a8BHWKa, BifNoBiga/IbHOT 3a
BiANoBigaNbHNI thapmakoHarnag,
3a KOHTPO/b
AKOCTI:
Na6op JIC CE
eHp Ko. KT,
HimeyunHa
132. | KYTIBEUT mMasb 0,005 %, no 15 | nakcoCmiTKn Benvka Oendapm Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/2677/01/01
ryTy6i; no11y6iy AnH EkcnopT BputaHis Mo3HaHb C.A. UMy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs peyenmom
KapTOHHI ynakoBsL,i Nimiteq Ta/abo agpecy 3asBHVKa (B/lacHMKa peecTpaviiiHoro
nocBigyeHHs). 3MiHa agpecu 3asaBHMKa (BNacHUka
peecTpaLiinHoro NoceigYeHHs)
133. | NA3EA kancynu no 80 mr; [Op. Binbmap HimeuuunH nepBuHHa HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 niosnsiea UA/18973/01/01
no 14 kancyny Llisa6e Mm6X i a ynakoBkKa, TMNy - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenma €
6nicTepi, no 1, 2 abo Ko. KI BTOPVHHA y BUpOGHMLTBI. 3amiHa abo BBeAEHHSA 40AATKOBOI
4 6nicTepu B ynakoBka, AiNbHULI BUPOGHULTBA A4/18 YacTuHM abo BCbOro
ynaxoBLi KOHTPO/Ib SIKOCTI, BMPOBHMYOro NPoLEeCy roTOBOrO JiKapCbKOro 3acoby

BWMYCK CepiiA:
[Op. Binbmap
LLiBa6e Mm6X i
Ko. KT,
HimeuuunHa;

BMPOGHUK
NpoAYKUiT in
bulk:
KatasieHt
HimeyunHa
E6epbax MvbX,
HimeuuunHa;

Cipio ®apma
HimeuunHa
m6X,
HimeuunnHa

(AinbHMUA, Ha AKili NPOBOAATLCA BYyAb-AKi BUPOOHUUI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIO AKOCTI,
NepPBUHHOTO Ta BTOPVMHHOIO NakyBaHHS, A1
HeCcTepuIbHUX NiKapCbkux 3aco0biB) - BBEAEHHS
[o[aTtkoBoi AinbHUL BUpo6HMUTBa Cipio ®apma
HimeyunHa Mv6X (Sirio Pharma Germany GmbH) ansa
Hepo3hacoBaHOro NPoAyKTy. TakoxX BKIOYEHWIA onuc
rapMOHi30BaHOro BUPOGHNYOro npouecy y 3B'A3Ky i3
BBEJEHHAM [10jaTKOBOro BUPOGHMKa Hepo3dhacoBaHoOl
NpoayKuii: - aganTauis TemnepaTtypHoro gianasoHy Ao
55 - 75°C ans nigrotoBKU/po3yYnHEHHS iHrpeaieHTiB
XXenaTMHOBOI OCHOBHOI CyMiLli (ika NoTiM
nepepo6nsETLCA B 060/IOHKM Kancys) 3 TEXHIYHUX
npuyuvH (3.2.P.3.3) (3atBepmxkeHo: 60 - 70°C). -
ajanTauis TBepAOCTi kancyn y npoueci BUpobHuuTBa A0
7 - 13 N (3.2.P.3.3) ans BUKIIOYEHHS BigXUneHb
iHAVBIAYa/1IbHO BUMIPSAHUX 3Ha4YeHb (3.2.P.3.3)
(3aTBepaxeHo: 9 - 13 N). 3miHu | Trny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. Onuc Ta cknag,. 3miHa y
cknagi (4OMOMDKHUX peqyoBMHax) roTOBOTO J1iKapCbKOro
3acoby (cmakoBi f06aBK/ abo 6apBHUKK) - [loaaBaHHs,
BW/yYeHHSs1 ab0 3amiHa - 3MiHa Y ckiagi AONOMDKHUX
peyoBuH 13, a came Buy4eHHS 6apBHUKIB (Nak
kapmiHoBuii (E 120), TutaHy giokeung (E 171) Ta
naTeHToBaHuii cuHili V (E 131)) i3 peuentypy 06010HKM
Karcysn i NponopLiiiHO 3amiHeHi TPbOMa KOMMNOHEHTaMM
060/10HKM Karcyn, K 3a/MLWanTbCsa HE3MIHHUMU, Y
TOMY X MPOLEHTHOMY CniBBigHOLIEHHI. Maca kancyn
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

3a/MWAETLCA HE3MIHHOK. HK Hacnifok, 06010HKa

Kancynv 3MiHI€E 30BHILLHI BUrNAA 3 BigNoBigAHUMY
3MiHamu B po3gin Cneuudpikauis MKA /13 (npy Bunycky

Ta NPOTAroM TepMiHy 36epiraHHs). Takox 3miHu
BHOCATbCA B po34in «Cknag» MKA N3.
3arBepaKeHo:

Cknag,

[lonomikHi pe4yoBuHU:

Onist pancoBa padiHoBaHa, rniuepuH 85 %, xenatnH
CYKLUMHOBaHWi, COp6ITy pO3UMH, LLIO HE KPUCTasTi3yEThCS,
nak kapmiHoBuii (E 120), TutaHy giokeung (E 171),
naTeHToBaHwuii cuHili V (E 131)
Creuudpikanis npy BUMycKy
30BHiLLHIi BUTNSA,

OBasibHi, ion1eToBi, HENPoO30pi, M'AKi XeNnaTNHOBI
Kancynm.

Kancynu micsiTb Npo3opy 01ito 3 XapakTepHNM 3anaxom.
Cneuudpikalis npoTarom TepMiHy npuaaTHoOCTI
30BHILLHI BUrIAg,

OBaJibHI, (hi0NeTOoBI, HENPO30PI, M'AKI XXeNaTUHOBI
Kancynu.

BmicToM kancynn € npo3ope Macsio 3 xapakTepHUM
3anaxom.
3anponoHoBaHo:

Cknag,

[lonomikHi pe4yoBuHU:

Onist pancoBa padiHoBaHa, rniuepuH 85 %, xenatnH
CYKLUMHOBaHWIA, COpPBITy PO3UMH, LLIO HE KPUCTaNi3yeTbCA
Cneupmdpikauisi npu BUNYycKy
30BHILLHIV BUrNsg,

OBasbHi, Npo30opi, 6e36apBHi 40 6Mi80-XOBTUX, M'SIKi
XXenaTuHOBI Kancynu.

BmicToM kancynm € npo3opa onisi 3 XxapakTepHUM
3anaxom.

Cneuudpikaulisi NpOTArom TepMiHy nNpuaaTHoCTI
30BHILLHIV BUrNsg,

OBasbHi, Npo3opi, 6e36apBHi 40 6Mi80-XOBTUX, M'SIKi
XXenaTuHOBI Kancynu.

BmicToM kancynv € npo3opa onisi 3 XxapakTepHUM
3anaxom.

TakoX BHOCUTbCA YTOYHEHHSI METOAY KOHTPOIIO B
Cnevuucpikauii 13 BigNoBigHO A0 METOAIB KOHTPOSIO, &
came «OpraHo/IeNTUYHO» 3aMiCTb «Bi3yaslbHO». Takox y
3B'AI3KY i3 3MiHOK TOBLLMHY XeNaTUHOBUX CTPIYOK,
CMNPUYNHEHUMYU TEXHOOMYHUM MPOLLECOM, KiNlbKiCTb
KOMMOHEHTIB 0BO/IOHKM Kancynu Tenep BkasaHa 3
TOYHICTIO A0 + 10 % (3aTBepxeHo: + 8 %) Ta HaBeeHa
y BUrNS4i BUHOCKKM B po3gini 3.2.P.1. BignosigHum
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
YMHOM CKOPWUIOBaHO KOHTPO/Ib Y MPOLLECi BUPOBGHMLITBA
(3.2.P.3.3). 3MiHN BHECEHO B iHCTPYKLit0 4151 MEAUYHOIO
3acToCyBaHHSA NikapcbKoro 3acoby y po3gin "Cknag"
(momoMiKHI pe4oBUHM) Ta AK HAcNiAoK - Y po3gin
"OCHOBHI (pi3nKO-ximMiyHi BNacTMBOCTI". BignosigHi 3MiHK
BHECEHO Y TEKCT MapKyBaHHS ynakoBKW NikapCbKoro
3aco6y. 3miHu | TMNy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarniagy (iHwi 3MiHu)
- 3MiHn BHeceHo y n. 17. IHLWE TekcTy MapKyBaHHSA
BTOPVIHHOI yNakoBKM /ikapCbKoro 3acoby LLoAo
BUJTyYEHHSA 10roTUNY Ta iHhopmMaLii Npo eKCK/IH031BHOIO
npeAcTaBHUKA.
134. | NAMIKTAN Tabnetkv no 25 wr; nakcoCmiTKn Benuka Oencapm Monbwa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/0452/02/01
no 15 ta6nertok y AlH EkcnopT BpuTaHia Mo3HaHb C.A. TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEHYBaHHSs peuenmom
6nictepi 3 Nimiteq Ta/abo agpecu 3asBHUKA (BNacHUKa peectpauiiHoro
nonisiHinxnopug/an noceigyeHHs) 3MiHa agpecu 3asBHUKa (BNacHka
IOMIHIEBOI (O/IbIN i3 peecTpauiiHoro NocBigYEHHS)
CMCTEMOIO 3aXUCTY
Bif AiTeit; no 2
6nictepu y
KapTOHHI kopo6Lyi
135. | IAMIKTAN Tabnetkv no 50 wr; nakcoCmiTKn Benvka Oendapm Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/0452/02/02
no 15 ta6neTtok y AH EkcnopT BpuTaHis Mo3HaHb C.A. TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHYBaHHs! peuenmom
6nictepi 3 Nimiteq Ta/abo agpecu 3asBHUKA (BNacHUKa peectpauiiHoro
nonisiHinxnopua/an noceigyeHHs) 3MiHa agpecu 3asaBHUKA (BNacHUKa
IOMiHiEBOI peecTpauiiHoro NocBigYEHHs)
doonbru/nanepy i3
CUCTEMOIO 3aXUCTY
Big piTeld; no 2
6nictepn y
KapPTOHHIn Kopobui
136. | NAMIKTAN Tabnetku no 100 mr; | MnakcoCmitKn Benvka Oendapm Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/0452/02/03
no 15 TabneTtok y SINH EkcnopT BpuTaHis Mo3HaHb C.A. TMny - AGMIHICTpaTUBHI 3MiHW. 3MiHA HaiMEeHyBaHHs peyenmom
6nicTepi 3 Nimiteq Ta/abo agpecy 3asiBHMKa (B/lacHUKa peecTpaviiiHoro
nonisiHinxnopua/an noceigyeHHs) 3MiHa agpecu 3asBHUKa (BNacHUKa
IOMiHIEBOI peecTpauinHoro Noceig4eHHs)
onbru/nanepy i3
CMUCTEMOIO 3aXUCTY
Bif AiTeit; no 2
6nictepn y
KapTOHHI Kopobui
137. | NAMIKTAN Tabnetku, Wo nakcoCmiTKn Benuka [Oencapm Monbwa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/0452/01/01
aucneprytoTbes, No AH EkcnopT BpuTaHis Mo3HaHb C.A. TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEHyBaHHS peuyenmom

5wmr; no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI Kopobuyj;
no 30 TabneTok y

Nimiten

Ta/abo afpecy 3asiBHMKA (B/lacHMKa peecTpaviiiHoro
noceigyeHHs). 3mMiHa agpecu 3asBHKKa (BNacHyka
peecTpauiiHoro NocBigYEHHs)
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
thnakoHi; no 1
hNakoHy B
KapTOHHI KOpo6Li
138. | TAMIKTAN Tabnetku, Wo nakcoCmiTKn Benuka Oencapm Monbuwa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/0452/01/03
aucneprytoTses, No AlH EkcnopT BpuTaHis Mo3HaHb C.A. TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEHYBaHHSs peuenmom
50 wmr; no 14 Nimiteq Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
Tabnetok y 6nictepi; noceigyeHHs). 3MiHa agpecu 3asBHKKa (BNacHyka
no 2 6nictepu B peecTpauiiHoro NocBigYEHHs)
KapTOHHIV Kopobui
139. | NAMIKTAN Tabnetku, Wo nakcoCmiTKn Benvka Oendapm Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/0452/01/04
aucneprytoTses, No AH EkcnopT BpuTaHis Mo3HaHb C.A. TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHSs! peuenmom
100 wmr; no 14 Nimiteq Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
Tabnetok y 6nictepi; nocBigyeHHs). 3MiHa agpecu 3asaBHUKa (BNlacHUKa
no 2 6nictepu B peecTpauiiHoro NocBigYEHHs)
KapTOHHIV Kopobui
140. | NAMIKTAN Tabnetku, Wo nakcoCmiTKn Benvka Oendapm Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/0452/01/03
aucnepryloTecs, No AliH EkcnopT BputaHis Mo3HaHb C.A. TNy - 3MiHW 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom nionsea
50 wmr; no 14 Nimiteq CuncTema KoHTeliHep/3aKynoproBasibHMIA 3aci6. 3MiHa y €

Tabnetok y 6nictepi
3 nonisiHinxnopuay,
noniBiHINAEHXI0PNA
y 1A antomiHilo abo y
6nictepi 3
noniBiHinxopuay/no
niBiHingexnxnopuay/n
anepy/anoMiHieBOT
P0/IbIN i3 3aXUCTOM
BiJ BifKpVBaHHSA
AiTbMK; no 2
6nictepu B
KapTOHHIlA KopoobLi

NepBVHHIlA yNakoBLji rOTOBOro /iKapCbKoro 3acoby (iHLui
3MiHW) BHECEHHS 3MiH 10 MaTepianiB peecTpauiiHoro
pocke (p. 3.2.P.1, 3.2.P.2, 3.2.P.7), a came BBeAEHHSsI
anbTepHaTUBHOI NepBUHHOT ynakoBku - 6nictepis (Child
resistant PVC/PVdC- peel-push lidding foil blisters) i3
3aXUCTOM Bif, BiAKpPVBaHHS AiTbMU ans TabneTtok 50 mr,
3 BiANOBIAHMMU 3MiHaMK A0 p. «YnakoBka» MKHA N13.
3MiHWN BHECEHI B IHCTPYKLiO 4719 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby y po3fin «Ynakoska»
LLIOZ10 BBEAEHHS a/lbTEPHATVMBHOT YNaKoBKM i3 CUCTEMOIO
3axXMCTY Big, AiTei ans fo3yBaHHA 50 Mr, SiK HacnifgoK —
3aTBEPKEHHS TEKCTY MapKyBaHHSA /15 AaHOro BUAYy
ynakoBku. BBeieHHs 3MiH NPOTAromM 6-Tn MicsALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHM 3 AKOCTi. FOTOBMIA
nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynoptoBasnbHWii 3aci6. 3MiHa napameTpis
cneumdpikauii Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
yMNaKoBKM rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4yHOro MokasHuka (Hanpvknag, 3actapinoro
nokasHuka)) BHeCeHHS 3MiH fo p. 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHMI 3acib, a came BUTyYEHHS
He3Ha4yHoro nokasHuka «Lacquer coating weight» 3i
cneuudikaLii nepsrMHHOI ynakosku 13 (6nicTep) Ta
ohopMIEHHA Nepeniky 3aTBeppKeHNX BUNpobyBaHb
marepiany ynakoBku y BUrnsgi Tabnuui. BBegeHHs 3miH
NPOTArom 6-T1 MiCALIB NiCA 3aTBEPKEHHSA. 3MiHN |
MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapPCbKUiA 3aci6.
CucTeMa KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMUX MEX
NepBMHHOT YNaKOBKM rOTOBOTO /IiKAPCLKOro 3acoby
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

(BMNYyYEHHS1 HE3HAUHOTO NOKa3HKKa (Hanpuknag,
3acTapisioro NokasHUka)) BHECEHHs 3MiH Ao p. 3.2.P.7.
Cuctema KoHTeliHep/3akynoptoBasibHUI 3aci6, a came

BW/TyYEHHSI HE3HAYHOTO NokasHuka «Vinyl chloride
monomer content» 3i cneumdikavii NnepBMHHOT yNakoBKN
N3 (6nicTep) Ta 0PoOpM/IEHHS NepesiKy 3aTBepPoKEHNX

BMNpoOyBaHb MaTepiasly ynakoBkv y BUrisai Tabauui.
BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Wogo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn)
3MiHM BHECEHI B TEKCT MapKyBaHHS NepBMHHOT yNakoBKM
nikapcbKoro 3acoby B . 4. «AATA 3AKIHUEHHA
TEPMIHY NPNJATHOCTI», n. 6. «IHLWE» Ta BTOPUHHOT
ynakosku B n. 8. «AATA 3AKIHHEHHA TEPMIHY
MPUOATHOCTI», n. 17. «IHLWE». BBefeHHsi 3MiH
NpoTSArom 6-Tv MicsLiB Nic/s 3aTBEPAKEHHS.

141.

NAMIKTAN

TabneTtku, Lo
AMcnepryTses, No
100 mr; no 14
Tabnetok y 6nictepi
3 noniBiHiIX0pUAay,
nonisiHingeHxnopug,
y 1A antomiHilo abo y
6nictepi 3
nonisiHinxnopuay/no
niBiHingeHxnopuay/n
anepy/antoMiHieBOT
dhonbrm i3 3axXncTom
BiJ BifKpVBaHHSA
AiTbMK; no 2
6nictepu B
KapTOHHIlA KopooLi

nakcoCmiTKn
ANH EkcnopT
Nimiteq

Benwvka
BputaHis

Oendapm
Mo3HaHb C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
MRy - 3MiHM 3 AKOCTi. OTOBWMIA NikapCbkunin 3aci6.
CucTemMa KoHTelHep/3aKynoptoBasibHUA 3aci6. 3miHa 'y
NepBWHHIli yNakoBLji rOTOBOrO /iKapCbKOro 3acoby (iHLui
3MiHM) BHECEHHS 3MiH 40 MaTepiasliB peecTpauiinHoro
nocbe (p. 3.2.P.1, 3.2.P.2, 3.2.P.7), a came BBeEHHS
anbTepHaTUBHOI NepPBUHHOI ynakoBku - 6nictepis (Child
resistant PVC/PVdC- peel-push lidding foil blisters) i3
3aXMCTOM Bif BiAKpPMBaHHSA AiTbMK AN TabneTtok 100 mr,
3 BIiANOBIAHMMU 3MiHaMU A0 p. «YnakoBka» MKHA N13.
3MiHN BHECEHI B IHCTPYKLiIO 4519 MEANYHOro
3aCTOCYBaHHS iKapcbKoro 3acoby y po3ain «Ynakoska»
LLLOZ10 BBEAEHHS a/lbTePHATVBHOT YNaKoBKM i3 CUCTEMOI0
3axXUCTy Bif AiTei ana aosysaHHs 100 mr, siKk HAcNigoK —
3aTBEPMKEHHS TEKCTY MapKyBaHHSA 415 AaHOro BUAY
ynakoBku. BBeeHHs 3MiH NpPOTAromM 6-Tn MicsLiB nicns
3aTBEepPMAKEHHS. 3MiHM | TUny - 3MiHM 3 SIKOCTi. [O0TOBWIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHU 3aci6. 3MiHa napameTpis
cneumdikauin Ta/abo AonNycTUMUX MEX NePBUHHOT
yNakoBKM rOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4yHOro MokasHuka (Hanpuknag, 3actapinoro
nokasHuka)) BHeCeHHs 3MmiH 1o p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3acib, a came BUMyYEHHS
He3Ha4yHoro nokasHuka «Lacquer coating weight» 3i
cneuudikaLii nepsmHHOI ynakosku 13 (6nictep) Ta
0hopM/IEHHS NepeniKy 3aTBepAKeHNX BUNPOOYyBaHb
mMartepiany ynakoBku y Burnsgi tabnuui. BeegeHHs 3miH
NpPOTArom 6-T1 MiCALIB NiCA 3aTBEPMKEHHS. 3MiHW |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
CucTeMa KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneundikauivi Ta/abo AONYCTUMUX MEX

3a
peyenmom

He
niosnsea
€

UA/0452/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NepBMHHOT YNaKoBKM rOTOBOTO MIKAPCBKOro 3acoby
(BMNYyYEHHS1 HE3HAYHOTO NoKasHKKa (Hanpuknag,
3acTapifioro NokasHUka)) BHECEHHS 3MiH Ao p. 3.2.P.7.
CurcTeMa KOHTelHep/3aKynopioBasibHUIA 3aci6, a came
BWU/TYYEHHSI HE3HAYHOro nokasHuka «Vinyl chloride
monomer content» 3i cneymdikavii NnepBUHHOT yNnakoBKu
N3 (6nictep) Ta ohopMIEHHS NEepeniKy 3aTBepAXKEHUX
BMNpobyBaHb MaTepiasly ynakoBky y BUrIaai Tabauui.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBep/MKeHHsA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edhekTMBHOCTI Ta thapmakoHariagy (iHwi 3MiHu)
3MiHW BHECEHI B TEKCT MapKyBaHHS NePBNHHOT yNakoBKM
nikapcbkoro 3acoby B . 4. «JATA 3AKIHUEHHA
TEPMIHY NPUAATHOCTI», n. 6. «IHLWE» Ta BTOPUHHOT
ynakoBku B Nn. 8. «JATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 17. «IHLWE». BBeAeHHS 3MiH
NPOTArom 6-Tv MicALIB NiCA 3aTBEPAKEHHS.

142.

NAMIKTAN

TabneTtku, Lo
AncnepryoTbes, no
5 wmr; no 14
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIlA KopooLi
abo no 30 Tabnetok
y donakoHi; no 1
hNakoHy B
KapTOHHIl Kopoobui

nakcoCmiTKn
AiH EkcnopT
Nimiteq

Benvka
BputaHis

Lendapm
Mo3HaHb C.A.

MonbLa

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneundikayiii Ta/abo 4ONyCTUMUX MEX
NepBMHHOT YNakoBKM rOTOBOTO NIKAPCLKOro 3acoby
(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapifioro NokasHUKa)) BHECEHHS 3MiH Ao p. 3.2.P.7.
CurcTeMa KoHTelHep/3aKynoploBasibHUIA 3aci6, a came
BU/TYYEHHA HE3HAYHOro nokasHuka «Lacquer coating
weight» 3i cneuudikauii nepuMHHOI ynakosku NN13
(6nicTep) Ta ohopMIEeHHS Nepeniky 3aTBepmXeHNX
BUNPO6YBaHb MaTepiasly yNnakoBky Y BUrNAAI Tabnui.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 siKOCTi. FOoTOBMIA Nikapcbkuii 3aci6.
CuncTema KoHTelHep/3aKynoproBasibHUiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo JoNyCTUMMX MEX
NepBMHHOT YNaKoBKM rOTOBOTO MiKapCbKOro 3acoby
(BUNyYEHHA HE3HAYHOrO NokKasHuka (Hanpuknag
3acTapinioro NokasHuka)) BHECEHHS 3MiH o p. 3.2.P.7.
CurcTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6, a came
BW/TyYEHHS HE3HAYHOTO nokasHuka «Vinyl chloride
monomer content» 3i cneumdikavii NnepBUHHOT yNakoBKu
N3 (6nicTep) Ta 0QopM/IEHHS Nepesiky 3aTBepoKeHNX
BMNpobyBaHb MaTepiasly ynakoskv y BUrisgi tabauui.
BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.
3miHu | TUny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiH1) 3MiHWM BHECEHI B TEKCT
MapkKyBaHHS NepBMHHOT YNakoBKM NikapcbKoro 3acoby B
n. 4. «4ATA 3AKIHYEHHA TEPMIHY NPUOATHOCTI»,

3a
peyerimom

He
niosnsiea
€

UA/0452/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
n. 6. «IHWE» Ta BTOPMHHOT ynakosku B Nn. 8. «AATA
3AKIHYEHHA TEPMIHY NMPUOATHOCTI», n. 17.
«IHLWE>». BBefeHHs 3MiH NpoTArom 6-Tv MicAUiB nicns
3aTBEPAKEHHS.
143. | NAMIKTAN TabneTtku, Lo nakcoCmiTKn Benvka Oendapm Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/0452/01/03
AvcnepryoTecs, No AnH Ekcnopt BputaHis Mo3HaHb C.A. Tnny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y peyenmom

50 mr; no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIli KopoobLi

Nimiteq

MeTofax BMNpobyBaHHs A®| abo BUXigAHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, LWo
BMKOPWCTOBYETbLCA Y NpoLieci BUpobHuuTea AdI

(He3HauHi 3MiHN y 3aTBEPKEHNX MeToAax

BUNPOBYBaHHS)

HesHauHi 3mMiHW B onuci MeTOAVKM BUNPOGYBaHHSA 3a
nokasHukom “"Loss on Drying" 415 NpOMiXKHOTO MPOAYKTY
Ha cTagii 2 Bupo6bHuLTBa AD| JlTaMOTPULKUH. 3MiHa
cepefoByLLa Mif Yac BUCYLLYBaAHHS i3 BUCYLLYBaHHS Nif
TUCKOM He BuLle 0.7 KPa Ha BUCYLLYBaHHS B yMOBaX
BakyyMmy. Takox BHOCATbCA KOPEKTOPCbKi NpaBku Yy
po3gini 3.2.S.2.4 Control of Critical Steps and
Intermediates Lamotrigine Stage 2: BunpaBfieHHs
opcporpadivuHNX NOMUAOK Ta YTOYHEHHS OANHULLb
BMMIiptoBaHHA. 3MiHM | Tuny - 3MiHK 3 akocTi. AdL.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60 BuUxigHOro marepiasny/npoMixHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLLECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeTofax BMNpobyBaHHs) HesHauHi 3MiHM B onuci
MEeTOAVKM BUNPOGYBaHHSA 3a NokasHMkoM "Loss on
Drying" ans A®| JlaMoTpUAXMH 3 BiANOBIAHUMMN 3MiHAMMN
y po3gaini 3.2.S.4.2 Analytical Procedures Mogyns 3.
3MiHa cepefoBuLLA Mif Yac BUCYLLYBaHHS i3
BUCYLLYBaHHSA Nif TUCKOM He BuLle 0.7 kPa Ha
BUCYLLYBaHHA B YMOBaXx BakyyMy. TakoX BHOCATbCS
KOpeKTopcbKi Mpasku y po3gini 3.2.5.4.2 Analytical
Procedures gns Buny4YeHHs 3aliBOro TEKCTY i
36epexeHHs TOYHOro MOCUIaHHA Ha METOANKY
€sponevicbkoi ®apmakonei. 3minu | Tuny - 3miHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BuUNpobysaHHsA APl abo BMXiAHOrO
marepiany/npomMiKHOr0 NPoAyKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCS Y NpoLieci BUpo6HuLTBa ADI
(He3HauHi 3MiHW Y 3aTBEPKEHUX MeToAax
BMNpo6yBaHHA) HesHauHi 3MiH1 B ONMCi METOANKN
BMNpo6yBaHHSA 3a nokasHukom "Assay and Related
Substances by HPLC" ans npoMiXHOro NpoAykTy Ha
cTagii 2 BupobHuuTBa A®| laMoTpumkmnH. 3miHa y
NpOoLeCi NPUroTyBaHHA PO3YNHY AN NEePEBIPKM
npuaaTHoCTi XxpoMaTorpagiyHoi cuctemMu. Takox
BHOCATbCS KOPEKTOPCHKi Npasku y po3aini 3.2.5.2.4
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Control of Critical Steps and Intermediates Lamotrigine

Stage 2: BunpasneHHs opdorpadivyHnx NOMUIOK,

YTOUHEHHSI OAMHULL BUMIPIOBAHHA Ta BUNPaB/IeHHS

TEXHIYHMX NOMUJIOK Y Tab/nLj YaciB yTPUMYBaHHS.
144. | NAMIKTAN TabneTtku, Lo nakcoCmiTKn Benvka Oendapm Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/0452/01/04

AvcnepryoTecs, No AnH Ekcnopt BputaHis Mo3HaHb C.A. Tnny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y peyenmom

100 mr; no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIli KopoobLi

Nimiteq

MeTofax BMNpobyBaHHs A®| abo BUXigAHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, LWo
BMKOPWCTOBYETbLCA Y NpoLieci BUpobHuuTea AdI

(He3HauHi 3MiHN y 3aTBEPKEHNX MeToAax

BUNPOBYBaHHS)

HesHauHi 3mMiHW B onuci MeTOAVKM BUNPOGYBaHHSA 3a
nokasHukom “"Loss on Drying" 415 NpOMiXKHOTO MPOAYKTY
Ha cTagii 2 Bupo6bHuLTBa AD| JlTaMOTPULKUH. 3MiHa
cepefoByLLa Mif Yac BUCYLLYBaAHHS i3 BUCYLLYBaHHS Nif
TUCKOM He BuLle 0.7 KPa Ha BUCYLLYBaHHS B yMOBaX
BakyyMmy. Takox BHOCATbCA KOPEKTOPCbKi NpaBku Yy
po3gini 3.2.S.2.4 Control of Critical Steps and
Intermediates Lamotrigine Stage 2: BunpaBfieHHs
opcporpadivuHNX NOMUAOK Ta YTOYHEHHS OANHULLb
BMMIiptoBaHHA. 3MiHM | Tuny - 3MiHK 3 akocTi. AdL.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60 BuUxigHOro marepiasny/npoMixHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLLECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeTofax BMNpobyBaHHs) HesHauHi 3MiHM B onuci
MEeTOAVKM BUNPOGYBaHHSA 3a NokasHMkoM "Loss on
Drying" ans A®| JlaMoTpUAXMH 3 BiANOBIAHUMMN 3MiHAMMN
y po3gaini 3.2.S.4.2 Analytical Procedures Mogyns 3.
3MiHa cepefoBuLLA Mif Yac BUCYLLYBaHHS i3
BUCYLLYBaHHSA Nif TUCKOM He BuLle 0.7 kPa Ha
BUCYLLYBaHHA B YMOBaXx BakyyMy. TakoX BHOCATbCS
KOpeKTopcbKi Mpasku y po3gini 3.2.5.4.2 Analytical
Procedures gns Buny4YeHHs 3aliBOro TEKCTY i
36epexeHHs TOYHOro MOCUIaHHA Ha METOANKY
€sponevicbkoi ®apmakonei. 3minu | Tuny - 3miHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BuUNpobysaHHsA APl abo BMXiAHOrO
marepiany/npomMiKHOr0 NPoAyKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCS Y NpoLieci BUpo6HuLTBa ADI
(He3HauHi 3MiHW Y 3aTBEPKEHUX MeToAax
BMNpo6yBaHHA) HesHauHi 3MiH1 B ONMCi METOANKN
BMNpo6yBaHHSA 3a nokasHukom "Assay and Related
Substances by HPLC" ans npoMiXHOro NpoAykTy Ha
cTagii 2 BupobHuuTBa A®| laMoTpumkmnH. 3miHa y
NpOoLeCi NPUroTyBaHHA PO3YNHY AN NEePEBIPKM
npuaaTHoCTi XxpoMaTorpagiyHoi cuctemMu. Takox
BHOCATbCS KOPEKTOPCHKi Npasku y po3aini 3.2.5.2.4
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Control of Critical Steps and Intermediates Lamotrigine
Stage 2: BunpasneHHs opdorpadivyHnx NOMUIOK,
YTOUHEHHSI OAMHULL BUMIPIOBAHHA Ta BUNPaB/IeHHS
TEXHIYHMX NOMUJIOK Y Tab/nLj YaciB yTPUMYBaHHS.
145. | NAMIKTAN TabneTtku, Lo nakcoCmiTKn Benvka Oendapm Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/0452/01/01
AvcnepryoTecs, No AnH Ekcnopt BputaHis Mo3HaHb C.A. Tnny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y peyenmom

5 wmr; no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI KopobL;
no 30 TabneTok y
donakoHi; no 1
chnakoHy B
KapTOHHIlA KopooLi

Nimiteq

MeTofax BMNpobyBaHHs A®| abo BUXigAHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, LWo
BMKOPWCTOBYETbLCA Y NpoLieci BUpobHuuTea AdI

(He3HauHi 3MiHN y 3aTBEPKEHNX MeToAax

BUNPOBYBaHHS)

HesHauHi 3mMiHW B onuci MeTOAVKM BUNPOGYBaHHSA 3a
nokasHukom “"Loss on Drying" 415 NpOMiXKHOTO MPOAYKTY
Ha cTagii 2 Bupo6bHuLTBa AD| JlTaMOTPULKUH. 3MiHa
cepefoByLLa Mif Yac BUCYLLYBaAHHS i3 BUCYLLYBaHHS Nif
TUCKOM He BuLle 0.7 KPa Ha BUCYLLYBaHHS B yMOBaX
BakyyMmy. Takox BHOCATbCA KOPEKTOPCbKi NpaBku Yy
po3gini 3.2.S.2.4 Control of Critical Steps and
Intermediates Lamotrigine Stage 2: BunpaBfieHHs
opcporpadivuHNX NOMUAOK Ta YTOYHEHHS OANHULLb
BMMIiptoBaHHA. 3MiHM | Tuny - 3MiHK 3 akocTi. AdL.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60 BuUxigHOro marepiasny/npoMixHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLLECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeTofax BMNpobyBaHHs) HesHauHi 3MiHM B onuci
MEeTOAVKM BUNPOGYBaHHSA 3a NokasHMkoM "Loss on
Drying" ans A®| JlaMoTpUAXMH 3 BiANOBIAHUMMN 3MiHAMMN
y po3gaini 3.2.S.4.2 Analytical Procedures Mogyns 3.
3MiHa cepefoBuLLA Mif Yac BUCYLLYBaHHS i3
BUCYLLYBaHHSA Nif TUCKOM He BuLle 0.7 kPa Ha
BUCYLLYBaHHA B YMOBaXx BakyyMy. TakoX BHOCATbCS
KOpeKTopcbKi Mpasku y po3gini 3.2.5.4.2 Analytical
Procedures gns Buny4YeHHs 3aliBOro TEKCTY i
36epexeHHs TOYHOro MOCUIaHHA Ha METOANKY
€sponevicbkoi ®apmakonei. 3minu | Tuny - 3miHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BuUNpobysaHHsA APl abo BMXiAHOrO
marepiany/npomMiKHOr0 NPoAyKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCS Y NpoLieci BUpo6HuLTBa ADI
(He3HauHi 3MiHW Y 3aTBEPKEHUX MeToAax
BMNpo6yBaHHA) HesHauHi 3MiH1 B ONMCi METOANKN
BMNpo6yBaHHSA 3a nokasHukom "Assay and Related
Substances by HPLC" ans npoMiXHOro NpoAykTy Ha
cTagii 2 BupobHuuTBa A®| laMoTpumkmnH. 3miHa y
NpOoLeCi NPUroTyBaHHA PO3YNHY AN NEePEBIPKM
npuaaTHoCTi XxpoMaTorpagiyHoi cuctemMu. Takox
BHOCATbCS KOPEKTOPCHKi Npasku y po3aini 3.2.5.2.4
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Control of Critical Steps and Intermediates Lamotrigine
Stage 2: BunpasneHHs opdorpadivyHnx NOMUIOK,
YTOYHEHHS OAVHWLL BUMIPIOBaHHS Ta BUMNPaB/IeHHSA
TEXHIYHMX NOMUJIOK Y Tab/nLj YaciB yTPUMYBaHHS.
146. | NANPOHEKC | kpanni O4Hi, po34uH, Hekctchapm Pecny6nik NOBHUIA LMK peuisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17532/01/01
T 50 mkr/mn no 2,5 mn vM6X a AscTpis BMPOGHMLTBA: HimeuunHa TMny - 3MiHK Woao 6e3nekn/epekTnBHOCTI Ta peyenmom
y dhnakoHi- PA®APM CA, thapmakoHarnsgy. BeegeHHs abo 3miHv o
KpanenbHuuj; no 1 Mpeuis; y3arasibHeHUX JaHnx nNpo cucTemy dpapmakoHarnsgy
hnakoHy- cTepunisauis (BBEAEHHSA Y3araslbHEHUX JaHWX NPO cUcTemy
KpanenbHuLj y nepBUHHOT chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
KapTOHHIlA KopooLi ynakosku: 6B® BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
CrepiniseiHce KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHvKa 4ns
epsic, 3[jiCHEeHHs hapmakoHarnagy B YKpaiHi, AKLLo BoHa
HimeyunHa BiAMiHHA Bif, YNOBHOBaXKEHOI 0Cco6W, BifgnoBigabHOI 3a
3fificHeHHs thbapmakoHarnsagy (BKIYaUy KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-ghaiina
cuctemn dhapmakoHarnsagy). 3MiHa yrnoBHOBaXKeHO|
0cobu 3asBHYKa, BiANOBIA&IbHOI 3a hapMakoHarnsg,
[itoua pegakuis: Wynby Onbra CepriiBHa. MNponoHoBaHa
peakuisi: Maiictep MapuHa leHHagjiBHa.
147. | NEBEHIYM TabneTkun, BKpUTI CaH IHAiA CaH IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/16544/01/02
NAiBKOBOO PapmacboTUK $apmacbloTukan TMny - 3MiHK 3 SiKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom niosnsiea
060/10HKO10, No 500 an lHpacTpis IHoacTpi3 /114, y BUPOGHMLTBI. 3amiHa abo BBeAEHHS A04aTKOBOI €
mr, no 10 TabneTok Nimiteq IHais; LiNbHUL BUPOGHMLTBA A/181 YACTUHN abo BCbOro

y 6nicTepi, no 3 abo
5 6nictepiB y
KapTOHHI ynakosL,i

Nab6opatopi3
Nimitea, Haia

BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(minbHMUSA, Ha AKili NpoBOASATLCSA ByAb-AKi BUPOGHMUI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOSIO AKOCTI,
MepPBMHHOTO Ta BTOPVMHHOIO NakyBaHHS, A1
HeCcTepu/IbHUX Nikapcbknx 3aco6iB) CynyTHSA 3MiHa -
3MiHu 3 sKocCTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 404aTKOBOI
LOiNbHUL BUPOBGHULITBA A/181 YACTUHN a0 BCbOro
BMPOBHMYOrO NpoLEeCcy roTOBOrO JiKapCbKOro 3acoby
(4iNbHULA 0N BTOPUHHOTO NakyBaHHSA) - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHM Y BUPOOGHULTBI. 3amiHa
abo BBefleHHs A0AAaTKOBOT AiNbHULI BUPOGHMLTBA ANS
4yacTuHK abo BCbOrO BUPOBHNYOro NpoLecy roToBoro
niKapcbKoro 3acoby (AiNbHMLA 415 NEPBUHHOMO
nakyBaHHs1) BBefeHHs1 oAaTKoBOT BUPOOHUYOI AiNbHUL
CaH dapma Jlabopatopis JlimiTes, IHAis, Ha SKii
Bif10yBaETHLCA BUPOOHNLTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHS MiKkapcbKoro 3acoby [0 3aTBepmAKeHOT
AinbHuui CaH ®apmackioTukan IHgacTpis /114, IHAiA.
3MiHu | TUNY - 3MiHK 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOJI0 SAKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA BUPOGHYKA,
LLI0 BinoBigaE 3a BBE3eHHS Ta/abo BMMYCK cepii) -
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Bktoyaroun KoHTposib/BUNpobyBaHHSA cepii - BBegeHHs
[o04aTKoBOT BUPOBGHUYOI AinbHuLi CaH ®apma
Na6opaTtopi3 flimiTea, IHAiA BiANOBifaIbHOI 38 KOHTPO/Ib
AKOCTI Ta BUNyCK cepii /13 g0 3aTBEpKEHOI AiNbHUL
CaH ®apmacbloTukan IlHgacTpis 114, IHais
3MiHW BHECEHI B pO34inn "BUpobHKK" Ta
"MicLe3HaxomkeHHs! BUPOOHMKa Ta agpeca Micus
NPOBaPKEHHS AOr0 AiS/ILHOCTI" B IHCTPYKLUit0 ANns
MeAMYHOIO 3aCTOCYBaHHS Yy 3B'3Ky 3 BBEEHHAM
[0AAaTKOBOrO BUPOOHYKA Ta SK HAaCNifoK - N0sSiBa TEKCTY
MapKyBaHHS yNakoBK/ NikapcbKoro 3acoby Ans
[04aTKOBOro BUPO6HMKA. 3MiHM | TNy - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3MiHW y BUPOOHNLTBI. 3MiHa
po3Mipy cepii (Bk/ItoYatoun gianasoH po3mipy cepii)
roTOBOrO NikapCbKoro 3acoby (36inblweHHsA Ao 10 pasis
MOPIBHSAHO i3 3aTBEPKEHUM PO3MipOM) 36iNbLUEHHS
po3mipy cepii /13 3 100 000 TabneTok Ha 120 000
Tabnetok (4ns go3ysaHHsA 500 mr).

148.

NEBEHIYM

TabneTku, BKpUTI
NAiBKOBOO
060s10HKOI0, Mo 1000
mr, no 10 Tabnetok
y 6nictepi, no 3 abo
5 6nictepiB y
KapTOHHI ynakoBsL,i

CaH
dapMacbTUK
an lHgacTpis
Nimiteq

IHais

CaH
dapmacbroTuKan
IHgacTpi3 /114,
IHais;

CaH dapma
Na6opatopis
Nimites, IHAiA

IHais

BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpO6GHMLTBI. 3amiHa abo BBeAEHHSA 40AATKOBOI
OiNbHULI BUPOBHMLTBA /18 YacTMHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoty
(AinbHMUSA, Ha AKiI NPOBOAATLCA ByAb-AKi BUPOOHMUI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIO AKOCTI,
NepPBUMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
HeCTepU/bHNX Mikapcbknx 3aco6is) CynyTHSA 3MiHa -
3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOBOHULTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHULI BUPOBHMLTBA 19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(4iNbHULA 4N BTOPUHHOTO NakyBaHHS) - 3MiHW 3 SIKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHM Y BUPOOGHULTBI. 3amiHa
abo BBeZleHHS 40AATKOBOI AiNbHULI BUPOGHMLTBA ANS
YyacTuHK abo BCbOro BUPOBHNYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (AiNbHWLUA 415 NEPBUHHOMO
nakyBaHHs1) BBeeHHs1 oAaTKOBOT BUPOOHUYOT AiNbHUL
CaH Papma Jlabopatopis JlimiTes, IHAis, Ha skiid
BiiOyBaETHCA BUPOOHULITBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHS /likapcbKoro 3acoby A0 3aTBepaKeHoi
AinbHuui CaH ®apmacbkloTukan IHgacTpis /114, 1HAis.
3MiHn | TURY - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUMNYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo foAaBaHHSA BUPOGHMKA,
LLl0 BiANOBiAa€E 3a BBe3eHHS Ta/abo BMMycK cepii) -
B/itoyatoumn KOHTPOsb/BUNPOBYBaHHA cepii - BBeAeHHsA
[04aTKOBOI BUPO6GHMYOT AinbHuui CaH Papma

3a
peyenmom

He
nionsiea
€

UA/16544/01/04
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Na6opaTtopis flimiTea, IHAiA BigNOBifaNbHOI 3a KOHTPO/Ib
AKOCTI Ta BUMYCK cepii J13 A0 3aTBEPAXEHOI AiNTbHUL
CaH PapmacbioTvkan IHgacTpis 174, IHAaia
3MiHV BHECEHI B po34inn "BupobHuK" Ta
"Micue3HaxokeHHA BUPO6HVKa Ta agpeca micus
NPOBaYKEHHS 10r0 AiS/ILHOCTI" B IHCTPYKLUit0 ansi
MeAMYHOr0o 3aCTOCYBaHHS Yy 3B'A3Ky 3 BBELEHHAM
[0AaTKOBOTrO BYPOGHMKA Ta SIK HAC/IAOK - NOsiBa TEKCTY
MapKyBaHHS1 yNakoBKW J/likapCbkoro 3acoby ans
[0A38TKOBOTrO BUPOGHWMKA.
149. | NEBEHIYM TabneTku, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/16544/01/01
N/1iBKOBOIO PapmacboTuK dapmacboTukan TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHN peyenmom nionsiea
060/10HKO0, Mo 250 an lHgacTpi3 IHpacTpis /174, y BUpOGHMLTBI. 3amMiHa abo BBeAEHHSA 40AATKOBOI €
Mr, no 10 TabneTok Nimiteq IHAis; LOiNbHUL BUPOBHULITBA A1 YACTUHN a0 BCbOro
y 6nictepi, no 3 abo BMPOBHMYOrO NpoLEeCy roTOBOTO JiKapCbKOro 3acoby
5 6nictepiB y CaH ®apma (BinbHMUSA, Ha AKili TPOBOAATLCA GyAb-sKi BUPOGHMWUI

KapTOHHIA ynakoBL,i

Nabopatopi3
Nimite, Haia

cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIO AKOCTI,
NePBMHHOTO Ta BTOPMHHOTO NakyBaHHSA, 415
HecTepW/IbHUX flikapcbknx 3aco6is) CynyTHS 3MiHa -
3MiHu 3 siKoCTi. FoTOBMIA NiKapcbkuii 3aci6. 3MiHM y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS [04aTKOBOI
OiNbHULI BUPOBHMLTBA /18 YacTMHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoty
(AiNbHULA 4N BTOPUHHOTO NakyBaHHS) - 3MiHW 3 SIKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHM Yy BUPO6HULTBI. 3amiHa
ab0 BBeZleHHA A04aTKOBOT AiNbHULL BUPOBHMLTBA A5
YacTvHy abo BCbOro BUPOOGHMYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AiNbHWLUSA 415 NEPBUHHOMO
nakyBaHHs1) BBefileHHA 104aTKOBOT BUPOGHNYOI AifbHUL
CaH ®apma flabopaTtopis Jlimiteq, IHAjsA, Ha sKin
Bif}0yBaETLCA BUPOOHNLTBO, NEPBMHHE Ta BTOPUHHE
nakyBaHHS NikapcbKoro 3acoby Ao 3aTBepKeHoi
AinbHuui CaH dapmacblotukan IHgacTpis fta, IHgis.
3MiHn | TURY - 3MiHK 3 SKocTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHa iMnopTepa/3aMiHK, LWo
CTOCYHTbCS BUMYCKY cepil Ta KOHTPO/IH0 SKOCTi FOTOBOr0O
nikapcbKoro 3acoby (3amiHa abo foAaBaHHSA BUPOGHMKA,
L0 BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyaroun KOHTposib/BUNpobyBaHHSA cepii - BBegeHHs
[04aTKoBOT BUPOGHMYOT AinbHuui CaH dapma
Na6opaTtopis NlimiTes, IHAiA BiANOBILabHOI 32 KOHTPO/b
AKOCTI Ta BUNYCK cepii /13 g0 3aTBEPLKEHOI AiNbHUL
CaH PapmacbioTvkan IHgacTpis ITa, IHais
3MiHM BHeCeHi B po3ainun "BUpo6HKK" Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus
NPOBaPKEHHS OT0 AiS/ILHOCTI" B IHCTPYKLUil0 ANs
MeAMYHOro 3aCTOCYBaHHS Yy 3B'A3Ky 3 BBEEHHAM
[04aTKOBOrO BUPO6HMKA Ta SIK HACNiAOK - MosiBa TEKCTY
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
MapKyBaHHS YNakoBKV NikapCbKoro 3acoby Ans
[04aTKOBOro BUPO6GHUKA. 3MiHM | TUuny - 3MiHM 3 SIKOCTI.
[oTOBWIA nikapcbkuii 3aci6. 3MiHU Yy BUPOGHULTBI. 3MiHa
po3mipy cepii (BktoHYatoum gianasoH po3mipy cepii)
roTOBOrO Jlikapcbkoro 3acoby (36inblieHHs ao 10 pasis
MOPIBHAHO i3 3aTBEPLKEHNM PO3MIPOM) 36iNbLUEHHS
po3wmipy cepii /13 3 100 000 Ta6neTok Ha 150 000
TabneTtok (4ns fo3yBaHHA 250 Mmr)
150. | IEBOAAP PO3unH ANs iHdYy3il, AAP ®dAPMA O6'egHaHi €sponaiic IHAis BHECEHHS 3MiH 0 peecTpaLiinHux marepianis: 3MiHu | 3a UA/16259/01/01
B/IB 500 mr/100 ms; no ®3-/1/1C Apabebki Xentkeap MBT. TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
100 mny EmipaTtn nra. thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
KOHTelHepi; no 1 3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
KOHTeliHepy y nniBLj nocBigYeHHs, BKIovalouy MNiaH ynpaBniHHA py3vkamu
B KOpOOL (3acTocyBaHHs TEKCTY, SIKWIA NOTOKEHN 3
KOMMETEHTHUM OpraHom) - 3assBHUKOM HafaHo
OHOBJ/IEHWIA NaH ynpas/iHHA pusukamu Bepcis 2.0. -
3MiHM BHECEHO [0 YacTuH: | «3aranbHa iHhopmauis», Il
«lMnaH 3 chapmakoHarnagy», V «3axoan 3 MiHimisauii
pu3ukiB», VI «Pe3tome niaHy ynpasniHHA pusnkamm,
VIl «JopaTkm» y 3B'A3KY 3 BNPOBaKEHHAM [04ATKOBUX
3axo4iB 3 MiHiMi3aLii pu3ukis Ansa pusnky "Peryprauis
KnanaHa cepus, AUCEKLIS LWNIAHOT apTepil, aHeBpu3ma Ta
[Auncekuis aopTn”. Pestome nnaHy ynpasniHHA pusnkamu
Bepcisa 2.0 gogaeTbes.
151. | TIEBOMAK TabneTku, BKpUTI Makneogc IHAja Makneogc IHAjA BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | Ne 10 - 3a UA/15561/01/01
750 NAiBKOBOO dapmacboTUK $apmacbloTukan TUNy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKMii 3aci6. peuenmom
060/10HKO10, N0 750 anc Nimitepq, ¢ Nimiteq, KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby (iHLi 3MiHW) Ne 100 - 8
mr, no 10 Tabnetok nepekniag MKA /13 ykpaiHCbKO MOBOKO ymoBsax
y 6nictepi, no 1 cmavyioHapy
6nictepy B
KapTOHHI ynakoBLy;
no 10 TabneTtok y
6nictepi, no 10
6nicTepiB y
KapTOHHI ynakoBsL,i
152. | IEBO®JIOKC | po3uvH gns iHdysiid, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx MmaTepiasis: 3MiHn | 3a He UA/15919/01/01
AUWNH- 5mr/Mnno 100 mny | “"dapmauestu "®apmaueBTUIH TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peuyenmom niosnsza
AOAPHUUA thnakoHi, no 1 YyHa hipma a hipma thapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTuL €
onakoHy B nauuj "NapHuus” "NapHuus" NiKapcbKoro 3acoby, TeKCTIi MapKyBaHHS Ta iHCTPYKLiT

0151 MeAUYHOro 3acTOCyBaHHS Ha NifcTaBi perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby, abo
JocnimpKeHb 3 6e3Mnekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnsipeecTpaviliiHnii nepios, abo sk pesynbTar
OLIiHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaHy negiatpuuHux gocnigpkers (PIP) (3miHy
Y3rofXEHO 3 KOMMETEHTHUM YMOBHOBaXXEHVIM OpraHom).
3MiHM BHECEHO B iIHCTPYKLiIO A1 MeauyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
"Oco6nmBocCTi 3acTocyBaHHA", "lMepeno3yBaHHs" Ta
"Mo6ivHI peakuii" Bi4NOBIAHO L0 OHOBJIEHOI iHhopmaLii
040 6e3nekn 3acToCyBaHHSA fil040i PEYOBUHM 3rigHO 3
pekomeHpauieto PRAC. TepMiH BBe4EHHS 3MiH
NpoTSArom 6 MicsiLiB Micns 3aTBepaKEHHs
153. | NIEMTPALA KOHLeHTparT A/1s TOB "CaHodhi- YkpaiHa BTopuHHe IpnaHgis/ BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/17376/01/01
PO34mnHy Ans ABeHTIC nakyBaHHs, HimeuyunHa Tuny - 3MiHn 3 akocTi. A®I. BupobHuuTBo. 3miHa peyenmom
iHdpy3iii no 12 mr/1,2 YkpaiHa" MapKyBaHHS, BMPOOHUKA BUXiAHOrO/MPOMIKHOrO NPoAyKTy/peareHTy,
m; Ne 1: no 1,2 mn 36epiraHHA N3 LLI0 BUKOPUCTOBYHOTLCS Y BUPOBOHUYOMY npoueci AP,
y donakoHi, no 1 Ta BUNyCK cepil: abo 3miHa BUpo6HWKa (BKOUaKoUn, ae HeobxigHo, Micue
hNakoHy y [xeHzaiim npoBeeHHs KOHTPosto AkocTi) APl (3a BigCyTHOCTI
KapTOHHI Kopo6Lyi IpnaHg, Nivitesa, cepTudiikaTa BignoBiAHOCTI EBpONENCHKin hapmakonei y
IpnaHgis; 3aTBEpMAXEHOMY [OCbE)(HOBA AiNbHULA A1 36epiraHHs
BMPOBHULTBO ["onoBHOro 6aHKy KiTUH Ta/abo Po6o4umx 6aHKiB KNITUH).
(fill-finish/nepsu BBefeHHs anlbTepHATUBHOI AiNbHULI 4115 36epiraHHsA
HHE nakyBaHHs) Po6ouoro 6aHky kniTuH Sanofi - Aventis Research &
KOHTPO/b AKOCTI Development, ®paHujis, (3aTBepoKEHO: AiNbHULA
(B npoueci 36epiraHHs OCHOBHOTO r0/IOBHOMO Ta PO60YMX HaHKIB
BMPOGHMLTBA, kniTuH Boehringer Ingelheim Pharma GmbH & Co. KG,
KOHTPO/b AKOCTI HimeuuunHa)
rns,
BK/THOHAI0UM
TecTyBaHHA AN
OLiHKM
CTEpPUIbHOCTI i
BMICTYy
MiKpOOpraHi3miB)
, TeCTW Ha
CTabifbHICTb):
BepiHrep
IHrenbxaim
dapma M'M6X i
Ko. KT,
HimeyynHa
154. | NETPO301/1- TabneTku, BKPUTI TOB «TeBa YkpaiHa BUPOGHMLTBO, 13pains/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13315/01/01
TEBA NAiBKOBOO YkpaiHa» nepBUHHE Ta YropwmHa BMNPAB/IEHO TEXHIYHY MOMUKY B iHCTPYKUIT ANns peyenmom
060/10HKOI0, 2,5 Mr BTOPWHHE MeAMYHOro 3acTOCYBaHHA /TiKapCbKoro 3acoby y HasBi
no 10 TabneTtok y nakyBaHHs, po3ziny "34aTHICTb BNAMBATU Ha LWBUAKICTL peakLii npu

6nictepi; no 3
6nicTepu y kopobui

KOHTPO/b SIKOCTI,
BUMYCK Cepiii:
TeBa
dapmaueBTikan
IHpacTpi3 N1Ta,.,
13pains;
nepBrHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,

KepyBaHHi aBTOTPAHCNOPTOM abo iHW1MK MexaHisMamn®”
CMPUYMHEHY TEXHIYHUM 360€M, sika Byna gonyLieHa nig,
yac npoueaypv 3MmiH, Lo 3aTBepxeHi Hakasom MO3
Ykpainu Big 07.05.2024 Ne 794.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BWMYCK Cepin:AT
dapmaueBTUYHU
i 3aBof TeBa,
YropwmHa
155. | NIEPJIOK TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/4427/01/01
NAiBKOBOO "PapmaueBTn "PapmaueBTUYH My - 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta peyernmom niosnsea
o060n0Hkoto, no 250 yHa hipma a hipma thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTui €
Mr; no 5 TabneTok y "OapHuus” "NapHuus” niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
KOHTYPHIl 011 MeQUYHOro 3aCTOCyBaHHS Ha NigcTaBi perynsipHo
YapyHKOBIl OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn Nikapcbkoro 3acoby, abo
ynakosLi; no 1 nocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCbKoro
KOHTYpPHili 3acoby B nicnsipeecTpauiiiHnii nepiod, abo sik pesynbTar
YapyHKOBIli ynakoBLj OLLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMoBiAHO A0
y nauyui; no 10 nnaHy negiatpuyHux gocnimkeHs (PIP) (3MiHy
Tabnetoky Y3rO[PKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHUM OPraHom).
KOHTYPHIi 3MiHN BHECEHO B iHCTPYKLIO 415 MeAnyYHOro
YapyHKOBIl 3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
ynakosui; no 10 "Ocob6nmBoCTi 3acTocyBaHHA", "Mepefo3yBaHHA" Ta
KOHTYPHUX "Mo6iuHi peakwyji" BigNOBIAHO 4O OHOBMEHOI iHChopMaL,i
YapyHKOBUX o0 6e3neky 3aCTOCyBaHHS Ailo40i PEHOBMHU 3rifHO 3
ynakoBOK y nauu pekomeHgauieto PRAC. TepMiH BBeAEHHS 3MiH
NpoTSArom 6 MicsiliB Mic/si 3aTBEPAKEHHS.
156. | NE®PJIOK TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/4427/01/02
NAiBKOBOO "PapmaueBTn "®apmaueBTUYH My - 3MiHKN WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom niosnsea
o60n0oHkoto, no 500 yHa thipma a thipma thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuli €
mr; no 5 TabneTok y "AapHuus" "NapHuus" niKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
KOHTYPHili 011 MeAUYHOro 3aCTOCyBaHHS Ha NigcTasi perynsipHo
YapyHKOBIl OHOBJIHOBAHOTO 3BITY 3 6e3Mnekn Nikapcbkoro 3acoby, abo
ynakosLi; no 1 nocnimkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro
KOHTYPHili 3acoby B nicnsipeecTpauiiiHnii nepiod, abo sik pesynbTar
YapyHKOBIli ynakoBLj OL|iHKM 3BITY 3 AOC/iMKeHb, NPoBeAEeHNX BiANOBIAHO A0
y nauyui; no 10 nnaHy negiatpuyHux gocnimkers (PIP) (3miHy
Tabnetoky Y3rOPKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHUM OPraHom).
KOHTYPHIit 3MiHV BHECEHO B iIHCTPYKLiI0 A1 MegUYHOro
YapyHKoBIl 3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
ynakosLi; no 10 "Oco6nmBOCTi 3acTocyBaHHA", "lMepefo3yBaHHA" Ta
KOHTYPHUX "Mo6iuHi peakwyji" BigNOBIAHO 4O OHOBMEHOI iHChopMaLi
YapyHKOBUX Lwon0 6e3neky 3aCTOCyBaHHs Ailo40i PEHOBMHU 3rifHO 3
ynakoBOK y nauui pekomeHgauieto PRAC. TepMiH BBeAEHHS 3MiH
NpoTArom 6 MicauiB nicas 3aTBePIKEHHS.
157. | NIAOKAIH PO34MH ANA iH'eKUi TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/20258/01/01
20 mr/mi; no 2 mn B "®APMACEN" "dAPMACEN" MRy - 3MiHK 3 AkocTi. CepTudpikar BignosigHOCTI/TE- peyenmom

amnyni
nonieTuNeHoBii; no
10 a6o 50 amnyn y
naJui 3 KapToHy

cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI ab0 BUYyYEHHS
cepTudikaTa BiANoBiAHOCTI EBponeiickbkiii hapmakoner:
ana A®l; onsa BuxigHoro
MaTtepiany/peareHTy/NpoMiKHOTro NPOAYKTY, WO
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI AD|; ANns LONOMDKHOT
peyoBUHM (CepTudikaTt BiAMNOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAXEHOr0 BUPOGHUKA, MOJaHHA OHOB/IEHOrO
cepTudikaTy BignoBigHOCTI EBponeiickkiii hapmakonel
CEP 1996-020-Rev 09 fito40i pevoByHM NifoKaiHy
riipoXxnopua MOHOTIAPAT B 3B'A3KY 3 OHOBJ/IEHHAM
aapecu BupobHuka MOEHS BCN S.L., micue
BMPOGHULTBA He 3MiHUOCL (3aTBepxeHo: R1- CEP
1996-020-Rev 08; 3anponoHoBaHo: CEP 1996-020-Rev
09).
158. | IO3APTAH- TabneTku, BKPUTI TOB «TeBa YkpaiHa AT YropwmHa/ BHECEHHS 3MiH [0 peecTpaLiiHnx MmaTtepiasis: 3MiHn | 3a He UA/16398/01/01
TEBA MN/1iBKOBOIO YkpaiHa» dapmaleBTUYHN Icnanis TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsiea
060/10HKO10, M0 12,5 1 3aBofg TeBa, hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi €
mr no 10 TabneTok y YropwmHa; Tesa NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
6nicTepi; no 3 ®apma C.J1.Y., [ANA MeAnYHOro 3acTocyBaHHS
6nictepu y IcnaHis reHepuYHUX/riopuaHnx/6ionofibHMX Nikapcbkux 3aco6is
KapTOHHIl KopoobLi nicns BHECEHHS TiEl camoi 3MiHN Ha pediepeHTHWIA
npenapar (3miHa He NnoTpebye HafaHHSA XXOAHUX HOBUX
[0[aTKOBUX AaHWX) 3MiHU BHECEHO [0 IHCTPYKUIT ANns
MeLMYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby y po3ainv
"B3aemogisa 3 iHWVMU nikapcbkuMm 3acobamu Ta iHLwi
BMAM B3aemogiit", "Mo6ivHi peakuii” BignosigHo a0
iHchopmauii o0 MeaMYHOro 3aCToCyBaHHS
pechepeHTHOro nikapcbkoro 3acoby (COZAAR film-
coated tablets). BBefeHHs 3MiH NPOTArom 6-Tv MicsLiB
nicns 3aTBepAkKeHHS.
159. | NNO3APTAH- TabneTku, BKpUTI TOB «TeBa YkpaiHa AT YropwmHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/16398/01/02
TEBA NAiBKOBOO YkpaiHa» dapmaLeBTUYHN IcnaHis My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom nionsea
060/10HKO0, MO 25 1 3aBofg TeBa, thapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui €
mr no 10 TabneTok y YropwuHa; Tesa NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta iHCTPYKL,i
6nictepi; no 3 dapma C.J1.Y., ONs MeAVYHOTO 3aCTOCYBaHHSA
6nictepu y Icnanis reHepuYHUX/ribpMaHMX/6ionoAai6HMX NikapCbKUX 3aco6iB
KapTOHHIli KopoobLi nicns BHECEHHS Tiel camoi 3MiHU Ha ped)epeHTHWIA
npenapar (3mMiHa He NoTpebye HafaHHS XOAHUX HOBUX
[0[aTKOBUX AaHnX) 3MiHM BHECEHO A0 IHCTPYKLUii ANs
MeAMYHOro 3acTOCyBaHHA /TiKkapCbKoro 3acoby y po3ginu
"B3aemogis 3 iHWKMKW NiKapcbkumu 3acobamu Ta iHLi
BMAM B3aemogiin", "MNobiyHi peakuii” BignosigHo A0
iH(hopMaUiT WoA0 MeAUYHOro 3aCTOCyBaHHsA
pedepeHTHOro nikapcbkoro 3acoby (COZAAR film-
coated tablets). BBegeHHs 3MiH NpOTArom 6-Tu MicsLiB
nicnsa 3aTBepKEHHS.
160. | IO3APTAH- TabneTku, BKPUTI TOB «TeBa YkpaiHa AT YropwmHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/16398/01/03
TEBA NAiBKOBOIO YkpaiHa» dapmaleBTUYHN IcnaHis TMny - 3MiHKM WoA0 6e3nekn/edpekTBHOCTI Ta peyenmom nidsnsiea
060/10HKOt0, No 50 7 3aBog TeBa, chapmakoHarnsgy. 3MiHW y KOpoTKili xapakTepucTui €
mr: no 10 TabneTok YropLumHa; Tesa NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLT
y 6nicTepi; no 3 dapma C.J1.Y., O151 MeANYHOIO 3aCTOCYBaHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
6nictepu y Icnanis reHepuYHUX/TiGpMAHMX/6ionoai6HMX NikapCcbKUX 3aco6iB
KapTOHHIA KopobL; nicnsi BHECEHHS Tiel camol 3MiHU Ha pedyepeHTHWIA
no 9 6nictepis y npenapar (3mMiHa He NoTpebye HagaHHA XOAHUX HOBUX
KapTOHHIli KopoobLi [0[aTKOBUX AaHnX) 3MiHN BHECEHO A0 iIHCTPYKLUii AN
MeAMYHOro 3acToCyBaHHA /ikapCbKoro 3acoby y po3ginu
"B3aemogis 3 iHWYMK NikapcbkuMm 3acob6amu Ta iHLi
BMAM B3aemogiin”, "MNobivHi peakuii” BignosigHo o
iH(hopMaUiT LWoA0 MeAUYHOro 3aCTOCyBaHHsA
pedepeHTHOro nikapcbkoro 3acoby (COZAAR film-
coated tablets). BBegeHHs 3MiH NpOTArom 6-Tu MicsLiB
nicnsa 3aTBepKEeHHS.
161. | NIO3APTAH- TabneTku, BKPUTI TOB «TeBa YkpaiHa AT YropwmHa/ BHECEHHS 3MiH [0 peecTpaLiiHnx MmaTtepiasis: 3MiHn | 3a He UA/16398/01/04
TEBA MN/1iBKOBOIO YkpaiHa» dapmaleBTUYHN Icnanis TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsiea
060/10HKO10, N0 100 1 3aBofg TeBa, hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi €
mr, no 10 TabneTok YropwmHa; Tesa NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
y 6nicTepi; no 3 ®apma C.J1.Y., [ANA MeAnYHOro 3acTocyBaHHS
6nictepu y IcnaHis reHepuYHUX/riopuaHnx/6ionofibHMX Nikapcbkux 3aco6is
KapTOHHI Kopoo6L; nicns BHECEHHS TiEl camoi 3MiHN Ha pediepeHTHWIA
no 9 6nictepiB y npenapar (3mMiHa He NOTpebye HagaHHA XOLHUX HOBUX
KapTOHHIlA KopooLi [0[aTKOBUX AaHWX) 3MiHU BHECEHO [0 IHCTPYKUIT ANns
MeLMYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby y po3ainv
"B3aemogisa 3 iHWVMU nikapcbkuMm 3acobamu Ta iHLwi
BMAM B3aemogiit", "Mo6ivHi peakuii” BignosigHo a0
iHchopmauii o0 MeaMYHOro 3aCToCyBaHHS
pechepeHTHOro nikapcbkoro 3acoby (COZAAR film-
coated tablets). BBefeHHs 3MiH NPOTArom 6-Tv MicsLiB
nicns 3aTBepAkKeHHS.
162. | nonrPiaAM Tabnetku 4 mr/1,25 3eHTiBa, K.C. Yecbka 3eHTiBa, K.C. Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/19970/01/01
mr/5 mr; no 15 Pecny6nik Pecny6nika TUNy - 3MiHM 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peuenmom
TabneTtok y 6nictepi, a

no 2 a6o 4 6nictepu
Y KapTOHHili kopobui

KOHTPO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3mMiHa
napameTpiB cneuudikauii Ta/abo JONyCTUMUX MEX
roTOBOro NikapcbKoro 3acoby (4ONOBHEHHSA abo 3aMiHa
nokasHuka cneuudikauii 3a pesynbtataMmm A0CNIMKEHb 3
6e3nekn abo AKOCTI (3a BUHATKOM JiKapCbkyx 3acobiB
6i0N10ri4YHOro/iMyHOOMNYHOrO NOXOXKEHHS)) -
JlonoBHeHHs cneuudikaLii (TPOTAroM TePMiHY
npuaaTHoOCTI) NoKasHUKOM N-HiTpo3onepuHaonpus 3
KpUTEpieEM NPUIAHATHOCTI «<187,5 ppm>». - 3MiHu | TUny -
3MiHn 3 sKocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTYYEHHS
cepTudikaTa BigNoBiAHOCTI E€Bponelickbkiil hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - Houii cepTudpikat Big HOBOrO
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMPO6HUKa (3amMiHa abo JONOBHEHHS) - [ogaHHSA HOBOrO
cepTtudikaTy BignosigHocti EP CEP R1-CEP 2012-182-
Rev 01 ana A®I IHganamig Big HOBOro BUPOBHMKa
SUZHOU LIXIN PHARMACEUTICAL CO., LTD, Kuraii

163.

nonrPiaAM

Tabnetku 8 mMr/2,5
mr/5 mr; no 15
Tabnetok y 6nictepi,
no 2 abo 4 6nictepu
Y KapTOHHIi kopobui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

3eHTiBa, K.C.

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
MRy - 3MiHM 3 AKOCTi. FOTOBWIA NikapCbkunin 3aci6.
KoHTpOsb roToBOro nikapcbKoro 3acoby. 3MiHa
napameTpiB cneuudikaliii Ta/abo AONyCTUMUX MEX
roTOBOro MiKapCcbKoro 3acoby (4ONOBHEHHS abo 3amiHa
nokasHuka cneuudikauii 3a pesynibtTataMmm AOCIIKEHb 3
6e3nekn abo AKOCTI (3a BUHATKOM JlikapCbkux 3aco6iB
6i0/10r4YHOr0/iIMyHONOTYHOrO MOXOKEHHS)) -
[JlonoBHeHHs cneuudikawii (MPOTArom TepMiHy
NPWAATHOCTI) NokasHukoM N-HITpo3onepuHaonpun 3
KpUTEpPIEM NPUIAHATHOCTI «<187,5 ppm». - 3MiHu | Tuny -
3MiHu 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJ/IEHOT0 cepTudikaTa BignoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiickbkili hapmakoner:
ana A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ANns AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChKIl
thapmakonei) - HoBuiA cepTudpikat Bifg HOBOrO
BMpO6HUKa (3amiHa abo AONOBHEHHS) - MNoAaHHS HOBOro
cepTtudikaty signosigHocti EP CEP R1-CEP 2012-182-
Rev 01 ana A®l IHganamig Big HOBOro BUPOOHMKa
SUZHOU LIXIN PHARMACEUTICAL CO., LTD, Kuraii

3a
peyenmom

UA/19970/01/02

164.

NONPIOAM

Tabnetkun 8 mr/2,5
Mr/10 mr; no 15
Tabnetok y 6nictepi,
no 2 abo 4 6nictepn
Y KapTOHHIi1 kopobui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

3€eHTiBa, K.C.

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. OTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /iKapCbKoro 3acoby. 3mMiHa
napameTpiB cneundikaliii Ta/abo 4ONYyCTUMUX MEX
roTOBOrO /liKapcbKoro 3acoby (4ONOBHEHHS abo 3amiHa
nokasHuka cneuudikauii 3a pesynbtatamuy SOCIAKEHb 3
6e3nekn abo AKOCTi (3a BUHATKOM NikapCbkux 3acobiB
6i0/10r4YHOr0/iMyHOMONIYHOr0 MOXOKEHHS)) -
[lonoBHeHHs cnevudikauii (NpoTArom TepmiHy
NpUAATHOCTI) NokasHMkom N-HiTpo3onepuHZoNpun 3
KpUTepiem NpUAHATHOCTI «<187,5 ppm». - 3MiHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BignoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BiANOBIAHOCTI a60 BUNYYEHHS
cepTugikaTa BignoBigHOCTI EBponeichkin dhapmakonei:
ona A®l; ana suxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHULTBI AD|; 418 AONOMIKHOT

3a
peyerimom

UA/19970/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
peyoBuHM (CepTudikaTt BiAMOBIAHOCTI EBpONeNchbkili
thapmakonei) - HoBuiA cepTudpikat Bif HOBOrO
BMPOGHUKA (3aMiHa abo AONOBHEHHS) - [MofaHHSA HOBOrO
cepTtudpikaty BignosigHocti EP CEP R1-CEP 2012-182-
Rev 01 ana A®l IHganamig, Bif HOBOro BUpOBGHUKaA
SUZHOU LIXIN PHARMACEUTICAL CO., LTD, Kurtaii
165. | MEMOMNAHT | TabneTtku, BKpUTI [Op. Binbmap HimeuumnH [Op. Binbmap HimeuyunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/0204/01/02
060/10HKO10, M0 40 LLisabe Mv6X i a Llisabe Mv6X i My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
mr, no 10 TabneTok Ko. KI Ko. KI thapmakoHarnsgy (iHwi 3MiHn). 3MiHn BHeceHo y n. 17.
y 6nicTepi; no 2 IHLIE TekcTy mapKyBaHHA BTOPUHHOI YNaKoBKu
6nictepu B NiKapcbKoro 3acoby LWoA0 BUMYYEHHS 10roTuny Ta
KapTOHHI KOpO6Lyj; iHcbopMmaLii MPo eKCK/TH3MBHOIO NpPeACTaBHUKA.
no 20 Tabnetok y
6nictepi; no 3
6nictepu B
KapPTOHHIn Kopobui
166. | MEMOMNAHT | TabneTku, BKpUTI [Op. Binbmap HimeuuunH [Op. Binbmap HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/0204/01/01
POPTE N/1iBKOBOIO LliBabe Mv6X i a LliBabe Mv6X i TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta peyenma
o6onoHkoto, no 10 Ko. KI Ko. KI thapmakoHarnagy (iHwi 3miHn) 3MiHM BHeceHo y n. 17.
Tabnetok y 6nictepi; IHLLE TekcTy MapKyBaHHS BTOPMHHOT YNakoBKM
no 2 abo 3 6rictepn NiKapcbKoro 3acoby LL0A0 BUYYEHHS 10roTuny Ta
B KapTOHHIiA iHhopMmaLii MPo eKCK/1H03MBHOIO NpeACcTaBHUKA.
Kopo6ui; no 20
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHI Kopo6Lyi
167. | MEPATUH TabneTtku BariHanbHi | Mini Xenckepe Benvka Menpo IHais BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasis: 3MiHn | 3a He UA/8691/01/01
KOMBI no 10 Tabnetok y Nimiteq BputaHia | ®apmacbloTvkan TMny - 3MiHK 3 AKOCTI. [OTOBWMIA Nikapcbkuii 3aci6. Onuc peuyenmom niosnsza
6nicTepi; no 1 ¢ MpisaT NimiTeq, Ta cknag, (iHLWi 3MiHW) €

6nicTtepy pasom 3 10
annikatopamuv y
KapTOHHI Kopobuj

CynyTHS 3MiHa - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKUiA
3aci6. KoHTposib roToBoro nikapcbkoro 3acoby (iHLwi
3MiHW)

[JofaBaHHs nepepaxyHKy HeOMiLuHY cynbaty Ha
MixHapogHi oamHuui (MO), BignoBigHO A0 MoHorpadii
BP.

3MiHV BHECEHO B iHCTPYKL,iI0 415 MeguyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3gin «Cknag»
(AONOMDKHI peyoBMHW) 3 BiAMOBIAHVMU 3MIHAMW Y TEKCTI
MapKyBaHHS yMakoBKM MiKkapcbKoro 3acoby. -BBegeHHs
3MiH NPOTAroM 6-TW MICALB NiCNA 3aTBePAXKEHHS. -
3MiHu Il TUny - 3MiHK 3 AKOCTi. FTOTOBWIA NiKapCbKMii
3aci6. KoHTposib rOTOBOro NiKapCbkoro 3acoby. 3miHa y
MeToAax BUNPOOYBaHHS FOTOBOTO JlikapCbKoro 3acoby
(cyTTeBa 3MiHa y
6ionoriyHOMY/iMyHONOrYHOMY/IMYHOXIMIYHOMY METOA)
BMNpo6YyBaHHA abo MeTOfi, Y SKOMY BUKOPUCTOBYETHLCS
6ionoriyHuii peareHT, abo ix 3amiHa, abo 6ios10riyHOro
npenapary nopiBHAHHA (CTaHAAPTHOTO Npenapary), Wo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
He 3a3HauveHuii y 3aTBepKeHOMY MPOTOKOS) -
MpuBeneHHs MeToAiB KOHTPONO «KiflbKicHe BU3HAUYEHHS
HEOMIUVMHY cynbgaty», «KifbkicCHe BU3HAYEHHS
HiCTaTVHY», «KiflbKiCHE BU3HAYEHHS HATPItO
MeTunnapabeHy i HaTpilo Nponinnapabeny» y
BIANOBIAHICTb A0 OPUriHA/IbHUX MaTepianis BUPOOHUKa 3
ypaxyBaHHsIM BUMOT MoHorpadii BP Ta 3ayBaxeHb
YNOBHOBaXeHOI naboparopii. - BBeAeHHS 3MiH NPOTArom
6-TV MicALLIB NiCN1S 3aTBEPLKEHHS.
168. | MECAKON TabneTku, BKpUTI CaH IHgjis CaH IHAis BHECEHHS 3MiH 10 peecTpaviitHux maTepianiB:3miHu | 3a He UA/11631/01/01
060/10HKOI0, dapmacboTUK $apmacbloTukan TMny - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peuenmom niosnsiz2a
KMLLKOBOPO3YMHHI NO an lHgacTpis IHpacTpi3 /174, y BUpO6GHMLTBI. 3amiHa abo BBeAEHHSA 40AATKOBOI €
400 wr, no 10 Nimiteq IHgis OiNbHULI BUPOBHMLTBA /18 YacTUHM abo BCbOro
TabneTtok y ctpuni, BMPOBHMYOro NpoLecy roToBOr0 JliKapCbKoro 3acoby
no 1 a6o 3, abo 5 CaH ®dapma (AinbHMUSA, Ha AKiI NPOBOAATLCA BYyAb-AKi BUPOOHMUI

CTPUNIB Y KAPTOHHIi
ynakoBLi

Na6opatopis
Nimiten, IHAiA

cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIIO AKOCTI,
NepPBUHHOTO Ta BTOPMHHOIO NakyBaHHS, A1

HeCTepW/bHNX fikapcbknx 3aco6is) CynyTHSA 3MiHa -

3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOBOHULTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHULI BUPOBHMLTBA 19 YacTUHM abo BCbOro

BMPOGHNYOro NpoLecy roToBOro NikapCbKoro 3acoby

(AiNbHULA 4N BTOPUHHOIO MaKyBaHHS)

- 3MiHK 3 AKOCTi. F0TOBUIA NiKapCbkuii 3aci6. 3miHn y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS 404aTKOBOI
LOiNbHUL BUPOBHULITBA A/181 YACTUHN ab0 BCbOro

BMPOBHMYOrO NpoLEecy roTOBOrO JiKapCbKOro 3acoby

(BiNbHULA ON18 NePBUHHOIO NakKyBaHHS)
BBEJEHHS 404aTKOBOI BUPOOHMYOT AinibHUL CaH dapma
Na6opaTtopis Nlimiteq, IHaia, (Sun Pharma Laboratories

Limited, IHgjsa) Ha akili BiaGyBaeTbCA BUPOOHULITBO,

nepBUHHE Ta BTOPMHHE NaKyBaHHS MikapCbKoro 3acoby

[0 BXe 3aTBepKeHOoI AinbHuLi Sun Pharmaceutical

Industries Ltd, IHAiA. 3miHW | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/aMiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO fikapcbKoro 3acoby (3amiHa
ab60 fofaBaHHA BUPOGHMKA, L0 BiANOBIAA€E 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkatovaroun
KOHTPO/b/BMNPOGYBaHHSA cepii - BBEAEHHS A04aTKOBOI
BUpPO6HUYOT ainbHULI CaH ®apma Jlabopatopis Nlimites,
IHAiA BiANOBIAAUIBHOI 3@ KOHTPO/b AKOCTI Ta BUMYCK cepil
N3 o Bxe 3aTBEpMKEHOT AinbHULI Sun Pharmaceutical
Industries Ltd, IHAiA. 3MiHM BHECEHI B pO34inn

"Brpo6HuK" Ta "Micue3HaxomKeHHs BUPOOHUKa Ta
agpeca MicLsA NpoBaKEHHS 0o Ais/IbHOCTI" B

IHCTPYKLUi0 AN MeANYHOTO 3aCTOCYBaHHS Y 3B'A3KY 3
BBEAEHHAM [0aTKOBOrO BUPOOHMKA Ta SIK HACNIA0K -
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nosiBa TEKCTY MapKyBaHHA yNakoBKM /TiKapCbKoro 3acoby
0151 [OAATKOBOro BUPOGHMKA. 3MiHW | TNy - 3MiHK 3
AKOCTi. FOTOBUIA NikapCbkuii 3aci6. 3MiHW Y BUPOBHWLTBI.
3MiHa po3mipy cepil (BkIHOYatoumn dianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby (3MeHLeHHs go 10
pasis)
3MEHLLEHHS po3Mipy cepii /13 3 400 000 TabneTok Ao
150 000 TabneTok.
169. | METOOXKEKT | po3uunH Ans iH'ekuii, Megak HimeuumnH BVPOGHVIK, LLIO HimeuunHa BHECEHHS 3MiH 0 peecTpaLiinHux marepianis: 3MiHu | 3a UA/5873/01/02
® 50 mr/mn; mo 0,15 le3enbadt a Bignosigae 3a Tnny - 3MiHK 3 skocTi. A®Il. KoHTponb A®I. 3miHa y peyenmom
mn (7,5 mr), abo no orop KNiHiwwe BTOPVHHE mMeTofax BunpobysaHHa APl abo BUXigHOro
0,20 mn (10 wmr), abo Lneujanbnpe nakyBaHHs, marepiany/npomMiKHOr0 NPoAyKTy/peareHTy, Wwo
no 0,25 mn (12,5 napate mM6X MapKyBaHHs, BMKOPWCTOBYETLCA y NpoLieci BUpo6HuuTBa ADI (iHLWi
mr), abo no 0,30 mn KOHTPONb/BUNPO 3MiHW Y MeToAax BUNpobyBaHHSA (BKIOHYAKOUX 3aMiHy
(15 wr), a6o no 0,35 6yBaHHs cepii Ta ab6o gonosHeHHs1) A®| abo BUXIAHOrO/MPOMIXXHOIO
mn (17,5 mr), abo no 3a BUNyCK cepil: NpoAyKTY) - AOAABaHHSA €AMHOT rapMOHi30BaHOT
0,40 mn (20 wr), abo Mepak METOAMKM KOHTPOO 3aUINLLKOBUX PO3UNHHUKIB B AD|
no 0,45 mn (22,5 lesenbwadpT BMpo6HUKOM 13, a came MeToZ4y rasoBoi
mr), a6o no 0,50 mn dhrop KniHiwe XpomaTtorpadii. - BBeieHHs1 3MiH NpoTArom 6-Tu MicAuiB
(25 wmr), a6o no 0,55 Lneuianbnpena nicnsa 3aTBepKEHHS. - 3MiHU | TUny - 3MiHK 3 AKOCTI.
mn (27,5 mr), abo no paTte M6X, A®I|. BupobHuLTBO. 3MiHa BUPOGHMKa
0,60 mn (30 mr) HimeuuunHa; BMXiHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
PO3UKHY Yy BMPOOBHWK, L0 BMKOPWCTOBYIOTLCS Y BUPOBHMYOMY npoueci AP, abo
nonepeaHb0 BignoBsigae 3a 3MiHa BMPOGHMKa (BKHOYatoun, fe HeobxigHo, Micue
3arnoBHeHOMY BMPOGHMLITBO npoBefeHHS KOHTPO/I0 skocTi) AP (3a BigCyTHOCTI
wnpwyj; no 1 nikapcbKoro cepTudikaTa BifnoBiAHOCTI EBponeiichbkiin papmakonei y
LINp1LYy pas3om i3 3acoby, 3aTBEPAKEHOMY [OCLE)(3MiHM [0 3axX04iB, NOB'A3aHUX 3
BOyg0BaHoO nepBUHHE KoHTponem A®l, abo JopaBaHHsA AinbHuUUI, e
iH'eKLiliHOO TO/IKO nakyBaHHs, NPOBOAMUTLCA KOHTPO/Ib/BUNPOBYBaHHSA cepii) -
B KOHTYPHOMY KOHTPO/b/BMNPO O0faBaHHA anbTepHATUBHOI AiNbHUL, BigNOBiAaNbHOT
YapyHKOBOMY 6yBaHHs cepii: 3a KOHTPO/Ib SIKOCTI Aito4yoi peyoBuHM — Oncomed
6nictepi; no 1 OHkoTek ®apma manufacturing a.s., Karasek 2229/1b, 62100 Brno
6nictepy B MpoaakwH Rechkovice, Yexis.
KapTOHHIli Kopoobui M6X,
HimeuuunHa,;
BMPOGHVIK, LLIO
BignoBigae 3a
BTOPWHHE
nakyBaHHS:
LteremaHH
JNoHpbepnakyHr
yHZ NoricTiwep
Cepsic e.K.,
HimeyunHa
170. | METPOBION renb Ans siceH no 20 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | 6e3 nionsea UA/11820/01/01
AEHTA ry Ty6ax dapmaueBTny dapmaueBTUyYHa TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma €
antomiHiesux; no 20 Ha habpuka habpuka hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
Iy Ty6i antoMiHieBIl; "Biona" "Biona" NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
no 1 Ty6i y nauui 3 [ANA MeAnYHOro 3acToCcyBaHHS
KapToHy; no 20 ry reHepuYHUX/TibpUAHMX/6ionoai6HNX NiKapCcbKUX 3aco6iB
Ty6ax namiHaHTHUX; nicns BHECEHHS Tiel caMoi 3MiHW Ha pedhepeHTHWI
no 20 ry Ty6i npenapar (3mMiHa He NoTpebye HagaHHA XOLHUX HOBUX
naMiHaHTHil, no 1 [0[aTKOBUX faHuX) 3MiHU BHECEHO A0 iHCTPYKUIT ANns
Ty6i y nauui 3 Me[MYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby y po3ainv
KapToHYy "MpoTunokasaHHa", "B3aemogis 3 iHWMMK NiKapCbKUMun
3aco6amu Ta iHWi BUAY B3aemogiii”, "Oco6mMBoCTi
3acTocyBaHHSA", "34aTHICTb BN/IMBATY Ha LUBUAKICTb
peakLuii Npn KepyBaHHiI aBTOTPaHCNOPTOM ab0 iHLUMK
MexaHismamu”, "Cnocib 3acTocyBaHHsA Ta 403mn",
"MepeposysaHHa", "MNMo6iyHI peakuii”" BifNOBIAHO A0
iHhopMauii o0 MeANYHOro 3aCTOCYBaHHS
pedrepeHTHOro nikapcbkoro 3acoby (METPOT T AEHTA,
renb AN AceH). BBeAeHHA 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarniagy (iHwi 3MiHu)
3MiHN BHECEHO [0 IHCTPYKLUiT AN MEeAUYHOTo
3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ain "MobiyHi
peaxuii” WoA0 BaXMBOCTI 3BITyBaHHA NPo NobiYHi
peakuii.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
171. | MIAPIATIKYM | kpanni ouHi 5 mr/mn Papma HimeuunH Papma LUTynbH HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/15635/01/01
-WUTYNbH Y | no 0,4 Mn y TO6WK- LWTyneH FM6X a v6X TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom

KpanenbHuuj; no 5
TIOOMK-KpanenbHLb,
3'eHaHNX y 6710K;
no 1 6noky (Ne5) B
aNOMIHIEBIN
ynakosLji abo no 6
6n10kiB ( Ne30 KOXHi
2 6n10kun B
aIlOMIHIEBIV
ynakosLi) abo no 12
610kiB (N2 60 KOXHi
2 6nokn B
anoMiHieBIl
ynakosLi) y
KapTOHHI nayuj; no
0,4 Mn y TIOOUK-
KpanesnbHuui; no 5
THOOKK-
KpanenbHuLb,
3'efHaHNX y 6/10K;
no 12 6nokis (Ne 60
KOXHi 2 6/10ku B
OMIHIEBIN

thapmakoHarnagy. BeefeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHNX AaHUX NPO cUcTemy
hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
Bi4NoBiga/IbHOI 3a 34jICHEHHST chapmakoHarnsay;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa Ans
3[iiCHEeHHs1 chapmakoHarnaay B YKpaiHi, AKLL0 BOHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06y, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHariaay (BK/IUakun KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-thaiina
cuctemu dhapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
0cobu 3asBHWMKa, BiANOBIAAILHOI 3a hapMakoHarnsg,
[itova pepakuis: Dr. Karl Luschmann. - MponoHoBaHa
pegakuisi: Dr. Michaela Bergmann. - 3MiHa KOHTaKTHUX
[aHVX YNOBHOBAaXEHOI 0COOU 3asBHMKa, BifnoBigaNbHOI
3a (hapmakoHarnag,. - 3MiHa KOHTaKTHOI 0cobu
3asBHVIKa, BigNoBiganbHOT 3a hapmakoHarnsag B YKpaiti.

[Oitova pepakuin: CowwHikoBa Anna MNeTpisHa /
Soshnikova Alla Petrivna - NponoHoBaHa peAakuis:
YaneHko OnekcaHgpa IropieHa / Chalenko Oleksandra
lhorivna. - 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3asBHVKa, BigNosiganbHOI 3a hapmakoHarnsag B YKpaii.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
ynakosBLi) y
KapTOHHIl nayuj; no
5 KapTOHHMX NayoK B
TepmonniBLji
172. | MIKON Kancynu no 250 mr; leTepo /1a63 IHais eTepo N1a63 IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/19601/01/01
no 10 kancyny Nimiteq Nimiten My - 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta peyernmom niosnsea
6nicTepi; no 10 thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTui €
6nictepiB y niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
KapTOHHIli Kopoobui [O/19 MeAUYHOro 3acTOCyBaHHS Ha NiAcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiod, abo sik pesynbTar
OLLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMoBiAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHNM OpraHom)
3MiHU BHECEHO [0 IHCTPYKLUIT AN MEeANYHOro
3acTocyBaHHA NiKapcbKoro 3acoby Ao po3ainy
"3acTocyBaHHS y nepiog BariTHOCTi abo roayBaHHs
rpyaAr” BignosigHo Ao pekomeHgauin PRAC. TepMmiH
BBEJEHHS 3MiH NPOTAroM 6 MicALiB nicas
3aTBEPAKEHHS.
173. | MIKO®IH® Tabnetkv no 250 wmr, HOBEN INAY TypeyuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/5305/02/02
no 4 Tabnetkn y CAHAI BE a CAHAI BE YTOUHEHHS peecTpauiliHoro Homepa B Hakasi MO3 peyenma
6nicTepi; no 1 TIIXKAPET TIOXAPET Ykpainu Ne 171 Big 28.01.2025 B npoLieci BHECEHHS
6nictepy y A.LL. A.LL. 3MiH (3MiHu | TMNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
KapTOHHIlA ynakoBLy; Ta (papmakoHarnsgy. 3mMiHu y KopoTkili xapakTepucTuL,i
no 14 tabnetok y NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
6nicTepi; no 1 abo 2 ONs MeAVYHOro 3aCTOCYBaHHSA
6nictepn y reHepuYHUX/riopmaHnx/6ionofibHMX Nikapcbknux 3aco6is
KapTOHHI ynakosL,i nicns BHECEHHs Tiel camoi 3MiHN Ha pediepeHTHWIA
npenapar (3miHa He NnoTpebye HafaHHSA XXOAHUX HOBUX
[0[aTKOBUX AaHWX) 3MiHU BHECEHO A0 IHCTPYKUIT ANns
Me[MYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby y po3ainv
"apmakonoriyHi BractusocTi”, "MpoTunokasaHHA",
"B3aemogis 3 iHWKMKN NiKapcbkumu 3acobamu Ta iHLi
BMAM B3aemogiit”, "Oco6/MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo rofyBaHHs
rpyaaro”, "3aaTHicTb BNAMBATY Ha LUBUAKICTb peakuil
npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLNMKN
MexaHismamu", "Cnoci6 3acTocyBaHHS Ta 4o3u",
"Mo6ivHi peakui™ 3rigHO 3 iHhopMaLieto Woa0
MEeAMYHOro 3aCTOCYBaHHS pethepeHTHOro NikapCbKoro
3acoby (Jlamisun, Tabnetku no 250 Mr). BBefeHHs 3MiH
NpoTArom 6-Tu MicALiB Nicna 3aTBepAkeHHs). Peaakuis
B Hakasi - UA/5305/01/01. BipHa pepakuis -
UA/5305/02/02.
174. | MOKCUDNOK | TabneTtku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a He UA/17766/01/01
CAUVH 060/10HKO10, Mo 400 "TexHonor" "TexHonor" My - 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta peyenmom nidsnsiea
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
mr; no 5 a6o no 7, thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi €
a6o no 10 Tabnetok niKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
y 6nicTepi; no 1 [O/19 MeMYHOro 3acTOCyBaHHS Ha NiAcTasi perynspHo
6nicTepy B nauui 3 OHOBJIHOBAHOTO 3BITY 3 6e3Mnekn Nikapcbkoro 3acoby, abo
KapTOHY JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk pesynsTtar
OLLiHKY 3BITY 3 AOC/iPKEHb, MPOBEAEHNX BifMOBIAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHUM OPraHom).
3MiHU BHECEHO [0 IHCTPYKLUIi AN MEeAUYHOro
3acTocyBaHHA NikapcbKoro 3acoby y po3ginu:
"Ocob6nmBocTi 3acTocyBaHHA", "Mo6iuHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aityoi
PEYOBVHM.
175. | MOKCU®JIOK | po3uuH ans iHdysii, TOB «TeBa YkpaiHa AT ®PAPMATEH Ipeuis BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a He UA/15803/01/01
CAUVH- 400 mr/250 mn, no YkpaiHa» TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom nionsiea
TEBA 250 MmNy h1akoHi; hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi €
no 1 a6o no 5, a6o NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
no 12 cpnakoHis y 4N MeMYHOro 3aCTOCYBaHHSA
Kopoou,i reHepuYHUX/riopuaHnx/6ionofibHMX Nikapcbkux 3aco6is
nicns BHECEHHS TiEl camoi 3MiHN Ha pediepeHTHWIA
npenapar (3miHa He NnoTpebye HafaHHSA XXOAHUX HOBUX
[0[aTKOBUX AaHWX) 3MiHU BHECEHO A0 IHCTPYKUIT Ans
MELMYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby y po3ainv
"®apmakonoriyHi BractTuBocTi", "B3aemogis 3 iHWyMm
nikapcbkrMKU 3acobamMu Ta iHLWi BUAY B3aemMogiii",
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iuHi peaxuii”
BiANOBIAHO A0 iHdhopMaLi WoA0 MeauyHoro
3acTocyBaHHA pehepeHTHOro Nikapcbkoro 3acoby
(ABENOKC, po3unH ans iHdpysiii). BBegeHHs 3MiH
NpoTArom 6-TM MicALiB Nic/1a 3aTBepAKEHHS
176. | MOHOCONT Kpansi O4Hi, pO34uH, Mikpo /labc IHais Mikpo /labc IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/20324/01/01
2%no5mny Nimiteq Nimiten TMny - 3MiHKU Wo[0 6e3nekn/edeKkTUBHOCTI Ta peyernmom niosnsea
pNaKoHi- thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuli €
KpanenbHuui; no 1 niKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
chnakoHy- [O/19 MeAUYHOro 3acToCyBaHHS Ha NiAcTasi perynsipHo
KpanenbHuLi B OHOB/IIOBAHOTO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
KapTOHHIli KopooLi nocnimkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiod, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iMKeHb, NPoBeAEeHNX BiANOBIAHO A0
nnaHy negiatpuyHux gocnimkers (PIP) (3miHy
Y3rOPKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHUM OPraHom).
3MiHV BHECeHO A0 [HCTpYKUii Ana MeguyHoro
3acTOoCyBaHHSA Nikapcbkoro 3acoby Ao po3ainis "Cnocib
3acTocyBaHHs Ta fo3n", "MobiuHi peakyji” Wwoao 6esnekn
3acTocyBaHHA fjlo40i pevyoBuHY fop30amif, BianoBigHO
00 pekomeHgauin PRAC.
177. | MOHTENYKA | TabneTku, BKpUTI AKKoOpA Monba BMPOGHULITBO IHgis/ BHECEHHS 3MiH 40 pPeeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a He UA/19125/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
CT M/1iBKOBOIO Xenckea nNiKapcbKoro Benuka TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpOGHMYOT peyenmom nionsiea
HEKCT®APM | o6onoHkotw, no 10 Moncka Cn. 3acoby, BpuTaHis/ OinbHUUI (BKNOYaouW AinbHULI Ana APl TpoMiKHOIo €
Mr, no 14 TabneTok 3.0.0. nepBrHHE Ta YropwmHa/ nNpoAyKTy abo roTOBOro NiKapcbKoro 3acoby, Ai/bHULL
y 6nictepi; no 2 BTOPWHHE Monbla AN NPOBefeHHsA NakKyBaHHs, BUPOOHNMKa,
6nicTepy y nauui nakyBaHHs, BiANOBiAaANLHOIO 3a BUMNYCK Cepiii, MicLie NpoBEAEHHS
KOHTPO/b SKOCTI KOHTPOIO cepii) abo nocTadyasibHMKa BUXIAHOTO
cepii: marepiany, peareHTy abo AOMOMIKXHOI peHOBVHYM (SKLLO
IHTac 3a3HayYeHo Yy OCbE) - BUSTYYEHHS] BUPOOHMYOT AiNbHULL

dapmacbloTikan
¢ Nimiteq, IHgjs;
BMPOBHULTBO
nikapcbKoro
3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI
cepii: IHTac
dapmacbloTikan
¢ Nimiten, IHajs;
foparkosa
OinbHUUSA 3
NepBUHHOIO Ta
BTOPWHHOIO
nakyBaHHS:
AKKOP[,
XEJICKEA
NIMITEA,
Benuvka
BpuTaHis;
Jopjatkosa
OinbHUUA 3
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHS:
AKKOP[-tOKEM
NIMITEA,
Benuvka
BpuTaHis;
KOHTPO/b IKOCTI:
SAPMABANIA,
nra.
MikpobionoriuHa
nabéoparopis,
YropLumHa;
KOHTPO/b IKOCTI:
€BpodoiHC
AHanitikan

BiANOBIAA/IbHOI 3a BUMYCK cepii-AKkopg, Xenckea
Nimiten, Benuka BputaHisi/Accord Healthcare Limited,
United Kingdom. 3anuwaeTbes 3aTBEpKEHN
BMPOGHWK BiANOBIAANbHUIA 32 BUNYCK cepii-AKkopa,
Xenckea Moncka Cn. 3 0.0. Cknag Imnoptepa, MNonbLia/
Accord Healthcare Polska Sp. z 0.0. Magazyn Importera,
Poland. 3miH1 BHECEHO B iHCTPYKLiO 415 MeAUYHOTOo
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3zinm
"Brpo6HMK", "MicLe3HaxomKeHHs BUPOGHMKa Ta agpeca
MiCLS NPOBaKEHHS 10ro AisiNbHOCTI" y 3B'A3KY 3
BUTyYEHHAM BUPOOHMNYOT AiNbHWL, SK HACNIAOK -
BU/TYYEHHSA TEKCTY MapKyBaHHSA yNakoBOK /iKapCbKoro
3acoby. BBefeHHA 3MiH NPOTAroM 6-Tu micsuis nicns
3aTBEPAKEHHS.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Cepgices
XaHrepi K.,
YropLumHa;
BiANOBiAa/IbHNI
3a BUNYCK cepil:
AKKoppg, Xenckea
Moncka Cn. 3
0.0. Cknag,
Imnoprepa,
MonbLa

178.

HAKOM®

Tabnetku, 250 mr/25
Mr;

no 10 Tabnetok y
6nictepi; no 10
6nictepiB y
KapTOHHIli KopoobLi

CaHpo3
dapmacbloTika
n3 a.a.

CnoseHisi

KOHTpONb cepil
(nmwe
MiKpobiosoriyHm
11), BUNyCK cepili:
Nex
dapmaueBTUyHa
KoMnaisa 4.4.,
CnoBeHis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHSl,
BMNYCK Cepil:
INex
PapmaLeBTUYHa
KoMnaHis 4. 4.,
CnoseHis;
BVMPOGHMLTBO in
bulk, nepeuHHe
Ta BTOPVHHE
nakyBaHHSl,
KOHTpOsb cepii
(okpim
MiKpO6ionorivyHO
ro):
Hosapric
dapmacbloTikan
MaHythakTypyHr
NNC, CnoseHis

CnoseHisi

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHN
y BUpOGHMLTBI. 3amMiHa abo BBeAEHHSA 40AATKOBOI
LOiNbHUL BUPOBHULITBA A1 YACTUHN a0 BCbOro
BMPOBHMYOrO NpoLEeCy roTOBOTO JiKapCbKOro 3acoby
(@inbHUUA ANS NEPBMHHOIO NakyBaHHS) - [logaBaHHSA
BMPOGHMKA BiANOBIAaIbHOIO 3a NEPBUHHE NaKyBaHHS:
Jek ®apmaueBTuyHa komnania 4.4. (Tpimaidi 24, 9220
NeHpaBa, CnoseHis) / Lek Pharmaceuticals d.d. (Trimlini
2d, Lendava, 9220, Slovenia). 3MiH/ BHECEHO B
IHCTPYKLi0 4715 MeAMYHOro 3aCTOCyBaHHS y po3ginn
"Brpo6HuMK" Ta "Micue3HaxomKeHHs BUPOOHUKa Ta
agpeca MicLsi NpoBapKeHHs oro fisnbHOCTI" y 3B'A3KY 3
BBEAEHHAM [0AATKOBOI BUPOBGHMYOT AiNbHULI Ta SK
HacnifokK - BiANOBIAHI 3MIHW y TEKCTI MapKyBaHHS
ynakoBKM NikapCbKoro 3acoby. BBegeHHs 3MiH NpoTArom
6-Tv MicALiB Nicnsa 3aTBepKEHHS. 3MiHU | TNy - 3MiHK
3 AKocCTi. FoTOBMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOBOHULTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHULI BUPOBHMLTBA 19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(ginbHUUSA AN BTOPUHHOIO NakyBaHHSA) - JloaaBaHHSA
BMPOOHUKA BifMNOBIfa/IbHOMO 38 BTOPVMHHE MakKyBaHHS:
ek ®apmaueBTMYHa komnania 4.4. (Tpimaidi 24, 9220
Nenpasa, CnoseHis) / Lek Pharmaceuticals d.d. (Trimlini
2d, Lendava, 9220, Slovenia). 3mMiH/ BHECEHO B
IHCTPYKLUiO 4151 MeANYHOTO 3aCTOCYBaHHSA Y PO34inu
"BUpobHUMK" Ta "Micue3HaxoxeHHs BUPOOHMKa Ta
agpeca Micusi NPoOBaKEHHS 0T0 AisNbHOCTI" Y 3B'A3KY 3
BBEAEHHAM [0AATKOBOI BUPOGHMYOT AiNbHULI Ta SK
HacnigokK - BIANOBIAHI 3MiHN y TEKCTi MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. BBeAeHHS 3MiH NpOTArom
6-Tn MicALiB NicnsA 3aTBepKEHHS. 3MiHu | Tiny - 3MiHK
3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTIO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, LLLO
BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He

3a
peyenmom

He
niosnsea
€

UA/9134/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

BK/THOHAK0UN KOHTPO/Ib/BUNPO6YBaHHSA cepil. [logasaHHs
BMpOo6HUKa BiANOBIAA/ILHOIO 3a BUMYCK cepii: Jlek
dapmaueBTMyHa KomnaHia 4.4. (Tpimnini 24, 9220

NeHpaBa, CnoseHis) / Lek Pharmaceuticals d.d. (Trimlini

2d, Lendava, 9220, Slovenia). 3MiH/ BHECEHO B
IHCTPYKLi0 A8 MeANYHOro 3aCTOCyBaHHS Yy po3finv
"Brpo6HuMK" Ta "Micue3HaxomKeHHs BUPOOHUKa Ta
agpeca MicLs NpoBafpKeHHs oro fisnbHOCTI" y 3B'A3KY 3
BBEAEHHAM [04AaTKOBOI BUPOBHWNYOT AiNbHULI Ta AK
HacnifokK - BiANOBIAHI 3MIHM y TEKCTI MapKyBaHHS
ynakoBKM NiKapCbKoro 3acoby.

BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBep/MKeHHs. 3MiHu | Tuny - 3MiHW WoAo
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnagy (iHLwi
3MiHW). 3MiHN BHECEHO Y TEKCT MapKyBaHHSA NepPBUHHOI
(n. 6) Ta BTOpUHHOI (n. 8, 11, 14 Ta 17) ynakoBku
niKapcbKoro 3acooby.

BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEepKEHHSA. 3MiHM | TNy - AgMIHICTPaTUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO JliKapCbKoro 3acoby, BK/IOYaoUn AilbHUL
BMNYyCKy cepii abo MicLe NpoBefeHHS KOHTPO/IO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BUPOGHMK/iMNopTep, He
BK/THOYA0UM BUMYCK Cepiii) - 3MiHa Ha3BW, agpecun
(nowToBoro iHAeKcy) Ta hyHKLi BUPOOHWMKa, L0
BiNOBIAAE 3a NOBHWIA Lk BUPOGHULTBA 3 "/lek
dapmaueBTUYHA KOMMNaHis 4.4., Beposlikosa 57,
MobnsaHa 1526, CnoeeHis” ("Lek Pharmaceuticals d.d.,
Verovskova 57, Ljubljana 1526, Slovenia") Ha "HoBapTic
dapmacbtoTikan MaHnydaktypuHr J1/1C, Byn.
BeposLkoBa 57, /ltobnsHa 1000, CnoseHis" ("Novartis
Pharmaceutical Manufacturing LLC, Verovskova ulica
57, Ljubljana 1000, Slovenia") 3 dpyHkujisiMu:
BUPO6HMUTBO in bulk, nepBMHHE Ta BTOPUHHE
nakyBaHHSs, KOHTPO/Ib cepii (OKpiM MiKpoG6ioNoriYHOro).
dakTUYHe MicLe3HaxoMKeHH BUPOOHMKA He 3MIHUIOCS.
®YHKLT KOHTPOJTO cepii (MIKPOBGIONOriUHMI KOHTPO/Ib) Ta
BUNYCKY cepil i Hafani BUKOHYBaTVMYTbCSA KOMMNaHieo
"Mlek ®apmaLeBTMYHA KOMNaHis 4.4., By/n. BepoBLukoBa
57, MobnsHa 1526, CnoseHist" ("Lek Pharmaceuticals
d.d., Verovskova ulica 57, Ljubljana 1526, Slovenia").
3MiHN BHECEHO B iIHCTPYKL,iIO 415 MeAnyYHOro
3aCTOCYBaHHSA NMikapcbkoro 3acoby y po3gain
"Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus
NMPOBaPKEHHS OT0 AiS/IbHOCTI" Ta AK HACMIAOK - Y TEKCT
MapKyBaHHs yNakoBKW Nikapcbkoro 3acoby. BeegeHHs
3MiH NpOTArom 6-Tn MicAUiB NicNs 3aTBEPKEHHS.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
179. | HEBINET®MNN | TabneTtku, BKpUTI MeHapiHi Nokcemby Brpo6HMUTBO HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/15245/01/01
HOC 5/12,5 N/1iBKOBOIO IHTepHeLLoHan pr "in bulk”, My - 3MiHK Woa0 6e3nekn/eddekTMBHOCTI Ta peuyenmom
0600HKO0, Mo 14 OnepefioHe KOHTpO/b cepii: hapmakoHarnsgy. BHeceHHst abo 3miHa(v) fo
Tabnetok y 6nictepi; Nrokcembypr BEP/IIH-XEMI 3060B'A3aHb Ta YMOB Buadi peecTtpauiiHoro
no 1 a6o 2 6nictepu C.A. Al', HimeuunHa, NoCBigYEeHHs, BKtoYatoum MnaH ynpasniHHA prsmkamu
Y KapTOHHii Kopobuj Brpo6HMUTBO (iHWi 3MiHK). 3asSBHWKOM Haj@aHO OHOBMEHWIA MnaH
"in bulk", ynpaBniHHA pu3vikamu Bepcist 2.0. 3MiHWM BHECEHO A0
nakyBaHHs, yacTuH: | «3aranbHa iHhopmauis», Il «Cneuundikadis 3
KOHTPO/b Ta 6e3nekn», I «MnaH 3 hapmakoHarnsgy», V «3axoau 3
BMNYCK Cepil: MiHimi3aLii pusunkiB», VI «Pe3tome nnaHy ynpasniHHA
MeHapiHi-®oH pusnkamm», VIl «logatkny» y 38’A3Ky 3 BUAANEHHSAM BCiX
XeipeH Mm6X, npo6sime 3 6e3neku, Lo He NOTPebyTb A0AAaTKOBUX
HimeuuunHa; 3ax04iB 3 MiHMi3aLjii pu3nkiB un 3 hapmakoHarnsgy Ha
KiHueBe nigctasi pekomeHaauin EMA/164014/2018 Rev.2.0.1
nakyBaHHs, BignosigHo Ao GVP Module V Rev.2. Pestome Mnany
KOHTPO/Ib Ta ynpasniHHA pusnkamu sepcisa 2.0 fofaeTbes.
BUNYCK cepil:
BEPNIH-XEMI
Al, HimeuunHa
180. | HIBECTUM PO34MH ANS iH'eKLit Mdpaiizep CWA BUNYCK cepil, Xopsaris/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/15455/01/02
abo iHdysiii no 30 Eiu.Ci.Mi. BMPOGHMLTBO "in Benbris MRy - 3MiHM 3 AKOCTi. OTOBWMIA NikapCbkuMin 3aci6. peyenmom
mnH O/ (300 KopnopeWiLH bulk", koHTposb CucTema KoHTeliHep/3aKynoptoBasibHWIA 3aci6 (iHLWi

Mkr)/0,5 mn; no 0,5
M1y nonepeaHbLo
3anoBHEHOMY
wnpuui (I knacy)
micTkicTio 1 mni; no 1
abo 5 nonepegHb0
3anoBHEHUX
LwnpuuiB y 6nictepi
Y KapTOHHIi nayui

cepil y npoueci
BMPOGHMLTBA,
TecTyBaHHSA
BUNYyLLEHOT
cepii,
TecTyBaHHSA
ctabinbHoCTI,
TecTyBaHHs
CTEpPUSIbHOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
XOCHMIPA
3ArPEB 4.0.0.,
XopBaris;
KOHTPO/b SIKOCTI,
TecTyBaHHs
BUNyLLEeHoT
cepii,
TecTyBaHHs
CTabiNbHOCTI:
SGS a6
CarimoH CA,
Benbris

3MiHK). 3MiHK B yMOBax cTepunisauii wnpuuis ans
nonepeAHbLOro 3anoBHEHHS, a caMe 3MiHa KOHLeHTpawii
eTuneHy okcmay Big 680 mr/n go 6nmnsbko 500 mr/n 3
METOI0 3MEHLLEHHS HeraTMBHOTO BN/IMBY Ha
HaBKO/MLLUHE cepepoBuLe. 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BuUNpobysaHHsA APl abo BMXiAHOrO
marepiany/npomMiKHOr0 NPoAyKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCS Y NpoLieci BUpo6HuLTBa ADI
(He3HauHi 3MiHW y 3aTBEPKEHNX MeToAax
BMNPOGYBaHHS). BunyyeHHs eTany CyLUiHHS renio y
reNb-eNekTpodropesHOMy MeToAi BU3HAYEHHS
hinrpactTumy B npoueci BUPOBHULITBA, OCKI/IbKM cucteMa
CkaHyBaHHS1 [O3BO/ISIE aHasi3yBaTy BOMIOTWN resib nicns
enektpodpopesy. 3MiHn | Tuny - 3MiHK 3 aKkocTi. AdI.
KoHTposnb A®I. 3miHa y MeToAax BunpobysaHHs AdPI
abo BMXigHOro marepiany/npomikHoro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLECi
BMpO6HULUTBA AP| (HE3HAYHI 3MiHW Y 3aTBEpPKEHNX
MeTodax BUNpobyBaHHs). He3HauyHa 3MiHa y meTogi
BMnpo6yBaHHA A®I (IEF), a came BUny4YeHHs eTany
CYLUIHHSA refito y resib-eNnekTpopopesHoMy MeTogi
KOHTPO/O RiNIrpacTUmMy, OCKi/IbKM cucTema CKaHyBaHHS
[103BO/ISIE aHai3yBaTV BOOTUIA reflb nicns
enekTpogopesy.
3MiHn | TMNY - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii 3acib.
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n/n

JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

181.

HIBECTUM

PO34MH ANS iH'eKLit

CWA

3MiHu y BUPOGHMUTBI. 3MiHN BUNpobyBaHb abo
O0NyCTUMUX MeX, BCTAHOBJ/IEHUX Y cneumdikauisx, nig
Yyac BUPOOHULTBA FOTOBOrO MiKapcbKoro 3acoby (iHLwi
3MiHM). 3MiHa BUNpobyBaHHSA nif, Yyac BMpo6HMuTBa MN13,
a came Buy4veHHs TecTy «Container Closure integrity
test». 3miHun | TMny - 3miHK 3 akocTi. A®I. KoHTponb AdI.
3MiHa y meTogax BunpobyBaHHs A®| abo BuxigHoro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPWCTOBYETbLCA Y NpoLieci BUpobHuuTea AdI
(He3HauHi 3MiHN y 3aTBEPKEHNX MeToAax
BUNPOBYBaHHSA) - He3HauHa 3MiHa y MeToaj
BunpobysaHHA A®| (SDS-PAGE), a came BUyYEHHS
eTany CyLUiHHS refio y renb-eNekTpodropesHomMy MeTogi
KOHTPONIO chinrpacTmy, OCKifIbKM CUCTEMA CKaHyBaHHS
[l03BOJISIE aHaNi3yBaTW BOSIOTWIA renb nicns
eniekTpodiopesy.

nocsBi0YeHHs

a60 iHgysin no 48
mnH O/ (480
Mkr)/0,5 mn; no 0,5
M1y nonepeaHbLo
3anoBHEHOMY
wnpuui (I knacy)
micTkicTio 1 mni; no 1
abo 5 nonepegHb0
3anoBHEHUX
wnpuuiB y 6nictepi
Y KapTOHHIi nayui

Mdpaiizep
Eiu.Ci.Mi.
KopnopeWiLwH

BUNYCK cepil,
BMPOGHMLTBO "in
bulk", koHTposb
cepil y npoueci

BMPOGHMLTBA,
TecTyBaHHSA
BUNYyLLEHOT

cepii,

TecTyBaHHSA

ctabinbHoCTI,

TecTyBaHHs
CTEpPUIIbHOCTI,

nepBuHHe Ta

BTOPUHHE
nakyBaHHS:
XOCHMIPA
3ArPEB 4.0.0.,
XopBaris;
KOHTPO/b SIKOCTI,

TecTyBaHHs

BUNyLLEHOT

cepii,
TecTyBaHHs
CTabiNbHOCTI:

SGS a6

CarimoH CA,
Benbris

Xopsaris/
Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
MRy - 3MiHM 3 AKOCTi. OTOBWMIA NikapCbkunin 3aci6.
CucTema KoHTeliHep/3aKynoptoBasibHWIA 3aci6 (iHLWi
3MiHK). 3MiHK B yMOBax cTepunisauii wnpuuis ans
nonepeAHbLOro 3anoBHEHHS, a caMe 3MiHa KOHLeHTpawii
eTuneHy okcmay Big 680 mr/n o 6nmnsbko 500 mr/n 3
METOI0 3MEHLLEHHS HeraTMBHOTO BN/IMBY Ha
HaBKO/MLLUHE cepepoBuLe. 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BuUnNpobysaHHsA APl abo BMXiAHOMO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCS y NpoLieci BUpo6HuLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTofax
BMNPOGYBaHHSA). BunyyeHHs eTany CyLUiHHSA renio y
reNb-eNekTpodropesHOMy MeToAi BU3HAYEHHS
hinrpactTumy B npoueci BUPOBHULITBA, OCKI/IbKM cucteMa
CkaHyBaHHS1 [O3BO/ISIE aHasi3yBaTy BOMIOTWN resib nicns
enektpodpopesy. 3MiHn | Tuny - 3MiHK 3 akocTi. AdI.
KoHTposnb A®L. 3miHa y MeToax BunpobysaHHsA AdPI
abo BMXigHOro marepiany/npomikHoro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLECi
BUpO6HULUTBA AP| (HE3HAYHI 3MiHW Y 3aTBEpKEHNX
MeTodax BUNpobyBaHHs). HesHauyHa 3MiHa y meTogi
Bunpo6yBaHHA A®I (IEF), a came BUy4YeHHs eTany
CYLUIHHSA refito y resib-eNnekTpopopesHoMy MeTogi
KOHTPO/O RiNIrpacTUmMy, OCKi/IbKM cucTema CKaHyBaHHS
[103BO/ISIE aHai3yBaTV BOOTUIA reflb nicns
enekTpogopesy.
3MiHn | TURY - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMUTBI. 3MiHN BUNpobyBaHb abo
O0NyCTUMUX MEX, BCTAHOBJ/IEHMX Y cneumdikauisx, nig

4yac BMpOOHULTBA FOTOBOrO MikapcbKoro 3acoby (iHuwi

3a
peyenmom

UA/15455/01/03
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n/n

JliKapcbK0O20
3acoby

(nikapcbka chopma,
ynakoska)

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

182.

HIBECTUM

PO3YMH ANS iH'eKLit

Mdpaiizep

CWA

a came Buy4veHHs TecTy «Container Closure integrity

3MiHa y meTogax BunpobyBaHHs A®| abo BUxigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuuTea AdI
(He3HauHi 3MiHN y 3aTBEPKEHNX MeToAax
BUNPOBYBaHHS) - He3HauHa 3MiHa y MeTopaj
BunpobysaHHA A®| (SDS-PAGE), a came BUyYEHHS
eTany CyLUiHHS refio y renb-eNekTpodropesHomMy MeTogi
KOHTPOIO chinrpacTmy, OCKifIbKM CUCTEMA CKaHyBaHHS
[l03BOJISIE aHaNi3yBaTW BOMIOMWA renb nicns
eniekTpodiopesy.

3MiHM). 3MiHa BUNpobyBaHHSA nif, Yyac BMpo6HMuTBa MN13,

test». 3miHun | TMny - 3miHK 3 AkocTi. API. KoHTponb AdI.

nocsBi0YeHHs

abo iHdysiri no 12
mnH O/ (120
Mkr)/0,2 mn; no 0,2
My nonepegHbLo
3anoBHEHOMY
wnpuui (I knacy)
micTkicTio 1 mni; no 1
nonepeaHbLO
3anoBHEHOMY
wnpuy y énictepiy
KapTOHHI/ navu,i

Eiu.Ci.Mi.
KopnopeWLH

BUNYCK cepil,
BMPOGHMLTBO "in
bulk", koHTposb
cepil y npoueci

BMPOGHMLTBA,

TecTyBaHHSA

BUNYyLLEHOT

cepii,

TecTyBaHHSA

ctabinbHoCTI,

TecTyBaHHs
CTEpPUIIbHOCTI,

nepBuHHe Ta
BTOPUHHE
nakyBaHHS:

XOCHMIPA
3ArPEB 4.0.0.,
XopBaris;
KOHTPO/b SKOCTI,

TecTyBaHHs
BUNyLLEHOT
cepii,
TecTyBaHHs
CTabiNbHOCTI:

SGS a6

CarimoH CA,
Benbris

Xopsaris/
Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
MRy - 3MiHM 3 AKOCTi. OTOBWMIA NikapCbkunin 3aci6.
CucTema KoHTeliHep/3aKynoptoBasibHWIA 3aci6 (iHLWi
3MiHK). 3MiHK B yMOBax cTepunisauii wnpuuis ans
nonepeAHbLOro 3anoBHEHHS, a caMe 3MiHa KOHLeHTpawii
eTuneHy okcmay Big 680 mr/n o 6nmnsbko 500 mr/n 3
METOI0 3MEHLLEHHS HeraTMBHOTO BN/IMBY Ha
HaBKO/MLLUHE cepepoBuLe. 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BunNpobysaHHsA APl abo BMXiAHOrO
marepiany/npomMiKHOr0 NPoAyKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCS y NpoLieci BUpo6HuLTBa ADI
(He3HauHi 3MiHW Y 3aTBEPKEHNX MeTofax
BMNPOGYBaHHS). BunyyeHHs eTany CyLUiHHSA renio y
reNb-eNekTpodropesHOMy MeToAi BU3HAYEHHS
hinrpactTumy B npoueci BUPOBHULITBA, OCKI/IbKM cucteMa
CkaHyBaHHS1 [0O3BO/ISIE aHai3yBaTy BOMIOTWN resib nicns
enekTpodpopesy. 3MiHn | Tuny - 3MiHK 3 akocTi. AdI.
KoHTposnb A®I. 3miHa y MeToAax BunpobysaHHs AdI
abo BMXigHOro marepiany/npomikHoro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLECi
BUpO6HULUTBA AP| (HE3HAYHI 3MiHW Y 3aTBEpPIKEHNX
MeTodax BMNpobyBaHHs). HesHauHa 3MiHa y meTogi
Bunpo6yBaHHA A®I (IEF), a came BUy4YeHHs eTany
CYLUIHHSA refito y resib-eNnekTpogpopesHoMy MeTogi
KOHTPO/O QRiNIrpacTUmMy, OCKi/IbKM cucTema CKaHyBaHHS
[103BO/ISIE aHai3yBaTV BOOTUIA reflb nicns

enekTpogopesy.
3MiHn | TURY - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMUTBI. 3MiHN BUNpobyBaHb abo
O0NYyCTUMUX MeX, BCTAHOBJ/IEHMX Y cneumdikalisx, nig
Yyac BMPOOHULTBA FOTOBOrO MiKapCbKOoro 3acoby (iHwi
3MiHM). 3MiHa BUNpobyBaHHSA nif, Yyac BMpo6HMuTBa MN13,
a came Buy4YeHHs TecTy «Container Closure integrity

test». 3miHun | Tmny - 3miHK 3 skocTi. A®I. KoHTponb AdI.

3a
peyenmom

UA/15455/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3MiHa y meTogax BunpobyBaHHs A®| abo BuxigHoro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wwo
BMKOPVCTOBYETbLCA Y NpoLieci BUpobHuuTea AdI
(He3HauHi 3MiHN y 3aTBEPKEHNX MeToAax
BUNPOBYBaHHSA) - He3HauHa 3MiHa y MeTopaj
BunpobysaHHsA A®| (SDS-PAGE), a came BUyYEHHS
eTany CyLUiHHS refio y renb-eNekTpodropesHomMy MeTogi
KOHTPOIO chinrpacTmy, OCKifIbKM CUCTEMA CKaHyBaHHS
[l03BOJISIE aHaNi3yBaTW BOSIOTWIA renb nicns
eniekTpodiopesy.
183. | HI®EAQUNIH- TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/4738/02/01
AAPHNUA 060n0HkKo0, Mo 10 "®apmaueBTu "®GapmaueBTnUH BUMNpPaBIEHHS TEXHIYHUX NOMUSIOK 3rigHO N.2.4. po3giny peyenmom
mr; no 10 Tabnetok yHa hipma a hipma VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne 426 (y
Y KOHTYpHil "OapHuus” "NapHuus” pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460),
YapyHKOBIli O0NyLeHNX Npu NPOBEAEHHI Npoueaypy nepepeectpaii
ynakosui; no 5 (PM NeUA/4738/02/01; Haka3z MO3 YkpaiHu Big,
KOHTYPHUX 08.05.2014 p. Ne313) B cneuudpikauii 13 3a
YapyHKOBMX nokasHukom «laeHtudikauis B». 3azHaueHe
yMakoBOK B MmayLli BMMpaB/iIeHHS BiAnoBigae apxiBHUM maTepianam
peecTpauiiHOro A0CkE, OCKINIbKM B METOAUL
BMNPOGYBaHHA B METOAAX KOHTPO/II0 HaJaEeTbCs BipHa
pefakuis po34nHy nopiBHAHHSA(d), L0 Npn3BOANTL A0
pi3HOUMTaHHSA B MeXax OfHOro [OKyMeHTa
184. | HOBIPUH Tabnetku no 500 wmr; AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHnx MmaTepiasis: 3MiHn | 6e3 UA/12436/01/01
no 10 Tabnetok y "KNIBCbKW "KNIBCbKWI TNy - 3MiHK 3 sikocTi. A®l. BUpo6HMLTBO. 3MiHM B peuenma
6nictepi; no 2 abo BITAMIHHUIA BITAMIHHUIA npoueci BUpobHuuTea AP (iHLWi 3MiHK) 3MiHW Y Npoueci
no 4 6nictepu B 3ABOL" 3ABOA" BMpo6HULUTBa AP, a came Ha cTagii 1. oTpUMaHHsa coni
nauui 1-avMeTuNamMiHo-2-nponaHon-4-aueTamifo6eH30HOoI
KMCNOTU BBEAEHO hinbTpaLito peakuiiiHoi Macy nepep,
OXOJIOMKEHHSAM.
185. | HOBIPUH Tabnetkv no 500 wmr; AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/12436/01/01
no 10 TabneTok y "KNIBCbKM "KNIBCbKWI !Ny - 3MiHK LoA0 6e3nekn/edeKTMBHOCTI Ta peuyenma
6nicTepi; no 2 abo BITAMIHHUIA BITAMIHHUIA thapmakoHarnsgy. BeegeHHs abo 3amiHn go
no 4 6nictepu B 3ABO" 3ABOA" y3araslbHeHNX faHux nNpo cuctemy dpapmakoHarnsgy

nauuj

(BBEAEHHSA Y3arasIbHEHUX JaHWX NPO cucTemy
hapMakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsay;

KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3assHVKa A1s
34iicHeHHs chapmakoHarniagy B YKpaiHi, SKLL0 BOHA
BiAMiHHa Bif, yNOBHOBaXeHOI 0cO6M, BiANOBIAA/ILHOI 32
3pjiicHeHHst hapmakoHarnaay (BKYayy KOHTaKTHi
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaina
cuctemn dhapmMakoHarnsgy). 3MiHa yrnoBHOBaXKeHO|
0cobu 3asBHKKa, BiANOBIAaILHOI 3a thapMakoHarnsg,

Litoua pepakuisi: Konsiga Biktopist BikTopiBHa.

MponoHoBaHa pepakuisi: babvka AmMuTpo AHaToniioBuy.
3MiHa KOHTaKTHMUX AaHnX YNOBHOBAXEHOI 0CO6U
3as1BHMKA, BiNoBiAa/IbHOI 32 dhapMakoHarnsg.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
186. | HOBIPUH Tabnetkun no 1000 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/12436/01/02
®OPTE Mr no 10 Ta6netoky | "KUIBCbKUN "KNIBCbKWN TNy - 3MiHK WOA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi; no 3 a6o BITAMIHHWIA BITAMIHHWNIA thapmakoHarnsay. BeeaeHHs a6o 3MiHu 10
no 4 6nictepu B 3ABO4" 3ABOA" y3arasibHeHVX AaHnX Npo cucTemMy hapmakoHarnsgy
naui (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iliCHEHHA hapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa Ans
3pjiicHeHHs hapmakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0co6y, BiANOBIAA/IbHOI 3a
3[iiCHEeHHs1 hapMakoHariaay (BK/IUYakuM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLEHHI MacTep-haiina
cuctemn hapmakoHarnsgy) 3miHa ynoBHOBaXeHO
0cobu 3asBHUKa, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[itoua pepakuin: Konsga Biktopis BikTopiBHa.
MponoHoBaHa pepakuis: babvika AmnTpo AHaToniioBuy.
3MiHa KOHTaKTHUX JaHuUX YNOBHOBaXXEHOT 0cobun
3asBHMKA, BiANOBIAaIbHOI 3a hapmakoHarnsg,
187. | HOPMOBEH TabneTku, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/4475/01/01
NNiBKOBOIO "KNIBCbKM "KNIBCbKWI TNy - 3MiHK WOA0 6e3nekun/eddeKTUBHOCTI Ta peuenma
060710HKOI0 10 10 BITAMIHHWIA BITAMIHHWNIA thapmakoHarnsay. BeegeHHs abo 3MiHM 10
Tabnetok y 6nictepi; 3ABOA" 3ABOA" y3arasibHeHVX AaHnX Npo cucTemMy hapmakoHarnsay
no 3 abo 6 6nictepis (BBEAEHHSA y3ara/ibHEHNX AaHUX MPo cuctemy
y mauui; no 12 hapmMakoHarniagy, 3mMiHa ynoBHOBaXXEHOT 0cobwm,
Tabnetok y 6nictepi; BiANOBIAa/IbHOI 3a 34iicCHEHH:A hapmakoHarnsagy;
no 5 6nictepis y KOHTaKTHOT 0CO6U 3 chapMakoHarnsgy 3asBHuUKa Ans
nauuj 3fjiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 3a
3[iiCHEeHHs1 hapMakoHarisay (BK/IUYaUM KOHTaKTHI
OaHi) Ta/abo 3miHM y po3MilLeHHi MacTep-thaina
cuctemn hapmakoHarnsgy) 3miHa ynoBHOBaXeHO|
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[itoua pepakuin: Konsga BikTopis BikTopiBHa.
MponoHoBaHa pepakuis: babvka AmnTpo AHaToniioBuy.
3MiHa KOHTaKTHUX faHWX YNOBHOBaXEHOT 0cObun
3asBHMKA, BiANOBIAaIbHOI 3a thapmakoHarnsg
188. | HOPMOIPEC | Tabnetku no 10 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/3668/01/01
TabneTok y "KNIBCbKM "KNIBCbKWI TNy - 3MiHK WOA0 6e3nekun/eddeKTUBHOCTI Ta peyenmom
6nictepax; no 10 BITAMIHHWIA BITAMIHHWIA thapmakoHarnsay. BeeaeHHs a6o 3MiHM 10
Tabnetok y 6nictepi; 3ABO4" 3ABOA" y3araslbHeHNX faHux npo cuctemy dpapmakoHarnsgy

no 2 6nictepu y
nauuj

(BBEAEHHS Y3ara/IbHEHUX AaHWX NPO cUCTeMy
hapMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy;

KOHTaKTHOI 0cO6U 3 chapMakoHarnsay 3asBHvKa o1s
3fjicHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHa BiJ, yNOBHOBaXeHOI 0c06W, BiANOBIAA/IbHOI 32
3[jiCHEeHHs1 hapMakoHarisay (BK/UYaUM KOHTaKTHI
OaHi) Ta/abo 3MiHM Yy po3MilLeHHiI MacTep-thaina
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cuctemu hapmakoHarnsgy) 3miHa ynoBHOBaXKeHO
0cobu 3as1BHUKa, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[itoua pepakuin: Konsga Biktopis BikTopiBHa.
MponoHoBaHa pepakuis: babvika AmMnTpo AHaToniioBuy.
3MiHa KOHTaKTHUX faHuX YNOBHOBaXXEHOT 0CObu
3asBHMKA, BiANOBIAaIbHOI 3a thapmakoHarnsg,

189.

O/NNCAMPEC®

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, M0 20
mr, no 10 TabneTok
y 6nictepi, no 3
6nicTepn y nauui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT

"KNIBCbKWN

BITAMIHHWA
3ABOA"

Ykpaina

BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX JaHnxX npo cuctemy dpapmakoHarnsgy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTeMy
hapmMakoHarniagy, 3MiHa ynoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A dhapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa Ans
3fjiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeEHOI 0C06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarisay (BK/HUYaUM KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaina
cmucTemMu chapmakoHarnagy). 3miHa ynoBHOBaXKeHOoT
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[itoua pepakuin: Konsga BikTopis BikTopiBHa.
MponoHoBaHa pepakuis: babvka AmnTpo AHaToniioBuy.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT 0CObu
3asBHVKa, BifNoBifaNbHOI 3a hapmakoHarnsg.

3a
peyenmom

UA/20218/01/01

190.

O/NNCAMNPEC®

TabneTku, BKpUTI
nniBKOBOKO
060/10HKO10, M0 40
mr, no 10 TabneTok
y 6nictepi, no 3
6nicTepy y nauui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT

"KNIBCbKWN

BITAMIHHWA
3ABOA"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn go
y3arasibHeHVX faHunx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3arasIbHEHUX JaHWX NPO cucTemy
hapMakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsagy;
KOHTaKTHOI 0Cco6U 3 thapmakoHarnsgy 3assHvKa Ans
3fjicHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
BiIMiHHa BiJ, yNOBHOBaX€EHOI 0C06W, BiANOBIAA/IbHOI 32
3[jiCHEeHHs1 hapMakoHarisay (BK/IUYaUM KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cuctemn dhapmakoHarnsgy). 3MiHa yrnoBHOBaXKeHO|
0cobu 3as1BHMKA, BIANOBIAALHOT 32 hapmakoHarnsg.
[itoua pepakuin: Konsga BikTopis BikTopiBHa.
MponoHoBaHa pepakuis: babvka AmMnTpo AHaToniioBuy.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT 0CO6M
3asBHVKa, BifNoBifanbHOI 3a hapmakoHarnsg.

3a
peyenmom

UA/20218/01/02

191.

OPANTEK
(MOHOANEP
FEH)

cnpei
cy6niHrBanbHM
30000 TO; no 9 mny
dhnakoHi, no 2
pNakoHu 3
Hacafkomw 3

IHMYHOTEK,
C.n.

Icnanis

IHMYHOTEK,
C.n.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTeMy
cdhapMakoHarssgy, 3MiHa YNoBHOBaXXEHOI 0cobu,

3a
peyenmom

UA/17857/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
NMOBOPOTHUM BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy;
HOCVKOM, LU0 KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa Ans
obnagHaHa 3pjiicHeHHs hapmakoHarnagy B YkpaiHi, K0 BOHa
BOYy[0BaHNM BiAMiHHa Bif, yNOBHOB&XeHOI 0c06y, BiANOBIAA/IbHOI 3a
posnuaBayemM B 3[jiCHEeHHs1 hapMakoHariaay (BK/UYakUM KOHTaKTHI
Kopobui OaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-thaiina
cuctemn hapmakoHarnisgy). 3mMiHa KOHTakTHOT 0cobum
3asBHVIKa, BigNoBiga/IbHOI 3a (hapMakoHarnsg B YkpaiHi.
[Oitoua pepakuis: JynnixiHa TeTaHa BikTopisHa.
MponoHoBaHa pepakuis: Ctawyk TeTaHa CepriiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiiNoBiAaNbHOI 3a thapmakoHarnsg B YkpaiHi
192. | OPHIAA30/- | TabneTtku, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/6109/01/01
KB NiBKOBOIO "KNIBCbKW "KNIBCbKWI TNy - 3MiHK WOA0 6e3nekun/eddeKTUBHOCTI Ta peyenmom
060710HKOI0, Mo 500 BITAMIHHWIA BITAMIHHWIA thapmakoHarnsay. BeegeHHs abo 3MiHM 10
mr; no 10 Tabnetok 3ABO4" 3ABOA" y3arasibHeHVX AaHnX Npo cucTemMy hapmMakoHarnsgy
y 6nictepi; no 1 (BBEAEHHSA y3ara/lbHEHNX AaHUX NPo cuctemy
6nicTepy B nauui hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A dhapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa Ans
3[jiicHeHHs chapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarisay (BK/IHUYaUM KOHTaKTHI
LaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-thaiina
cmucTemMu chapmakoHarnagy). 3miHa ynoBHOBaXeHoT
ocobu 3asBHUKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsa.
[itoua pepakuin: Konsga BikTopis BikTopiBHa.
MponoHoBaHa pepakuis: babvika AmMnTpo AHaTonilioBuy.
3MiHa KOHTaKTHUX faHWX YNOBHOBaXEHOT 0cobu
3asBHVKa, BifNoBifaNbHOI 3a hapmakoHarnsg.
193. | OCNNAMOKC NMopoLIoK AN CaHpo3 CnoseHis CaHpo3 'M6X — ABCTpis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/3975/05/02
OpasibHOT cycneHsii dapmachbioTika Bupo6bHuya TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE- peuenmom
(250 mr/5 mn); no n3 a.a. AinbHUUSA cepTudikaT BignoBigHOCTI €EBponeinchkii
6,6 r nopoLuky ans AHTUIHDEKLIAHI thapmakonei/moHorpadii. NMogaHHs HoBOro abo
60 mnabono 11 r N3 Ta XimiuHi OHOBJIEHOTrO cepTudikaTa BiANOBIAHOCTI a60 BUNYYEHHS
nopotuky ans 100 Onepauji cepTudikaTa BiANOBIAHOCTI E€Bponelickbkiin hapmakonei:
MJ1 cycneHsii y KyHonb (AIXO onsa A®l; ana BuxigHoro
hnakoHi; no 1 N3 KyHanb) mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
chnakoHy pasom 3 BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; ANns AONOMKHOT
LINpULOM ANns peyoBUHM (CepTudikaTt BiAMOBIAHOCTI EBpoNechbkili
[03yBaHHS 3 thapmakonei) - HoBuii cepTucpikat Bif HOBOro
ajantepom y BMPO6HMKa (3aMiHa abo AONOBHEHHS). MNoAaHHA HOBOro
KapTOHHIli KopoobLi cepTudikaTa BignosigHOCTI EBponelickbkiin hapmakonel
Ne CEP 2023-277 - Rev 00 gns A®l amokcmuuniny
TpurigpaTy Big HOBOro aflbTEPHATMBHOIO BUPOGHMKA
Sandoz GmbH, Austria.
194. | OCMNAMOKC MOPOLLIOK AN CaHpi03 CnoseHis CaHpi03 'M6X — AscTpist BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/3975/05/03

OpPa/TIbHOI cycneHsii

dapmacbioTika

Bupo6bHmya

My - 3MiHK 3 skocTi. CepTudpikat BignosigHoCTI/IE-

peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
(500 mr/5 mn); no 12 n3 a.a. OinbHUUS cepTudikaT BignoBigHOCTI EBponenchkiii
r nopoLuky ans 60 AHTUIHDEKLAHI thapmakonei/moHorpadii. NMogaHHs HoBoro abo
mn abono 20 r N3 ta XimiyHi OHOBJ/IEHOrO cepTudpikaTta BiANOBIAHOCTI abo BUNYyYEHHS
nopoLuky ans 100 Onepauji cepTudikaTa BiANOBIAHOCTI EBpoNelickkiin hapmakonei:
MJ1 CcycneHsii y KyHanb (AIXO onsa A®l; ana BuxigHoro
thnakoHi; no 1 N3 KyHanb) marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
chnakoHy pasom 3 BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns LONOMDKHOT
MipHOIO JTOXKOI Y peyoBUHM (CepTudikaT BiAMNOBIAHOCTI EBpONechbkili
KapTOHHI KOpo6Li dhapmakonei) - HoBuii cepTudpikaT Bif, HOBOrO
BMPOGHMKa (3aMiHa abo AONOBHEHHS). [MoAaHHS HOBOrO
cepTudikaTa BignoBigHOCTI EBponelichbkiin hapmakonel
Ne CEP 2023-277 - Rev 00 ana A®I amokcuuuniny
TpurigpaTy Bif, HOBOIO a/lbTEPHATVBHOIO BUPOGHUKA
Sandoz GmbH, Austria.
195. | OCMNAMOKC MOPOLLIOK AN CaHpos CnoBeHis CaHpo3 'm6X — AscTpis BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/3975/05/01
opasibHOT cycneHsil dapmachbloTika Bupo6Huya Tuny - 3miHn 3 sakocTi. CepTudiikat BignosigHOCTI/IE- peyenmom
(125 mr/5 mn); no n3 a.a. OinbHUUA cepTudikaT BignoBigHOCTI EBponeichkiii
5,1 r nopoLuky ans AHTWIHDEKLIAHI thapmakonei/moHorpadii. NogaHHs HOBOro abo
60 mnabono8,5r N3 ta XimiyHi OHOBJIEHOrO cepTudikaTa BiAMNOBIAHOCTI a60 BUTyYEHHS
nopotuky ans 100 Onepauji cepTudpikaTa BignoBiAHOCTI EBponeiickbkili hapmakoner:
M cycnensii y Kynane (AIXO ana A®l; onsa BuxigHoro
thnakoHi; no 1 N3 KyHanb) matepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
hnakoHy pasom 3 BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ANns AONOMDKHOT
LLINPULOM AN peyoBuHM (cepTudiikaTt BiAMNOBIAHOCTI EBPONENChKili
[03yBaHHA 3 thapmakonei) - HoBuiA cepTudpikat Bifg HOBOrO
ajanTepom y BUPOGHMKA (3aMiHa abo AONOBHEHHS). MNogaHHA HOBOro
KapTOHHIl Kopoobui cepTudikaTa BignosigHOCTI EBponelichbkin hapmakoner
Ne CEP 2023-277 - Rev 00 ans A®I amokcnuunivy
TpurigpaTy Bif, HOBOTO a/lbTEPHATVBHOIO BUPOGHUKA
Sandoz GmbH, Austria.
196. | NAHAQON TabneTku, BKpUTI XaneoH tOK Benvka nakcoCwmitKna IpnaHgis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/2691/01/01
EKCTPA 060/10HKOI0; M0 12 TpegiHr BpuTaHis H [aHrapeaH My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
Tabnetok y 6nictepi; Nimiteq Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu Ao

no 1 6nictepy B
KapTOHHIli KopooLi

y3ara/ibHeHUX JaHunx npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cucTemy
hapMakoHarnisgy, 3MiHa ynoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsagy;
KOHTaKTHOI 0c06u 3 chapmakoHarnagy 3asBHuKa Ans
3fjicHeHHs chapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHa BiJ, yNOBHOBaXeHOI 0c06W, BiANOBIAA/IbHOI 32
3[jiCHEeHHs1 hapMakoHarisay (BK/IUYaUM KOHTaKTHI
OaHi) Ta/abo 3MiHN y po3MilLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) 3MiHa yrnoBHOBaXKeHOT
ocobu 3asiBHUKa, BiANOBIAa/ILHOT 3a (hapmakoHarnsa,.
[itoua pegakuis: John Poustie. NponoHoBaHa peAakuis:
Sarah Weetch. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOI!
ocobu 3as1BHUKa, BiANOBIAa/ILHOT 3a (hapmakoHarnsa,.
3MiHa KOHTaKTHOI 0CO6U 3asBHMKA, BigNoOBigabHOI 3a
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
thapmakoHarnag B Ykpaii.
[itova pepakuin: Kupunisa Nanuxa leopriisHa / Galyna
Kyryliva. MNponoHosaHa pegakuis: Fopinvk Aptem
Bonogumunposwuy / Artem Horilyk. 3miHa KOHTakTHMX
[aHUX KOHTaKTHOI 0cobu 3asiBHMKA, BiANoBiAa/IbHOT 3a
hapmakoHarnag B Ykpaii.
197. | MAHTEHON niHa HawkipHa, 4,63 TOB "BAYL YkpaiHa BignosiganbHuii | HimeuunHa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/4438/01/01
CMPEN r/200rno 130ry XENC" 3a BUMNYCK Cepiii: Ipnangis/ My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
KOHTEeWHepi nig [Op. F'epxapg Llseiiuapis thapmakoHarnsgy. BeegeHHs abo 3miHu o
TUCKom; no 1 MaHH Xewm.- y3ara/ibHeHUX JaHnxX npo cuctemy dpapmakoHarnsgy
KOHTelHepy B dhapm. ®abpuk (BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTeMy
KapTOHHI Kopo6Lyi v6X, hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
HimeuumnHa; BiANOBIAa/IbHOI 3a 34iicCHEHH:A dhapmakoHarnsagy;
BignosiganbHuii KOHTaKTHOT 0CO6U 3 chapMakoHarnsay 3asBHuKa An1s
3a BUMNYCK Cepiii: 3fjiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
Bayw + /lom6 BiAMiHHa Bif, yNOBHOB&XeEHOI 0C06M, BiANOBIAA/IbHOI 32
Ipnang Nimites, 3[iiCHEeHHs1 hapMakoHarisay (BK/HUYaUM KOHTaKTHI
IpnaHgis; OaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaina
Brpo6HMUTBO cuctemn hapmakoHarnsgy) 3miHa ynoBHOBaXKeHO
bulk, nakyBaHHs, 0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
KOHTPO/b AKOCTI: [itoua pepakuis: bapmina NaHHa OnekcaHgpiBHa.
ACM Aepocon- lMponoHoBaHa peaakuisi: NpokoneHko IprHa
Cepsic AT, MuikonaiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBAXEHO!
LLiselinapis 0Ccoby 3as1BHMKA, BIANOBIAA/IbHOI 32 hapmakoHarnsag,
198. | MAHTOrAP Kkancynu, no 15 Mepuy, HimeuuunH Bupo6HuyTBO in LLBenuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/10445/01/01
Kancyn y 6nictepi; dapmacbioTika a bulk: AciHo HimeyunHa TMNy - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenma
no 6 6nictepis y nc rméex dapma Arl, Y BUPOBGHMLTBI. 3MiHM BUNPOGyBaHb abo AonycTummx
KapTOHHI Kopo6Lyi LLiBeiiuapis; MeX, BCTaHOBJ/IEHUX Y cneuuqikayisx, nig vyac
MepBrHHE Ta BMPOGHMLITBA FOTOBOrO /1iKapCbKoro 3acoby (BUy4YeHHs
BTOPUHHE HEeCyTTEBOro BMNPObYBaHHA B NpoLLeCi BUPOGHNLITBA)
nakyBaHHS: BU/TYYEHHS HECYTTEBOIO NokasHuka "Po3nagaHHs

AciHo ®apma
AT, Wseliyapis;
BrnpobyBaHHs
KOHTPO/O AKOCTI
Ta BUNycK cepil:

AciHo ®apma
Ar, LLseliuapis;
BvnpobyBaHHs

KOHTpPO/I0
SAKOCTI:
€BpodpiHC
Bio®apma
MpoaakT TecTiHr

CBiT3eprneHg,
Ar, LLiseliuapis;

IHCTUTYT
KynbmaH M'vbX,

Kancyn"y Bogi (E®, 2.9.1) B npoveci BUpobHMLTBa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
HimeyunHa
199. | MAHTOrAP Kancynu, no 15 Mepu, HimeuuunH Bupo6HMLTBO in LLBeiiuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/10445/01/01
Kkancyny 6nictepi; dapmacbioTika a bulk: AciHo HimeuunHa My - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyenma
no 6 6nictepiB y nc rmex dapma Ar, thapmakoHarnagy (iHwi 3MiHK). 3MiHU BHECEHI y M.
KapTOHHI Kopo6Lyi LLiBeiiuapis; «|HLWE» TeKCTy MapKyBaHHs NepBUHHOI Ta BTOPUHHOI
MepBuHHE Ta YNakoBOK NikapCbKoro 3acoby LWo0 BUaaneHHs
BTOPUHHE NOroTUny KoMnaHii oghiliiHOro NnpeAcTaBHMKa 3asBHMKA
nakyBaHHs: B YkpaiHi TOB «ACIHO YKPAIHA» i KoHKpeTu3aujis
AciHo dapma TEXHiIYHOI iHhopmauii Ta 1oroTuny, a TakoX BHECEHI
Ar, LLiseliuapis; pefakLiiiHi NpaBKn B TEKCT MapKyBaHHS NepBUHHOT Ta
BunpobyBaHHs BTOPWHHOI YNakoBOK /ikapCcbKoro 3acoby. TepMH
KOHTPO/IO AKOCTI BBE/EHHS 3MiH - NpOTArom 6 micsuis nicns
Ta BUNyCK cepil: 3aTBepAKEHHA.
AciHo ®apma
AT, WseliLapis;
BunpobyBaHHs
KOHTPOI0
AKOCTI:
€BpodpiHc
Bio®apma
MpopakT TecTiHr
CBiT3eprieH,
Ar, LLseliuapis;
BunpobyBaHHs
KOHTPO/I0
AKOCTI: [HCTUTYT
KynbmaH MvbX,
HimeyynHa
200. | NAHTO30N TabneTku, BKPUTI "FOHiK IHais HOHIK IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/11508/01/01
KULUKOBOPO3UYNMHHOO dapmMacboTuK dPapmacbioTuKan TMny - 3MiHKU 3 AKOCTi. A®Il. KoHTposb A®I. 3miHa y peyenmom
o6onoHkoto, no 40 an Na6opatopis MeToAax BuUNpobyBaHHs A®| abo BUXigAHOro
Mmr, no 10 TabneTok Na6opaTtopis" (BipfineHHs mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
y 6nicTepi; no 1 abo (BigaineHHs chipmu "Ox. B. BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AdI
2, abo 3 6nictepu B hipmn "OxK.B. Kemikans eHp, (He3HauHi 3MiHW y 3aTBEpP)KEHNX MeTofax
KopooLi Kemikans eHp, $apmacbloTukan BMNPO6YBaHHS) -OHOBNEHHS aHa/liTUYHOI METOANKN
PapmacboTuK 3 /1tp.") BEPX ans npoBefeHHs TecTy «KislbkicHe BUSHAUYEHHS»
ans fitg.") B A®| Pantoprazole sodium. - 3MiHu | Tuny - 3miHn 3
AKoCTi. A®I. KoHTponb A®L. 3MiHa y meTogax
BunpobysaHHa APl abo BMXigHOTO
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuLTBa AdI
(He3HauHi 3MiHM y 3aTBEPAKEHNX MEeTohax
BMNPo6yBaHHS) - OHOBIEHHS aHa/TITUYHOT METOAVKY
BEPX ans npoBefeHHs TecTy «OpraHivHi LOMILLKu» B
A®| Pantoprazole sodium. - BBefeHHS 3MiH NpOTSArom 6-
TW MiCALIB NMiCA 3aTBEPMKEHHS.
201. | NK-MEPL, TabneTku, BKpUTI Mepu, HimeuunH Mpoaykuis in- HimeuyunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/9031/01/01
NAiBKOBOO dapmacbioTika a bulk: Knoke My - 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta peyenmom
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHs

peecmpayitiHo2o
nocsioYyeHHs1

3acoby

o60n0oHkoto, no 100
Mmr; no 10 TabneTok
y 6nicTepi, no 3 abo
no 9 6nictepiB y
KapTOHHI Kopo6Lyi

nc rméex

dapma-Cepsic
m6X,
HimeuumnHa;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Mepu, ®apma
v6X i Ko.
KraA,
HimeuunHa;
nepBuHHE Ta
BTOPUHHE
naKyBaHHs:
Knoke ®apma-
Cepsic 'm6X,
HimeuuunHa;
BTOPUHHE
nakyBaHHS:
X.E.J1.M. Tm6X,
HimeuuunHa;
BTOPUHHE
naKyBaHHs:
MpecTix
MpomoyLuH
Bepkaydccoep
[epyHr &
Bepb6ecepsic
v6X,
HimeuuunHa;
BUpO6HUK,
BiANOBiAa/IbHNI
3a BUMNYCK Cepiii:
Mepu, ®apma
v6X i Ko.
KraA,
HimeyunHa

thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO Y MYHKTH
«|HLWE» TeKCcTy MapKyBaHHs NepPBUHHOI Ta BTOPUHHOI
yNakoBOK NikapcbKoro 3acoby, a came: BUAaIeHO
NIOroTUN KOMMNaHii oghiliiHOro NpeAcTaBHVKa 3asBHUKA B
YkpaiHi TOB «ACIHO YKPATHA», KOHKpETM30BaHO
TEeXHi4Hy iHhopMmaLlito Ta S10roTMN KOMNaHii 3asBHMKA.
Takox AeTasni3oBaHO HanvcaHHs iHhopmaw,i Woao
TepMiHy NpuaaTHOCTI Ta HOMepY cepil NikapcbKoro
3acoby y BignoBigHWX posginax. BeegeHHs 3MiH
MPOTAroM 6-TW MIiCALIB MiC/1A 3aTBEPAKEHHS

UA/9031/02/01

202.

NK-MEPL]

PO34uH ANs iHQy3il,
0,4 mr/mn, no 500
My doakoHi; no 2
chnakoHn y
KapTOHHI Kopo6Lyi

Mepu
dapmacbioTika
nc rméx

HimeuumnH
a

Brpo6HMK
roToBOro
nikapcbKoro
3acoby: b.
BpayH Megaukan,
CA, IcnaHis;
Brpo6HuK,
BiAnoBiganbHNI
3a BUNycCK cepil:
Mepy, ®apma
m6X i Ko.

KraA,

HimeyunHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHN BHECEHO Y MYHKTY
«|HLWE» TeKcTy MmapKyBaHHs NEePBUHHOI Ta BTOPUHHOI
yNaKkoBOK NlikapCbKOro 3acoby, a came: BUAasIeHO
NOroT!n KoMnaHii ogiLiiHoro npeAcTaBHVKa 3aBHUKA B
YkpaiHi TOB «ACIHO YKPAIHA», KOHKpETM30BaHO
TEeXHiYHY iHhopMaLlito Ta SI0roTUN KOMNaHii 3asaBHMKA.
Takox geTanizoBaHO HanMcaHHs iHchopmal,ii Wwoao
TepMiHy NpUAATHOCTI Ta HOMepyY cepii NTikapcbKoro
3acoby y BiAnoBigHWNX po3ginax. BBeaeHHs 3MiH

NPOTAroM 6-T1 MICALIB MiC/1SA 3aTBEPKEHHS

3a
peyenmom
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Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
HimeyunHa;
Bupo6HuK,
BiZJNOBIAANbHWIA
3a BTOPVHHE
nakyBaHHS:
MpecTix
MpomoyLuH
Bepkaydcdoep
OEPYHr &
Bep6ecepsic
M6X,
HimeuuunHa;
Brpo6HuK,
BiANoBiAaNbHNI
3a BTOPUHHE
nakyBaHHS:
X.E.1.MN. Tm6X,
HimeyunHa
203. | NPA3O®ECT | mopowok Ans AT YkpaiHa KOHTpOsb cepii YkpaiHa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/18719/01/01
PO34nHy Ans "KNIBCbKM Ta BUNYCK cepiT; MopTyranis My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom
iH'ekwii, no 40 wr; BITAMIHHUIA BTOPUHHE thapmakoHarnsgy. BeegeHHs abo 3amiHn go
no 1 dprakoHy y 3ABO4" nakyBaHHs ans y3arasibHeHVX AaHnX Npo cucTemMy hapmakoHarnsay
nayui; no 1 a6o no 5 yNakoBKu y (BBEAEHHS y3araslbHEHMX AaHUX NPO cUcTemMy
hnakoHiB y nauui copmi in bulk: hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
AT BiANOBIAa/IbHOI 3a 34iicCHEHH:A hapmakoHarnsagy;
"KNIBCbKWI KOHTaKTHOT 0CO6U 3 chapMakoHarnsgy 3asBHuUKa Ans
BITAMIHHWNIA 3fjiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
3ABOL", BiAMiHHa Bif, yNOBHOB&XeHOI 0C06W, BiANOBIAA/IbHOI 3a
YKkpaiHa; 3[iiCHEeHHs1 hapMakoHarisay (BK/IUYaUM KOHTaKTHI
BMPOBHULITBO OaHi) Ta/abo 3miHM y po3MilLeHHi MacTep-thaina
Hepo3dacoBaHo cmucTemMu chapmakoHarnagy). 3miHa ynoBHOBaXKeHOoT
T npoayku;i, 0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
nepBrHHa Ta [itoua pepakuin: Konsga BikTopis BikTopiBHa.
BTOpPUHHA MponoHoBaHa pepakuis: babvka AmnTpo AHaToniioBuy.
ynakoBka, 3MiHa KOHTaKTHUX AaHnX YNOBHOBaXXEHOT 0CO6U
KOHTPO/b Ta 3as1BHVMKA, BiANOBIAa/IbHOI 32 hapMakoHarnsg.
BMNYCK Cepil:
Codpapimekc -
IHaycTpia Kimika
e dapmaceyuika
MopTyranis
204. | NPEFTAMMA Kancynv TBepai no TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/20767/01/02
50 wr; no 14 kancyn "TNEQ®APM XENTXKEP NBT TMNy - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peuenmom niosnsza
y 6nicTepi; no 2 abo nTta" nTa y BUpPOGHMLTBI. 3amMiHa abo BBeAEeHHSA 40AATKOBOI €
no 4 6nictepun y

KapTOHHI ynakoBLi

AiNbHULI BUPOGHULTBA A48 YacTuHN abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapcbKoro 3acoty
(4iNbHUUA ANA BTOPMHHOIO NakyBaHHS) Y 3B'A3KY 3
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMPOGHNYOK HEOOXiJHICTIO, BBEAEHHS 4715 BUPOGHMKA
KYCYM XENTXKEP MBT NTA, IHAis cTagii BTOPUHHOro
nakyBaHHs. 3MiHu | TUNY - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbLCA BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO MikapCbkoro 3acoby (3amiHa
abo gopaBaHHA BUPOOHUKA, LLO BiAMOBiga€e 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkioyaroun
KOHTPO/b/BUNPOBYBaHHSA cepii - y 38’A3Ky 3 BUPOOHNYOIO
HeobXiAHICTIO, BBEAEHHSA A3 BUpo6HMKka KYCYM
XENTXKEP NBT NTA, IHAia cTagii KOHTPOoNb i BUNYCK
cepii. 3MiHn | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHWiA 3aci6.
3MiHa po3Mipy ynakoBKv roTOBOro NiKapCbKoro 3acoby
(IHLWIi 3MiHKW) Yy 3B’A3KY 3 BUPOOGHNYOI HEOOXIAHICTIO,
BBeJEeHHS ANns BupobHuka KYCYM XENTXKEP NBT
NTA, IHais HoBoro po3Mipy ynakosku /13, a came — no
14 xancyn y 6nictepi, no 2 abo no 4 6aictepn y
KapTOHHI ynakoBui. 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta thapmakoHarniagy (iHwi 3MiHu)
3aTBepAKEHHSA TEKCTY MapKyBaHHA /15 YNakoBKN
nikapcbkoro 3acoby no 14 kancyn y 6nictepi, no 2 abo
no 4 6nicTepy y KapTOHHIlA ynakoBLj. 3miHu | Tuny -
3MiHn Wwopao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3aTBepAKeHHs IHCTPYKLT
AN MeAMYHOro 3aCcToCyBaHHA NikapCbKoro 3acoby ans
[04aTKOBOI YNakoBKu liKkapcbkoro 3acoby no 14 kancyn
y 6niictepi, no 2 abo no 4 6ricTepun y KapTOHHIi
ynakoBLiji.

205.

NMPErFAMMA

Kancynu Teepai no
75 mr; no 14 kancyn
y 6nictepi; no 2 abo
no 4 6nictepn y
KapTOHHI ynakoBsL,i

TOB
"TNEJ®APM
nTaor

YkpaiHa

KYCYM
XENTXKEP NBT
nTao

IHais

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS A04aTKOBOI
AiNbHULI BUPOBHMLTBA 19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(BiNbHULUSA 4N BTOPUHHOIO NakyBaHHS) Y 3B’'A3KY 3
BMPOGHNYOK HEOOXiAHICTIO, BBEAEHHS /15 BUPOGHMKA
KYCYM XENTXKEP MNBT NTA, IHAis ctagii BTOPUHHOrO
nakyBaHHs1. 3MiHu | TUny - 3MiHKU 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPO6GHMLTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gofgaBaHHA BUPOOHMKA, LLO BiAMNOBigae 3a BBE3EHHSA
Ta/abo Bunyck cepii) - Bkoyatroun
KOHTPO/1b/BUNPOBYBaHHSA cepii - Y 3B’A3KY 3 BUPOOHNUOIO
HeoOXiAHICTIO, BBEAEHHSA A9 BUPoOHMKa KYCYM
XENTXKEP MBT NTA, IHAia cTagii KOHTPOnb i BUNycK
cepii. 3MiHu | TUNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHWiA 3acib.

3a
peyerimom

He
nionsiea
€

UA/20767/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHa po3Mmipy ynakoBKU rOTOBOrO MiKapCbKOro 3acoby
(iHWi 3MiHW) Y 3B’A3KY 3 BUPOOHNYOI HEOOXIAHICTIO,
BBeJeHHA ANs BupobHuka KYCYM XENTXKEP NBT
NTA, Ingis HoBoro po3mipy ynakosku /13, a came — no
14 kancyn y 6nictepi, no 2 abo no 4 6nictepu 'y
KapTOHHI ynakoBLi. 3MiHu | Tuny - 3MiHW WoAa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHm)
3aTBepAKeHHA TEKCTY MapKyBaHHA 4719 YNakoBK/
nikapcbKoro 3acoby no 14 kancyn y 6nictepi, no 2 abo
no 4 6nicTepy y KapTOHHIlA ynakoBuj. 3miHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3aTBepapKeHHs IHCTPYKLT
AN MeVNYHOro 3aCTOCYBaHHSA JliKapCbKOro 3acoby ans
[0[aTKOBOT yNakoBKM NikapcbKoro 3acoby no 14 kancyn
y 6nictepi, no 2 abo no 4 6nictepun y KapTOHHIiA
yNakoBLii.

206.

NMPErFAMMA

kancynu TeBepgi no
150 wmr; no 14
kancyn y 6nictepi;
no 2 a6o no 4
6nictepn y
KapTOHHI ynakoBsL,i

TOB
"TNEA®APM
nTa

YKpaiHa

KYCYM
XENTXKEP MBT
Ty

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN
y BUpOGHMLTBI. 3amMiHa abo BBeAEHHSA 40AATKOBOT
LOiNbHUL BUPOBHULITBA A/181 YACTUHN a0 BCbOro
BMPOBHMYOro NpoLEecy roTOBOrO JiKapCbKOro 3acoby
(AiNbHUUA NS BTOPMHHOIO MakyBaHHS) Y 3B’A3KY 3
BMPOBHUYOI HEOOXIAHICTIO, BBEAEHHS [/19 BUPOOHMKA
KYCYM XENTXKEP MNBT NTA, IHais ctagii BTOPUHHOrO
nakyBaHHs1. 3MiHu | Tvny - 3MiHKU 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/aMiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO fikapcbKoro 3acoby (3amiHa
ab60 fofaBaHHA BUPOGHMKA, L0 BiANOBIAA€E 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkatovaroun
KOHTPO/Ib/BMNPO6YBaHHS cepii - y 3B’A3Ky 3 BUPOOGHNYOI0
Heob6XiAHICTIo, BBeAeHHA ans BupobHuka KYCYM
XENTXKEP MBT NTA, IHAiA cTagii KOHTPOnb i BUNYCK
cepii. 3MiHu | TUNY - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkumii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHUiA 3aci6.
3MiHa po3Mipy ynakoBKU rOTOBOrO MiKapCbKOro 3acoby
(iHWI 3MiHKW) Yy 3B'A3KY 3 BUPOGHMYOI HEOOXIAHICTIO,
BBeAEHHS A9 BUPo6HUKa KYCYM XENTXKEP MNBT
NTA, Ingis Hosoro po3mipy ynakosku /13, a came — no
14 kancyn y 6nictepi, no 2 abo no 4 6nictepu 'y
KapTOHHII ynakoBLi. 3MiHu | TUNy - 3MiHK LWOA0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHLwi 3miHn)
3aTBeppkeHHsA TEKCTY MapKyBaHHA 4719 YNakoBK/
nikapcbkoro 3acoby no 14 kancyn y 6nictepi, no 2 abo
no 4 6nicTepy y KApTOHHIl ynakosLi. 3miHun | Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn) 3aTBepaKEHHS IHCTPYKLT
O151 MEANYHOIO 3aCTOCYBaHHS /likapCcbKoro 3acoby ans

3a
peyenmom

He
niosnsea
€

UA/20767/01/04
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
[04aTKOBOI YNakoBKM Jlikapcbkoro 3acoby no 14 karncyn
y 6nicTepi, no 2 abo no 4 6ricTepu y KapTOHHii
ynakoBLji.
207. | NPETAMMA Kancynv TBepgi no TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | - UA/19503/01/01
25 wr; in bulk: no 14 "TNEQ®APM XENTXKEP NBT TUNy - 3MiHM 3 AKOCTi. FOTOBWIA NikapCbKMii 3aci6.
kancyn y 6nictepi, nTa" nTa CucTema KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
no 150 6nicTepiB y pO3Mipy ynakoBKv roTOBOrO JlikapcbKoro 3acoby (iHLwi
KapTOHHIlA KopooLi 3MiHK) Y 3B’513KY 3 BUPOOHNYOK HEOBXIAHICTIO, BBEAEHHSA
ans supo6Hrka KYCYM XENTXKEP MBT NTA, IHais
HOBOro po3mipy ynakosku /13, a came — no 14 kancyny
6nicTepi, No 2 abo no 4 6nicTepn y KAPTOHHIK yNakoBLi.
208. | NPETAMMA Kancynu TBepgi no TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | - UA/19503/01/02
50 wmr; in bulk: mo 14 "TNEA®APM XENTXKEP NBT UMy - 3MiHM 3 AKOCTi. OTOBWIA Nikapcbkuii 3aci6.
Kancyn y 6nictepi, nTa" nTa CucTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
no 150 6nicTepiB y PO3Mipy ynakoBKv roTOBOro flikapcbkoro 3acoby (iHLi
KapTOHHIli KopoobLi 3MiHM) Y 3B’A3Ky 3 BUPOOHNYOK HEOOXIAHICTIO, BBEAEHHS
ans supobHuka KYCYM XENTXKEP MBT NTA, IHAisa
HOBOro po3mipy ynakosku /13, a came — no 14 kancyny
6nicTepi, No 2 a6o no 4 6icTepn Y KAPTOHHIN yNakoBLi.
209. | NPETAMMA Kancynu Teepgi no TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | - UA/19503/01/03
75 wr; in bulk: no 14 "TNEQ®APM XENTXKEP NBT MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3aci6.
kancyn y 6nictepi, nTa" nTa CucTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
no 150 6nicTepiB y PO3Mipy ynakoBKv roToBOro flikapcbKoro 3acoby (iHLi
KapTOHHIi KOpOOLii 3MiHK) Y 3B’5I3KY 3 BUPOOHNYOK HEOOXIAHICTIO, BBEAEHHS
ans Bupo6Hrka KYCYM XENTXKEP MBT NTA, IHAisa
HOBOro po3mipy ynakosku /13, a came — no 14 kancyny
6icTepi, Mo 2 a6o no 4 6iCcTepn Y KAPTOHHIN yNaKoBLi.
210. | NPEFAMMA Kancynu Teepai no TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | - UA/19503/01/04
150 wr; in bulk: no "TNEQPAPM XENTXKEP NBT TNy - 3MiHW 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
14 kancyny nTa" nTa CucTema KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
6nicTepi, no 150 pO3Mipy ynakoBKv roTOBOrO Jlikapcbkoro 3acoby (iHLi
6nicTtepiB y 3MiHW) Y 3B’'A3KY 3 BUPOOHNYOIO HEOOXIAHICTIO, BBEAEHHS
KapTOHHIli KopoobLi ansa Bupo6Hrka KYCYM XENTXKEP MBT NTA, IHais
HOBOro po3mipy ynakosku /13, a came — no 14 kancyny
6nicTepi, N0 2 a6o no 4 6icTepu y KAPTOHHIN ynakoBL,i.
211. | NPETAMMA Kancynv TBepgi no TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a He UA/20767/01/01
25 wr; no 14 kancyn "TNEQ®APM XENTXKEP NBT TMny - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peuenmom niosnsza
y 6nicTepi; no 2 abo nTa" nTa y BUpO6GHMLTBI. 3amiHa abo BBeAEHHSA 40AATKOBOI €

no 4 6nictepu y
KapTOHHIA ynakoBL,i

OiNbHULI BUPOBHMLTBA /18 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoty
(AiNbHUUSA ANA BTOPMHHOIO NakyBaHHS) Y 3B’A3KY 3
BMPOGHNYOK HEOOXiJHICTIO, BBEAEHHS 4719 BUPOGHMKA
KYCYM XENTXKEP MBT NTA, IHAis cTagii BTOPUHHOro
nakyBaHHs. 3MiHu | TUny - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO Mikapcbkoro 3acoby (3amiHa
a60 f0AaBaHHA BMPOOHMKA, WO BifnoBiga€ 3a BBE3EHHSs
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Ta/abo Bunyck cepii) - Bkioyatroun
KOHTPO/b/BMNPOBYBaHHA cepii - y 38’A3KYy 3 BUPOOHNYOI0
HeoOXiAHICTIO, BBEAEHHA A7 BUPoOHMKa KYCYM
XENTXKEP MBT NTA, IHAia cTagii KOHTPOb | BUNyCcK
cepii. 3MiHu | TUNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUiA 3aci6.
3MiHa po3Mmipy ynakoBKU rOTOBOrO MiKapCbKOro 3acoby
(iHWi 3MiHW) Y 3B’A3KY 3 BUPOOHMYOI HEOOXIAHICTO,
BBeJleHHs ANs BupobHuka KYCYM XENTXKEP NBT
NTA, Ingis HoBoro po3mipy ynakosku /13, a came — no
14 kancyn y 6nictepi, no 2 abo no 4 6nictepu 'y
KapTOHHI ynakoBLi. 3MiHu | Tuny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn)
3aTBepAKeHHA TEKCTY MapKyBaHHA 4719 YNakoBK/
nikapcbKoro 3acoby no 14 kancyn y 6nictepi, no 2 abo
no 4 6nicTepy y KapTOHHIlA ynakoBuj. 3miHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3aTBepayKeHHs IHCTPYKLT
AN MeVYHOTo 3aCTOCYBaHHSA JliKapCbKOro 3acoby ans
[0[aTKOBOT yNakoBKM NiKapcbkoro 3acoby no 14 kancyn
y 6nictepi, no 2 abo no 4 6nictepun y KapTOHHiiA
yNakoBLii.

212. | NPIOPUKC- niogpinizoBaHmii nakcoCmiTKn Benvka nakcoCmiTKns Benbris BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu || 3a UA/16549/01/01
TETPA MopoLUOK ANs AnH Ekcnopt Bputaxia | IiH Bionogxkikans TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHN peyenmom
KOMBIHOBA iH'eKUi; 1 donakoH 3 Nimiteq C.A. y BUpOGHMLTBI. 3amMiHa abo BBeAEHHSA 40AATKOBOI
HA NMOPOLLKOM Y LOiNbHUL BUPOBHULITBA A/181 YACTUHN ab0 BCbOro
BAKUUHA KOMNIEKTi 3 BMPOBHMYOrO NpoLEecy roTOBOrO JiKapCbKOro 3acoby
anda PO34YMHHMKOM (BOAA (BinbHMUSA, Ha AKili TPOBOAATLCA GyAb-sKi BUPOGHMWUI
MPODINAKT Ans iH’ekuiin) no 0,5 cTagii, 3a BUHATKOM BUMYCKY Cepili, NpPOBEeAEHHS
MKW KOPY, mn (1 gosa) y KOHTPO/O SIKOCTi Ta BTOPUHHOTO NakyBaHHS, A1S
ENIAEMIYHO | nonepefHbo nikapcbKnx 3acobiB 6io/10riYHOro/iMyHOMOrYHOrO
ro HanoBHEHOMY NOXOKEHHA ab0o NikapCbknx hopM KOMMNIEKCHOro
MAPOTUTY, wnpuui (y KOMNAekTi (cknagHoro) Bupo6Hunyoro npotecy) BeeaeHHs
KPACHYXWN 3 fiBOMA rosikamu anbTepHaTUMBHOrO BMPOGHMYOro maiigaHunka FIDIA
TA BITPAHOI | a6o 6e3 ronok) a6o Farmaceutici S.p.A./ ®igia ®apmaceotoTici C.n.a, (Via
BICnun, y amnynax y Ponte della Fabbrica, 3/A 35031 Abano Terme
XVBA BaKyyMHili (Padova), Italy/Bia MNoHTe genna ®abpiua, 3/A 35031
ATEHYMNOBA | cTepunbHiii AbaHo-Tepwme (Magosa), ITanis), 415 BTOPUHHUX
HA ynakosui; no 1 onepawviin- hopmMyBaHHs, HaNOBHEHHA Ta niodpinisauii

BaKyyMHili
CTEPWUSIbHIl ynakoBLi
Y KapTOHHIil kopobuy;
1 dhnakoH 3
MOPOLLKOM Y
KOMMNEKTi 3
PO34MHHKKOM (BOAa
Ans iH’ekuiin) no 0,5
M (1 gosa) y

BakuuHu MNpioprkc TeTpa MMRV
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nonepeHbLo
HarnoBHEHOMY
LUMPUL Y BaKyyMHIiA
CTepUsbHili
ynakosLi; no 1
BaKyyMHilA
CTEpWUsIbHIl ynakoBLi
Y KapTOHHIll kopobLyi;
1 chnakoH 3
MOPOLLKOM Y
KOMM/IEKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuiin) no 0,5
mn (1 gosa) B
amnyni y BakyyMHili
CTepUsbHIl
ynakosLi; no 1
BaKyyMHilA
CTEpWUsIbHIl ynakoBLi
Y KapTOHHIli kopobui
213. | NPOrPA®® KOHLeHTparT A/1s AcTtennac Higepnax AcTtennac IpnaHgjs BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/4994/01/01
NPUroTyBaHHA dapma tOpon an Ipnang Ko., 1T TMny - 3MiHW WoAo 6e3nekn/eeKTBHOCTI Ta peyenmom
pPO34nHy Ans B.B. thapmakoHarnagy. BHeceHHs abo 3miHa(M) fo
BHYTPILLUHbOBEHHOTO 3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
BBefEHHs, 5 Mr/mn NOCBiAYEHHS, BKtoYatoun MNnaH ynpasiHHA pu3nkamu
no 1 mn B amnyi; (iHWi 3miHK). 3asaBHukom Actennac ®apma HOpon B.B.,
no 10 amnyny Higepnangy HagaHo OHOBAEHWi MNnaH ynpasniHHA
N1acTUKOBIl pu3ukamu Bepcia 4.0. ans nikapcbkoro 3acoby
YapyHKOBIl Mporpac®, KOHLEHTPAT ANA NPUroTYBaHHS PO3YUHY ANS
ynakosui; no 1 BHYTPILLHbOBEHHOTO BBEAEHHS, 5 Mr/Mn no 1 mn B
ynakosBLi B amnyni; no 10 amnyn y NIacTUKOBIA YapyHKOBIl
KapTOHHIN nayui ynakoBLi; No 1 ynakoBLi B KAPTOHHII nauyti. 3MiHK
BHECEHO A0 YacTuH Il «lMnaH 3 hapmakoHarsgy» Ta
«Jlopgatkv» 3rigHo BumMor Ao CTaHAapTN30BaHOro
topmaty MYP (Rev.2 accompanying GVP, Module V
Rev.2, Human Medicines Evaluation Guidance on the
format of the risk management plan (RMP) in the EU —in
integrated format) 3 MeTOl0 OHOBNEHHS AaTu NOAaHHA
0CTaTO4YHOrO0 3BiTy Npo gocnigpkeHHss TRPI. Pestome
MnaHy ynpasniHHA pusunkamu Bepcis 4.0 fofaeTbes.
214. | NPOAEN kancynu no 20 wmr, CaH IHais CaH IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/9615/01/01
no 10 kancyny PapmMacboTuK dapmacboTukan TMny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom nionsea
cTpuni; no 6 cTpunis an lHpacTpis IHpacTpi3 /114, y BUpOGHMLTBI. 3aMiHa abo BBeAEHHSA A04ATKOBOI €
Y KapTOHHili kopobLi Nimiteq IHAis; LOiNbHUL BUPOBGHULITBA A/181 YACTUHN a0 BCbOro
BMPOBHMYOrO NpoLEeCcy roTOBOrO JiKapCbKOro 3acoby
CaH ®apma (BinbHMUSA, Ha AKili TPOBOAATLCA ByAb-sKi BUPOGHUUI

Na6opatopi3
Nivitea, Hain

cTagji, 3a BUHSITKOM BUMYCKY CEPIii, KOHTPOSIO SKOCTI,
MEPBVMHHOMO Ta BTOPUHHOIO NaKyBaHHs, A/1s1
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n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby

HecTepW/IbHKX Jlikapcbknx 3aco6iB) CynyTHS 3MiHa -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPO6HMLTBI. 3amiHa abo BBeEHHS [04aTKOBOI
OiNbHULI BUPOBHMLTBA /18 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(AiNbHULA ANA BTOPUHHOIO NakyBaHHS) - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPO6HULTBI. 3amiHa
ab0 BBeJEHHA A0AATKOBOT AiNTbHUL BUPOBHMLTBA ANS
YacTvHY abo BCbOro BUPOOGHMYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AiNbHWLUSA 415 NEPBUHHOMO
nakyBaHHs1) BBefleHHA 004aTKOBOT BUPOGHNYOI AiNbHUL
CaH Papma Jlabopatopis JlimiTeg, IHAis, Ha skiid
Bif}0yBaETLCA BUPOOHNLTBO, NEPBMHHE Ta BTOPUHHE
nakyBaHHs! /likapcbKoro 3acoby. (3aTBepmxeHuii
BMPOG6HMK CaH PapmacbioTvkan IHgacTpis /114, HAjN)
3MiHn | TURY - 3MiHK 3 SKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOOHMUTBI. 3MiHa iMnNopTepa/3aMiHu, LWo
CTOCYHTbCS BUMYCKY cepii Ta KOHTPO/IH0 SKOCTi FOTOBOr0O
nikapcbKoro 3acoby (3amiHa abo foAaBaHHS BUPOGHMKA,
L0 BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyaroun KOHTposib/BUNpobyBaHHSA cepii - BBeAeHHA
[04aTKoBOT BUPOGHMYOT AinbHuui CaH dapma
Nab6opaTtopis NlimiTes, IHAjA BiANOBIAaNbHOI 38 KOHTPO/b
AKOCTI Ta BUMYCK cepii /13. (3aTBepKeHN BUPOBHMK
CaH ®apmacbioTukan J1ta, IHais)
3MiHV BHeceHi B po3ainu "BUpo6HuK" Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus
NPOBaPKEHHS OTO AiS/IbHOCTI" B IHCTPYKLUil0 ANs
MeAMYHOro 3aCTOCYBaHHS Yy 3B'A3Ky 3 BBEEHHAM
[04,aTKOBOrO BUPOOHUKA Ta SIK HACNIAOK - NosiBa TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro 3acoby Ans
[04aTKOBOro BUPO6HMKA. 3MiHu I Tuny - 3MiHK 3 AKOCTI.
A®I|. BupobHMLTBO. 3MiHa BUPOGHMKa
BMXiHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTLCA Y BUPOGHMYOMY npoueci A®l, abo
3MiHa BMPOGHMKa (BKHOYakoun, Ae HeobxigHo, Micue
npoBefeHHS KOHTPO/I0 skocTi) AP (3a BigCyTHOCTI

cepTudpikaTa BifnoBiAHOCTI EBponeiicbkiin hapmakonei y
3aTBEPAKEHOMY A0CbE)(BBEAEHHSA HOBOIO BUPOGHMKA
A®I| 3 HagaHHAM MacTep-haiina Ha A®l) 3amiHa
3aTBEpAXEHOro BUpobHuka A®I (doniyokceTrHa
rigpoxnopug) 3 Cadila Pharmaceuticals, India Ha HoBoro
BMpOGHMKa A®I (chriyokceTuHa rigpoxnopug) Satyadivis
Pharmaceuticals Pvt. Ltd., India.

UA/12077/01/01

215.

MNPOJMIA®

PO3YMH ANS iH'EKi,
60 mr/mi; no 1 mn
PO34UMHY B CK/IIHOMY

AMIKEH
€spona b.B.

Higepnax
an

BMPOGHMLITBO
Hepo3dacoBaHo

T npoaykuii,

nepB1HHE

CLIA/
HigepnaHgm

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnagy. 3MiHa 4actoTv Ta/abo TepMIHIB
noJaHHs peryasipHO OHOBJ/IKOBAHYX 3BITIB 3 6e3nekn

3a
peyerimom

nonepesHLO
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
HarnoBHEHOMY naKyBaHHs: NiKapcbKnx 3acobiB - 3MiHa 4acToTV Ta TEPMIHIB
LUMPWLL 3 FOJIKOIO, AMIXeEH nofaHHA perynsapHoO OHOB/IOBAHOIO 3BITY 3 6e3neku
3aKpuTolo MaHyhekuypiHr [itoya pepakuis:
KOBMayKkoM, i3 Nimiteq, CLUA; YacToTa nofaHHs perynsipHo OHOB/IHOBAHOTO 3BITY 3
3aXUCHUM BTOPVHHE 6e3nekun 1 pik
NPUCTPOEM Bif, nakyBaHHa Ta KiHueBa gata Ans BKUYeHHs gaHux go PO36 -
BMNaAKOBOrO YKONY BMNYCK Cepil: 26.09.2024 p.
rofikoto; no 1 AMIXeH €spona [arta nogaHHa - 05.12.2024 p.
nonepeaHbLo B.B,, MponoHoBaHa pegakuis:
3anoBHEHOMY Higepnangn YacToTa nofaHHs perynsipHo OHOB/IHOBAHOTO 3BITY 3
LUMPULLY 3 3aXUCHUM 6e3nekn 3 poku
NPUCTPOEM B KiHueBa gata Ans BKUYeHHs gaHmx go PO36 -
6nicTepi; no 1 26.09.2024 p.
6nictepy B [arta nogaHHa - 25.12.2024 p.
KapTOHHI KopobL; PekomeHgoBaHO 0 3aTBEPAKEHHS BiANOBIAHO A0
no 1 Mn po3unHy B NepioANYHOCTI NOAaHHA PErynsapHO OHOB/IOBAHUX 3BITIB
CKNSAHOMY 3 6e3neku likapcbkmx 3acobis y EC.
nonepeAHbLO
3anoBHEHOMY
LLNPWL 3 FOSIKOH,
3aKpUTOL0
KoBnaykom; no 1
nonepeaHbLO
3arnoBHEHOMY
Wwnpuy B 6nicTepi
abo 6e3 6nicTepa,
nomiLLeHoMy B
KapTOHHY KOPOOKY
216. | NPOCTAN/IA | kancynu no 320 wmr; [Op. Binbmap HimeuuunH [Op. Binbmap HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/4372/01/02
HT no 10 kancyny LLIsa6e Mm6X i a LlIsa6e MmbX i My - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyenma
6nicTepi; no 3 Ko. KI Ko. KI thapmakoHarnagy (iHwi 3MiHn) 3miHn BHeceHo y n. 17.
6nictepu B IHLE TekcTy MapKyBaHHA BTOPUHHOI YNaKoBKK
KapTOHHI KOpOoObLii NiKapcbKoro 3acoby LW0A0 BUYYEHHS 10roTuny Ta
iHdbopMmalLlii MPo eKCK/3MBHOIO NpeACcTaBHUKA.
217. | NYNbMO/OP | ta6bnetku, no 10 Mosi Xenc LLiBeiiuapi CaBa Xenckea IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Ges UA/10378/02/01
® Tabnetok y 6nictepi; M6X a Nta, IHais; YroplmHa TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta peyenma
no 1 a6o 2 6nictepu Megiton thapmakoHarnagy (iHwi 3MiHu) - 3MiHU BHECEHO B TEKCT

B KapTOHHilA
ynakoBLi

dapmacbloTikas
Nta,., YropwyHa

MapKyBaHHS NEePBUHHOT YNaKOBKM NiKapCbKOro 3acoby y
n. 2. «KINbKICTb AIK0YOI PEYOBUHW», n. 6. «IHLIE»,
BTOPMHHOI ynakoBku B n.2. «KINIbKICTb AIKOYOI
PEYOBUVIHW», n. 5. «CMNOCIB TA WAX BBEAEHHSA»,
n. 11. <HAMMEHYBAHHS | MICLUE3HAXO0)KEHHA
BWPOBHWKA TA/ABO 3AABHUKA», n.12. <HOMEP
PEECTPALIHOIO MOCBIAYEHHS», . 15. «4N15
NIKAPCBbKNX 3ACOBIB, AKI MPU3HAYEHI 1A
CAMOCTINHOIO NIKYBAHHS — IHGOPMALLIA WOA0
3ACTOCYBAHHSA», n. 17. «IHWE» Ta iHWWi HE3HAYHI
peAakuiiHi npaBku.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.
218. | NYNIbMOJIOP | nopoLok ans TOB «MoBi YkpaiHa CaBa Xenckea IHais/ BHECEHHS 3MiH [0 pPeecTpaLiiHnx MmaTtepiasis: 3MiHn | Ges UA/10378/01/01
® opasibHOT cycneHsil Xenc» Ntp, IHais; YropwuHa TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenma
1 nnswka 3 Megiton thapmakoHarnagy (iHwi 3MiHu) - 3MiHU BHECEHO B TEKCT
NopoLUKOM NS dapmacbloTikas MapKyBaHHS NEPBMHHOT YNakoBKM /iKapCbKOro 3acoby y
NpUroTyeaHHa 60 mn Nta., YropwyHa n. 2. «<KIbKICTb AIK0YOI PEYOBWHW» Ta BTOPUHHOI
a6o 100 mn ynakoBku B M. 2. «KIIbKICTb AIK0YOI PEYOBUHW», n.
cycnexsii pasom 3 15. «ANA NIKAPCbKWMX 3ACOBIB, AKI MPU3HAYEHI
MipHUM 3aC060M Ha AN CAMOCTIVIHOMO NIKYBAHHS — IHGOPMALLISI
KpuLueuyli 3 OO0 SACTOCYBAHHSA» Ta iHLWI HE3HAUHI pefakLuiiHi
nonieTusieHy B npasku. - BBefeHHs 3MiH NpoTsArom 6-Tv MicAuiB nicas
KapPTOHHI ynakoBLi 3aTBEPAKEHHS.
219. | PAHEKCA® TabneTtkn MeHapiHi Nokcemby Bupo6bHuLTBO HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/13676/01/01
1000 MPOJIOHroBaHOI fji IHTepHeLuoHan pr «in bulk», TUny - 3MiHu 3 akocTi. A®l. BupobHuuTeo. 3miHa peyenmom
no 1000 mr; no 10 OnepeiiwoHc nakyBaHHs, BMPO6GHMKA BUXIAHOro/NPOMKHOrO NPOAYKTY/peareHTy,
Tabnetok y 6nictepi; NMokcembypr KOHTpONb Ta L0 BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AdI,
no 6 6nictepis y C.A. BUNYCK cepil: a60 3MiHa BMPOGHHMKa (BKKOUatouu, ge HeobxigHo, micue

KapTOHHI KopobL;
no 15 tabneTtok y
6nicTepi; no 4
6nictepu y
KapTOHHIA KopobLj;
no 20 TabneTok y
6nicTepi; no 3
6nictepn y
KapTOHHIl KopoobLi

MeHapiHi-®oH
XeligeH M6 X

NnpoBeeHHA KOHTPOS0 AKocTi) A®I (3a BigCyTHOCTI
cepTudpikaTa BignoBiAHOCTI EBponeiickbkiin papmakonei y
3aTBEPMKEHOMY A0CbE)(iHLWi 3MiHW) - AOAaBaHHSA
aNbTepHAaTMBHOI Ai/IbHUL, BiANOBiJa1bHOI 3a
BMPOBHULITBO NPOMiXHOro npoaykty N-(2,6-
avmeTtunderin)-2-xnopauetamigy (RAN1), Zhejiang
Huahai Pharmaceutical Co., Ltd. 3miHu | TUnY - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHA BUPOGHMKA
BWXi4HOro/MpoMiKHOro NpoAyKTy/pearenTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPO6HMYOMY npoueci AdDl, abo
3MiHa BUPOOGHMKa (BKOYatoun, Ae HeobxigHo, Micue
npoBefeHHs KOHTPO/I0 sKkocTi) AP (3a BigCyTHOCTI
cepTudikaTa BignoBiAHOCTI EBponeiickbkiin hapmakonei y
3aTBEPAKEHOMY [0CHE)(3anpPONOHOBaHNIA BUPOOHNK
HaNexuTb A0 TiEl camoi BUPOBGHMYOT rpynu NignpueMcTs,
LLIO /i 3aTBEpAKEHNIA) - 3aMiHa AiNbHULI, BiANOBIAA/IbHOI
3a BUPOGHMLITBO NPOMIXHOro npoAaykty N-(2,6-
avmetunderin)-2-xnopauetamigy (RAN1), skuit
BUKOPWCTOBYETLCA Y BUPOGHMYOMY NpoLLeci AitoHol
peyoBuHM paHonasuHy Synthetics Technologica China
Ha Dezhou Longsheng Chemical Co. Ltd. 3minu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BuUNpobysaHHsA APl abo BMXiAHOMO
marepiany/npomMiKHOr0 NPoAYKTy/peareHTy, Wwo
BVKOPUCTOBYETbLCA Y NpoLieci BUpo6HULTBa ADI
(He3HauHi 3MiHW Y 3aTBEPKEHNX MeToAax
BMNPOGYBaHHSA)- HE3HAYHA 3MiHa B METO/ji BU3HAUYEHHS
3a/IMLLKOBUX PO3YMHHUKIB MeTogoM X, a came
BUAAIEHHS NapameTpy TPUBaIOCTI LMKIY, OCKI/IbKU BiH €
HaAMLWKOBOH iHdhopmMaLieto.3MiHu | Tuny - 3MiHu 3
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BunNpobyBaHHa A®l abo BMXigHOTO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NpoLeci BUpobHMLTBa AdI
(He3HauHi 3MiHW y 3aTBEpP)KEHUX MeTofax
BMNPOOGYBaHHS) - HE3HAYHI 3MiHW B METO, KifIbKiCHOro
BU3HAYEHHA Ta BU3HAYEHHS CYNpPOBIAHUX JOMILLIOK B
[itouili pe4yoBUHI paHonasuHy, a came BBEAEHHS
NPUroTyBaHHA CTaHAAPTHOrO po3ynHy 2 (Metod BEPX
1). 3minu | Tvny - 3miHu 3 sKocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6 (iHLWi 3MiHM) — 3MiHa
AKICHOrO CKNaay BEPXHbOI Ta HMKHLOT YaCTUHN
BTOPUHHOI YNaKkoBKM Ail040I PeYOBUHU paHONasnHy, a
came MnonipoBaHoi BO/IOKHUCTOI AePEeBUHN Ha
OUMHKOBaHYy CTasib/3a/1i30. 3MiHN | TURy - 3MiHW 3 SKOCTI.
A®|. Cuctema KoHTelHep/3aKynoptoBasibHUIA 3aci6 (iHLUi
3MiHW) — BUAAIEHHS cneumdikauili Woao po3mipis
KOHTeliHepa BTOPMHHOTO MakyBaslbHOrO MaTtepiasy
[ito40i peYoBVHY paHonasuH. 3miHu | Tuny - 3miHu 3
akocTi. A®Il. CTabinbHicTb. 3MiHa nepiofly NOBTOPHMX
BuNpobyBaHb/nepiody 36epiraHHa abo yMoB 36epiraHHs
A®I (3a BiACYTHOCTI y 3aTBEPAKEHOMY [OCbE
cepTudikaTa BignoBiAHOCTI E€Bponeiickbkiit hapmakoneri,
LLIO BK/IHOYAE Nepiog NOBTOPHOro BUNpobyBaHHS) (nepiog,
NOBTOPHOro BMNpobyBaHHA/Nepios 36epiraHHs) -
36inbLIeHHA abo BBeAEHHS Mepiogy NOBTOPHOrO
BMNpobyBaHHA/nepiody 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOC/ifKEHb Y peaslbHOMY Yaci —
NoAOBXEHHS TePMiHY NOBTOPHOrO BUNPOBYBaHHSA fitoHoT
peyoBMHM paHonasuHy 3 24 micauis 4o 60 micauis.
3MmiHu | TUny - 3MiHK 3 akocTi. A®l. Bupo6HMUTBO. 3MiHa
BMPOOHUKA BMXiAHOrO/MPOMIKHOro NpoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYHOTLCSA Y BUPOBOHUYOMY npoueci AP,
abo 3miHa BUpoO6HWMKa (BKOHaKoUn, ae HeobxigHo, Micue
npoBefeHHSA KOHTPOo AkocTi) APl (3a BigCyTHOCTI
cepTudpikata BignoBigHOCTI EBponelickkili hapmakonei y
3aTBEPAXEHOMY [0ChE)(3anponoHOBaHNI BUPOGHUK
HaNIeXuTb [0 TiEl camoi BUPOGHMYOT rpynu NigNpUeEMCTB,
LLO 11 3aTBEPLXEHNI) - 3MiHA AiNbHULI, BiANOBIAANBHOT
3a BUPOBHMLTBO BMXigHOro npoaykty GGE, akuii
BUKOPWCTOBYETLCA Y BUPOGHNYOMY NpoLeci Aitoyol
peyoBuHM paHonasuHy — Synthetics Technologica China
Ha Dezhou Longsheng Chemical Co. Ltd. (3akputa
YyacTvHa macTep-gaiiny BupobHuka Lodichem S.r.l.).
3MiHu | TUnY - 3MiHK 3 axkocTi. A®l. BupobHMUTBO. 3MiHa
BMPO6GHMKA BUXIAHOro/NpOMKHOrO NPOAYKTy/peareHTy,
1110 BUKOPUCTOBYHTLCS Y BUPOOHMYOMY npoueci AdI,
ab60o 3miHa BUpo6HWKa (BKNHOYaUn, e HeobxigHo, Micue
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

npoBefeHHs KOHTPO/I0 skocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiicbkiin hapmakonei y
3aTBepMKEHOMY [0CbE)(iHLWi 3MiHW)- A0AaBaHHSA
anbTepHaTMBHOI AiNbHWLI, BignoBiganbHOT 3a
BMPOGHMLITBO BMXIAHOrO NPOAYKTY
xnopoauetunxnopugy — Chengwu Chenhui
Environmental Protection Technology Co., Itd. (3akpuTta
YyacTvHa macTep-gaiiny BupobHuka Lodichem S.r.l.).
3MiHu | TUnY - 3MiHK 3 akocTi. A®l. BupobHMUTBO. 3MiHa
BMPO6GHMKA BUXIAHOro/NpOMKHOrO NPOAYKTy/peareHTy,
1110 BUKOPUCTOBYHTLCS Y BUPOOHMYOMY npoueci A,
ab60 3miHa BUpOGHYKa (BKNOYaroun, ge HeobxigHo, MicLe
npoBefeHHs KOHTPO/I0 AkocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiickbkiin dhapmakonei y
3aTBEPMKEHOMY AOCLE)(iHLWi 3MiHM) -
[0faBaHHA albTepHATMBHOI AiNTbHNL, BiANOBiganbHOT
3a BUPOGHULTBO BMXigHOro npoaykty GGE — Zhejiang
Huahai Pharmaceutical Co., Ltd. (3akputa YyacTnHa
macTep-aiiny BupobHuka Lodichem S.r.l.). 3minum | Tuny
- 3MiHu 3 skocTi. APl BupobHuuTBO. 3MiHM
BMNPOGYyBaHb abo AONYCTUMUX MEX Y NPOLECi
BMpO6HMLTBa A®I, L0 BCTAHOB/EHI y cneuudikavisix
(BMNYyYEHHS HECYTTEBOTO BUNPOGYBaAHHS) -
BWAA/IEHHS HECYTTEBOIO BUNPOGYBaHHSA KOHTPOIIO
BUCYLLYBaHHSA B NpoLeci BUPOOHWLTBA Ail0H0T peYOBUHN
paHonasuHy (3akpuTa YacTuHa mMactep-dhaiiny
BMpo6Huka Lodichem S.r.l.).3minu | TUny - 3miHu 3
AkocTi. A®l. Bupo6bHMUTBO. 3MiHM BUNpo6yBaHb abo
[0NyCcTUMKUX MEX Y npoueci BupobHuutea Adl, wo
BCTaHOB/EHI Y creumdikayisx (BUyYEHHS HECYTTEBOTO
BUMPOOYBaHHSA) -BUAA/IEHHS HECYTTEBOTO BHYTPILLHLOIO
BUNPOOYBaHHA KOHTPO/IIO BOAHOT dhasu, AKuii
3aCTOCOBYETLCA Mif, Yac BUPOBHULTBA fiH040i PEYOBUHN
paHonasuHy (3akpvTa 4YacTvHa mactep-hanny
BUpo6HUKa Lodichem S.r.1).3miHn | TMny - 3MiHW 3 SIKOCTI.
A®I|. BupobHMLTBO. 3MiHa BUPOGHMKa
BMXiHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BUKOPUCTOBYHOTLCH Y BUPOGHMYOMY npoueci A®l, abo
3MiHa BUPOGHUKa (BKIOYakoun, fe HeobxigHo, Micue
npoBefeHHs KOHTPO/I0 AkocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiickbkiin papmakonei y
3aTBepMKEHOMY AOCbe)(iHLWi 3MiHW) - AofaBaHHA BASF
SE. B AIKOCTi aflbTepHATUBHOT AiNbHULL, BifnoBigasibHOT
3a BMPOBGHULTBO BUXigHOro MaTepiany 2,6 DMA, wo
BMKOPUCTOBYETLCA B NPOLLECi BUPOBGHULTBA AiH04OI
peyoBMHM paHoNa3vHy (3aKkpuTta yactTnHa mactep-caiiny
BUpo6HUuKa Lodichem S.r.l.). 3miHu | TUNY - 3MiHK 3
AKOCTi. A®I. KoHTposib A®L. 3MiHa y napameTpax
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLEC
BMpO6HMLTBAa AD| (4ONOBHEHHS cneuymdikauii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOoO6YyBaHHA) — AofgasaHHa SO2 3 HopMyBaHHAM NMT
0.5% po cneundikauii BUXiZHOro NpoaykTy
X/10poaLeTUIXNopuay, L0 BUKOPUCTOBYETLCS Y NpoLeci
BMPOGHMLITBA Ait0HOT PEYOBVHM (3aKpuTa YacTuHa
macTep-aiiny BupobHuka Lodichem S.r.l). 3miHu | Tuny
- 3MiHK 3 AkocTi. APL. KoHTponb A®I. 3miHa y
napameTpax creuudikauii Ta/abo f4onycTUMMX Mex,
BM3HA4YeHuX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Ad|
(monoBHeHHs creumdikauii HOBUM NOKa3HMKOM SIKOCTI Ta
Bi4NOBIAHUM METOA0M BUNPOOYBaHHA) — A0AaBaHHSA
«BYAb-AIKNX HEBU3HAYEHWNX [OMILLOK» 3 HOPMYBaHHAM
NMT 0.5% pgo cneuwmdbikauii BUXigHOro NpoaykTy
X/10pOoaLeTUAXTIOPUAY, L0 BUKOPUCTOBYETLCS B MPOLIECI
BMPOGHMLITBA Ait0HOT PEYOBVHM (3aKpuTa YacTuHa
macTep-aiiny BupobHuka Lodichem S.r.l.). 3minum | Tuny
- 3MiHM 3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHa APl abo BMXigHOTO
marepiany/npoMiKHOrO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa AD®| (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OYaOUM 3amiHy
abo gonoBHeHHs)) A®| abo BUXIAHOrO/MPOMIXHOIO
NPOAYKTY) - 3MiHa MeTogy X BUNpobyBaHHA Ha
[OMILLKV ninepasuHy Ha 6inbLll OHOBNEHUIA MeToA ANs
npomixHoro npoaykty RAN2, L0 BUKOPUCTOBYETLCS Y
npoLieci BUPOGHMLITBA 0401 PEYOBUHY paHOMa3nHy
(3akpuTa yactTuHa macTep-aiiny Bupo6Huka Lodichem
S.r.l)

220.

PAHEKCA®
500

TabneTku
MPOJIOHroBaHOI fji
no 500 wmr, no 10
Tabnetok y 6nictepi;
no 6 6nictepis y
KapTOHHI KopobL;
no 15 ta6neTtok y
6nicTepi; no 4
6nictepu y
KapTOHHIA KopobL;
no 20 TabneTok y
6nicTepi; no 3
6nictepu y
KapTOHHIV Kopobui

MeHapiHi
IHTepHeLoHan
OnepeiiwoHc
IMokcembypr
C.A.

Nokcemby
pr

Bupo6bHuuTBO
«in bulk»,
nakyBaHHS,
KOHTpO/b Ta
BMNYCK Cepil:
MeHapiHi-®oH
XeligeH MTM6X

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. A®I. BupobHuuteo. 3miHa
BMPO6GHMKaA BUXIAHOro/NPOMKHOrO NPOAYKTy/peareHTy,
L0 BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AdI,
a60 3MiHa BMPOGHHMKa (BKKOUatoun, ge HeobxigHo, micue
npoBefeHHS KOHTPO/I0 skocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiickkiin papmakonei y
3aTBEPMKEHOMY A0CLE)(iHLWi 3MiHW) - AOAABAHHSA
anbTepHaTMBHOI AiNbHULI, BignoBiganbHOT 3a
BMPOOHULITBO NPOMiXHOro npoaykty N-(2,6-
avmeTtunderin)-2-xnopauetamigy (RAN1), Zhejiang
Huahai Pharmaceutical Co., Ltd. 3miHu | Tvny - 3miHu 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHA BUPOGHMKA
BWXiHOro/MpoMiXXHOro NpoAyKTy/peareHnTy, Lio

3a
peyenmom

UA/13676/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

BVIKOPVCTOBYIOTbCS Y BUPO6HMYOMY npoueci AdDl, abo
3MiHa BUPOGHMKa (BK/THOUaouM, e HeobXigHo, micue
NpoBeAEeHHA KOHTPO/o AkocTi) APl (3a BigCyTHOCTI
cepTudikaTa BignoBiAHOCTI EBpoONeNChKiin hapmakonei y
3aTBEPAKEHOMY [0CHE)(3anpONOHOBaHNA BUPOOHMK
HaexuTb [0 TiEl camoi BUPOBHMYOT rpynu NignpueMcTs,
LLIO /i 3aTBEPAKEHNIA) - 3aMiHa AiTbHUL, BiANOBIAA/IbHOI
3a BUPOGHMLITBO NPOMIXHOro npoAaykty N-(2,6-
anmeTtundeHin)-2-xnopauetamigy (RANL), skuii
BUKOPWCTOBYETLCA Y BUPOGHMYOMY NpoLeci fitoHol
peyoBuHM paHonasuHy Synthetics Technologica China
Ha Dezhou Longsheng Chemical Co. Ltd. 3minu | Tvny -
3MiHn 3 sKkocTi. A®I. KoHTponb A®l. 3miHa y meTogax
BunNpobyBaHHa A®l abo BMXigHOTO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NpoLeci BUpobHMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpP)KEHUX MeTofax
BMNPO6YBaHHSA)- HE3HAYHA 3MiHA B METO/ji BU3HAYEHHS
3a/IMLLIKOBUX PO3YMHHMKIB MeTodoMm X, a came
BUAa/IEHHA napameTpy TPUBAIOCTI LMK/, OCKiNbKN BiH €
HaANMLWKOBOIO iHhopmMaLieto.3MiHn | Tuny - 3MiHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BunNpobyBaHHa A®l abo BMXigHOTO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NpoLeci BUpobHMuTBa AdI
(He3HauHi 3MiHW y 3aTBEpP)KEHNX MeTofax
BMNPOOGYBaHHS) - HE3HAYHI 3MiHW B METO, KifIbKiCHOro
BU3HAYEHHA Ta BU3HAYEHHS CYNpPOBIAHUX JOMILLIOK B
[itouili pe4yoBUHI paHonasuHy, a came BBEAEHHS
NPUroTyBaHHA CTaHAAPTHOrO po3ynHy 2 (Metod BEPX
1). 3minu | TMny - 3miHu 3 sKocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBaibHWiA 3aci6 (iHLWi 3MiHK) — 3MiHa
AKICHOrO CKNaay BEPXHbOI Ta HMKHLOT YaCTUHN
BTOPUHHOI YNaKoBKM Ail040I PeYOBUHU paHONasvHy, a
came MnonipoBaHoi BOSIOKHUCTOI AEePEeBUHN Ha
OUMHKOBaHYy CTasib/3a/1i30. 3MiHN | TUny - 3MiHW 3 SKOCTI.
A®|. Cuctema KoHTelHep/3aKynoptoBasibHUIA 3aci6 (iHLUi
3MiHW) — BUAAIEHHS cneumdikauili woao po3mipis
KOHTeliHepa BTOPMHHOTO MakyBaslbHOrO MaTepiasy
[it040i peYoBVHM paHonasuH. 3miHu | Tuny - 3miHu 3
akocTi. A®Il. CTabinbHicTb. 3MiHa nepiofly NOBTOPHMX
BunNpobyBaHb/nepiody 36epiraHHa abo yMoB 36epiraHHs
A®I (3a BiACYTHOCTI Y 3aTBEPAKEHOMY [OCbE
cepTudikaTa BignoBiaHOCTI EBponeiickbkiit hapmakoner,
LLIO BK/THOYAE Nepiog NOBTOPHOro BUNpobyBaHHS) (nepiog,
NOBTOPHOro BUNpobyBaHHA/Nepios 36epiraHHs) -
36inbLIeHHA abo BBEAEHHSA Mepiogy NOBTOPHOrO
BMNpobyBaHHsA/nepiody 36epiraHHa Ha OCHOBI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

pe3ynbTaTiB AOC/ifKEHb Y peaslbHOMY Yaci —
NoAOBXEHHS TePMiHY NOBTOPHOrO BUNPOBYBaHHSA fitoHoT
peyoBMHM paHonasuHy 3 24 micauis 4o 60 micauis.
3miHu | TUny - 3MiHK 3 akocTi. A®l. Bupo6HMUTBO. 3MmiHa
BMPOOHUKA BMXiAHOrO/MPOMIKHOro NpoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYIOTLCS Y BUPOBOHUYOMY npoueci AdI,
abo 3miHa BUpoO6HWMKa (BKOHaKoUn, ae HeobxigHo, Micue
NpoBeAeHHSA KOHTPOo AkocTi) APl (3a BigCyTHOCTI
cepTudpikata BignoBigHOCTI EBponelickkili hapmakonei y
3aTBEPAXEHOMY [0ChE)(3anponoHOBaHNI BUPOGHUK
HaNIeXuTb [0 TiEl camoi BUPOGHMYOT rpynu NigNnpUeEMCTB,
LLO 11 3aTBEPLXEHNI) - 3MiHA AiNbHULI, BiANOBIAANBHOT
3a BUPOBHMLTBO BMXigHOro npoaykty GGE, akuii
BUKOPWCTOBYETLCA Y BUPOGHMYOMY NpoLeci fitoyol
peyoBuHM paHonasuHy — Synthetics Technologica China
Ha Dezhou Longsheng Chemical Co. Ltd. (3akputa
YyacTvHa macTep-gaiiny BupobHuka Lodichem S.r.l.).
3MiHn | TUnY - 3MiHK 3 akocTi. A®l. BupobHMLUTBO. 3MiHa
BMPO6GHMKaA BUXIAHOro/NpPOMKHOrO NPOAYKTY/peareHTy,
1110 BUKOPUCTOBYHTLCS Y BUPOOHMYOMY npoueci AdI,
ab60 3miHa BUpOGHYKa (BKNOYaroun, ge HeobxigHo, MicLe
npoBefeHHs KOHTPO/I0 AkocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiickbkiin papmakonei y
3aTBepMKEHOMY [0CbE)(iHLWi 3MiHW)- A0AaBaHHSA
anbTepHaTUBHOI AiNbHWLI, BignoBiganbHOT 3a
BMPOGHMLITBO BMXIAHOTO NPOAYKTY
xnopoauetunxnopugy — Chengwu Chenhui
Environmental Protection Technology Co., Itd. (3akpuTta
YyacTvHa macTep-gaiiny BupobHuka Lodichem S.r.l.).
3MiHn | TUnY - 3MiHK 3 akocTi. A®l. BupobHMUTBO. 3MiHa
BMPO6GHMKA BUXIAHOro/NpOMKHOrO NPOAYKTYy/peareHTy,
1110 BUKOPUCTOBYHTLCS Y BUPOOHMYOMY npoueci AdI,
ab60 3miHa BUpOGHYKa (BKNOYaroun, ge HeobxigHo, MicLe
npoBefeHHs KOHTPO/I0 skocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiichbkiin hapmakonei y
3aTBEPMKEHOMY AOCLE)(iHLWi 3MiHM) -
[0faBaHHA albTepHATMBHOI AiNbHNL, BiANoBiganbHOT
3a BUPOGHULTBO BMXigHOro npoaykty GGE — Zhejiang
Huahai Pharmaceutical Co., Ltd. (3akputa YyacTnHa
macTep-aiiny BupobHuka Lodichem S.r.l.). 3minm | Tuny
- 3MiHu 3 skocTi. APl BupobHUUTBO. 3MiHM
BMNPO6YyBaHb abo AONYCTUMUX MEX Y NPOLECi
BMPO6HMLTBa A®I, L0 BCTAHOB/EHI y cneuudikavisx
(BMNYyYEHHS HECYTTEBOTO BUNPOGYBAHHS) -
BUA/IEHHA HECYTTEBOTO BUNPOOYBAHHS KOHTPO/IIO
BUCYLLYBaHHSA B NpoLeci BUPOOHWLTBA Ail0H0T peYOBUHN
paHonasuHy (3akpuTa YyacTuHa mMactep-dhaiiny
BMpo6Huka Lodichem S.r.l.).3minu | Tvny - 3miHm 3
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

AkocTi. A®l. Bupo6HMUTBO. 3MiHM BUNpPOo6yBaHb abo
[0NyCcTUMKUX MEX Y npoueci BupobHuutea Adl, wo
BCTaHOB/EHI Y creumdikayisx (BUyYEHHS HECYTTEBOTO
BUMPOOYBaHHS) -BUAA/IEHHS HECYTTEBOTO BHYTPILLHLOIO
BUNPOOYBaHHA KOHTPO/IIO BOAHOT dhasu, AKuii
3aCTOCOBYETLCA Mif, Yac BUPOBHULTBA fil0H0i PEYOBUHMN
paHonasuHy (3akpvTa 4YacTvHa mactep-hanny
BUpo6HUuKa Lodichem S.r.1).3miHn | TMny - 3MiHK 3 SIKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKa
BMXiHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTbCA Y BUPOGHMYOMY npoueci A®l, abo
3MiHa BUPOGHUKa (BKIOYakoun, fe HeobxigHo, Micue
npoBefeHHs KOHTPO/I0 AkocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiickbkiin dhapmakonei y
3aTBepMKEHOMY AOCbe)(iHLWi 3MiHW) - AofaBaHHA BASF
SE. B SIKOCTi aflbTepHATUBHOT AiNIbHULL, BifnoBigasibHOT
3a BMPOBGHULTBO BUXigHOro MaTepiany 2,6 DMA, wo
BMKOPUCTOBYETLCA B NPOLLECi BUPOBHULTBA AjiH0HOi
peyoBMHM paHoNas3vHy (3aKkpuTta yactTnHa mactep-chaiiny
BUpo6HUuKa Lodichem S.r.l.). 3miHu | TUNY - 3MiHK 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECI
BMpO6HMLTBa AD| (4ONOBHEHHS cneuudikauii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPoO6YyBaHHA) — AofgasaHHa SO2 3 HopMyBaHHAM NMT
0.5% pfo cneundikauii BUXifZHOro NpoaykTy
X/10poaLeTUNXNopuaYy, L0 BUKOPUCTOBYETLCS Y NpoLeci
BMPOGHMLITBA Ait0HOT PEYOBVHM (3aKpuTa YacTuHa
macTep-aiiny BupobHuka Lodichem S.r.l). 3miHu | Tuny
- 3MiHK 3 AkocTi. APL. KoHTponb A®I. 3miHa y
napameTpax creuudikauii Ta/abo f4onycTUMMX Mex,
BM3HA4YeHuX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Ad|
(monoBHeHHs cneumdikauii HOBUM NOKa3HMKOM SIKOCTI Ta
Bi4NOBIAHUM METOA0M BUNPOOYBaHHA) — A0AaBaHHSA
«BYAb-SIKMX HEBU3HAYEHWNX [OMILLOK» 3 HOPMYBaHHAM
NMT 0.5% pgo cneuwmdbikauii BUXifHOro NpoaykTy
X/10pOoaLeTUAXIOPUAY, L0 BUKOPUCTOBYETLCS B MPOLIECI
BMPOGHMLITBA Ait0HOT PEYOBVHM (3aKpuTa YacTuHa
macTep-aiiny BupobHuka Lodichem S.r.l.). 3minm | Tuny
- 3MiHM 3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHA APl abo BMXigHOTO
marepiany/npoMiKHOrO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa A®| (iHLWi
3MiHM Y MeTofax BUNpobyBaHHA (BKOYaUM 3aMiHy
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n/n

Hassa
JliKapcbK0O20

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby

abo gonoBHeHHs1) A®| abo BUXIAHOrO/MPOMIXHOIO
NPOAYKTY) - 3MiHa MeTogy X BUNpobyBaHHA Ha
[OMILLKV ninepasuHy Ha 6inbLll OHOBNEHUIA MeToA ANs
npomixHoro npoaykty RAN2, 10 BUKOPUCTOBYETLCS Y
npoueci BUpOGHULTBA Ait04OT PEYOBUHN paHonasuHy
(3akpuTa YactTuHa macTep-aiiny Bupo6Huka Lodichem
S.r.l)

221.

PENAKCUN

kancynu Teepgi no
10 kancyny
6nicTepi; no 2
6nictepu B navuj

AT
"KNIBCbKWN
BITAMIHHUIA

3ABOA"

YKpaiHa

AT
"KNIBCbKN
BITAMIHHUIA

3ABO["

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx nNpo cucTemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cUcTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHvKa 4ns
3[jiCHEeHHs hapmakoHarnsgy B YKpaiHi, AKLLo BoHa
BiAMiHHA Bif, YNOBHOBaXKEHOI 0Cco6w, BignoBigabHOI 3a
3AificHeHHs thbapmakoHarnsaay (BKIHOYaUy KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-ghaiina
cuctemu chapmakoHarnsgy) 3MiHa yrnoBHOBaXKeHOT
0cobu 3asBHYKa, BiANOBIA&IbHOI 3a hapMakoHarnsg,
[itoua pepakuis: Konsga BikTopis BiktopiBHa.
MponoHoBaHa pepakuisi: babvka AmnTpo AHaTonilioBuy.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXEHOI 0CO6U
3as1BHMKA, BignoBigabHOI 3a chapMakoHarnsg

6e3
peyenma

UA/5286/01/01

UA/3980/01/01

222,

PEMICAP

renb, 10 mr/r; no 30
ry Ty6i; no 1 1y6i B
nauui

MpAT
"hapmaueBTu
YyHa thipma
"fNapHuus"

YKpaiHa

MpAT
"®apmaueBTuiH
a thipma
"ONapHuus"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
[O/19 MeAUYHOro 3acTocyBaHHS Ha NiAcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekun NikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo sik pesynbTar
OL|iHKM 3BITY 3 AOC/iMKeHb, NPoBeAEeHNX BiANOBIAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM YNOBHOBAXXEHUM OPraHom).
3MiHV BHECEHO [0 iHCTPYKUIT 415 MeauyHOro
3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
"MpoTunokasaHHA" Ta "3acTocyBaHHA Y nepiog,
BariTHocTi abo rogyBaHHsA rpyaato” BignoBigHoO Ao
pekomeHgauii CMDh. TepMiH BBEZIEHHSI 3MiH NPOTArom
6 micsuiB nicns 3aTBepAKEHHS.

6e3
peyenma

He
niosnsea
€

223.

PENNArCAN

KOHLleHTparT Ans
pO34nHyY Ans
iHQpy3ii, 1 mr/Mn; no
3,5 M/1 KOHLUeHTparty
y thnakoHi; no 1
dNakoHy y

Takena
dapmacbioTika
n3
IHTEpHeLLHN
ATl Ipnangis

BpeHy

Ipnangis

BiANoOBiAaNbHNI
3a BUNycK cepil:
Lanep
PapmacbloTikau
3 Ipnangis
Jlimiteq,

Ipnangis/
Himeuunna/
CLUA/
HigepnaHnan

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTeMy
cdhapMakoHarssgy, 3MiHa YNoBHOBaXXEHOI 0cobu,

3a
peyenmom

UA/15890/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KapTOHHI Kopo6Lyi IpnaHgis; BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy;
Takepa KOHTaKTHOI 0CO6M 3 (hapmakoHarnsgy 3asBHuKa ans

dapmacbloTikau
3 IHTepHeLwHN
ATl IpnaHngis
BpeHuy,
IpnaHgis;
BMPOBHULTBO
nikapcbKoro
3acoby,
KOHTPO/b SIKOCTI
cepii, BisyasibHa
iHCneKu,is:
Bettep ®apma-
®epTirtoHr MM6X
EHg Ko. KT,
HimeuuunHa,;
BMPOGHMLITBO
nNiKapcbKoro
3acoby,
KOHTPO/b AKOCTI
[N13: KeHaxiH
Baiio®apma,
NTA (n6a
EmepoxeHT
BaiioConyLwiHz
(CibiAWi), CLUA;
KOHTPO/Ib SIKOCTI
cepil, BisyanbHa
iHCnekujs:
BetTtep ®apwma-
depTirtoHr MM6X
EHA Ko. KT,
HimeyunHa;
BetTep ®apma-
®epTirtoHr MM6X
EHg Ko. KT,
HimeuuunHa,;
BisyasibHa
iHCneKu,is:
BetTep ®apma-
®epTirtoHr MM6X
EHg Ko. KT,
HimeuuunHa,;
KOHTPO/b AKOCTI
'N3: Waiep
XblOMeH
[xeHeTik

3pjiicHeHHs hapmakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0c06y, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapMakoHariaay (BK/UYakUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLEeHHI MacTep-haiina
cmucTemu chapmakoHarnagy). 3miHa ynoBHOBaXKeHOoT
0cobu 3asBHMKa, BIANOBIAA/ILHOT 3a hapmakoHarnsg.
[itoya pepakuis: Stephane Brouckaert. MponoHoBaHa
pepakuisi: Jean-Marie Heim. 3MiHa KOHTaKTHMX AaHWX
YNOBHOB&XEHOI 0CO6U 3aABHMKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Tepanic, CLUA;
KOHTPO/b SIKOCTI
cepii: Yapnb3
Pisep
Na6opatopi3
Aiinenp N1p,
IpnaHgis;
KoBaHC
NabopaTtopi3
Nimiteq,
CnonyyeHe
KoponiscTso;
MapKyBaHHA Ta
nakyBaHHsl,
ancTpnbyuis
roToBOro
nikapcbKoro
3acoby: EMiHeHT
Cepgices
KopnopeiiH,
CLWA; [iERYEN
Cannnai YeiiH,
Higepnavau
224. | PUMAHTAAN | Tabnetku no 50 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | Ges UA/7736/01/01
H-AAPHUUA no 10 Tabnetok y "®bapmavneBTu "®apmaueBTUYH Tuny - 3miHn 3 sakocTi. CepTudiikat BignosigHocTI/IE- peyenma
KOHTYpHilA yHa thipma a thipma cepTudikaT BignoBigHOCTI EBponeichkiii
YapyHKOBIli "fapHuus” "fapHuus” thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
ynakosLi; no 2 HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
KOHTYPHI YapyHKOBI MoHorpadii dY abo EBponeiicbkoi hapmakonei, abo
ynakoBKU B mauLi iHLIOT HauioHas1bHOI dhapmakonei gepxasn E€C (iHLWi
3MiHn). MpuBeneHHs posginis 3.2.P.4.1. Ta 3.2.P.4.2.
peecTpauiiHoro J0oCbe Ha AONOMiXHY peqoBUHY MarHito
CTeapart 40 BMMOT MOHorpadii «Magnesium stearate»
Aioyoi pefakuii €sponelicbkoi ®apmMakonei. Y 3B'a3ky 3
LM BHECEHO 3MiHW [10 po3AiniB: «laeHTudikaLlis»,
«KncnoTHicTb abo nyxHicTb» Ta «KinbkicHe
BU3HAYEHHS».
225. | PIONAH CycCrneHsis opasibHa, Takena Mm6X HimeuuunH Takepa M'm6X HimeyunHa BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHu | 6e3 UA/11741/02/01
800 mr/10 mn no 10 a TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta peyenma

M B cawe; no 10,
abo no 20, abo no
50 cawe B

KapTOHHI Kopo6Lyi

chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHUX JaHnx nNpo cucTemy dapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHvKa 4ns
3[jiCHEeHHSs1 hapmakoHarnagy B YKpaiHi, AKLLo BoHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignoBiganbHOI 3a
34ificHeHHs chbapmakoHarnsay (BKIHYaUy KOHTaKTHi
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

OaHi) Ta/abo 3MiHM Y po3MilLeHHi macTep-ghaiina
cuctemn dhapmMakoHarnsgy). 3MiHa yrnoBHOBaXKeHO|
0cobu 3asBHMKa, BiANOBIAaIbHOI 3a thapMakoHarnsg,
[itoya pepakuis: Stephane Brouckaert. MponoHoBaHa
pepaxuis: Jean-Marie Heim. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifnoBigabHOI 3a
dpapMakoHarnsg.

226.

POSICTEP®

TabneTku, BKPUTI
nAiBKOBOO
obonoHkoto, no 10
Mr, no 10 TabneTok
y 6nictepi; no 3
6nicTepy B navi

AT

"KNIBCbKWN

BITAMIHHUIA
3ABOA"

YKpaiHa

AT

"KNIBCbKN

BITAMIHHUIA
3ABO["

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx nNpo cucTemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cUcTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHvKa 4ns
3[jiCHEeHHs hapmakoHarnsgy B YKpaiHi, AKLLo BoHa
BiAMiHHA Bif, YNOBHOBaXKEHOI 0Cco6w, BignoBigabHOI 3a
3AificHeHHs thbapmakoHarnsaay (BKIHOYaUy KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-ghaiina
cuctemu chapmakoHarnsgy) 3MiHa yrnoBHOBaXKeHOT
0cobu 3asBHYKa, BiANOBIA&IbHOI 3a hapMakoHarnsg,
[itoua pepakuis: Konsga BikTopis BiktopiBHa.
MponoHoBaHa pepakuisi: babvka AmnTpo AHaTonilioBuy.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXEHOI 0CO6U
3as1BHVMKA, BigNoBiAa/bHOI 3a dhapMakoHarnsg.

3a
peyenmom

UA/18695/01/01

227.

POSICTEP®

TabneTku, BKPUTI
NAiBKOBOO
o6onoHkoto, no 20
Mmr, no 10 TabneTok
y 6nictepi; no 3
6nicTepy B navi

AT

"KNIBCKWN

BITAMIHHW
3ABOA"

YKpaiHa

AT

"KNIBCBKWI

BITAMIHHW
3ABOS"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHvKa 4ns
3[jiCHEeHHs1 hapmakoHarnagy B YKpaiHi, AKLLo BoHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BifgnoBiganbHOI 3a
3fificHeHHs chbapmakoHarnsagy (BKIOUaUy KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MilLEeHHi MacTep-ghaiina
cuctemu chapmakoHarnsgy) 3MiHa ynoBHOBaXKeHOT
0cobu 3asBHWKa, BiANOBIAaIbHOI 3a hapMmakoHarnsg,
[itova pegakuia: Konsga Biktopis BikTopiBHa.
MponoHoBaHa pepakuisi: babuka AmuTpo AHaTonilioBuy.
3MiHa KOHTaKTHMX AaHunX YNOBHOBaXEHOI 0Co6u
3asBHMKA, BiANoBigaNbLHOI 3a thapmakoHarnsag,.

3a
peyenmom

UA/18695/01/02

228.

PO3YBACTA
TUHIC

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKOI0, M0 10
Mmr; no 10 TabneTok
y 6nicTepi; no 3

ToBapucTso 3
[101aTKOBOIO
BignoBigasIbHI
CTHO
"IHTEPXIM"

YkpaiHa

ToBapucTeo 3
[04,aTKOBOO
BignoBigasibHICT
10 "IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu |
TMny - 3MiHK 3 AkocTi. ADI. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BMNPOGYBaHb/nepiogy 36epiraHHs abo yMoB
36epiraHHa A®| (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCLE
cepTuduikaTa BignoBigHOCTi EBponechkiin dapmakonei,

3a
peyenmom

UA/15855/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
6nictepn y navui LLIO BK/THOYAE Nepiog NOBTOPHOro BUNpobyBaHHS) (nepios

NOBTOPHOrO BUNpPoOyBaHHsA/Nepios 36epiraHHs) - 3miHa
ymoB 36epiraHHss A®I. 3miHM ymoB 36epiraHHa Ad|
Bupo6Huka Nantong Chanyoo Pharmatech Co., Ltd,
China; 3aTBepxeHo: YMoBM 36epiraHHs: Ans
BMpo6HUKiB Changzhou Pharmaceutical Factory Ta
Nantong Chanyoo Pharmatech Co., Ltd: 36epiratv B
opwuriHasbHili ynakoBLi (y atMocdoepi iHepTHOro rasy), y
X0NoAnNbHWKY, Npyu Temnepartypi Big 2 °C go 8 °C.
3anponoHoBaHo: YMOBU 36epiraHHs: A5 BUPo6HUKa
Nantong Chanyoo Pharmatech Co., Ltd: 36epiratu B
opuriHasibHili ynakoBLi (B aTMocdhepi iHepTHOro rasy)
npu Temnepartypi He Buwie 25 °C. - 3miHu | Trny - 3MiHn
oo 6esnekun/edekTMBHOCTI Ta hapmakoHarnsay (iHwi
3MiHM). BHeceHHs 3MiH fo po3giny «MapkyBaHHsA» MKA
N3: 3atBepmxeHo: Po3gin «MapkyBaHHS»; [logaeTbCs.
3anponoHoBaHo: Po3ain «MapkyBaHHs»; 3rifHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. - 3MiHW | Tuny -
3MmiHu 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTporb
roTOBOrO J1iKapCbKOro 3acoby (iHLi 3miHW); CynyTHSA
3MiHa - 3MiHW 3 SIKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHN
Yy BUPOGHMLTBI. 3MiHM BUNpPOGyBaHb abo fonycTuMmX
MeX, BCTaHOBJ/IEHUX Y cneuugikalisx, nig vyac
BMPOGHULTBA FOTOBOTO NiKapPCbKOro 3aco0y (iHLLi 3MiHK).
YTOYHEHHS POPMY/TIOBAHHS HOPMYBaHHS TeCTy
«OfHOPIAHICTb A030BaHNX OAMHULBE» Y Cneuudikadit
N3 (Ha BMNYyCK Ta TepPMiH NpUAATHOCTI) Ta MeTogax
koHTponto MKA N3, Ta, sk Hacnigok, y cneundikauii Ta
MeToAax KOHTPOJI0 SIKOCTi MPOMDDKHOIO MPOAYKTY
«HeposacoBaHi TabneTkn». Takox B METOANKY
BMNPOOYBaHHA 3a NOKa3HUKOM «OfHOPIAHICTb
[,030BaHNX 0AnHULL» MKA J13 BHOCUTLCA YTOYHEHHA
npwv NPUroTyBaHHi BUNPO60BYBAHOIr0 PO3YMHY LLOAO
Ha3Bu MeMbpaHHOro ifibTpa. 3aTBepaAXeHO:
Cneuundpikauis OQHOPIAHICTb [L030BaHUX OAVHULb.
MpuiimanbHe ynicno (AV) ansa nepwux 10 oguHnuLb
noBuHHE 6yTu MeHLe abo gopisHioBaTy L1 (15,0). Axwo
npuiimanbHe ynucno binblue L1, BUNpobyBaHHo
nigaarTb HacTynHi 20 0ANHULL | 06UYNCIOTD
npuiiManbHe yncno. Bumorn OO BMKOHYIOTHCS, SKLLO
KiHLeBe npuiimanbHe Yncno, pospaxosaHe i3 30
OAVHMLb, MeHLLe abo aopisHIOE L1 i xofeH
iHAVBIAYyaNbHWI BMICT Y 4,030BaHil OANHULI He €
MeHWw M 3a (1- L2x0,01)M i He 6inblumm 3a (1+
L2x0,01)M npn 064MCNEHHI NPUAMAIILHOTO Yncna
(L2=25,0). 3anponoHoBaHo: Creumdikavis
OfHOpIAHICTb A030BaHWX oauHULE. Bumorn O10

BBaXakTbCA BUKOHAHUMMWN, AKLLO npmﬁmaane 4yucno
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

(AV) pna nepwmx 10 oguHULb MeHLe abo fopiBHIOE L1
(15,0), y BigcoTkax. FAKLLO NpUiiMasibHe Yncno Ginblue
L1, y BigcoTkax, BUnpobyBaHHIO NigaatoTb HacTynHi 20

OAVHWLb | 06UMC/TIOTL NpUiManbHe Yncno. Bumorn

O[O BUKOHYOTbCS, SKLLO KiHLEBE NpuiiMasnibHe Yy1cno,

po3spaxoBaHe i3 30 oanHULb, MeHLe abo gopiBHoe L1,y

BiICOTKaX, i )XOZeH BMICT y OKpeMili f030BaHii OAUHUL

He € meHWwu M 3a (1 — L2 x 0.01) M i He 6inbmm 3a (1 +

L2 x 0.01)M. (L2=25,0). - 3MiHu | TUny - AAMiHICTpaTUBHI
3MiHW. BunyyeHHs BUPOOHUYOT AinbHULI (BKIOYAUM
OinbHUUi gnsa A®Il, npoMiXXHOro NpoaykTy abo roToBoro

NikapcbKoro 3acoby, AiNbHUL AN NPOBEeAEHHS
nakyBaHHs, BUPOOHWMKa, BiAMNOBigaIbHOTO 3a BUMYCK
cepiid, Mmicue NpoBefEeHHSI KOHTPOSIKO cepii) abo
noctavyasnibHUKa BMXiZHOrO MaTepiany, peareHty abo

[O0MOMDKHOT peYOBMHYM (SKLLIO 3a3Ha4YeHO Y Aocbe) (A.7.
IA). CynyTHS 3MiH: - 3MiHK 3 AKOCTi. A®Il. KoHTpob AdI
(iHwWi 3MiHW). BunyyeHHs BupobHuka APl posysacTaTuH

kanbujito Changzhou Pharmaceutical Factory, China/
YaHwkoy ®apmacktoTikan ®ektopi, Kutais;
3arBepkeHo: Po3yBacTaTuH KasibLiit; BUPOOHMKN:
Changzhou Pharmaceutical Factory, China/ YaHuxoy
dapmacstoTikan ®ektopi, Kutaii; Biocon Limited, India/
BiokoH flimiTes, IHAain
Nantong Chanyoo Pharmatech Co., Ltd, China/HaHbTyH
UaHio ®apmatek Ko., /Ita, KuTaii; 3anponoHoBaHo:
Po3yBacTaTuH KasbLijito
BMPOGHMKKM: Biocon Limited, India/ BiokoH NimiTes, IHAis;
Nantong Chanyoo Pharmatech Co., Ltd, China/ HaHbTyH
YaHio ®apmatek Ko., /Itg, KuTaii; Ta, sk Hacnigok,
BW/TyYEHHS iH(hOpPMaLii LWOoJ0 BUKOHAHHSA TeCTiB
«3a/INLLKOBI PO3YMHHUKM», «I30amin6pomig,
«AueTtatun» i3 Cneuundikauii Ta MeToais KOHTposo AdI,
po3giny «YnakoBkax», po3giny «YMoBu 36epiraHHs» Ans
BMpo6HMKa Changzhou Pharmaceutical Factory, China. -
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA 3aci6.
KOHTpO/1b FOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHN);
YTOYHEHHS POPMY/IIOBAHHS HOPMYBaHHS TecTy
«Po3unHeHHs» y Cneuudikaulii (Ha BUMyCK Ta TEPMIH
npugaTHoOCTi) Ta MeTogax KoHTposnto MKA N3 gns
npuBeAeHHSAM Y BiANoBIAHICTb A0 BUMor APY, aioue

BUAAHHA. 3aTBepakeHo: Cneundikauis Po3unHeHHs [lo
po3unHy 3a 45 XB Mae nepeinTu He MmeHwe 75 % (Q) Big

HOMiHanbHoro Bmicty C22H28FN306S
(posyBacTatuHy); 3anponoHoBaHo: Cneumdikauis
Po3uuHeHHs1; Kputepili npuiAHATHOCTI Ha piBHA S1
NnoBuHeH 6yTn He MeHLe (Q + 5) % A1 KOXHOT 3 6

OAVHMUb. FAKLIO ofilepXaHi pe3ynbTaTv He BiAnosifaTb
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KpUTEpIilo NPUIAHATHOCTI Ha piBHI S1, BUNpobyBaHHs
NPOAOBXYIOTh Ha PiBHAX S2 a6o S3. Q=75 %. Yac
PO3UnHEHHS 45 XB. - 3MiHKM | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudpikart BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
nos'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTD
[0 moHorpadpii ®Y abo €Bponelicbkoi hapmakoner,
abo iHWOI HauioHanbHOIT thapmakonel gepxasn €C
(3miHa y cneumdikauisx, nos'asaHa 3i 3miHamu B Y,
abo €sponelicbkiin hapmakonei, abo iHLWiA HauioHaNbHIl
hapmakonei gepxasu €C); MNpueeaeHHs cnevuundikadii
Ta MeTOZAiB KOHTPO/IIO Ailo40i peYOBUHY Y BiANOBIAHICTb
[0 YnHHOT MoHorpadii €EBponelicbkol hapmakonei Ha
A®I PosyBacTaTuH KasibLiito Big, BUpo6HUka MN3.

229.

PO3YBACTA
TUHIC

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKOH0, No 40
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y nauui

ToBapucTso 3
[0aTKOBOO
BignoBigasbHi
CTHO
"IHTEPXIM"

YkpaiHa

ToBapucTeo 3
[04aTKOBOO
BignoBiganbHiCT
10 "IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
Tuny - 3miHK 3 skocTi. A®I. CTabinbHicTb. 3miHa nepiogy
NOBTOPHUX BUNPOBYyBaHb/nepiogy 36epiraHHA abo ymMoB
36epiraHHa A®| (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCHE
cepTudikaTa BigNoBigHOCTI EBponelickkiin hapmakoner,
LLIO BK/IHOYAE nepios NOBTOPHOro BUNPO6YyBaHHs) (nepios
NOBTOPHOro BUNpobyBaHHsA/nepiog 36epiraHHs) - 3MiHa

ymoB 36epiraHHss A®I. 3miHM ymoB 36epiraHHa Ad|

BUpo6HMKa Nantong Chanyoo Pharmatech Co., Ltd,
China; 3aTBepgxeHo: YMoBu 36epiraHHs: s

BMpo6HuKiB Changzhou Pharmaceutical Factory Ta

Nantong Chanyoo Pharmatech Co., Ltd: 36epiratu B
opuriHanbHil ynakoBui (y aTmocdepi iHepTHOro rasy), y

X0NoANNbHWKY, Npy Temnepartypi Big 2 °C go 8 °C.
3anponoHoBaHo: YMoBY 36epiraHHs: [1na BUPO6GHMKa

Nantong Chanyoo Pharmatech Co., Ltd: 36epirati B

opwuriHasbHili ynakoBLi (B aTmocdpepi iHepTHOro rasy)
npu TemnepaTtypi He BuLe 25 °C. - 3MiHn | Trny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta dpapmakoHarnsagy (iHLwi
3MiHM). BHeceHHs 3MiH A0 po3ainy «MapkyBaHHs» MKA
N3: 3aTBepmxeHo: Po3ain «MapkyBaHHs»; [lofaeTbesl.

3anponoHoBaHo: Po3ain «MapkyBaHHs»; 3rigHo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. - 3MiHu | Tuny -
3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
rOTOBOrO /1iKapCbKoro 3acoby (iHLwi 3miHn); CynyTHs
3MiHa - 3MiHM 3 AKoCTi. [0TOBMIA Nikapcbkuii 3aci6. 3MiHN

Yy BUPOGHULTBI. 3MiHW BUNPO6YyBaHb abo A0NyCTUMMUX

MeX, BCTAHOB/IEHMX Y creumdpikayisx, nig vac
BMPOGHMLTBA FOTOBOTO /1iKapCbKOro 3aco0y (iHLUi 3MiHK).
YTOYHEHHS (POPMY/IIOBAHHS HOPMYBaHHS TecTy

«OAHOPIAHICTb A030BaHNX OAMHULB» Y Cneundikauii

N3 (Ha BUMYycK Ta TEPMIH NPMAATHOCTI) Ta MeTofax
KoHTponto MKA N13, Ta, Sk Hacnifok, y cneuumaikauii Ta

MeTofax KOHTPOJI0 SAKOCTi MPOMiIXXHOIo NpoAyKTy

3a
peyenmom

UA/15855/01/04
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
«Hepo3sacoBaHi TabneTkm». Takox B METOANKY

BUNPOBYBaHHSA 3a NokasHWKOM «OaHOpPIAHICTb
[,030BaHNX 04nHULL» MKA /13 BHOCUTBLCA YTOUYHEHHSA
npy NPUroTyBaHHi BUNPO6GOBYBAHOrO PO3UMHY LLIOAO
Ha3BW Mem6bpaHHoro chinbTpa. 3aTBepaKeHo:
Cneuyucpikauis OAHOPIAHICTE [030BaHNX OAVHULb.
MpuiimanbHe yncno (AV) ans nepwux 10 oguHULb
NnoBWHHE ByTV MeHLLEe abo gopisHioBaTK L1 (15,0). Akwo
npuiiMasibHe uncno Ginblwe L1, BUNPOGYBaHHO
nigaaTb HAaCTynHi 20 0ANHULB | 064YNC/TIOITD
npuiiMansHe uncrio. Bumorn OO BUKOHYHOTLCS, SKLLO
KiHL,eBe npuiimanbHe Yncno, po3paxoBaHe i3 30
04VHMLb, MeHLULEe abo aopiBHIoE L1 i xoaeH
iHAMBIAYaNbHWI BMICT Y f,030BaHil ognHULLI He €
MeHLWUM 3a (1- L2x0,01)M i He 6inblumm 3a (1+
L2x0,01)M npu 064ncrieHHi NpuiiMasibHOro Ynicna
(L2=25,0). 3anpornoHoBaHo: Cneuudikauis
OpHOpIAHICTb A030BaHNX 0AMHULE. Bumorn O40
BBaXalOTbCH BUKOHAHUMU, SKLLO NPUAMasIbHE YnCro
(AV) ons nepwmx 10 ognHULUb MeHLWwe abo fopiBHIoe L1
(15,0), y BigcoTkax. SKLLO NpuiiMasibHe Yncno GinbLue
L1, y BigcoTkax, BUNpobyBaHHI0 MigaatTb HacTynHi 20
OAMHULb | 0BUNC/IIOITL NPUiManbHE Yncio. Bumorn
O/J10 BMKOHYHOTBCS, SIKLLO KiHLEBe npuiiMasnibHe Yncio,
po3paxoBaHe i3 30 oguHULb, MeHLLe abo fopiBHIOE L1, y
BiICOTKaXx, i )XOZleH BMICT y OKpeMili f030BaHiii oguHULI
He € meHwuM 3a (1 — L2 x 0.01) M i He 6inbmm 3a (1 +
L2 x 0.01)M. (L2=25,0). - 3miHu | TUny - AAMiHICTpPaTVBHI
3MiHW. BunyyeHHs BUPOBHUYOT AiNbHULI (BKIOHYAOUM
AinbHUUI Ana APl npomiHOro NpPoAyKTy abo rotosoro
NikapcbKoro 3acoby, Ai/bHNL AN NPOBEAEHHS
nakyBaHHs1, BUPO6HYKa, BifNOBigaIbHOro 3a BUNYyCcK
cepiit, micLie NPoBeAEHHS KOHTPOIO cepii) abo
nocTavanbHvKa BUXiGHOTO Martepiany, peareHTy abo
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HaYeHO Y Aocke) (A.7.
IA). CynyTHst 3MiH: - 3MiHUM 3 AKoCTi. A®I. KoHTponb AdI
(iHwWi 3miHW). BunyueHHs BupobHuka A®I| posyBacTaTuH
Kanbuito Changzhou Pharmaceutical Factory, China/
YaHwkoy ®apmacbioTikan ®ekTopi, Kntaii;
3arBepkeHo: Po3yBacTaTuH KasibLiito; BUPOOHUKN:
Changzhou Pharmaceutical Factory, China/ YaHwkoy
dapmacstoTikan ®ektopi, Kutaii; Biocon Limited, India/
BiokoH NlimiTeg, IHais
Nantong Chanyoo Pharmatech Co., Ltd, China/HaHbTyH
YaHto dapmatek Ko., /Tg, KuTaii; 3anponoHoBaHo:
Po3sysacTatuH kasibLiio
BUPOGHMKK: Biocon Limited, India/ BiokoH NlimiTes, IHAis;

Nantong Chanyoo Pharmatech Co., Ltd, China/ HaHbTyH
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

YaHio ®apmatek Ko., /Itg, KuTaii; Ta, Sk Hacnigok,
BW/IYYEHHS iHhopmaLii WoA0 BUKOHAHHSA TECTiB
«3a/IMLLKOBI PO3YMHHUKI», «I30aMinbpomig,
«AueTtatun» i3 Cneuundpikauii Ta MeToaiB KOHTposo AdI,
po3ainy «YnakoBka, po3giny «YMoBU 36epiraHHa» Ans
BMpo6Huka Changzhou Pharmaceutical Factory, China. -
3MiHn | TURY - 3MiHK 3 SKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHW);
YTOYHEHHS (hOPMY/IIOBAHHSI HOPMYBaHHS TeCTy
«Po3unHeHHs» y Cneuudikauii (Ha BUMYyCK Ta TEPMIH
npuaatHocTi) Ta MeTogax KoHTponto MKA N3 ana
npuBELEHHAM Y BigNOBIAHICTb A0 Bumor APY, fitoye
BUAAHHA. 3aTBepaxeHo: Cneundikauis Po3unHeHHs [o
po3unHy 3a 45 XB Mae nepeiTn He MeHwe 75 % (Q) Big
HOMiHasIbHOro BMicTy C22H28FN306S
(po3yBacTaTtuHy); 3anponoHoBaHo: Crneumdikauis
Po3uuHeHHs1; Kputepili npuiAHATHOCTI Ha piBHS S1
NOBUHEH 6yTu He MeHLwe (Q + 5) % Ans KOXHOI 3 6
OMHULb. FAKLLO OfepXKaHi pe3ybTaTv He BiAnoBifalTb
KpUTEpIito NPUIAHATHOCTI Ha piBHI S1, BUNpo6yBaHHS
NPOAOBXYHOTb Ha piBHAX S2 abo S3. Q=75 %. Yac
PO34nHEHHS 45 XB. - 3MiHM | TMNY - 3MiHW 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTucpikat signosigHocTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEeOOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTb
[0 MoHorpadpii A®Y abo €Bponelicbkoi hapmMakoner,
abo iHLWWOI HaujoHau1bHOI thapmakonei fgepxasn €C
(3miHa y cneumdikauisx, nos'asaHa 3i 3MiHamu B AdY,
abo €sponelicbkiin hapmakonei, abo iHLiA HalioHaNbHIl
thapmakonei gepxasu €C); MNpuBefeHHs cneuudikaLii
Ta MeTOZAiB KOHTPOJIK Ail040i PEYOBVHY Y BiANOBIAHICTb
[0 YMHHOT MoHorpadpii €EBponelicbkol hapmakonei Ha
A®| PosyBacTaTuH KauibLito Bif BUpo6Huka 3.

230.

PO3YBACTA
TUHIC

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOHO, N0 5 Mr;
no 10 Tabnetok y
6nictepi; no 3
6nicTepn y nauui

ToBapucTso 3
[0,aTKOBOO
BiANOBIAaA/bHI
CTHO
"IHTEPXIM"

YkpaiHa

ToBapuncTso 3
[04aTKOBOO
BiANOBigasIbHICT
10 "IHTEPXIM"

Ykpaina

BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK 3 AkocTi. APL. CtabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BMNpOGyBaHb/nepiogy 36epiraHHa abo ymMoB
36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAKEHOMY AOCHE
cepTudpikaTa BignoBiAHOCTI EBponeiickbkili hapmakoneri,
LLIO BK/1HOYA€E Nepiof NOBTOPHOrO BMNPO6GyBaHHSA) (nepios
NOBTOPHOro BMNpobyBaHHs/nepios 36epiraHHs) - 3miHa

ymoB 36epiraHHss A®Il. 3miHM yMoB 36epiraHHa AdI
Bupo6Huka Nantong Chanyoo Pharmatech Co., Ltd,
China; 3aTBepaxeHo: YMoBM 36epiraHHs: 4ns
BMpo6HUKiB Changzhou Pharmaceutical Factory Ta
Nantong Chanyoo Pharmatech Co., Ltd: 36epirati B
opvriHanbHii ynakoBsui (y aTmocdepi iHepTHOrO rasy), y

XONOAUNBHYKY, Npy Temnepartypi Big 2 °C o 8 °C.
3anponoHoBaHo: YMOBU 36epiraHHs: 115 BUpo6Huka

3a
peyenmom

UA/15855/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

Nantong Chanyoo Pharmatech Co., Ltd: 36epiratv B
opwuriHasbHili ynakoBLi (B aTMocdpepi iHepTHOro rasy)
npu Temnepartypi He Bule 25 °C. - 3miHu | Tvny - 3miHn
oo 6e3nekn/edreKTMBHOCTI Ta dpapmakoHarnsgy (iHwi
3MiHuW). BHECeHHs 3MiH [0 po3ainy «MapkyBaHHs» MKHA
N3: 3aTBepmxeHo: Po3ain «MapkyBaHHs»; [logaeTbes.
3anponoHoBaHo: Po3ain «MapkyBaHHs»; 3rifHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. - 3MiHu | Tuny -
3MiHu 3 siKoCTi. FOTOBWIA Nnikapcbkuid 3aci6. KoHTposb
rOTOBOrO JliKkapCbKoro 3acoby (iHwWi 3miHn); CynyTHs
3MiHa - 3MiHM 3 AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
Y BUPOBGHMLTBI. 3MiHW BUNPO6yBaHb abo JonycTUMUX
MeX, BCTAHOB/IEHMX Y crieumdpikayisx, nig vac
BMPOGHMULITBA FOTOBOTO /1iKapCbKOro 3acoby (iHLUi 3MiHK).
YTOUHEHHS (hOpMY/THOBaHHSA HOPMYBaHHS TECTY
«OAHOPIAHICTb A030BaHMX 0AMHMLBE» Y Cneundikauii
'N3 (Ha BMNYyCcK Ta TepMiH NpUAATHOCTI) Ta MeTogax
KoHTponto MKA N3, Ta, Sk Hacnigok, y cneuumaikauii Ta
MeTOAax KOHTPOJIO SAKOCTi MPOMDKHOIO NPOAYKTY
«Hepo3acoBaHi TabneTkm». Takox B METOANKY
BMNPOGYBaHHS 3a NOKa3HUKOM «OAHOPIHICTb
[,030BaHNX 04nHULbL» MKSA /13 BHOCUTBLCA YTOUYHEHHS
npy NPUroTyBaHHi BUNPO6GOBYBAHOr0 PO3UMHY LLIOAO
Ha3BW MembpaHHOro ifibTpa. 3aTBepaxeHo:
Cneuudpikauis OgHOPIAHICTE [O30BaHNX OAVHULb.
MpuiimanbHe uncno (AV) ans nepwux 10 oguHULb
noBuHHe ByTV MeHLLe abo gopisHioBaty L1 (15,0). Akwo
npuiiMasibHe uncno Ginbwe L1, BUNPo6yBaHH0
nigaarTb HACTynHi 20 0ANHULL | 064YNCTIOTL
npuiimMansHe yncno. Bumorn OO0 BUKOHYIOTHCS, SKLLO
KiHLEBE NpuiiMasibHe Yncso, pospaxosaHe i3 30
O4VHWLB, MeHLe abo fopiBHIOE L1 i xoaeH
iHaMBIAYaNbHUIA BMICT y 030BaHili 0AuHWLI He €
MeHLWUM 3a (1- L2x0,01)M i He Ginblmm 3a (1+
L2x0,01)M npu 064nCieHHi NpuiiMasibHOro Ynicna
(L2=25,0). 3anponoHoBaHo: Creumdikavis
OpHOpIAHICTb [030BaHNX 0AVHMLE. Bumorn O40
BBaXalOTbCS BUKOHAHUMU, AKLLO NpUAManbHe Yncio
(AV) gna nepwmnx 10 oguHULb MeHLwe abo fopiBHIOE L1
(15,0), y BigcoTkax. FAKLLO NpUMasibHe Yncno GinbLue
L1, y BigcoTkax, BUNpobyBaHHI0 NigaatTb HacTynHi 20
OAVHULb | 06UYMC/IIOTL NpUiManbHe Ynucno. Bumorn
O/J10 BMKOHYIOTbCS, SKLLIO KiHLEBE NpuiiMasibHe Yncio,
po3spaxoBaHe i3 30 oAnHULb, MeHLe abo gopisHoe L1,y
BifiICOTKaX, i XXOZAEH BMICT Y OKpeMiii f,030BaHill 0guHUL
He € meHww M 3a (1 — L2 x 0.01) M i He 6inbwmm 3a (1 +
L2 x 0.01)M. (L2=25,0). - 3MiHu | TunNy - AOMiHICTpaTUBHI
3MiHW. BunyyeHHs BUPOOHUYOI AiNnbHULI (BKOYA0YM
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

OinbHUUi ana A®l, npomikHOro NpoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AinbHULI AN NPOBefEHHSA
nakyBaHHs, BUPOOHWKA, BiANOBifa/IbHOTO 3a BUMYCK
cepiii, Mmicue NpoBefEeHHs KOHTPOSIO cepii) abo
noctayanbHuKa BUXiAHOTO MaTepiany, peareHTy abo
[0MNOMDKHOT pEHOBMHY (SKLLIO 3a3HaYeHO Y AoCbe) (A.7.
IA). CynyTHsI 3MiH: - 3MiHKM 3 AkocTi. A®I. KoHTponb AdI
(iHwWi 3MiHK). BunyueHHs Bupo6Huka A®I posyBacTaTuH
KanbLjto Changzhou Pharmaceutical Factory, China/
YaHwkoy dapmacbtoTikan ®ektopi, Kutais;
3atBepakeHo: Po3yBacTaTuH KauibLiito; BUPOOHUKN:
Changzhou Pharmaceutical Factory, China/ YaHuxoy
dapmacstoTikan ®ektopi, Kutaii; Biocon Limited, India/
BiokoH Nimiten, IHAis
Nantong Chanyoo Pharmatech Co., Ltd, China/HaHbTyH
YaHio dapmartek Ko., /lITg, Kutaii; 3anponoHoBaHo:
PosyBacTaTuH kasbLiio
BUpPO6HMKK: Biocon Limited, India/ BiokoH NlimiTes, IHAis;
Nantong Chanyoo Pharmatech Co., Ltd, China/ HaHbTyH
YaHio ®apmatek Ko., /Ita, KuTaii; Ta, Sk Hacninok,
BUYYEHHS iH(hOpMaLii WOoJ0 BUKOHAHHSA TECTiB
«3a/IMLLKOBI PO3YMHHUKNY», «I30aMin6Gpomig»,
«AueTatun» i3 Cneuudpikauii Ta meTogis KoHTposto AdI,
po3giny «Ynakoska», po3giny «YmMosu 36epiraHHsa» Ans
BMpo6Huka Changzhou Pharmaceutical Factory, China. -
3MiHu | TUNYy - 3MiHK 3 SKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b FOTOBOrO NiKapCbKOoro 3acoby (iHLWi 3MiHN);
YTOYHEHHS POPMY/IIOBAHHS HOPMYBaHHS TECTY
«Po34nHeHHs» y Cneuundikauii (Ha BUNycK Ta TepMiH
npugaTHocTi) Ta MeTogax KoHTponto MKA N3 ana
npuBELEHHAM Y BigNoBigHICTb Ao Bumor Y, gitoye
BUAaHHsA. 3atBepapkeHo: Cneumndikauis Po3unHeHHs [o
po34nHy 3a 45 xB Mae nepeinTn He meHLe 75 % (Q) Big
HOMiHanbHOro BmicTy C22H28FN306S
(po3yBacTaTtuHy); 3anponoHoBaHo: Cneuudikauis
Po3unHeHHs; KpuTepiit NpUIAHATHOCTI Ha piBHS S1
NMoBUHEH 6yTn He MeHLwe (Q + 5) % Ans KoXHOI 3 6
OAMHULb. FKLLO ofepXaHi pe3ynbTaTy He BiAnoBifaloTb
KpUTEPIto NPUIIHATHOCTI Ha piBHI S1, BUNPO6YBaHHs
NPOAOBXYHOTb Ha piBHAX S2 a6o S3. Q=75 %. Yac
PO3UMHEHHS 45 XB. - 3MiHW | TUNY - 3MiHU 3 AKOCTI.
CeptuchikaT BignosigHocTi/l E-cepTudikart BiANoBIiAHOCTI
€Bponelicbkin hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiJHICTIO NPUBEAEHHS Y BiANOBIAHICTb
[0 moHorpadii AdY abo €Bponeiicbkoi hapmakoneri,
ab0 iHLWOI HauioHasTbHOI thapmakonei gepxasun EC
(3miHa y cneuudikauisix, nos'sasaHa 3i 3miHamu B J®Y,
abo Eponelicbkiin hapmakonei, abo iHLWiIN HalioHaIbHIl
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
thapmakonei gepxasu €C); MNpuBeaeHHs cneuudikawii
Ta METO/iB KOHTPO/IIO Ait040T PeYOBMHU Y BiANOBIAHICTb
[10 YMHHOT MoHorpadii EBponeiicbkoi hapmakonei Ha
A®| PosyBacTaTvH KaubLito Big BUpo6HuKa /13.
231. | PO3YBACTA | Tabnetku, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/15855/01/03
TUH IC NAiBKOBOO [04aTKOBOKO [,00aTKOBOKO TMny - 3MiHK 3 AkocTi. API. CTabinbHicTb. 3MiHa nepiogy peyernmom
obonoHkoto, no 20 BiANOBIAa/bHI BiAMOBIgaNbHICT NOBTOPHMX BMNPOGYyBaHb/nepiogy 36epiraHHs abo yMoB
Mr; no 10 TabneTok CTIo 10 "IHTEPXIM" 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAXEHOMY A0ChE
y 6nictepi; no 3 "IHTEPXIM" cepTugikaTa BignNoBigHOCTI EBponenchkin dhapmakone,

6nictepn y navui

LLIO BK/THOYAE Nepiog NOBTOPHOro BUNpobyBaHHS) (nepios
NOBTOPHOro BUNpobyBaHHsA/nepio 36epiraHHs) - 3MiHa
ymoB 36epiraHHss A®I. 3miHM ymoB 36epiraHHa Ad|
Bupo6Huka Nantong Chanyoo Pharmatech Co., Ltd,
China; 3atBepaxeHo: YMoBM 36epiraHHs: s
BMpo6HukiB Changzhou Pharmaceutical Factory Ta
Nantong Chanyoo Pharmatech Co., Ltd: 36epiratv B
opuriHanbHii ynakoBLi (y aTmocdepi iHepTHOro rasy), y
X0NnoAnNbHWKY, Npyn Temnepartypi Big 2 °C go 8 °C.
3anponoHoBaHo: YM0OBU 36epiraHHsA: AN BUPo6HUKa
Nantong Chanyoo Pharmatech Co., Ltd: 36epiratu B
opuvriHasibHIN ynakoBLi (B aTMocchepi iHepTHOrO rasy)
npu Temnepartypi He Buwie 25 °C. - 3miHu | Trny - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHwi
3MiHM). BHeceHHs 3MiH fo po3giny «MapkyBaHHsA» MKA
N3: 3arBepmxeHo: Po3gin «MapkyBaHHS»; [loAaeTbCS.
3anponoHoBaHo: Po3ain «MapkyBaHHs»; 3rifHO
3aTBEPIKEHOr0 TEKCTY MapKyBaHHS. - 3MiHW | Tuny -
3MmiHu 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTposb
roTOBOrO J1iKapCbKOro 3acoby (iHLi 3miHK); CynyTHSA
3MiHa - 3MiHM 3 AKOCTi. FOTOBMWI Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHMLTBI. 3MiHM BUNpPOGyBaHb abo AonyCcTUMUX
MeX, BCTaHOBJ/IEHUX Y cneuugikalisx, nig vyac
BMPOGHMLITBA FOTOBOTO NiKapPCbKOro 3acoby (iHLUi 3MiHK).
YTOYHEHHS POPMY/TIOBAHHS HOPMYBaHHS TeCTy
«OfHOPIAHICTb A030BaHUX OAMHULBE» Y Cneuudikadlit
N3 (Ha BUMYycK Ta TEPMIH NPMAATHOCTI) Ta MeTofax
koHTponto MKA N3, Ta, sk Hacnigok, y cneuudikauii Ta
MeToAax KOHTPOJII0 SIKOCTi MPOMDDKHOIO NMPOAYKTY
«Hepo3sacoBaHi TabneTkm». Takox B METOANKY
BMNPOOYBaHHA 3a NOKasHUKOM «O[HOPIAHICTb
[,030BaHNX 0anHULL» MKA J13 BHOCUTLCA YTOYHEHHA
npwv NPUroTyBaHHi BUNPO60BYBAHOr0 PO34MHY LLOA0
Ha3BU MeMbpaHHOro iifibTpa. 3aTBepaXeHo:
Cneuundpikauis OQHOPILHICTb 030BAHUX OAVHULLb.
MpuiimaneHe yncno (AV) ans nepwux 10 ognHULb
noBuHHE 6yTV MeHLLe abo gopisHioBaTu L1 (15,0). Axwo
npuiiMasibHe uncno Ginble L1, BUNpo6yBaHH0
nigaarTb HacTynHi 20 0ANHULL | 064YNCIOTD




140

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
npuiimanbHe unicno. Bumorn OO BUKOHYOTLCS, SKLLO

KiHLeBe npuiimanbHe Yncno, pospaxosaHe i3 30
OAVHMLb, MeHLLe abo aopisHIOE L1 i xoaeH
iHAVBIAYyaNbHWIA BMICT Y 4,030BaHil OANHULI He €
MeHWw M 3a (1- L2x0,01)M i He 6inblumm 3a (1+
L2x0,01)M npun 064MCNEHHI NPUAMaILHOTO Yncna
(L2=25,0). 3anponoHoBaHo: Creumdikavis
OfHOpIAHICTb A030BaHMX OauHULE. Bumorn O10
BBaXalOTbCS BUKOHAHUMMU, SKLLO NpUiiMasibHe Yncio
(AV) pns nepwmx 10 oguHULb MeHLe abo fopiBHIOE L1
(15,0), y BigcoTKax. FAKLLO NpUiiMasibHe Yncno Ginblue
L1, y BigcoTkax, BunpobyBaHHIO NigaatoTb HacTynHi 20
OAVHMLb | 06UMC/IOTL NpUiManbHe Ynucno. Bumorn
O[O BUKOHYOTbCS, AKLLO KiHLEBE NpuiiManibHe Yncno,
po3spaxoBaHe i3 30 oanHULb, MeHLe abo gopiBHoe L1,y
BiICOTKaX, i )XOZEH BMICT y OKpeMili f030BaHii OgUHUL
He € MeHWw M 3a (1 — L2 x 0.01) M i He 6inbmm 3a (1 +
L2 x 0.01)M. (L2=25,0). - 3MiHu | TUny - AAMiHICTpaTUBHI
3MiHW. BunyueHHs BUPOOHUYOT AinbHWLI (BKIOYAOUM
LinbHUUi gnsa A®Il, npoMiXXHOro NpoaykTy abo roToBoro
NikapcbKoro 3acoby, AiNbHUL AN NPOBEeAEHHS
nakyBaHHs, BUPOOHWMKa, BiAMNOBigaIbHOTO 3a BUMYCK
cepiid, Mmicue NpoBefeHHSI KOHTPOSKO cepii) abo
noctayanibHUKa BMXiZHOrO MaTepiany, peareHty abo
[O0MOMDKHOT peYOBMHYM (SKLLIO 3a3Ha4YeHO Y Aocbe) (A.7.
IA). CynyTHS 3MiH: - 3MiHK 3 AKOCTi. A®I. KoHTpob AdI
(iHwWi 3miHW). BunyuyeHHs BupobHuka APl posyBacTaTuH
kanbujto Changzhou Pharmaceutical Factory, China/
YaHwkoy ®apmacktoTikan ®ektopi, Kutais;
3arBepkeHo: Po3yBacTaTuH KasibLiit; BUPOOHMKN:
Changzhou Pharmaceutical Factory, China/ YaHuxoy
dapmacstoTikan ®ektopi, Kutaii; Biocon Limited, India/
BiokoH flimiTe, IHain
Nantong Chanyoo Pharmatech Co., Ltd, China/HaHbTyH
UaHio ®apmatek Ko., /Ita, KuTaii; 3anponoHoBaHo:
Po3yBacTaTuH KasibLjito
BMPOGHMKKM: Biocon Limited, India/ BiokoH NimiTes, IHAis;
Nantong Chanyoo Pharmatech Co., Ltd, China/ HaHbTyH
YaHio ®apmatek Ko., /tg, KuTaii; Ta, sk Hacnigok,
BW/TyYEHHS iH(hOpPMaLii LWOoJ0 BUKOHAHHSA TeCTiB
«3a/INLLKOBI PO3YMHHUKM», «I30amin6pomig,
«AueTtatun» i3 Cneuundikauii Ta MeToais KOHTposo AdI,
po3giny «YnakoBkax», po3giny «YMoBu 36epiraHHs» Ans
BMpo6HMKa Changzhou Pharmaceutical Factory, China. -
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA 3aci6.
KOHTpO/1b FOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHN);
YTOYHEHHS POPMY/IIOBAHHS HOPMYBaHHS TecTy

«Po3unHeHHa» y Cneumdiikauii (Ha BUMYyCK Ta TEPMiH
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

npugaTHOCTi) Ta MeTogax KoHTposnto MKA N3 gns
npuBeAEeHHSAM Y BiANOBIAHICTb A0 BUMor APY, aioue
BUAAHHA. 3aTBepakeHo: Cneuudikauis Po3unHeHHs [lo
po3uuHy 3a 45 XB Mae nepeinTu He MmeHwe 75 % (Q) Big
HOMiHanbHoro Bmicty C22H28FN306S
(po3yBacTaTuHy); 3anponoHoBaHo: Cneumdikauis
Po3uuHeHHs1; Kputepili npuiAHATHOCTI Ha piBHA S1
NnoBuHeH 6yTn He MeHwe (Q + 5) % A1 KOXHOT 3 6
OAVHMLG. FAKLIO ofiepXaHi pe3ynbTaTvi He BiAnoBiAanTb
KpUTEpIilo NPUIAHATHOCTI Ha piBHI S1, BUNpobyBaHHS
NPOAOBXYIOTb Ha piBHAX S2 a6o S3. Q=75 %. Yac
PO3UnHEHHS 45 XB. - 3MiHKM | TUNY - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudpikart BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
nos'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTD
[0 moHorpadii ®Y abo €Bponelicbkoi hapmakoner,
abo iHWOI HauioHanbHOIT chapmakonel gepxasn €C
(3miHa y cneumndikauisx, nos'asaHa 3i 3miHamu B Y,
abo Esponelicbkiin hapmakonei, abo iHLiA HauioHaNbHIl
hapmakonei gepxasu €C); MNpuedeHHs cnevuundikadii
Ta MeTOZAiB KOHTPO/IIO Ail040T peYOBUHY Y BiANOBIAHICTb
[0 4YnHHOT MoHorpadii €EBponelicbkol hapmakonei Ha
A®I PosyBacTaTuH KasibLiito Big, BUpo6HUka MN3.

232.

POTAPUKC
BAKLIHA
ons
NPO®INAKT
VKM
POTABIPYCH
Of IHPEKLI

CyCneHsis opasibHa
(1,5 mn/po3y) no 1
abono5
nonepeaHbLO
3arnoBHEHNX
opasibHMX
annikaTopis abo Ty6
B KQPTOHHIi1 Kopobui

nakcoCmiTKn
AiH EkcnopT
Nimiteq

Benvka
BputaHis

nakcoCmitTKns
1iH Bionogxikana
C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo aapecy 3asiBHMKA (B/lacHMKA peecTpaviiiHoro
noceigyeHHs). 3miHa agpecu 3asBHMKa (BNacHvka
peecTpauiiHoro NocBigYEHHS).

3a
peyerimom

UA/13060/01/01

233.

CANNODAIBbK

cynosuTopii
pekTanbHi no 250
Mr; 1o 5
CynosuTopiiB y
CTpuni; N0 2 cTpunm
B KOPOOGLIi 3 KAPTOHY

Op. ®anbk
dapma M'v6X

HimeyunH
a

BignosiganbHuii
3a BUNyCK cepiit
KiHLEeBOro
NPOAYKTY:
Op. ®anbk
dapma 'vbX,
HimeuuunHa;

Brpo6HMK
[030BaHoi
thopmu,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs Ta
KOHTPO/1b AKOCTI:
KoppeH ®apma
Ppibypr AT,

Himeuunna/
Llseiiuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn)

BHeCeHHS 3MiH o MK4A (po3giny "MapkyBaHHSA")-
BIANOBIAHO A0 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS.
3MiHV BHECEHO B TEKCT MapKyBaHHA NEPBUHHOI
ynakosku y n. 3. <HOMEP CEPIi NIKAPCbKOIro
3ACOBY», n. 4. «AATA 3AKIHUEHHA TEPMIHY
NMPUNOATHOCTI», n. 6. «IHLWWE» Ta BTOPMHHOI ynakoBKu
nikapcbkoro 3acoby B n. 8. «AATA 3AKIHUEHHA
TEPMIHY NPUAATHOCTI», n. 13. <HOMEP CEPIi
NNIKAPCBKOTIO 3ACOBY», n. 16. «IHGPOPMALLIA, AKA
HAHOCUTBLCSH LUPUGTOM BPA/IA», n. 17. «IHLWE».
3MmiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKa (BNacHUKa
peecTpauiiHoro NocBigYeHHs)
3MiHa agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro

3a
peyenmom

He
niosnsea
€

UA/3745/03/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
LisaliHigepnaccy nocsigyeHHs) Op. danbk ®apma M6X. 3miHn | Tuny -
Hr ETTiHreH, AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo
Lseliuapis; afpecy MicusA NPoBaKeHHS Ais/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
NosaH ®apma BK/IOUAKUM AiNbHULI BUNYCKY cepil abo micue
M6X, NPOBeEHHS KOHTPOIO AKOCTI. (fiANbHICTb, 3a Ky
HimeuuunHa; BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKIOYA0UM BUMYCK
cepiii) 3miHa agpecu Micus NPOBaKEHHS AiANIbHOCTI
Brpo6HuKK, BMPOGHMKa, BifNOBIfa/IbHOTO 3a BUMYCK Cepili KiHLLEeBOro
BiANOBIAa/bHI 3a npoaykty (Ap. ®ansk dapma Mv6X, HimeuunHa) 6e3
KOHTPO/b SKOCTI: 3MiHU haKTUYHOrO MicLLepo3TaLLyBaHHA BUPOOHNMKA.
NosaH ®apma 3MiHN BHECEHO B IHCTPYKLiIO 418 MeANyYHOro
62X, 3acTOCyBaHHA NikapcbKoro 3acoby y po3gin
HimeyunHa; «Micue3HaxopKeHHs1 BUPOGHMKa Ta agpeca Micus
NpoBaXEHHS MOro AisNIbHOCTI» 3 BiANOBIAHAMN 3MiHAMUN
Kopgen ®apma y TEKCTi MapKyBaHHS yNakoBKW ikapCbKOro 3acoby.
Ppidypr CA,
Lseliuapis;
Bioeksam AT,
Lseliuapis;
HaykoBo-
[ocnigHuiA
IHCTUTYT
Xennenep
m6X,
HimeyunHa
234. | CANODANDbK | cynosutopii Ap. ®anbk HimeuunH BignosigansHuii HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a He UA/3745/03/02
pekTansHi no 500 dapma M'v6X a 3a BUMNYCK cepiit TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsiea
Mr; o 5 KiHLLeBOro thapmakoHarnagy (iHwi 3miHu) - €
CynosunTopiiB y NPOAYKTY: BHECeHHS 3MiH A0 MKSA (po3gainy "MapkyBaHH:A")-
CTpuni; No 2 CTpunu Op. danbk BifJNOBIAHO [0 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS.
B KOPOOLLi 3 KAPTOHY dapma M'v6X, 3MiHM BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
HimeuuuHa; ynakosku y n. 3. <HOMEP CEPIi NIKAPCbKOIro
3ACOBY», n. 4. «JATA 3AKIHYEHHA TEPMIHY
Bupo6Huk MPUOATHOCTI», n. 6. «IHLWWE» Ta BTOPUHHOI yNnakoBKu
[030BaHo| nikapcbkoro 3acoby B n. 8. «AATA 3AKIHUEHHA
chopmu, TEPMIHY NPUAATHOCTI», n. 13. «<cHOMEP CEPIi
nepBuHHE Ta NIKAPCbKOI'O 3ACOBY», n. 16. «IHPOPMALIA, AKA
BTOPWHHE

KOHTPO/b SKOCTI:
KopaeH ®apma

LisaliHinepnaccy

nakyBaHHA Ta

®pibypr AT,

HI ETTiHreH,

HAHOCUTBLCSH WPUOGTOM BPANNS», n. 17. «IHWE».
3MmiHu | TUNY - AgMIHICTpaTUBHI 3MiHK. 3MiHa
HallMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BNacHuKa
peecTpauinHOro NoCBiAYEHHS) -
3miHa agpecy 3asBHKKa (BnacHWKa peecTpaviiiioro
noceigyeHHs) Ap. ®anbk ®apma M6X. 3miHu | Tuny -

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
LlBeiiuapis; afpecy MicLs NPOBaXEHHS AiS/IbHOCTI
BMpOBHUKa/iMNopTepa roToBoro Jlikapcbkoro 3acooy,
NosaH ®apma BK/IOYAKOUM AiNbHULI BUNYCKY cepii abo micue
62X, NPOBEAEHHS KOHTPOJIO SKOCTI. (ZisNIbHICTb, 3a Ky
HimeuuunHa; BignoBigae BUPOGHUK/iMNOpTEp, BKIOYAOUM BUNYCK
cepiit) - 3MiHa agpecu MicLs NPOBaKEHHS AisNbHOCTI
Brpo6HWKM, BMPOGHWKA, BiAMNOBigaIbHOTO 3a BUMYCK Cepili KiHLEeBOro
BignoBifasbHI 3a npoaykty (p. Pansk ®apma MM6X, HimeuunHa) 6e3
KOHTPO/b AKOCTI: 3MiHW (haKkTUYHOro MicLiepo3TallyBaHHS BUPOOHMKA.
JNlosaH Papma 3MiHM BHECEHO B IHCTPYKLiIO 41151 MeANYHOro
v6X, 3aCTOCYBaHHSA NMikapcbkoro 3acoby y po3gain
HimeuuunHa; «Micue3HaxoMKeHHs1 BUPOOHMKa Ta afpeca Micus
NPOBaKEHHS MOr0 AisIbHOCTI» 3 BiANOBIAHMMN 3MiHAMMN
KopgeH ®apma y TEKCTi MapKyBaHHS ynakoBKW NikapCbKoro 3acoby.
Ppidypr CA,
LlBeiiuapis;
Bioeksam Al,
LLiBefiuapis;
HaykoBo-
nocnigHuin
iHCTUTYT
Xennenep
rm6X,
HimeyunHa
235. | CEBE/IAMEP | nopowok ans Mictpan AHrnis Brpo6HMUTBO Icnanis/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/20183/01/01
CALIE - OpasibHOT cycneHsii Kenitan roToBol Yecbka My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom
BICTA no24r,no24r MeHeKMeHT niKkapcbkoi Pecny6nika hapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO Y TEKCT
ceBenamepy Nimiteq dhopmu, MapKyBaHHS BTOPVHHOI YNakKoBKU /likapcbKoro 3acoby y
KapboHaTy B calle, nepBuHHa Ta n. 3,5, 17.
no 20, 60 a6o 90 BTOPVHHA
calle B KapTOHHIl yrakoBKa,
naJui KOHTPONb cepil,
BMNYCK Cepil:
CIHTOH
XICMAHIA,
C.N., IcnaHis;
KoHTporsb sikocTi
(chisnko-
XIMIYHWIA):
KBiHTa -
AHaniTika c.p.o.,
Yecbka
Pecny6nika;

KoHTposb siKoCTi
(mikpobionoriyHm
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
n): ITECT nnioc,
C.p.0., Yecbka
Pecnyb6nika;
KoHTporsb sikocTi
(mikpobionoriyHm
in): ITECT nntoc,
C.p.0., Yecbka
Pecny6nika
236. | CEPETUA MopoLLIOK ANA nakcoCmiTKn Benvka "nakco ®paHuia BHECEHHS 3MiH 0 peecTpaLiinHux marepianis: 3MiHu | 3a UA/8524/01/01
ANCKYC iHransuin, AiH EkcnopT BputaHis Bennkom TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
[030BaHuit, 50 Nimitepn MpopakwH Ta/abo aapecy 3asiBHMKA (B/lacHMKa peecTpaviiHoro
Mkr/100 mkr/go3y; no nocBigyeHHs) 3MiHa agpecu 3asiBHUKa (BNacHuKa
60 fo3 y auckyci; no peecTpauiiHoro NocBigYeHHs).
1 auckycy B
KapPTOHHI ynakosLi
237. | CEPETUA NMopoLIoK AN nakcoCmiTKn Benvka "nakco PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/8524/01/02
ANCKYC iHranswin, AH EkcnopT BpuTaHis Benskom TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHYBaHHSs! peuenmom
[030BaHuii, 50 Nimiteq MpoaakwH Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
MKr/250 MKr/go3y; no noceigyeHHs) 3MiHa agpecu 3asaBHUKA (BNacHUKa
60 f03 y guckyci; no peecTpauiiHoro NocBigYeHHs).
1 anckycy B
KaPTOHHII ynakoBLi
238. | CEPETU NMopoLUoK AN nakcoCmiTKn Benvka "nakco ®paHuisa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/8524/01/03
ANCKYC iHransuin, SINH EkcnopT BpuTaHis Benskom TMny - AGMIHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHs peyenmom
[o30BaHuit, 50 Nimitepn MpogakwH Ta/abo agpecy 3asiBHMKa (B/lacHUKa peecTpaviiiHoro
MKr/500 MKr/go3y; no noceigyeHHs) 3MiHa agpecu 3asBHUKa (BNacHUKa
60 [03 y guckyci; no peecTpauinHoOro NocBigYEHHS).
1 auckycy B
KapPTOHHI ynakoBL,i
239. | CEPMIOH® TabneTkun, BKpUTI Biatpic CLIA Mdpaiizep ITanis ITanisa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/5183/01/01
NAiBKOBOO CnewenTi C.p.n. My - 3MiHK 3 AKocCTi. APl. BUpo6bHMLUTBO. 3MiHV B peuyenmom
o060n0oHkoto, no 30 nnc npoveci BupobHuuTea APl (HesHayHa 3MiHa y npoueci
mr; no 15 tTabnetok BMPOGHMLTBA ADI) -
y 6nictepi; no 2 BHeceHHs He3HauyHMX 3MiH Y po3gin 3.2.S.2.
6nictepn y peecTpauiiiHoro Aocbe, a came 3MiHU 40 BUXiAHOT
KapTOHHI Kopo6Lyi CVPOBUWHM Ni3epriHOBOI KNCNOTK Ta NpoLeciB
BMPOGHMLTBA HiLleproiHy. 3miHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikadliii
Ta/abo fOMyCTMUX MeX, BU3HAYEHUX Y cneundikavisx
Ha A®|, abo BUXiAHWIA/MPOMIXHWIA NpoayKT/pearexT, Lo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapifioro nokasHuka)) - BunyyeHHs 3i
cneundikauii 18 KoHTpono A®I HiueproniHy nokasHuka
sakocTi Heavy Metals (as Pb) 3 BignoBigHMm meTogom
BUNPOGYBaHHS.
240. | CKNEPO- rpaHynun, no 10 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 6e3 nionsiea UA/4626/01/01
rPAH neHani "HaujoHanbHa "HaujoHanbHa TMNy - 3MiHK WoA0 6e3nekn/eddeKTBHOCTI Ta peyenma €
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nonimepHomy; no 1 FomeonaTuyH FomeonatuyHa hapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHO B
neHasny B naywi 3 a Cninka" Cninka" IHCTPYKLUitO A1 MEANYHOr0 3aCTOCYBaHHS JiKapCbKOro
KapToHy abono 5r 3acoby Ao po3giny "MobiyHi peakyii" WoA0 3BITyBaHHSA
rpaHyn y KoHTeHepi npo NoGiyHI peakLii.
3 l03yBaHHAM; N0 2
KOHTelHepwn B naui
3 KAPTOHY
241. | CONNAAEIH Tabnetku; no 12 XaneoH tOK Benvka nakcoCwmitKna IpnaHgis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4740/03/01
TabneTtok y 6nictepi; TpeigiHr BpuTaHis H [laHrapBaH TMny - 3MiHKN WoA0 6e3nekn/edekTMBHOCTI Ta peyernmom
no 1 6nictepy B Nimiteq Niviteq thapmakoHarnsgy. BeegeHHs abo 3miHv o
KapTOHHI KOpO6L y3arasibHeHUX JaHnx nNpo cucTemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cUcTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHvKa 4ns
3[jiCHEeHHs hapmakoHarnsgy B YKpaiHi, AKLLo BoHa
BiAMiHHA Bif, YNOBHOBaXKEHOI 0Cco6w, BignoBigabHOI 3a
3AificHeHHs thbapmakoHarnsaay (BKIHOYaUy KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-ghaiina
cuctemn hapmMakoHarnsagy). 3MiHa yrnoBHOBaXKeHO|
0co6U 3asBHVKa, BifNOBIAaILHOI 3a thapmakoHarnsag,.
[itoua pegakuis: John Poustie. MNponoHoBaHa peAakuis:
Sarah Weetch. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
0co6U 3asBHVKa, BifNOBIAaILHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHOT 0CO6U 3asIBHUKA, BifnoBigasibHOI 3a
hapmakoHarnsg B YkpaiHi.
[itoya pepakuis: Knpunisa lanvHa MeopriisHa / Galyna
Kyryliva. MNponoHoBaHa pegakuis: Fopinnk Aptem
Bonogumnposud / Artem Horilyk. 3MiHa KOHTakTHUX
LaHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAa/IbHOT 3a
dhapMakoHarnisg B YkpaiHi
242. | cony- nopoLUoK AN Mcpaiizep IHK. CWA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpaLiitHux matepiasnis: 3MiHu || 3a He UA/9873/01/01
KOPTE® PO34MHY ANS iH'EKLi MeHtodekyypuH TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta peyenmom nionsea
no 100 mr, 1 donakoH r benwbrisa HB hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuui €
3 NOPOLLKOM Y niKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
KapTOHHI Kopoo6L; A1 MeMUYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
25 chnakoHiB 3 [AaHUMW 3 AKOCTI, BOKNIHIYHUMU, KNIHIYHUMI AaHUMK Ta
NMOPOLLUKOM Y NifA0Hi naHumn 3 dhapmakoHarnsgy. 3mMiHM BHECEHO A0
ans IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
TpaHCNOpPTYBaHHSA 3acoby Ao po3ginis "Ocob/MBOCTi 3aCTOCyBaHHA",
(6e3 BTOPUHHOT "Mo6iuHI peakuii" BigNOBIAHO A0 iHhopmaLii 3 6e3neku
yrakoBKM) nikapcbkoro 3acoby. BBefeHHs 3MiH NpoTarom 9-1n
MicALB MiCNA 3aTBEPAKEHHS.
243. | COMABEPT niodpinizat Ana Mdcpaiizep CWA Brpo6HMLTBO, Benebris/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/17108/01/01
PO34MHY 415 iH'EKLil Eny.Ci.Mi. KOHTPO/b SKOCTI Ipnangis MRy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapPCbKUiA 3aci6. peyenmom
no 10 wmr; 10 Kopnope#iLuH Ta BUNycK cepil KoHTposb roToBoro fikapcbkoro 3acoby. 3miHa y
hNakoHiB 3 BOAW AN MeToAax BUNpPobyBaHHSA rOTOBOrO JliKapCbKOro 3acoby
niocpinizatom y iH ek ¥ (iHWi 3mMiHWM y MeTogax BMNpobyBaHb (BKIKYAKYM 3aMiHy
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
MPOMIXKHii nonepegHLO ab0 AONOBHEHHS)). BunyyeHHs TecTyBaHHS 3a
KapTOHHIA KopobL; HarnoBHEHUX nokasHnkamu "bakTepianibHi eHA0TOKCUHU" Ta
3 NPOMDXHI KAPTOHHI wnpuuax, "CTepunbHICTb" 3 NPOTOKOAY cTabinbHocTi M3 ana
KOPOOKU B KOMMNIEKTi ofHo4acHe TOYOK KOHTpO/0 12 micsuiB Ta 24 micsaui. TecTyBaHHSA
3 30 nonepefHLO nakyBaHHS Ta NPOBOAATLCA Ha MovaTky Ta HanpuKiHLi TepMiHy
HanoBHEHUMM MapKyBaHHsI NpWAATHOCTI TOTOBOIO NiKapCbKOro 3acoby (Touka
wnpuLamm 3 BOAW ANS KOHTpO/t0 36 MicAuiB). 3MiHM | TURY - 3MiHK 3 AKOCTI.
PO34MHHMKOM (BOga iH exuili Ta [oTOBWIA Nikapcbkuii 3aci6. Cuctema
Anst iH'ekuid) no 1 nikapcbKoro KOHTeliHep/3aKynopoBasibHWIA 3aci6. 3MiHa Y NepBUHHIl
mn Ta 30 3acoby; yMaKoBLji FOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHN).
6e3neyHnMn BUPOGHMLITBO JoaasaHHA anbTepHaTUBHOIO NEPBUHHOTO MakKyBaHHS:
rosikaMy B KapTOHHiiA nikapcbKoro anbTepHaTMBHa Npobka 3 aHaoriYHUMK po3mipamu i
Kopobui 3acoby in bulk mMartepiasioMm BUrOTOB/EHHS. 3MiHu Il Tuny - 3miHu 3
Ta nepBuHHE sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
nakyBaHHs; 3amiHa abo BBefeHHS 4,04aTKOBOI AiNIbHUL
BMMYCK cepil BMPOGHMLTBA A4J15 YACTUHM abo BCbOro BUPOGHMNYOTO
nikapcbKoro npouecy roToBoro Nikapcbkoro 3acoby (iHLWi 3mMiHu).
3acoby; [opasaHHA HOBOI NiHiT 3anoBHeHHs (WSL10) Ha
KOHTPO/Ib AKOCTI BMPOGHWUIl AinbHULi Pfizer Manufacturing Belgium NV
nikapcbKoro ons N3 ComaBepT 3 PO3UMHHUKOM. HK HACniaok,
3acoby, 3a BHECEHHS BifJNOBIAHUX 3MiH Y BUPOGHNYMIA NpoLiec: -
BUK/THOYEHHSIM BBeAeHHs NiHii WSL10, Ans BCix 403 NMikapcbKoro
Tecty 3acoby ComaBepT i PO3UMHHIKKA; - PO3LUMPEHHS Yacy
"BioaHanis": BUTPVMKM NpK KIMHATHIN TemnepaTypi;- NOBTOpHa
Mdpaiizep 06po6Ka 3MIHIOETLCS Ha BUKOPUCTaHHS NOBTOPHO
MeHtohekuypuH 3aMOPOXEHOI NiKapCbKOT PEYOBUHY; - 36i/TbLLEHHS
r Benbris HB, po3Mipy cepii nikapcbkoro 3acoby (6yno:36 000
Benbrisi; oauHULb; cTauto: 36 000 - 86 000 oanHMLb); -
KoHTporib siKocCTi OHOBNEHHSA po3iny 3.2.A.1 HOBOI Ajarpamoto 3 NiHiE
nikapcbKoro 3anoBHeHHs WSL10.
3acoby:
Mdpaiizep
Ipneng
PapmaceyTukan
¢, Ipnangis
244, | COMABEPT niodpinizat ana Mdpainzep CWA Brpo6HMLTBO, Benebris/ BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/17108/01/02
PO3UMHY ANS iH'EKLN Eiiu.Ci.Mi. KOHTPO/b AKOCTI IpnaHgjs UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
no 15 wmr; 10 KopnopeiiLuH Ta BUNycK cepii KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa y
pNakoHiB 3 BOAWN AN MeTo4ax BUNpobyBaHHSA rOTOBOTO JliKapCbKOro 3acoby
niodpinizatom y iH eKUii y (iHWi 3MiHM y MeTogax BUNpobyBaHb (BK/H0Ua0UN 3aMiHy
NMPOMIiXHiiA nonepegHsL0 ab0 [0NOBHEHHS)). BunyyeHHs1 TecTyBaHHSA 3a
KapTOHHI KopoobLi; HarnoBHEHMX nokasHukamu "bakTepiasibHi eHAOTOKCUMHN" Ta
3 MPOMiXHI KAPTOHHI Lwnpuuax, "CTepubHICTb" 3 MPOTOKO/Y cTabinbHOcTi M13 ana
KOPOOKWN B KOMMNIEKTI ogHovacHe TOYOK KOHTpPOo 12 micauis Ta 24 micaui. TecTyBaHHSA
3 30 nonepefHLO nakyBaHHs Ta NPOBOAATLCA Ha MOYaTKy Ta HAaNPUKiHLI TEPMiHY
HanoBHEHVMW MapKyBaHHsI NPVAATHOCTI FOTOBOTO NiKapPCbKOro 3acoby (Touka
wnpuyamu 3 BOAU AN KOHTPON0 36 MicAuiB). 3MiHM | TUNy - 3MiHK 3 AKOCTI.
PO34MHHMKOM (BoAa iH eKuin Ta "oTOBWIA NNikapcbkmii 3aci6. Cuctema
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Ans iH'ekuii) no 1 nNiKapcbKoro KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa y NepBUHHIl
mn 1a 30 3acoby; yNakoBLii rOTOBOr0 JliKapCbKOro 3acoby (iHLWi 3MiHW).
6e3neyHrMm BUPOGHMLITBO [ofaBaHHsA anbTepPHATUBHOIO NEPBUHHOIO MaKyBaHHSI:
rosikamy B KapTOHHii nNiKapcbKoro anbTepHaTMBHa Npobka 3 aHasIoriYHUMK po3Mipamu i
Kopobui 3acoby in bulk mMartepiasioM BUroTOBNEHHSA. 3MiHu Il Tuny - 3MiHK 3
Ta nepBuHHE AKOCTi. FOTOBUIA NikapCbkuii 3aci6. 3MiHW y BUPOBHWLTBI.
naKyBaHHs; 3amiHa ab0 BBeAEHHSI 404ATKOBOI AiTbHUL
BUNYyCK cepil BMpOGHULUTBA 4715 YACTVHU abo BCbOro BUPOBHNYOro
nikapcbKoro npoLiecy rotToBoro NikapCbKoro 3acoby (iHLUi 3MiHK).
3acoby; [opasaHHsa HOBOI NiHii 3anoBHeHHs (WSL10) Ha
KOHTPO/b AKOCTI BMPOGHWMUIli ainbHULUi Pfizer Manufacturing Belgium NV
nikapcbKoro ons I3 ComaBepT 3 PO3UMHHUKOM. AK HACMiAoK,
3acoby, 3a BHECEHHS BiAMOBIAHMX 3MiH Y BUPOGHMYMIA NpoLiec: -
BUK/HOYEHHSAM BBeAeHHs NiHil WSL10, ansa BCix 03 NiKapcbkoro
Tecty 3aco6y ComaBepT i PO3UMHHUKA; - PO3LLMPEHHS Yacy
"BioaHaniz": BUTPUMKW NPU KIMHATHIli TeMnepaTypi;- NOBTOpHa
Mdpaiizep 06po6Ka 3MIHIOETLCA HA BUKOPUCTaHHSA NOBTOPHO
MeHtodekiypuH 3aMOPOXEHOI NiKapCbKOT PEYOBUHY; - 36iNbLUEHHSA
r benbris HB, po3mipy cepii nikapcbkoro 3acoby (6yn10:36 000
Benbrisi; OAMHWLb; cTano: 36 000 - 86 000 oAnHULb); -
KoHTposb siKoCTi OHOBMEHHS po3ainy 3.2.A.1 HOBO Ajarpamoto 3 NiHiE
nNiKapcbKoro 3anoBHeHHA WSL10.
3acoby:
Mdpaiizep
Ipnexg,
dapmaceyTukan
c, lpnangis
245. | COMABEPT niodpinizat ana Mdpaiizep CLA Brpo6HMLTBO, Benebrisi/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/17108/01/03
PO3UMHY ANS iH'EKLN EiAu.Ci.Mi. KOHTPO/b AKOCTI IpnaHgis TUny - 3MiHM 3 AKOCTi. FOTOBWIA NikapCbKuMii 3aci6. peuenmom
no 20 wr; 10 KopnopeiiwH Ta BMnycK cepii KoHTposb roToBoro fikapcbkoro 3acoby. 3miHa 'y
chakoHiB 3 BOAW ANS MeToAax BUMPOOYBaHHS rOTOBOTO JlikapCbKoro 3acoby
niodpinizatom y iH eKUii y (iHWi 3miHM y MeTofax BMNpo6yBaHb (BK/IOYAKUMN 3aMiHy
MPOMIXHIN nornepenHL0 ab0 [O0NOBHEHHS)). BuyyeHHs1 TeCcTyBaHHSA 3a
KapTOHHI KopobL; HarnoBHEHMX nokasHukamu "bakTepiasibHi eHAOTOKCUHN" Ta
3 NPOMDKHI KapPTOHHI npuuax, "CTepwnbHICTL" 3 NpoTOKONYy cTabinbHocTi N3 ans
KOPOOKW B KOMMNIEKTi ofHoyacHe TOYOK KOHTpO/0 12 micAuis Ta 24 micsaui. TecTyBaHHA
3 30 nonepefHL0 nakyBaHHSA Ta NPOBOAATLCA Ha NovaTKy Ta HanpuKiHLi TepMiHy
HanoBHEHVMW MapKyBaHHsI NpYAATHOCTI FOTOBOTO NiKapCbKOro 3acoby (Touka
wnpuyamu 3 BOAW AN KOHTPON0 36 MicAuiB). 3MiHM | TRy - 3MiHK 3 AKOCTI.
PO34YMHHMKOM (BOAA iH exuili Ta [oTOBWIA Nikapcbkmii 3aci6. Cuctema
Ans iH'ekuid) no 1 nikapcbKoro KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa Y NepBUHHIl
mn Ta 30 3acoby; yMaKkoBLji FOTOBOr0 NikapCbKoro 3acoby (iHLi 3MiHN).
6e3neyHnmMn BUPOGHMLITBO JlofaBaHHA anbTepHATUBHOIO NEPBUHHOTO MaKyBaHHS:

rofikaMu B KapTOHHilA
Kopobu,i

nikapcbKoro
3acoby in bulk
Ta nepBuHHe

nakyBaHHS;

BMNYCK cepil

a/bTepHaTMBHa NPo6bka 3 aHanoriYHMMM po3mipamu i
marepiasioM BUrOTOBMEHHS. 3MiHu Il Tuny - 3miHu 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHV Y BUPOOHULTBI.
3amiHa abo BBeleHHA 40AaTKOBOT AiNbHULL
BMPO6HMLITBA A1 YACTUHM abo BCbOro BUPOGHMYOTO
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nNiKapcbKoro npoLecy roToBOro NikapCcbKoro 3aco6y (iHLi 3MiHN).
3acoby; [opaBaHHA HOBOI NiHii 3anoBHeHHs1 (WSL10) Ha
KOHTPO/b AKOCTI BMPOGHMUIN ainbHUUi Pfizer Manufacturing Belgium NV
NiKapCbKoro ansa FN3 ComasepT 3 PO3UMHHUKOM. AK HAcnifokK,
3acoby, 3a BHECEHHS BiAMOBIAHMX 3MiH Y BUPOGHMYMIA NpoLiec: -
BUK/TIOYEHHAM BBeAEHHS MiHii WSL10, ansa Bcix 403 NiKapcbkoro
Tecty 3aco6y ComaBepT i PO3UVHHIKA; - PO3LUMPEHHS Yacy
"BioaHani3": BUTPUMKU NPU KIMHATHIli TeMnepaTypi;- NOBTOpHA
Mdpaiizep 06p0o6Ka 3MIHIDETHLCS HA BUKOPUCTaHHSA NOBTOPHO
MeHtodekiypuH 3aMOPOXEHOI iKapCbKOT PEYOBUHY; - 36i/TbLUEHHS
r Benbris HB, po3mipy cepii nikapcbkoro 3acoby (6yn0:36 000
Benebris; oAMHULb; cTaso: 36 000 - 86 000 oAnHULb); -
KoHTporsb sikocTi OHOBJ/IEHHS po3ainy 3.2.A.1 HOBOI Ajarpamoto 3 JTiHIE
nikapcbKoro 3anoBHeHHsa WSL10.
3acoby:
Mdpaiizep
Ipnexg
dapmaceyTukan
c, lpnaHgis
246. | COMABEPT niodpinizat gns Mdpaiizep CWA Bupo6HMLTBO, Benbrisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17108/01/04
PO3UMHY ANS iH'EKLN Eiu.Ci.Mi. KOHTPO/b AKOCTI IpnaHgjs MRy - 3MiHM 3 AKOCTi. OTOBWMIA NikapCbkuMin 3aci6. peyenmom
no 30 wr; 10 KopnopeWiLH Ta BUnycK cepii KoHTposb rotoBoro fikapcbkoro 3acoby. 3miHa y
hNakoHiB 3 BOAW AN MeToAax BUNpPobyBaHHSA rOTOBOTO JiKapCbKOro 3acoby
nioginizatom y iH EKUin Y (iHWi 3MmiHM y MeTogax BUNpobyBaHb (BKIOYaOUN 3aMiHy
MPOMIXKHii nonepegHLO ab0 AONOBHEHHS)). BunyyeHHs TecTyBaHHS 3a
KapTOHHIA KopobL; HanoBHEHMUX nokasHukamu "bakTepiasibHi eHA0TOKCUHU" Ta
3 MPOMIXHI KAPTOHHI wnpuuax, "CTepubHICTb" 3 MPOTOKOY cTabinbHOcTi M13 ana
KOPO6KW B KOMMNIEKTi ofHoYacHe TOYOK KOHTpO/0 12 micsuiB Ta 24 micsAui. TecTyBaHHA
3 30 nonepesHLO nakyBaHHS Ta NPOBOAATLCA Ha NovaTky Ta HanpuKiHLi TepMiHy
HanoBHEHUMM MapKyBaHHsi NPWAATHOCTI TOTOBOIO /iKaPCbKOro 3acoby (Touka
wnpuLamm 3 BOAW ANS KOHTpOst0 36 MicAuiB). 3MiHM | TRy - 3MiHK 3 AKOCTI.
PO34MHHMKOM (BOga iH exuili Ta [oTOBWIA NNikapcbkuii 3aci6. Cuctema
Ans iH'ekuii) no 1 NikapcbKoro KOHTeliHep/3aKkynopoBasibHWiA 3aci6. 3MiHa y NepBUHHIl
mn Ta 30 3acoby; yMaKoBLii FOTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHN).
6e3neyHnMn BMPOGHMLITBO JofaBaHHsA anbTepHATUBHOIO NEPBUHHOMO MakKyBaHHS:

rofikamy B KapTOHHii
Kopobui

nikapcbKoro
3aco6y in bulk
Ta nepBuHHe
nakyBaHHS;
BMMYCK cepil
nikapcbKoro
3acoby;
KOHTPO/b SIKOCTI
nikapcbKoro

anbTepHaTMBHa Npobka 3 aHaoriYHUMK po3mipamu i
marepiasioMm BUroTOB/EHHS. 3MiHu Il Tuny - 3MiHu 3
sKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLITBI.
3amiHa abo BBeEHHS [,04aTKOBOI AiNIbHUL
BMPOGHMLTBA A1 YAaCTUHM ab0 BCbOro BUPOGHUYOro
npouecy roToBoro ikapcbkoro 3acoby (iHLWi 3MiHu).
[lopasaHHsa HOBOI NiHii 3anoBHeHHst (WSL10) Ha
BMPOGHWUIli AinbHULi Pfizer Manufacturing Belgium NV
ons N3 ComaBepT 3 PO3UMHHUKOM. HAK HACMiaok,

3acoby, 3a BHECEHHS BiAMOBIAHMX 3MiH Y BUPOGHWNYMIA NpoLLeC: -
BUK/THOYEHHSIM BBeAeHHs NiHii WSL10, Ans Bcix 403 NikapcbKoro

Tecty 3acoby ComaBepT i PO3UMHHKKA; - PO3LUMPEHHS Yacy
"BioaHanis": BWTPUMKW NP KIMHATHIli TeMnepaTypi;- NOBTOpHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Mdpaiizep 06p0o6Ka 3MIHIETLCSA Ha BUKOPUCTaHHSA NOBTOPHO
MeHtohekuypuH 3aMOPOXEHOI NiKapCbKOT PEYOBUHY; - 36i/TbLUEHHS
r Benbris HB, po3Mipy cepii nikapcbkoro 3acoby (6yno:36 000
Benbrisi; oAuHULb; cTasto: 36 000 - 86 000 oanHMLb); -
KoHTporib siKocCTi OHOBNEHHSA po3iny 3.2.A.1 HOBOI Ajarpamoto 3 NiHiE
nikapcbKoro 3anoBHeHHs WSL10.
3acoby:
Mdpaiizep
lpneng
PapmaceyTukan
¢, Ipnangis
247. | COPBEKC® kancynm no 0,25, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHnx MmaTtepiasis: 3MiHn | 6e3 niosnsea UA/10156/01/01
no 10 kancyny "BANIAPTIH "BAJIAPTIH TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3aci6. Onuc peyenma €
6nictepi; no 1 a6o DPAPMA" PAPMA" Ta cknag. 3MiHa abo fofaBaHHs LWTamnis, NOTOBLLEHb
no 2 6nictepn y abo iHWMX MapKyBaHb, YKIO4Yaouy 3amiHy abo
nauuj 3 KapToHy; No AopasaHHsa hapb 4518 MapKyBaHHS NikapcbKoro 3acoby
2 kancynuny (3MiHa WTamnis, NOTOBLYEHb b0 IHLINX MapKyBaHb) - Y
6nicTepi; no 100 3B'AA3KY i3 BU/TYYEHHSIM BUPOOHMKOM Kancyn Tutaxy
6nicTepiB y nayui 3 Aiokenay 3i cknagy Cymilli o1 MapKyBaHHS Karcyn
KapToOHY 3MIHIOETBLCA CK1aj, CyMiLli, Lo NPU3BOAUTL A0 3MiHU
KONbOpy MapkyBaHHsS «SORBEX» 3 6isloro Ha
XKOBTWIA/30N0TUIA (6€3 3MiHU ckNagy 0600HKM TBEpA ol
XenaTvHOBOI Karncynum), Ta, K HacnigoK, 3MiHU B
Cneuudpikaujto 13 Ta METOAN KOHTPOIO 3a
NOKa3HUKOM «Onuc».
CreundikaLis - 3MiHW BHECEHO Y po3ain “flikapcbka
chopma" (OCHOBHI (i3MKO-XiMiYHI BNACTUBOCTI) LLOA0
onucy NikapcbKoi hopMu B iHCTPYKLiO A1 MeAUYHOTO
3aCTOCYyBaHHSA Nikapcbkoro 3acoby. - BBeAeHHS 3MiH
NPOTAroM 6-T1 MICALIB MiC/1SA 3aTBEPKEHHS
248. | CrIPUBA® NMopoLIoK AN BepiHrep HimeuuunH BepiHrep HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/6495/01/01
iHransuii, Teepai IHrenbxaim a IHrenbxaim UMy - 3MiHM 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peuenmom
Kancysv no 18 mkr; IHTepHeLLHN dapma MmoX i KOHTpO/1b AONOMDKHMX pEYOBMH. 3MiHa napaMeTpis
no 10 kancyn 3 eX Ko. KI cneuudikaLin Ta/abo fonycTUMUX MEX A5 [OMNOMIXHOT
NOpPOLLUKOM A5 peyoBuHM (BUyYeHHS 3i cneumdikaLii He3Ha4YHOro
iHransuii y énictepi; nokasHuka (Hanpvknag 3acTapisioro NoKasHUKa))
no 3 6nictepu B BuaaneHHs nokasHuka «BusHaueHHs 3arasibHoro BMICTy
KapTOHHi kopobuy; asoTy» (Total nitrogen content) i3 Cneyudikauii Ta
no 10 kancyn 3 METOZIB KOHTPO/I0 OMOMIXXHOI PEYOBMHW /TaKTO3M
NMOPOLLKOM A/1A MoHorigpat, 200M.
iHransuiii y énicrepi;
no 1 a6o 3 6nictepu
B KOMM/IEKTI 3
NnpUCTPOEM
XeHpgiXeinep® B
KapPTOHHIn Kopobui
249. | TBIHPUKC™ cycneHsia gns nakcoCwmitKn Benvka nakcoCmiTKns Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/13056/01/01
BAKUMHA iH'ekuiin; no 1 gosi (1 SH EkcnopT BpuTaHis | iH Bionomxikan3 1Ny - 3MiHK 3 skocTi. API. CTabinbHiCcTb. 3MiHa nepiogy peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

anda mn/gosy) y Nimiteq C.A. NOBTOPHMX BMNPOGYBaHb/nepiogy 36epiraHHs abo yMoB

MPO®INAKT nonepegHbL0 36epiraHHA A®I (3a BigCYTHOCTI Y 3aTBEPKEHOMY AOCLE

KU HanoBHeHOMY cepTudpikaTa BignoBigHOCTI E€Bponeiickkii hapmakonel,

FEMNATUTIB A | wnpuyi Ne 1y LLIO BK/TKOYAE Nepiog NOBTOPHOro BUNpo6GyBaHHs) (3MiHa

(HAKTUBOB KOMMJIEKTi 3 rof1IKOt0 y 3aTBepAXeHOMY NPOTOKONI CTabiNbHOCTI). 3MiHN A0

AHA) I B CXBa/1EHOr0 NPOTOKONY CTabINIbHOCTI Ai040i peYOBUHM,

(AACOPBOB a came — BHECEHHS NPUMITK/ «Byab nacka, 3BepHiTb

AHA) yBary, L0 KpUTepiii NPUAHATHOCTI «He MeHLle 288

ELU/0.1 mn» 6yse BUKOPUCTOBYBATWCh B MaiibyTHLOMY
AN NojanbLUIOro KOHTposto ctabinbHocTi HAV
inactivated bulks. 3miHn | TMny - 3miHK 3 gKocTi. Ad®I.
Brpo6HMLTBO. 3MiHM BUNPO6yBaHb abo A0NyCTUMUX
MeX y npoueci BuUpobHuutea A®I, Lo BCTAHOB/EHI Y
crneundikauisx (ogaBaHHA HOBOro BUNpoOyBaHHA Ta
[0NyCTUMUX MeX) - [loAaHHsA TeCTy Ha «BMICT aHTUreHy
renatuty A 3a gonomoroto ELISA» 3 kputepiem
NPUAHATHOCTI «He MeHwe 353 ELU/0.1 M1», ik HOBWiA
TecT y npoueci BUpOOHULITBA Ait04O0T pEYOBUHW, SK TeCT
npoLecHoro MoHiTopuHry HAV Ha eTani nicns cinbrpavi
npouecy ounLeHHs. 3MiHu | Tuny - 3MiHn 3 AKocTi. AdI.
Brpo6HMLTBO. 3MiHM BUNPO6yBaHb abo A0NyCTUMUX
MeX y npoueci BUpobHuutea A®I, Lo BCTAHOB/EHI Y
cneyudikalisx (AogaBaHHA abo 3aMiHa BUNPOOYyBaHHS
3a pe3ynbTaraMu AoCAifpKeHb 3 6e3nekn abo SKOCTi)-
[lofaetbecsa TeCT BHYTPILLHBOTO KOHTPO/O «BMmicT Ginka
3a uBCA», L0 BUKOPUCTOBYETLCA AK NPOLECHWIA
KOHTPONb Mif Yac etany OYMLLEHHS NPY BUPOBHULTBI
Ait040T PEYOBUHM, BUKOHYHOUM Or0 O OYMLLEHHS Ta
nicnsa oynweHHs. 3MiHun | Tuny - 3miHn 3 AkocTi. API.
Brpo6HMLTBO. 3MiHM BUNPO6yBaHb abo A0NyCTUMUX
MeX y npoueci BuUpobHuutea A®I, Lo BCTAHOB/EHI Y
cneumaikauisx (iHwi 3miHW). 3amiHa meToay
BHYTPILLHBbOrO KOHTPOSIIO «CTEPUNbHICTL FTM 3a
Jornomoror meMm6paHHoi chinbTpauii (npu 30-35°C)» i
«BUNPOBYBaHHSA Ha CTepusbHICTL TSB 3a gonomoror
MeM6paHHoi dinbTpavii (npn 20-25°C)» Ha
«BbioHaBaHTaxeHHs (3a TSA Ta SDA)» 3 KpuTepiem
npuiiHaTHocTi «Less than 1 CFU per 10 ml», sik HOBWA
TECT y npoueci BUPOGHULTBA, SKUlA 3aCTOCOBYETLCS
npotsArom egmHoro etany HAV single harvest step Ha
OUULLEHI Maci MPOMiXHOro NPOAYKTY Nif, Yac npouecy
OYMLLEHHS Ait0YOT PeYOBUHW. 3MiHM | TUny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdgikauisix Ha A®l, abo BUXigHWIA/NPOMIKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECi
BUPOGHMLTBA AD| (BUTYHYEHHA HE3HAYHOIO NOKa3HUKa
AKOCTI (Hanpvknaz BUyYeHHs 3acTapifioro nokasHuka))




151

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

- BunyuyeHHs napameTpy «extraneous agents by
inoculation of human amnion cells» 3i cneundikavii
Bunycky QC (KOHTPO/Ib SIKOCTi) A/151 MPOMIDKHOTO
npoaykty renatnty A (MRC-5) (single harvest Hepatitis
A (MRC-5) bulk). 3miHu | TUny - 3MiHn 3 AKkocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikawii
Ta/abo foMyCTMUX MeX, BU3HAYEHUX Y cneundikaLisx
Ha A®|, abo BUXiZHWIA/MPOMIXHWIA NpoayKT/pearexT, Lo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea AdI
(BMlyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHuka)) - BunyyeHHs
napameTpy «Hepatitis A antigen content by ELISA» 3i
cneuudikauii Bunycky QC (KOHTPO/b SKOCTI) An1s
oumwieHoi macu renatuty A (MRC-5). 3miHu | Tuny -
3MiHu 3 sKocTi. A®l. Bupo6bHULTBO. 3MiHW BUNpo6yBaHb
abo gonycTumumx Mex y npoueci BupobHuytea Adl, wo
BCTaHOB/EHI Y creundikauisx (ogasaHHA abo 3aMiHa
BMNPOGYBaHHSA 3a pesynbTatamu JOCNiMKeHb 3 6e3nekn
abo sAkocTi)- JlogaeTbesa TecT «Hepatitis A antigen
content by ELISA» ik HOBWIA BUPOGHUYMIA TECT, LLIO
3aCTOCOBYETLCA Mif, Yac BUPOBHMLTBA [il040i PEYOBUHM,
SIK BUPOGHMUMIA MoHiITopuHr HAV nicnsa dinbTpauii Ha
eTani ounLeHHs. TakoX, BHECEHHS pefakLiiHiX npaBoK
[0 p.3.2.S5.2.4, p.3.2.S.4. 3MiHn | TUNY - 3MiHN 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneundikauiii
Ta/abo [oMYyCTUMUX MEX, BUSHAYEHUX Y cneundikaLlisx
Ha A®I, a6o BUXiAHWA/NPOMIKHUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTea Ad|
(8ONOBHEHHS cneumdikayii HOBUM NOKa3HNKOM SIKOCTI Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS)- 3BY)XXEHHA MeX
cneuudikayii iHakTnsosaHoro renatnty A (MRC-5)
(oumLLEeHWiA Bipyc nicns iHakTUBaL,i) Ans «BMICTY
aHTUreHy renatuty A 3a gonomoroto ELISA» 3 «nignsrae
KiNIbKICHOMY BM3HA4YEHHI0» Ha «He MeHLe 288 ELU Ha
0,1 mn»

250.

TEBATPACT
nm

PO34MH ANS iH'EKLi
abo iHdysiii no 30
M/H MO/0,5 mn; no
0,5 mn (30 mniH MO)
B CK/ISIHOMY LUNPUL
0HOPAa30BOro
BUKOPUCTaHHS 3
nepMaHeHTHO
NpUESHAHOK rO/KOH
Ta 3aXUCHUM
KoBnayvkom, 3 abo
6e3 npucTpotro Ans
6e3neyHoro

TOB «TeBa
YkpaiHa»

YKpaina

Brpo6HuuTBO 3a
NMOBHUM LK/IOM:
TeBa
dapmauesTikan
IHpacTpi3 N14.,
13pains;
KoHTposnb
akocTi: 3AT
Tea banTikc,
Nntea

I13paine/
NntBa

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
Tuny - 3miHK 3 sakocTi. CepTudiikat BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo EBponeiicbkoi chapmakonei, abo
iHLWOT HauioHaIbHOT thapmakonel aepxasn €C (3MiHa y
cneuudikayisix, NnoB'A3aHa 3i 3MiHamu B JdY, abo
€Bponelicbkiin hapmakonei, abo iHLUiA HaLioHaNbHIl
thapmakonei gepxasu €C). 3miHa cneumdikavi
[OMNoMKHOT peyoBuHY «Boaa ans iH'ekuin» (WFI) gns
NpuBeLEHHA Y BIANOBIAHICTb A0 Ajlo40ro BuaaHHa EP.
BunyueHo: - Hitpatu (< 0.2 ppm), OCKi/lbK/ NOCTIiHO

3a
peyerimom

UA/15237/01/01
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n/n

JliKapcbK0O20

Hassa

3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BBEJEHHA Ta
3anobiraHHA
nopaHeHb rosiko un
MOBTOPHOTO
BUKOPUCTaHHS; no 1
LUMPULY Y KAPTOHHIl
Kopobui

BUMIPIOETLCA €NEKTPONPOBIAHICTb, AKLO pe3ynbTatn
Bunpo6yBaHHsa (WFI) BignoBigatoTb BUMOram, To BOHU
TakoX BiANOBIAAOTL BUMOram BUMPO6YBaHHA Ha BMICT

HiTpaTiB; - 30BHILLHIl BUrIA4 (Mpo3opa, 6e36apsHa

piavHa), OCKiNbKN «30BHILLHIl BUTNA4» BXOAWUTb A0
cknagy po3giny «BiacTuBOCT». 3MiHM | TRy - 3MiHN 3

akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax

cneumdikaLii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y

cneumdikauisix Ha A®l, abo BUXigHWUIA/NPOMKHWIA

NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECi

BMPOGHMLTBA ADI (iHLLI 3MiHK) -

3miHa y cneymdikayii Boga 3sopoTHoro ocmocy (RO),

LLLO BUKOPVCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdI

dinrpactum.

BunyyeHo HacTynHuiA napameTp 3i cneumdikadii: -
30BHiLLHI BArNSA (Npo3opa, 6e36apsHa, 6e3 3anaxy).
O6rpyHTYBaHHA: 30BHILLHIli BUrNs4 BOAW 3BOPOTHOMO

OCMOCY MOXe 3MIHIOBATUCA Yepe3 PO3UMHEHI PeYOBUHM
(pi3Hi XiMiYHi iOHM). PO34MHEHI peYOBMHN MOXYTb
36i/1bLWUNTM NPOBIAHICTL BOAW 3BOPOTHOIO OCMOCY, Sika

NocTiliHa BUMIPIOETLCS B NOTOL BUPOGHUKOM AdI.

OHoBneHHsA po3giny 3.2.S.2.3;
pepakuiiHi 3miHu: go po3giny 3.2.S.2.3 - po3gin
cTabinbHicTb 1.4.2.3.2.4 CtabinbHiCTb [0N10BHOI0 6aHKy
kniTuH (MCB): OHoBReHa iHhopMmauis npo 36epiraHHs
MCB Ta gofaHo ginbHuuto BioKryo GmbH sk gogaTtkose
Micue 36epiraHHs. - po3gin ctabinbHicTb 1.4.3.10
CrabinbHicTb Pobouyoro 6aHky knituH (WCB), cepisi NeC
-121701: OHoBNeHa iHthopMaLis npo 36epiraHHs MCB
Ta fogaHo ginbHuuto BioKryo GmbH sk gogatkose
MicLie 36epiraHHs.

251.

TEBATPACT

nm

PO34MH ANS iH'eKLit
a60 iHgysin no 48
mnH MO/0,8 mn; no
0,8 mn (48 mniH MO)
B CK/IIHOMY LUNPULY
0/IHOPa30BOro
BUKOPVCTaHHA 3
nepMaHeHTHO
NPVEAHAHOIO FO/IKO0
Ta 3aX1CHUM
KoBnaykom, 3 abo
6e3 npucTpoto Ans
6e3neyHoro
BBEJEHHA Ta
3anobiraHHs
nopaHeHb rosiKo un
MOBTOPHOTrO

TOB «TeBa
YkpaiHa»

YKpaiHa

Bupo6bHMLTBO 3a
MOBHVM LMK/IOM:
TeBa
dapmaLeBTikan
IHpacTpi3 N14.,
13pains;
KoHTposib
akocTi: 3AT
Tesa banTikc,
NntBa

13pains/
NntBa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
T1ny - 3miHK 3 akocTi. CepTudiikat BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNenchkiii
hapmakonei/MmoHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii ®Y abo EBponeiicbkoi dhapmakonei, abo
iHLWOT HauioHabHOT thapmakonei aepxasn €C (3MiHa y
cneuudikauisix, nos'asaHa 3i 3MiHamu B dY, abo
€Bponelicbkiin hapmakonei, abo iHLIA HaLioHaNbHIN
hapmakonei gepxasu €C). 3miHa crneundikavii
[0NOMDKHOT pevoBuHN «Boga ans iH'exuin» (WFI) ans
npuBeaeHHs y BiANOBIAHICTb A0 Ajtovoro BuaHHs EP.
BunyueHo: - Hitpatu (< 0.2 ppm), OCKisibK/ NOCTiAHO
BMMIPIOETLCA €NEKTPOMNPOBIAHICTb, AKLLO pesyibTatu
Bunpo6yBaHHA (WFI) BignoBigaloTb BUMoram, To BOHU
TakoX BiANOBIAaTb BUMOraM BUNPOGYBaHHS Ha BMICT
HiTpaTis; - 30BHILLHIl BUIIa4 (Mpo3opa, 6e3bapsHa

3a
peyenmom

UA/15237/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BUKOPUCTaHHS; no 1
LUNPULY Y KAPTOHHIl
Kopobui

piavHa), OCKINTbKM «30BHILLHIV BUTIA4» BXOAWUTb A0
cKnagy po3finy «BnacTUBOCTI». 3MiHW | TUMY - 3MiHK 3

AKOCTi. A®I. KoHTponb A®L. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y

cneumdikauisix Ha A®l, abo BMXigHWA/NPOMKHWIA

NPoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECI

BMPOGHMLUTBA AD| (iHLLI 3MiHK) -
3miHa y cneumdikayii Boga 3sopoTHoro ocmocy (RO),

LLIO BUKOPUCTOBYETbCSA Y npoueci BUpobHuutBa Ad|

dinrpactum.

BunyueHo HacTynHuii napameTp 3i cneyudikadii: -
30BHiLLHI BUTNSA (Npo3opa, 6e36apBHa, 6e3 3anaxy).
OO6rpyHTYBaHHS: 30BHILLHIl BUM/IsA BOAY 3BOPOTHOIO

0CMOCY MOXe 3MiHIOBaTUCA Yepes PO3YMHEHI PEHOBUHM
(pi3Hi XiMiYHI i0HW). PO34MHEHI peYOBMHY MOXYTb
36iNbLUNTY NPOBIAHICTL BOAM 3BOPOTHOIO OCMOCY, fika
nocTiliHa BUMIpOETLCSA B NOTOLi BUPOGHMKOM AdI.
OHoBneHHsA po3giny 3.2.5.2.3;
pepakuiviHi 3miHu: go po3giny 3.2.S.2.3 - po3gin
CTabinbHicTb 1.4.2.3.2.4 CTabinbHiCTb [010BHOrO 6aHKy
KniTnH (MCB): OHoBneHa iHthopmauis npo 36epiraHHs
MCB Ta gogaHo ginbHuuto BioKryo GmbH sk gopgatkose
MicLe 36epiraHHs. - po3ain ctabinbHicTb 1.4.3.10
CrabinbHictb Poboyoro 6aHky knituHd (WCB), cepisi NeC
-121701: OHoBneHa iHthopMmauis npo 36epiraHHs MCB
Ta gogaHo ginbHuuto BioKryo GmbH sk gogatkose
MicLe 36epiraHHs.

252.

TEPA®/IO
EKCTPA 31
CMAKOM
NMMOHA

MOPOLLIOK A7A
OpasIbHOTO PO3YUHY;
1 nakert 3
nopotukom; 10
nakeTiB 3 NOPOLLKOM
y KapTOHHii kopobu,i

XaneoH KX
CAP/

LLiBefiuapi
)

JENBb®APM
OPJIEAH

®paHuia

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE-
cepTuddikaT BignoBigHOCTI €EBponenchkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOIO cepTudiKaTa BiANOBIAHOCTI a60 BUNYYEHHS
cepTugikaTa BignoBigHOCTI EBponenchkin dhapmakonei:
onsa A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; ANns SONOMKHOT
peyoBuMHM (CepTudikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuiA cepTudpikat Bif HOBOrO
BMPOGHMKA (3aMiHa abo JONOBHEHHS)

NnoJaHHA HOBOro cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2004-309 - Rev
02 onA Ajroyoo pevyoBUHU napauetamory Bif HOBOrO
anbTepHaTMBHOrO BUpOo6HUMKa Lianyungang Kangle
Pharmaceutical Co., Ltd., China.

6e3
peyenma

UA/5797/01/01

253.

TEPBIHA®IH-
KB

Tabnetkv no 250 wmr;
no 7 TabneTtok y
6nictepi, no 2
6nicTepy y nayui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT

"KMNIBCbKWI

BITAMIHHWA
3ABOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHVX AaHnxX Npo cucTemMy hapmakoHarnsgy

3a
peyerimom

UA/6118/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

(BBEAEHHSA Yy3arasIbHEHMX AaHUX NPO cUCTeMy
hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iliCHEHH:A hapmakoHarnsay;

KOHTaKTHOI 0c06u 3 thapMakoHarnagy 3asBHvKa An1s
3[iiCHEeHHSs1 hapmakoHarnagy B YKpaiHi, AKLL0 BoHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0c06y, BiANOBIAA/ILHOI 3a
3[jiCHeHHs hapMakoHarifay (BK/IUYauM KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-thaiina
cucTemMu chapmakoHarnagy). 3miHa ynosHoBaXeHo
0co6u 3asBHKKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,

[itova pegakuisn: Konsga Biktopis BikTopiBHa.

MponoHoBaHa pepakuisi: babuka AmMuTpo AHaTonilioBuy.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0CO6u
3a5BHVKA, BiANOBiAa/IbHOI 38 papMakoHarnsg.

254,

TVMOZAPONC
Jilc)

Kpansi O4Hi, po3yvH
Jopsonamigy 2% Ta
Tumonony 5%, no 5
My chrakoHi-
KpanenbHuuj; no 1
a60o 3 dhnakoHu-
KpanesnbHuLi B
KapTOHHIli Kopoobui

Mikpo /la6c
Nimiteq

IHais

Mikpo /labc
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOPOTKiil XxapakTepucTuLli
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
0719 MEeAUYHOI0 3aCTOCYBaHHS Ha NiAcTasi perynigpHo
OHOBJ/IOBAHOrO 3BITY 3 6e3neKkun Nikapcbkoro 3acoby, abo
[ocnigpKeHb 3 6e3Mekn 3acTocyBaHHS NiKapCbKOro
3acoby B micnsipeecTpaviiiHvii nepiod, abo sk pesynbTtar
OLjiHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX BIANOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBE&XKEHNM OPraHoM)
3MiHV BHECeHO A0 [HCTPpYKLUii Ana MeguyHoro
3acToCyBaHHA NikapcbKoro 3acoby Ao po3ginis "Cnoci
3acTocyBaHHs Ta fo3u", "MobivHi peakyji” woao 6esnekn
3acToCyBaHHSA filo4oi pevyoBuHN fop30aamif, BianoBigHO
00 pekomeHgauiin PRAC.

MpepcTtaeneHi 3MiHK B iHhopMalii 3 6e3neku LWoao
BHECEHHS 3MiH Ta JONOBHEHb A0 po3ginis "Cnoci6
3acTocyBaHHSA Ta go3un" Ta "Mo6iyHi peakuii” npoekTy
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby Ha nigcTasi pekoMmeHaauii PRAC, L0 po3MilleHi
Ha odbiLiiHomy caliTi EMA Ta Ha odiuiriHomy caliti JEL|,
MOXYTb B6YTV pekOMeHA0BaHI A0 3aTBEPAKEHHA Ta
BHECEHHS B iIHCTPYKL,i0 415 MEANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby.

3a
peyerimom

He
nionsiea
€

UA/20266/01/01

255,

Tonson

niodpinizat ans
PO34MHY ANs1 iH'EKLi
no 40 mr y conakoHi;
no 10 donakoHiB y
Kopobui

Acnipo ®apma
Nimiteq

IHAja

Acnipo ®apma
Nimiten

IHAjA

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
0719 MEeAUYHOI0 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJ/OBAHOrO 3BiTY 3 6e3NeKun Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk pesynsTar
OLIiHKV 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBiAHO A0

3a
peyenmom

He
nionsiea
€

UA/18545/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nnaHy negiatpuyHux gocnimkeHs (PIP) (3miHy
Y3rO[XXEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM OPraHom) -
3MiHN BHECEHO [0 IHCTPYKUiT AN MEeAUYHOTO
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu:
"B3aemogis 3 iHWKMKM NiKapcbkumu 3acobamu Ta iHLLi
BMAM B3aeMogjit", "Ocob/IMBOCTi 3aCTOCyBaHHSA",
"Mo6iuHi peakuii” BiAMOBIAHO [,O OHOBMEHOI iHChopMmaLi 3
6e3neku Ajtoyoi pevyoBuHU. BBegeHHSA 3MiH NPOTArom 6-
TN MicsiLiB nicnsi 3aTBEpAKEHHSA
256. | TONOTEKAH KOHLeHTpaT Ans Akkopp, Monba Akkoppg, Xenckea Benvka BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/17720/01/01
AKKOPL pPO34nHy Ans Xerckea NimiTen, Benvka BpuTaHis/ My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
iHQpy3ii, 1 mr/MA; no Moncka Cn. BpuTaHis Monbia/ thapmakoHarnagy. BeegeHHs abo 3amiHn go
1 mn a6o no 4 mn 3.0.0. (BignoBiganbHuiA IHgis/ y3arasibHeHVX AaHnX Npo cucTeMy hapmMakoHarnsay
KOHLleHTpaTy y 3a BUMycCK cepii); YropLpHa (BBEAEHHS y3araslbHEHMX AaHUX NPO cUcTemMy

CKNSAHOMY (h/1aKOoHi;
no 1 dprakoHy y
KapTOHHIlA KopooLi

AKKoppg, Xenckea
NimiTen, Benuka
BpuTaHin
(BTOPUHHE
nakyBaHHs);
Akkopg Xenckea
Moncka Cn. 3
0.0. Cknag
ImnopTepa,
Monbwa
(BignoBiganbHuiA
3a BUNYyck cepii);
AcTpoH Pe3bopuy
NimiTen, Benuka
BpuTaHin
(koHTpO/b
AKOCTI);
€BpodoiHC
AHnanitikan
Cepgices
XaHrepi K.,
YropwuHa
(koHTpOsTb
AKOCTI); IHTac
PapmacboTrken
c Nimiteq, IHAis
(BUPOBHULTBO
roTOBOro
nikapcbKoro
3acoby,
nepBuHHE,
BTOPWHHE
nakyBaHHsl,
KOHTPO/b SKOCTI

hapmMakoHarniagy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A dhapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHuKa Ans
3fjiicHeHHs chapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XEHOI 0C06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarisay (BK/IUYaUM KOHTaKTHI
OaHi) Ta/abo 3miHM y po3MilLeHHi MacTep-thaina
cuctemu hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOI
ocobu 3asBHUKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsa.
[itoua pepakuin: Arata lecesny / Agata Gesiewicz.
MponoHoBaHa pepakuisi: Apnetta BepuHcbka / Arletta
Werynska.
3MiHa KOHTaKTHMX AaHnX YNOBHOBAXEHOI 0cobu,
BiANOBIAa/IbHOI 32 hapMakoHarnfg. 3MiHa KOHTaKTHOI
0cobu 3asBHYKa, BiANOBiAasIbHOT 3a hapmakoHarnsz B
YkpaiHi. fitova pegakuis: LWynby Onbra CepriisHa.
lMponoHoBaHa pepakuis: Mavictep MapuHa MeHHagjiBHa.
YTOYHEHHS LWOAO0 MiCLe3HaxXoMKeHHs MacTep-taiina
cmcTemu chapmakoHarnsagy. YTo4UHeHHs Wwoao Micus
3[iiCHEHHSI OCHOBHOT AiSiNIbHOCTI 3 hapMakoHarisgy
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
cepii);
SAPMABAIA,
nra.
MikpobionoriuHa
nabéoparopis,
YroplwuHa
(koHTpOsTb
AKOCTI)
257. | TONOTEKAH KOHLieHTpaT Ans Akkopa MonbLa Brpo6HMUTBO IHgis/ BHECEHHS 3MiH 0 peecTpaLiinHux marepianis: 3MiHu | 3a He UA/17720/01/01
AKKOPJ, PO34mnHy Ans Xenckea roToBOro Benuka TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHMYOT peyenmom nionsiea
iHdpy3iid, 1 mr/mn; no Moncka Cn. nikapcbKoro BpuTaHis/ OinbHUUI (BKNOYaoun AinbHULI Ans APl npoMiKHOro €
1 mn a6o no 4 mn 3.0.0. 3acoby, YropwwHa/ npoaykTy abo roToBOro NikapCcbkoro 3acoby, AiNbHULL
KOHLleHTpaty y nepBuHHe, Monblya AN NPOBefieHHA NakKyBaHHs, BUPOOHNMKa,
CKNAAHOMY (p/1aKOoHi; BTOPVHHE BiANOBiAaNLHOIO 3a BUMNYCK Cepiii, MicLie NPOBEAEHHS
no 1 dpnakony y nakyBaHHs, KOHTPO/IO cepii) abo nocTavanbHvKa BUXIAHOTO
KapTOHHIli KopoobLi KOHTPO/b AKOCTI marepiany, peareHTy abo AOMNOMIXHOI pEHOBVHYM (SKLLO
cepi: 3a3HayveHo Yy A0CbE) - 3MiHA BUNYYEHHSA BUPOBHUYOT
IHTac AiNbHULI rOTOBOTO NikapCbKoro 3acoby, BifnosigasibHOT

dapmacbloTikan
3 JlimiTes, IHAjs;
BTopuHHe
naKyBaHHs:
Akkopg, Xenckea
Nimiten, Benuka
BpuTatis;
KoHTposib
AKOCTI:
€BpodpiHC
AHanitikan
Cepsices
Xanrepi K.,
YropLmHa;
KoHTposnb
AKOCTI:
®APMABANIA
nrg.
MikpobionoriuHa
nab6oparopis,
YropLumHa;
BignosigansHuii
3a BMNyCK cepil:
AKKoppg, Xenckea
Moncka Cn. 3
0.0. Cknag,
ImnopTepa,
Monba

3a Bunyck cepii Akkopg, Xenckea Jlimiteq, Benvka
BpuTaHis. 3anmwaeTbea anbTepHaTMBHUIA BUPOBHMUK
Akkopg Xenckea Noncka Cn. 3 0.0. Cknag Imnoprepa,
Monbla. 3MiHM BHECEHO B iHCTPYKLiI0 AN MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby y po3aim
"Brpo6HuK", "Micue3HaxomkeHHs BUpobOHMKa Ta agpeca
MiCLl MPOBaKEHHS 0Or0 AiS/IbHOCTI" WOA0 BUTYHYEHHS
BUPOBHMYOT AiNbHULL Ta SIK HACNIAO0K BUNYYEHHS TEKCTY
MapKyBaHHS yNakoBOK MiKapCbKoro 3acoby. 3miHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. BunyyeHHs BUPO6HUYOI
OinbHUUI (BKNOYaoun AinbHULI Ana APl npoMiKHOro
NpoAyKTy abo roTOBOro NiKapCbKoro 3acoby, Ai/bHULL
AN NPOBefieHHA NakKyBaHHs, BUPOOHNMKa,
BiANOBiAaNLHOIO 3a BUMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo nocTavanbHvKa BUXIAHOTO
marepiany, peareHTy abo AOMNOMIXHOI pEHOBVHYM (SKLLO
3a3HayveHo Yy f0CbE) - 3MiHA BUNYYEHHSA BUPOBHUYOIT
AiNbHULI rOTOBOTO NikapCbKoro 3acoby, BifnosigasibHOT
3a KOHTPO/Ib AKOCTi ACTpoH Pesbopu fliviTes, Benvka
BpuTaHis. 3anmwaeTbea anbTepHaTMBHUIA BUPOBHMUK
€podpiHc AHaniTikan Cepsice3 XaHrepi K¢T.,
YropwmHa. 3MiHu | Tuny - AgMiHICTPaTVBHI 3MiHW.
BunyuyeHHs BUPOGHWYOI AibHULI (BKIOYAKOUN AiNbHALL
ana A®l, npoMixHOro npoAykTy abo roToBoro
nNiKapcbKoro 3acoby, AibHNL AN NPOBEAEHHS
nakyBaHHs1, BUPOOHYKa, BifNOBIgaIbHOrO 3a BUNYCK
cepili, micue NpoBefEeHHs KOHTPOSIIO cepii) abo
nocTavanbHviKa BUXIiGHOTO Marepiany, peareHTy abo
[0MNOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y AOCLE) -

3miHa BUIyyeHHs Bupo6Huka A®| Intas Pharmaceuticals
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Limited, India. 3anvwaeTbcs anbTepHaTVBHUIA BUPOGHMK
A®I Scino Pharm® Taiwan, Ltd, TaiiBaHb.

258.

TOMPA3

NOPOLLIOK AN1AA
pPO34uHY Ans

iH ekuiiA, 40 mr, no 1
pnakoHy y
KapTOHHIli Kopoobui

Aypo6iHgo
dapma /114,

IHais

Aypo6iHao
dapma Nimiteq,

IHais

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
4N MeMYHOro 3aCTOCYBaHHSA
reHepuYHUX/riopuaHnx/6ionofibHMX Nikapcbkux 3aco6is
nicns BHECEHHS TiEl camoi 3MiHN Ha pediepeHTHWIA
npenapar (3miHa He NnoTpebye HafaHHSA XXOAHUX HOBUX
[0[aTKOBUX AaHWX) 3MiHU BHECEHO [0 IHCTPYKUIT ANns
Me[MYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby y po3ainv
"MokazaHHs", "B3aemMogis 3 iHWMMMN NiKapCbKMM
3acobamMu Ta iHWi BUAW B3aemogiii”, "OcobmMBocCTi
3acTocyBaHHs", "lNo6ivHi peakuii" 3rigHo 3 iHdopmaLiieto
00 MEANYHOTO 3aCTOCYBaHHA pethepeHTHOro
nikapcbKoro 3acoby Protium 1.V. 40 mg/vial (B YkpaiHi
3apeecTpoBaHuii Ak KOHTPOMOK®, MOPOLLOK A5 PO3YNHY
ANs iH'ekuUili). BBeAeHHS 3MiH NpOTArom 6-Tn MicsALUiB
nicns 3aTBepaKeHHs

3a
peyerimom

He
niosnsiea
€

UA/16735/02/01

259.

TOMPA3

Tabnetkun
racTpopesnCTEHTHI,
20 mr, no 10
TabneTtok y 6nictepi,
no 3 6nictepu B
KapTOHHIli KopooLi

Aypo6iHao
dapma /114,

IHais

Aypo6iHao
Papma Jimitep, -
FOHIT VII, IHAis;
Aypo6iHao
dapma /114,
dopmynenH
FOHIT XV, IHais

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
4N MeAMYHOro 3acTOCyBaHHA
reHepuYHUX/riopnaHnx/6ionofibHMX Nikapcbknux 3aco6is
nicns BHeCeHHs Tiel camoi 3MiHU Ha pediepeHTHWIA
npenapar (3miHa He NnoTpebye HafaHHSA XXOAHUX HOBUX
[0[aTKOBUX AaHWX) - 3MiHU BHECEHO A0 iHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby y po3ainv
"B3aemogisa 3 iHWVMU nikapcbkuMm 3acob6amu Ta iHLi
BMAM B3aemogijit", "Ocob/MBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHS y nepiog, BariTHOCTi abo roayBaHHs
rpyaaro”, "34aTtHicTb BNAMBATY Ha LUBUAKICTb peaku;ii
npw KepyBaHHi aBTOTPaHCNoOpPTOM abo iHWMMK
MexaHizmamu', "To6iuHi peakuii” 3rigHo 3 iHchopmaviieto
00 MEANYHOTO 3aCTOCYBaHHA pedhepeHTHOro
nikapcbkoro 3acoby INIPOMP 20 mg (Pantoprazole
Gastro Resistant Tablets), (B YkpaiHi 3apeecTpoBaHuii
Ak KOHTPOJIOK, TabneTkn racTpopesncTeHTHi no 20
Mr)). BBefieHHs 3MiH NpoTSArom 6-Tv MicsuiB nicns
3aTBEPKEHHS

3a
peyenmom

He
nionsiea
€

UA/16735/01/02

260.

TOMPA3

Tabnetku
racTpope3nCTEHTHI,
40 wmr; no 10
Tabnetok y 6nictepi;
no 3 6nictepu y
KapPTOHHI KOpOoObLii

Aypo6iHao
dapma JIta

IHais

AypobiHao
dapma NimiTeq, -
FOHIT VII, IHAis;
AypobiHao
dapma Jta,
$opmynenH

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/epekTnBHOCTI Ta
hapMakoHarnisgy. 3MiHM y KOpOTKili XapakTepucTuui
nikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
ANA MeiVYHOro 3acToCyBaHHsA
reHepuYHnX/ribpnaHnx/6ionodibHMX Sikapcbknx 3acobiB

3a
peuenmom

He
nionsiea
€

UA/16735/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
tOHIT XV, IHais nicns BHECEHHS Tiel camoi 3MiHN Ha ped)epeHTHWIA
npenapar (3mMiHa He NnoTpebye HafaHHS XOAHUX HOBUX
[0[AaTKOBUX AaHWX) - 3MiHN BHECEHO A0 IHCTPYKLUi Ans
MeMYHOro 3acTOCYBaHHA /TikapCbKOoro 3acoby y po3ginu
"B3aemogis 3 iHWKMKM NiKapcbkumu 3acobamu Ta iHLLi
BMAM B3aeMogjit", "Ocob/IMBOCTi 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpyaaro”, "3aaTtHicTb BNAMBATY Ha LUBUAKICTb peakuil
npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLNMKN
MexaHismamu', "TobiuHi peaxuii” 3rigHo 3 iHchopmavieto
00 MEAUYHOTO 3aCTOCYBaHHA pethepeHTHOro
nikapcbkoro 3acoby Protium®, 40 mg, gastro resistant
tablets, (B YkpaiHi 3apeectpoBaHuii, sk KOHTPOJIOK®,
TabneTkun racTpope3ncTeHTHi no 40 mr). BBeAeHHS 3MiH
NPOTAroM 6-T1 MIiCALLIB MiCNS 3aTBEPKEHHS
261. | TPAKTOUMN PO3YMH ANS iH'EKUi, ®eppiHr MTM6X HimeuumnH BignosigansHuii HimeuunHa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/8850/02/01
7,5 mr/mn; no 0,9 mn a 3a Yecbka TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEHYBaHHSs peuenmom
y hnakoHi; no 1 BVMPOGHMLTBO, Pecny6nika Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
ch1akoHy B nepBUHHE BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
KapTOHHI Kopo6Lyi nakyBaHHs, BKJ/THOYAKOUN AiNbHULI BUMYCKY cepii abo micue
KOHTPO/b SKOCTI NPOBeAEHHS KOHTPOJIKO SKOCTI. (4iSNbHICTL, 3a Ky
Ta BUnycK cepii BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYM BUMYCK
roToBOro cepiii) 3miHa agpecy BUPOGHMKA BiAMNoBifaIbHOMO 3a
NPOAYKTY: BTOPVHHE NaKyBaHHSA Y 3B'3KY i3 NPUBEAEHHSAM
®eppiHr FTM6X, peecTpauiiH1X JOKYMEHTIB Y Bi4NOBIAHICTb A0
HimeuuunHa; ceptugpikaty GMP.
BignosigansHuii
3a BTOPVHHE
nakyBaHHS:
deppiHr-
Neuunsa, a.c.,
Yecbka
Pecny6nika
262. | TPAMAAON PO3YMH ANS iH'EKi, TOB YkpaiHa Benko ®apma IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/20458/01/01
PEAKT 50 mr/mn; no 1 mn "PEAKT®APM TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
a6o 2 mn B amnyni; " thapmakoHarnsay (iHwi 3MiH1) 3MiHU BHECEHO B TEKCT
no 5 amnyny MapKyBaHHS NEPBUHHOI YNakoBKW NiKapCbKOro 3acoby y
na1acTUKoOBOMY n. 1. <HA3BA NNIKAPCbKOIO 3ACOBY», n. 2.
NoTKy, no 1 a6o 2 «KINBKICTb AIK0YOI PEYOBVIHWU», n. 6. «IHLE>.
N0TKA Y KapTOHHIi
nayui
263. | TPAMAZON PO34MH ANA iH'EKUi, TOB YkpaiHa Benko dapma IHAis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a He UA/20458/01/01
PEAKT 50 mr/mn, no 1 mn "PEAKTO®APM TMny - 3MiHKM WoA0 6e3nekn/edpekTBHOCTI Ta peyenmom nidsnsiea
abo 2 mn B amnyni; " thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLli €

no 5 amnyny
n/1aCTMKOBOMY

NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLT
0719 MEAMYHOIO 3aCTOCYBaHHS Ha NiAcTasi peryspHo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
noTky, no 1 a6o 2 OHOBJIHOBAHOTO 3BITY 3 6e3Mnekn Nikapcbkoro 3acoby, abo
N10TKa Y KapTOHHIi JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
nauuj 3acoby B nicnapeecTpauiliHnii nepios, abo sk pesynbTar
OLLiHKY 3BITY 3 AOC/iPKEHb, MPOBEAEHNX BifMoBiAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3MiHy
Y3roKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHVIM OpraHoM)
3MiHU BHECEHI A0 iHCTPYKLii ANns MeanyHoro
3acTocyBaHHA y po3ainun "B3aemogis 3 iHWnmu
nikapcbkvMK 3acob6amu Ta iHLWi BUAM B3aeMOSii",
"Oco6nmBoCTI 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
no3un", "Mo6ivHI peakui™ Wwoao 6e3nekn 3acTocyBaHHSA
nikapcbkoro 3acoby BiAnoBigHO A0 pekomeHaauii PRAC
EMA. BBeeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
264. | TPUHOMIA® Kancynu Teepgi no deppep Icnanis deppep Icnanis BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/15408/01/01
100 mr/20 mr/10 mr; IHTepHaujioHan IHTepHauioHasb, TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 7 kancyny b, C.A. C.A. thapmakoHarnagy (iHwi 3MiHK)- 3MiHN BHECEHO B TEKCT
6nicTepi; no 4 MapKyBaHHsS NepPBMHHOT Ta BTOPUHHOI YNakoBOK
6nictepu B nikapcbkoro 3acoby y n. «IHLWE» wwoao BuaaneHHs
KapTOHHIlA KopooLi NIoroTUny KoMnaHii oghiLliiHoro npeAcTaBHKKa 3asiBHUKA
B YkpaiHi TOB «ACIHO YKPAIHA». TepMiH BBefieHHS
3MiH NpOTSArom 6 MicsiLiB Micns 3aTBepAKEHHs!
265. | YNICCA TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka Xaynt ®apma HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/18552/01/01
MN/1iBKOBOIO Pecny6nik | MioHcTep M'm6X TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs peyenmom
060/10HKO10, Mo 30 a Ta/abo agpecy MicLs NPOBaXEHHS Ais/IbHOCTI
mr; no 1 TabneTuiy BMpO6HMKa (BK/IKOYaKOUK, 3a HEOOXIAHOCTI, Micue
6nictepi; no 1 NpoBeAEHHS KOHTPOIO SKOCTi), 260 BNacHUKa mactep-
6nictepy B thaiina Ha A®I, abo noctavasibHuka API/BuxigHOro
KapTOHHI naywi mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYOTbCS Y BUPOOHNLTBI AD| (AKLLO 3a3HAYEHO Y
[0CbE Ha JlikapcbKuii 3aci6) 3a BigCcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, a60 BUPOOHMKA HOBOT
[0MOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y [,0CbE) 3MiHa
lopuAnYHOI agpecu BupobHuka A®I yninpuctany auerar.
[Litoua pepakuis: NEWCHEM S.p.A. Headquarters: Via
De Amicis, 47 — 20123 Milano, Italy MNponoHoBaHa
pepakuis: NEWCHEM S.p.A. Headquarters: Via San
Vittore, 39 — 20123 Milano, Italy
266. | YHOEBIT Apaxe; no 50 gpaxe AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/7922/01/01
y KOHTelHepax "KNIBCbKM "KNIBCbKWI !Ny - 3MiHK LoA0 6e3nekn/edeKTMBHOCTI Ta peuyenma
(6aHoukax); no 50 BITAMIHHUIA BITAMIHHUIA thapmakoHarnsgy. BeegeHHs abo 3amiHn go
[Apaxe y KoHTelHepi 3ABO" 3ABOA" y3araslbHeHNX faHux nNpo cuctemy dpapmakoHarnsgy

(6aHouu); no 1
KOHTeHepy
(6aHouuj) y nauui

(BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTeMy
hapmMakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsay;

KOHTaKTHOI 0c06u 3 chapmakoHarnagy 3asBHuKa ans
34iicHeHHs1 chapmakoHarsagy B YKpaiHi, SKLO BOHA
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BiAMiHHa Bif, yNOBHOB&XeHOI 0c06y, BiANOBIAA/IbHOI 3a
3[iiCHEeHHs1 hapMakoHariaay (BK/IUYakun KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLEHHI MacTep-thaiina
cuctemn hapmakoHarnsgy) 3miHa ynoBHOBaXeHO
0cobu 3asBHUKa, BIANOBIAA/ILHOT 3a hapmakoHarnsg.
[itoua pepakuin: Konsaga Biktopis BikTopiBHa.

MponoHoBaHa pepakuis: babvika AmnTpo AHaToniioBuy.

3MiHa KOHTaKTHUX faHuX YNOBHOBaXXEHOT 0cobu
3asBHMKA, BiANOBIAaIbHOI 3a thapmakoHarnsg,

267.

YHOETAB

TabneTku, BKpUTI
060/10HKOI0; M0 10
TabneTtok y 6nictepi;
no 3 6nictepu B
nauui

AT

"KUIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT

"KNIBCbKWN

BITAMIHHWA
3ABOA"

Ykpaina

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX JaHnxX npo cuctemy dpapmakoHarnsagy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cUcTemMy
hapmMakoHarniagy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A dhapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 chapmakoHarnagy 3asBHuKa Ans
3fjiicHeHHs chapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XEHOI 0C06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarisay (BK/IUYaUM KOHTaKTHI
OaHi) Ta/abo 3miHM y po3MilLeHHi MacTep-thaina
cuctemu chapmakoHarnsgy) 3miHa ynoBHOBaXKeHOI
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[itoua pepakuin: Konsga Biktopis BiktopiBHa.
MponoHoBaHa pepakuis: babvka AmnTpo AHaToniioBuy.
3MiHa KOHTaKTHUX faHWX YNOBHOBaXEHOT 0cObun
3asBHMKA, BiANOBIAaIbHOI 3a thapmakoHarnsg

6e3
peyenma

UA/4834/01/01

268.

YHIKNO®PEH

Kpansii O4Hi, po3ynH
0,1 %, no 5 mn abo
10mny
KOHTeliHepi-
KpanenbHui; no 1
KOHTeliHepy-
KpanenbHuLi B
KapTOHHIli KopooLi

TOB "YHIMEL
PAPMA"

Cnosaubk
a
Pecny6nik
a

TOB "YHIMEL
DAPMA"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
YTOYHEHHSA HAaNUCaHHA yNaKkoBKMU B Haka3i MO3
Ykpainu Ne 171 Big 28.01.2025 B npoLieci BHECEHHS
3MiH (3MiHu | TNy - 3MiHW 3 AKOCTIi. FOTOBUIA NiKapCbKuii
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y npoueci
BUPOGHMLTBA FOTOBOIO JiKAPCbKOr0 3ac0o0y, BKIHOYaun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHMLTBI rOTOBOIO NiKapCbKOro 3acoby (iHLi 3MiHK) -
BHeceHHs 3MiH go p.3.2.P.3.3. Onunc BUpo6HM4Oro
npoLiecy Ta KOHTPO/II0 NPOLECY, @ CaMe — OHOBJIEHHS
BMPOBHUYOro 06n1aaHaHHA. BnpoBagkeHi KOHTPOJIbHI
NPUCTPOI, SIKi He BNINBAOTb Ha NPOLLEC BUPOGHMLITBA
(Hanpukniag, TecT Ha repMeTUYHICTb, TeCT Ha LiNICHICTb).
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. - 3MiHK | TRy - 3MiHK 3 SKOCTi. [OTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOBGHMLTBI. 3MiHM y NpoLieci
BMPOGHMLTBA FOTOBOTO /iKapCbKOro 3acoby, BK/IHHa0UM
MPOMiXHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NP
BMPOGHMWLTBI FOTOBOTO NiKAPCbKOro 3acoby (iHLWi 3MiHN) -
[JeTani3auis onucy npouecy BUPOGHULTBA OUHNX
Kpanesb, Yy 3B'A3Ky 3 BMPOBaPKEHHSAM 3MiHW - e A0

3a
peyenmom

UA/7856/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMPOGHMYOTO MPOLEeCY A0AaHO NepeBipKy LisliCHOCTI
NepBUHHOT YNakoBKM Ta LiNICHOCTI cTepunisauiiHoro
inbTpa, Ae npeAcTaBfeHi HOBI pe3ynbTaTy Banigauii
npouecy dinbTpauii. Pazom 3 Tum, B npoveci
BUrOTOB/IEHHA BTOPUHHOI YNakoBKW AOAAETHCA
iHchopmaLis Wof0 MapKyBaHHS BTOPUHHOT YNakoBKW
(cepiiiHocTi). - BBEAEHHSA 3MiH NPOTArOM 6-TW MicsLiB
nicnsa 3aTBepLXKeHHS. - 3MiHU | TUny - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkunii 3aci6. 3MiHW Y BUPOGHULITBI. 3MiHK
BUNpobyBaHb abo JONYCTUMUX MEX, BCTAHOB/IEHUX Y
crneundikalisx, nig yac BUPO6HULTBA FOTOBOTO
nikapcbKoro 3acoby (L0NoBHEHHS abo 3aMiHa
BMNPOGYBaHHA B NPOLIECi BUPOGHMLTBA 3a
pesynbTatamv focnimxeHb 3 6e3nekn abo AkocTi) -
[lopasaHHsa BUNpo6yBaHHA B Npoueci BUpoOHULTBA 3a
pesynbTaramun gocnifxeHb 3 6e3nekn Ta SKoCTi, a came-
BMNPOGYBaHHS Lii/liCHOCTi NePBUHHOT YNaKOBKU, KU
6yn10 fofaHo Ans NiaBULLEHHS 6e3nekn Ta SKOCTi Ha
ocHoBi pekomeHgauili NCA. - BBegeHHs 3MiH MPOTAroM
6-Tn MicAUIB NicNsA 3aTBEPKEHHSA. - 3MiHN | TUNY - 3MiHK
3 AkocTi. CepTudikar signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiicbkii hapmakonei/MmoHorpadii.
3MiHuW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBiAHICTL A0 MoHorpadii 4dY abo EBponeincbkoi
thapmakonei, abo iHWOoT HauioHasIbHOI hapmMakonel
nepxasun €C (3MiHa y cnevudikayisix, nos'a3aHa 3i
3miHamu B ®Y, abo €Bponeiickkili hapmakonei, abo
iHLWIA HauioHanbHI dhapmakonei gepxasn €C) -
MpuBeaeHHsA cneundikaLii Ta MeToAiB KOHTPOJHO AKOCTI
[O0MNOMDKHWX PeqyoBUH A0 BUMOT MOHorpadii EP).
Pepakuis B Hakasi - no 5 mn a6o 10 mn y nnacTvkoBomy
KOHTeliHepi-kpanenbHuLi. BipHa pegakuis - no 5 mn
a60 10 Mn y KOHTeliHepi-KpanenbHuL,.

269.

YNCAPUH
YNCA 500 MI

TabneTku wmnydi no
500 wmr; no 4
TabneTtku B CTpUMI;
no 4 ctpunu B
KapTOHHIlA KopooLi

YMNCA CAC

®paHuis

YMNCA CAC

®paHuia

BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE-
cepTuddikaT BignoBigHOCTI €EBponenchkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOIO cepTudikaTa BiANOBIAHOCTI a60 BUNYYEHHS
cepTugikaTa BignoBigHOCTI EBponenchkin dhapmakonei:
onsa A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; ANns JONOMKHOT
peyoBuMHM (CepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOro BUPOo6HMKa. OHoBneHHs CEP ans
BMPOGHMKA Ajl040T pevoBNHN aLeTUICaniLmIoBoi
kncnotn Novacyl (21, Chemin de la Sauvegarde, France
- 69130 Ecully)

6e3
peyenma

UA/2308/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

270.

YPCIC®

Byno: R2-CEP 1993 - 007- Rev 04 NOVACYL Rue
Prosper Monnet France — 69190 Saint —Fons. Ctano:
R2-CEP 1993 - 007-Rev 05 NOVACYL Rue Prosper

Monnet France — 69190 Saint —Fons NOVACYL
(Thailand) Limited 321 Bangpoo Industrial Estate
Thailand -10280 Samutprakarn (neither used nor
registered by UPSA). OHoBneHHsa CEP crnpynynHeHo
pofasaHHAM BUPO6HUYOI ainbHuLi NOVACYL (Thailand)

Limited.3miHn | TUNY - 3MiHK 3 AkocTi. CepTuddikat

BignosigHocTi/l E-cepTudpikat BignoBigHOCTI
€Bponeiickkili hapmakonei/moHorpadii. MoaaHHA
HOBOro ab0o OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI EBpONENCHKIi
thapmakonei: gns A®l; ans BUXiAHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI AD|; ANns AONOMDKHOT
peyoBUHM (CepTudikaT BiAMNOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBep/AxeHoro Bupo6Huka. OHosreHHa CEP ans

BUPOGHMKA Ail040T peYOBMHU aleTuncasiumnoBol

kncnotn Novacyl (21, Chemin de la Sauvegarde, France

- 69130 Ecully). byno: R2-CEP 1993- 007-Rev 05

NOVACYL Rue Prosper Monnet France — 69190 Saint —
Fons NOVACYL (Thailand) Limited 321 Bangpoo
Industrial Estate Thailand-10280 Samutprakarn (neither
used nor registered by UPSA)

Crano: R2-CEP 1993- 007-Rev 06 NOVACYL Rue
Prosper Monnet France — 69190 Saint — Fons
NOVACYL (Thailand) Limited 321 Bangpoo Industrial
Estate Moo 4, Sukhumvit Road Praeksa, Muang
Thailand-10280 Samutprakarn (neither used nor

registered by UPSA)

3MiHa agpecy BUpo6HMYOI finbHnli NOVACYL

(Thailand) Limited Ta HagaHHA ynpaBisHHA pu3nKamn
[N eneMeHTapHMX AOMILIOK

nocsBi0YeHHs

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI No 500
mr no 10 TabneTok y
6nicTepi, no 3, 5 abo
10 6nicTepiB y nauui

AT

"KNIBCbKWM

BITAMIHHWA
3ABO["a

YKpaina

AT

"KNIBCbKWI

BITAMIHHWA
3ABOA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. BeefeHHa abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHNX AaHUX NPO cUcTemy
hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobum,
BigNoBiga/IbHOI 3a 34jICHEHHST chapmakoHarnsay;
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa Ans
3[iiCHEeHHs1 hapmakoHarnagy B YKpaiHi, AKLL0 BOHa
BiIMiHHa Bif, yNOBHOB&XXeHOI 0C06y, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHariaay (BK/IUYakun KOHTaKTHI
OaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-thaiina
cuctemn dhapmakoHarnsgy) 3miHa ynoBHOBaXeHOi

3a
peyerimom

UA/18603/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

0co6u 3asBHKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
[itova pegakuin: Konsga Biktopis BikTopiBHa.
MponoHoBaHa pepakuisi: babvka AmMuTpo AHaTonilioBuy.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0CO6U
3a5BHVKA, BiANOBIAA/IbHOI 38 papMakoHarnsg.

271.

YPCIC®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI No 250
Mmr no 10 TabneTok y
6nicTepi, no 3, 5 abo
10 6nicTepiB y nauui

AT

"KNIBCbKWM

BITAMIHHWA
3ABOJ"

YkpaiHa

AT

"KNIBCbKWM

BITAMIHHWA
3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHNX AaHUX NPO cUcTemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHOT 0cobu,
BigNoBiga/IbHOI 3a 34jICHEHHST chapmakoHarnsay;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa Ans
3[iiCHEeHHs1 chapmakoHarnaay B YKpaiHi, AKLL0 BOHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06y, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHariaay (BK/IUYalun KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-thaiina
cuctemn hapmakoHarnagy) 3miHa ynosHOBaXKeHOi
0cobu 3asBHWMKa, BiANOBIAAILHOI 3a hapMakoHarnsg,
[itova pepakuisn: Konsga Biktopis BikTopiBHa.
MponoHoBaHa pegakuis: bBabuka AMuTpo AHaTOMIOBWY.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0CO6U
3a5BHMKA, BiANOBIAA/ILHOI 38 dhapMakoHarnsg.

3a
peyerimom

UA/18603/01/02

272.

®APIHITOH

Tabnetku gns
CMOKTaHHS; rno 10
Tabnetok y 6nictepi;
no 2 6nictepn y
nauui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT

"KMNIBCbKWN

BITAMIHHWA
3ABOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0cobum,
Bi4NoBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa Ans
3[iiCHEeHHs1 chapmakoHarnaay B YKpaiHi, sKLLO BOHA
BiAMiHHa Bif, yNOBHOB&XeHOI 0C06y, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHarifay (BK/IUYakumn KOHTaKTHI
OaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-thaiina
cuctemu hapmakoHarnsgy) 3miHa ynoBHOBaXKeHO
0cobu 3asBHKKa, BiANOBIAaILHOI 3a hapMakoHarnsg,
[itova pegaxkuisn: Konsiga Biktopist BikTopisHa.
MponoHoBaHa pegakuis: babuka AMuTpo AHaTOMIOBWY.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0CO6U
3as1BHMKA, BiANOBIAAILHOI 38 dhapMakoHarnsg.

6e3
peyenma

UA/7230/01/01

273.

DEMIKNIH

TabneTkv BariHabHi
no 10 mr no 6
Tabnetok y 6nictepi;
no 1 6nictepy B
naJui 3 KapToHy

AT

"KNIBCBbKWN

BITAMIHHWA
3ABOJ"

YKpaiHa

AT

"KNIBCbKWN

BITAMIHHWA
3ABOA"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiHnx MmaTtepiasis: 3MiHn |
TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHVX AaHnX Npo cucTemMy hapmakoHarnsgy
(BBEAEHHS Y3ara/ibHEHUX AaHWX NPO CUCTEMY
hapmakoHarnagy, 3MiHa ynoBHOBaXXEHOT 0cobu,
BifnoBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;

6e3
peyenma

UA/17193/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa A5
3[iiCHEeHHs1 hapmakoHarnagy B YKpaiHi, AKLL0 BoHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0Co6W, BiANOBIAa/IbHOI 3a
3[jiCHeHHs1 hapMakoHarifaay (BK/IKUYauM KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-thaiina
cucTemMu chapmakoHarnagy). 3miHa ynosHoBaXeHo
0co6u 3asBHMKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
[itova pegakuisn: Konsga Biktopis BikTopiBHa.
MponoHoBaHa pepakuisi: babuka AmuTpo AHaTonilioBuy.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0CO6U
3a5BHVKA, BiANOBIAA/IbHOI 38 papMakoHarnsg.
274. | PEMOCTOH TabneTkun, BKpUTI AG6OTT Higepnax AGGOTT HigepnaHgm BHECEHHS 3MiH 0 peecTpaLiinHux matepianis: 3MiHu | 3a He UA/4836/01/01
® NNiBKOBOIO Xenckea on Bionomxikans TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsiea
060n0Hkot0, o 1 mr | Mpogaktc B.B. B.B. thapmakoHarnagy. 3MiHa y KOPOTKill XxapakTepucTuLli €
+ TabneTkun, BKpUTI NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
NNiBKOBOIO 0719 MEeAUYHOIO 3aCTOCYBaHHS Ha NiAcTasi perynigpHo
060/10HKO0, N0 1 OHOBJIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby, abo
Mr/10 Mr; KoMbi- nocnigpkeHb 3 6e3neky 3acTocyBaHHS MikapCbKOro
ynakoBka Ne 28 3acoby B micnspeecTpaviliiHvii nepiod, abo sk pesynbTtar
(28x1); Ne 56 (28x2); OLjiHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX BIAMNOBIAHO A0
Ne 84 (28x3): 14 nnaHy negiatpuyHux gocnimpkeHs (PIP) (3miHy
TabneToK, BKPUTUX Y3rOKEHO 3 KOMMNETEHTHNUM YNOBHOBAXKEHVIM OPraHom).
NAiBKOBOO 3MiHM BHECEHO [0 IHCTPYKLUIT 0 MEAUYHOIO
060/10HKOI0, 6inoro 3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ginis
KOMbopy no 1 mr + "MpoTunoka3aHHa" Ta "OcobMBOCTI 3aCTOCyBaHHS"
14 TabneTok, BiANOBIAHO A0 pekomeHAaLii PRAC. BBefieHHs 3MiH
BKPUTUX M/1IBKOBOIO NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMXKEHHS.
060/10HKOI0, Ciporo
Konbopy no 1 mr/10
Mry 6nictepi; no 1
abo 2, abo 3
6nictepy B kOpobUji
275. | PEMOCTOH TabneTkun, BKpUTI AGGOTT HigepnaH A6GOTT HigepnaHgm BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/4836/01/02
® nNiBKOBOKO Xenckea on Bionopxikana TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom nionsiea
060710HKO0, Mo 2 Mr | lMpopgaktc B.B. B.B. thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLli €

+ TabneTkun, BKpUTI
NAiBKOBOKO
060/10HKOH0, M0 2
Mr/10 mr; KOMGi-
ynakoska Ne 28
(28x1); Ne 56 (28x2);
Ne 84 (28x3): 14
TabneTok, BKpUTUX
nniBKOBOKO
060/10HKOI0,
Liern1ISitHo-4epBOHOro
KO/bOpY NO 2 Mr +
14 TabneTok,

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
0719 MEeAUYHOI0 3aCTOCYBaHHS Ha NiAcTasi peryiigpHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby, abo
[ocnigpKeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B micnsipeecTpaviliiHvii nepiod, abo sk pesynbTtar
OLjiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BIAMNOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHoMm).
3MiHM BHECEHO [0 IHCTPYKLUIT O MEAUYHOIO
3acToCyBaHHS Nikapcbkoro 3acoby A0 po3ginis
"MpoTunokasaHHa" Ta "Oco6NMBOCTI 3aCTOCYBaHHS"
BiANOBIAHO A0 pekomeHAauin PRAC. BBefieHHs1 3MiH
NpoTArom 6-T1 MiCALIB MiCNa 3aTBEPMAKEHHS.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
BKPUTWX MNIBKOBOO
060/10HKOIO,
XXOBTOrO KOMbOpYy No
2 Mr/10 mry
6nicTepi; no 1 a6o 2,
abo 3 6nictepu B
KopoobLi
276. | PEMOCTOH TabneTku, BKPUTI AB6OTT HigepnaH A660TT HigepnaHnan BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/13464/01/01
® KOHTI MIHI | nniskoBoO Xenckea on Bionogxikans TMny - 3MiHKN WoA0 6e3nekn/edekTMBHOCTI Ta peyernmom niosnsea
o6onoHkoto, no 0,5 MpopakTc 6.B. B.B. thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTui €
Mmr/2,5 mr; no 28 niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
TabneTtok y 6nictepi; 011 MeQUYHOro 3aCTOCYyBaHHS Ha NigcTaBi perynspHo
no 1 a6o no 3 OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn nikapcbkoro 3acoby, abo
6nictepu B nocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCbKoro
KapPTOHHI KOpooL, 3acoby B nicnsipeecTpauiiiHnii nepiog, abo sik pesynbTar
OLLiHK/ 3BITY 3 AOC/iKEHb, MPOBEAEHNX BifMoBiAHO A0
nnaHy negiatpuyHux gocnimkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHVIM OpraHoMm)
3MiHN BHECEHO A0 IHCTPYKLii 4O MEeANYHOro
3acToCcyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"MpoTunokasaHHa" Ta "OcobnMBOCTI 3aCTOCYBaHHSA"
BiANOBIAHO A0 pekomeHAauin PRAC. BBefieHHS 3MiH
NPOTArom 6-Tv MicALIB NicAA 3aTBEPAKEHHS.
277. | ®EHTAHIN PO34UnH NS iH'eKujn TOB YkpaiHa Benko ®apma IHAis BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu | 3a UA/20460/01/01
PEAKT 50 mkr/mn; no 2 mn B | "PEAKTOAPM TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
amnyni; no 5 amnyn " thapmakoHarnsay (iHwi 3MiH1) 3MiHU BHECEHO B TEKCT
y NacTUKOBOMY MapKyBaHHS NEPBUHHOI YNakKoBKW NiKapCbKOro 3acoby y
notky, no 1 a6o 2 n. 1. <HA3BA NNIKAPCbKOIO 3ACOBY», n. 2.
NIOTKA Y KAPTOHHili «KIJTbKICTb AIK0YOI PEYOBWHWU», n. 6. «IHLLE» Ta
nauuj BTOPWHHOI ynakosku B n. 3. «MEPENIK JOMNOMDKHNX
PEYOBWH».
278. | PEPBEKC NMopoLUoK AN YINCA CAC PpaHuis YICA CAC ®paHuisa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 6e3 UA/7741/01/01
ansa OPa/TbHOIO PO3UUHY; MRy - 3MiHK 3 AkocTi. CepTudpikar BignosigHOCTI/TE- peyenma
AoPoCnnNx 8 callie y KapTOHHil cepTudikaT BignoBigHOCTI EBponeichkiii

Kopoo6Li

thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTuduikaTa BignoBigHOCTI ab0 BUYYEHHS
cepTudikaTa BiANoBiAHOCTI EBponelickbkiii hapmakoner:
ana A®l; onsa BuxigHoro
mMaTtepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ANns LONOMDKHOT
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBNEeHUI cepTudikaT Bif yxe
3aTBEPAKEHOro BUPOGHMKa. MogaHHA OHOBIEHOro
cepTudikarta BignoBigHoOCTi EBponelickkili hapmakonet
Ne CEP 2002-020 - Rev 10 (3aTBepmxeHo: CEP 2002-
020 - Rev 09) ans gitoyoi pevoBuHY Paracetamol Big
BXe 3aTBepkeHoro BupobHnka FARMSON
PHARMACEUTICAL GUJARAT PRIVATE LIMITED.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
279. | ®EPPYM NIEK | Tabnetku xyBasbHi CaHpos CnoBeHis Nexk CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/0127/02/01
no 100 mr no 10 dapmachbioTika dapmaueBTUYHa BUNPAaB/IEHO TEXHIYHY NOMUIIKY Y TEKCTI MapKyBaHHs peyenmom
Tabnetok y ctpuni n3 a.a. KoMnaHia g.4. , BTOPUHHOI ynakoBku (N. 11), gonywieHy npy npoueaypi
abo y 6nictepi; no 3 CnoBeHis BHECEHHS 3MiH, 3aTBepAKeHNX HakazoM MO3 YkpaiHn
cTpunu abo (koHTpOSb cepii Ne 1933 Big 18.11.2024, a came BW/TyYEHO NOMWU/IKOBO
6nictepu B (mikpobionoriyHm 3a3HayeHe cnoso "yniya" i3 agpecu BUpoOHuMKa.-
KapTOHHIli Kopoobui 1 KOHTPO/Ib), 3arBepmkeHo: Byn. BeposLukoBa yniua 57, NllobnsHa
BUNYyCK cepii) ; 1526, CnoBeHis 3anponoHoBaHO: By/1. BeposLukoBa 57,
Nex Niobnana 1526, CnoseHis
PapmaLeBTUYHA
KoMnaHisa g.4.,
CnoseHis
(nepBuHHE i
BTOPWHHE
nakyBaHHSl,
BUMYCK cepi);
HosapTic
dapmacbloTikas
MaHythakTypvHr
NNC , CnoseHis
(BUpOGHMLTBO in
bulk, koHTponb
cepii (oKkpim
MiKpO6ionoriyHo
ro), NnepBuHHe
Ta BTOPVHHE
nakyBaHHs)
280. | P/IEKCBYMI PO34uH ANs iHQy3il, Takepa ABcTpist BMNYCK Cepil: AscTpis/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a He UA/18128/01/01
H 200 r/n; no 50 mny MaHydekuypiH Takepa CWA TMNy - AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHMYOT peuenmom niosnsza
nonieTuseHoBoMy r AecTpia Al MaHyhekuypiHr AinbHUUI (BKAOYaoum AinbHuui Ana A®l, npomixHoro €
naketi; no 1 abo no ABcTpisi AT, npoaykTy abo roToBOro nikapcbKoro 3acoby, AiNbHUL
24 nakeTv B ABCTPiS; [ANSA NPOBefEeHHsA NakyBaHHs, BUPOOHNMKa,
KapTOHHI Kopoo6L; KOHTPO/b AKOCTI BiANOBiA&1bHOrO 3a BMMNYCK CEPiii, MiCLie NpOBEAEHHS
no 100 mny cepii (kpim KOHTPO/IO cepii) abo nocTavanbHyKa BUXIAHOTO

nonieTmneHoBoMy
nakeTi; no 1 a6o no
12 nakeTiB B
KapTOHHIlA KopooLi

BUNpo6yBaHb Ha
CTEPWUNBHICTb Ta
6akTepia/ibHi
€HAO0TOKCUHN):
Takena
MaHychekuypiHr
ABcTpis Arl,
ABCTpISi;
KOHTPO/b SIKOCTI
cepi:
"CTepwbHicTb"
Ta
"BakTepianbHi
E€HA0TOKCUHK™:

mMartepiany, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLLO
3a3Ha4eHo y focbe) BunyyeHHs BupobHuka Adl
(dbpakuis V), a came: Takeda Manufacturing ltalia S.p.A.,
Italy. 3anuwaeTbca anbTepHaTMBHUI BUPOOHUK ADI
(chpakuisa V): Baxalta US Inc, USA. BBeaeHHSs 3MiH
NpOTArom 6-T1 MicALIB Nic/1A 3aTBEPMKEHHS. 3MiHW |
TUNy - 3MiHM 3 AKOCTi. FOTOBWIA NikapCbKMii 3aci6.
CrabinbHicTb. 3MiHa y TepMmiHax npugaTtHocTi abo
ymoBax 36epiraHHsi rOTOBOrO JliKkapCbKoro 3acoby
(36iNbLUEHHS TEePMiHY NPUAATHOCTI FOTOBOrO NMiKapCbKOro
3acoby) - 1519 TOpProsoi ynakoBku (NiATBEPAKYETHCSA
OaHVMU peanbHoro vacy) 36inblUeHHst TEPMiHY
NPVAATHOCTI y 3B'A3KY i3 OTPUMAHHAM NO3UTUBHUX
AaHuX LWoao A0CiMKEHHS CTabisIbHOCTI Y peasibHOMY
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Takega
MaHydekuypiHr
ABcTpis Arl,
ABCTpiIs;
BMPOOHULTBO
nikapcbKoro
3acoby:
cTepuibHe
HanoBHEHHS,
ocTaroyHa
nacrepu3sadisi,
nepBrHHE Ta
BTOPWHHE
nakyBaHHsl,
KOHTPO/Ib SIKOCTI,
NPOMDKHUIA
BUMYCK:
Bakcanta HOC
IHk., CLUA;
BMPOOHULTBO
nikapcbKoro
3acoby:
BMPOOHULTBO
Hepo3acosaHo
T npoaykuji,
TepMoo6po6Ka
(BKNKOYAOUM
BiJHOB/IEHHSI
Ppakuii V,
ynbTpa/giacinet
pauito,
NpUroTyBaHHs
Hepo3acosaHO
T npoaykuji,
TEPMIYHY
06po6Ky,
OCTaTo4Hy
hinbTpauito):
Bakcanta HOC
IHK., CLLHA

yaci. [itoya pegakuis: TepmiH NpuaaTHOCTI: 2 POKK.
MponoHoBaHa pefakuis: TepMmiH NpuaaTHOCTI: 3 POKK.
3MiHM BHECEHO B iHCTPYKLiIO 418 MegUYHoro
3aCTOCyBaHHSA NiKapcbKoro 3acoby y po3ain «TepMiH
NPUAATHOCTI».
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.

281.

®NEKUEPVH

Kancysv TBepai no
50 wr, no 10 kancyn
y 6nictepi; no 1 aéo
3 6nicTepu y nayuy,i

AT
"KNIBCbKWM
BITAMIHHWA

3ABOJ"

YkpaiHa

AT
"KNIBCbKWM
BITAMIHHWA

3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHNX AaHUX NPO cUcTemy
hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
Bif4noBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;

3a
peyerimom

UA/12618/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa A5
3[iiCHEeHHs1 hapmakoHarnagy B YKpaiHi, AKLL0 BoHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0Co6W, BiANOBIAa/IbHOI 3a
3[jiCHeHHs1 hapMakoHarifaay (BK/IKUYauM KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-thaiina
cucTemMu chapmakoHarnagy). 3miHa ynosHoBaXeHo
0co6u 3asBHMKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
[itova pegakuisn: Konsga Biktopis BikTopiBHa.
MponoHoBaHa pepakuisi: babuka AmuTpo AHaTonilioBuy.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0CO6U
3a5BHVKA, BiANOBIAA/IbHOI 38 papMakoHarnsg.

282.

DNYKOAAP
B/IB

PO3unH ANs iHdy3il,
200 mr/100 mn; no
100 mny
KOHTelHepi; no 1
KOHTeliHepy B MiBLi
B KOpOOL

AAP ®APMA
®3-/11C

O6'egHaHi
Apabebki
EmipaTtn

€sponaiid

Xentkeap lBT.

nra.

IHais

BHECEHHS 3MiH 0 peecTpaLiinHux matepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOPOTKill XxapakTepucTuLli
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
0719 MEeAUYHOIO 3aCTOCYBaHHS Ha NiAcTasi perynigpHo
OHOBJIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby, abo
[ocnigpKeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKOro
3acoby B micnspeecTpaviliiHvii nepiod, abo sk pesynbTtar
OLjiHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX BIAMNOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHNUM YNOBHOBAXKEHVIM OPraHom).
3MiHV BHECeHO A0 [HCTPYKUii Ana MeguyHoro
3acTOCyBaHHSA MikapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepiof BariTHOCTi abo rofyBaHHs
rpyaar” BiAnoBiAHO 4O OHOBMEHOI iHchopMaLiT LWLoao
6e3nekn 3acTocyBaHHs fil040i Pe4YOBUHM.

3a
peyerimom

He
nionsiea
€

UA/15995/01/01

283.

DONMIEBA
KACNOTA

TabneTkn no 1 mr,
no 10 TabneTtok y
6nictepi; no 3
6nicTepy B navuj; no
10 TabneTok y
6nicTepax

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT

"KNIBCbKWN

BITAMIHHWIA
3ABOA"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn go
y3araslbHeHVX faHunx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3arasIbHEHUX JaHWX NPO cucTemy
hapMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA hapmakoHarnsagy;
KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3assHuKa Ans
3fjicHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHa BiJ, yNOBHOBaXeHOI 0c06W, BiANOBIAA/IbHOI 32
3[jiCHEeHHs1 hapMakoHarisay (BK/UYaUM KOHTaKTHI
OaHi) Ta/abo 3MiHN y po3MilLeHHi MacTep-thaiina
cuctemu dhapmMakoHarnsgy). 3MiHa yrnoBHOBaXKeHO|
0cobu 3as1BHMKA, BIANOBIAALHOT 3a hapmakoHarnsg.
[itoua pepakuin: Konsga BikTopis BikTopiBHa.
MponoHoBaHa pepakuis: babvka AmnTpo AHaTonilioBuy.
3MiHa KOHTaKTHUX faHWX YNOBHOBaXEHOT 0cO6un
3asBHVKa, BifNoBiAaNbHOI 3a hapmakoHarnsg.

6e3
peyenma

UA/6692/01/01

284.

DYSIAEPM®

renb2%nol5rse
anoMmiHiesili Ty6i; no
1 Ty6i y KAPTOHHIM

dapma
IHTepHeLLeHan
Komnari

VopaaHis

Papma
IHTepHeLLeHan
KomnaHi

VioppaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHY WoAo 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnsay (iHwi 3MiHn). 3MiHM BHECEHO A0

3a
peuyenmom

He
nionsiea
€

UA/3093/03/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
Kopobui IHCTPYKLU|i 415 MeAUYHOT0 3aCTOCYBaHHS JliKapCbKoro
3acoby fo po3ainy "Mo6iyHi peakuii™ (Lono
NOBIfOMIEHHS NPO Nigo3ptoBaHi NOGIYHI peakwi),
"BMpo6HMK/3aaBHMK" (pefakuiiiHa npaBka),
"Micue3HaxomkeHHs 3a8BHMKA". TepMiH BBeeHHSA 3MiH
NpoTAroM 6 MicsiliB Nicns 3aTBepKEHHS.
285. | XABPUKC™ cycneHsis ans nakcoCmiTKn Benuka nakcoCwmiTKns Benbris BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/16497/01/02
1440 iH'ekuiii 1440 OJ, AlH EkcnopT BputaHis | IiH Bionogxikan3 TMny - 3MiHK 3 AkocTi. APL. CtabinbHicTb. 3MiHa nepiogy peuenmom
BAKUVHA ELISA; no 1 mn (1 Nimiteq C.A. NOBTOPHMX BUNPOGYyBaHb/nepiogy 36epiraHHa abo ymMoB
anda [03a ons Aopocinx) 36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAKEHOMY AOCHE
MPODINAKT y thnakoHi; no 1 cepTudpikaTa BignoBiAHOCTI EBponeiickbkili hapmakoneri,
KN pNakoHy B LLIO BK/IHOYAE Nepios MOBTOPHOrO BUNPOGYBaHHS) (3MiHa
FEMATUTY A | kapTOHHIli kopobui 3 y 3aTBEpXEHOMY NPOTOKONI cTabiNbHOCTI) - 3MiHM A0
MapKyBaHHSAM CXBaJIEHOI0 NPOTOKO/Y CTabiNbHOCTI Ait0H0T pevyoBUHY,

YKPaiHCLKOI0
moBoto; no 1 mn (1
fosa ans
Aopocnux)) B
nonepeaHbLO
HanoBHEHOMY
LINpUL Y KOMMNEKTI
3 10/1Kot0; Nno 1
LUMPULY B KAPTOHHIiA
Kopobu,i 3
MapKyBaHHSAM
YKpaiHCLKOH
MoBoto; no 1 mn (1
f03a Ans JOPOC/INX)
y thnakoHi; no 1
h1akoHy B
KapTOHHI Kopoo6Li 3
MapKyBaHHSAM
iHO3EMHUMW MOBaMM
3i CTKepom
YKpaiHCLKOH
MoBoto; no 1 mn (1
f03a Ans JOPOC/INX)
B nonepegHbLo
HarnoBHEHOMY
LINpUL Y KOMMEKTI
3 10/1KOt0; Nno 1
LUNPULLY B KAPTOHHIi
Kopobui 3
MapKyBaHHSAM
iHO3EMHUMW MOBaMM
3i CTKepom
YKpPaiHCLKOH MOBOKO

a came — BHECEHHSI NPUMITKN «ByAb /lacka, 3BEPHITb
yBary, L0 KpUTepii NPUAHATHOCTI «He MeHLwe 288
ELU/0.1 mn» 6yze BUKOPUCTOBYBATUCL B MaliGyTHLOMY
4151 N04aNbLIOro KOHTPO cTabinbHocTi HAV
inactivated bulks. 3miHu | TMny - 3miHun 3 AkocTi. API.
Brvpo6HMUTBO. 3MiHM BUNPOGYBaHb abo A0NyCTUMUX
MeX y npoueci BUpobHuuTBa AdI, WO BCTAHOBAEH Y
cneuudikauisix (4ogaBaHHA HOBOTO BUNPoOyBaHHA Ta
[OMyCTUMUX MeX) - [loaaHHsA TecTy Ha «BMICT aHTuUreHy
renatuty A 3a gonomoroto ELISA» 3 kputepiem
NPUAHATHOCTI «He MeHwe 353 ELU/0.1 Mi», sk HOBWiA
TecT y Npoueci BUPOGHMLTBA fil040T PeYOBUHH, SIK TecT
npoLecHoro MoHiTopuHry HAV Ha eTani nicns cinbrpavi
npouecy oYnLLeHHS. 3MiHu | Tuny - 3MiHK 3 skocTi. AdI.
Brvpo6HMUTBO. 3MiHM BUNPOGYBaHb abo A0NyCTUMUX
MeX y npoueci BUpobHuuTBa AdI, WO BCTAHOBAEH Y
cneuudikalisx (1oaasaHHa abo 3aMiHa BUNPoOyBaHHS
3a pesynbTatamu focnimkeHb 3 6e3neku abo AKoCTi) -
[ofaeTbCa TECT BHYTPILLUHBOrO KOHTPOO «BMICT Gisika
3a uBCA», L0 BUKOPUCTOBYETLCA AK NPOLECHWIA
KOHTPO/b Mif, Yac eTany OYMLLEHHS NPV BUPOBHMLTBI
[il040i PEYOBMHW, BUKOHYHOUM MOr0 [0 OYULLEHHS Ta
nicns ouneHHs. 3MiHu | Tuny - 3MiHn 3 akocTi. AdL.
Brvpo6HMUTBO. 3MiHM BUNPOGYBaHb abo A0NyCTUMUX
MeX y npoueci BUpobHuuTBa AdI, WO BCTAHOBAEHI Y
cneuudikayisx (iHwWi 3miHW) - 3amiHa MeToay
BHYTPILLUHbOIO KOHTPOJII0 «CTepUsbHICTL FTM 3a
Aonomoro MembpaHHoi cinbTpadii (npn 30-35°C)» i
«BUNPOBYBaHHA Ha CTEPU/IbHICTL TSB 3a 40NOMOrot
MembpaHHoT inbTpauii (npy 20-25°C)» Ha
«BioHaBaHTaxeHHs (3a TSA Ta SDA)» 3 KpuTepiem
npuiiHaTHocTi «Less than 1 CFU per 10 ml», ik HOBWiA
TEeCT y nNpoLieci BUPOGHULTBA, SKWIA 3aCTOCOBYETLCA
npotsarom eamHoro etany HAV single harvest step Ha
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

OYULLEHI Maci MPOMiXXHOro NPOAYKTY Nif, Yac npouecy
OYULLLEHHS Ai40T PeYOBUHU. 3MiHW | TUNY - 3MiHK 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWA/NPOMKHWIA
NPoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECI
BUPOGHMLTBA AD| (BU/TyUYEHHA HE3HAYHOIO NOKa3HUKa
AKOCTi (Hanpuknaz, BUTyYeHHs 3acTapifioro nokasHvka))
- BunyyeHHsi napameTpy «extraneous agents by
inoculation of human amnion cells» 3i cneumndikav,i
Bunycky QC (KOHTPO/Ib AKOCTI) A/151 NPOMIDXHOIo
npogykty renatnty A (MRC-5) (single harvest Hepatitis
A (MRC-5) bulk). 3miHu | Tvny - 3miHu 3 AkocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo [ONYCTUMUX MEeX, BUHAYEHUX Y cneundikaLlisx
Ha A®|, abo BMXigHWIA/MPOMIXHWIA NpoAYKT/peareHT, Lo
BMKOPWCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(BUAYYEHHS HE3HAYHOrO NOKa3HWKa SKOCTI (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHuka)) - BunyyeHHs
napameTpy «Hepatitis A antigen content by ELISA» 3i
cneumdikauii Bunycky QC (KOHTPONb AKOCTI) AN1A
oumweHoi macu renatuty A (MRC-5). 3miHu | Tuny -
3MmiHu 3 sKocTi. A®l. Bupo6bHMLTBO. 3MiHM BUNpo6yBaHb
abo gonycTummx Mex y npoueci BupobHuytea Adl, wo
BCTaHOB/IEHI Yy crneumndikayisx (4ogaBaHHa abo 3amiHa
BUNPOOYBaHHA 3a pesynbTaTamu AochimkeHb 3 6e3mneku
a6o akocTi) - ogaeTbes TecT «Hepatitis A antigen
content by ELISA» ik HOBWIA BUPOOHUYNIA TECT, LLIO
3aCTOCOBYETLCA Mif, YaC BUPOBGHULITBA AjiH0HO0T PEYOBUHY,
AIK BUPOGHUUMIA MOHITOPUHT HAV nicnsa dpinbTpavii Ha
eTarni ounLeHHs. TakoxX, BHECEHHS pefakLiiHiX npaBoK
00 p.3.2.5.2.4, p.3.2.S.4. 3MiHK | TMNY - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuyudikadliii
Ta/abo foMyCTMUX MeX, BU3HAYEHUX Y cneundikaLisx
Ha A®|, abo BUXiZHWIA/MPOMIXHWIA NpoayKT/pearexT, Lo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Ad|
(monoBHeHHs cneumdikauii HOBUM NOKa3HMKOM SIKOCTI Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHS) -3BY)XEHHSI MeX
cneumdikauii iHakTsosaHoro renatnty A (MRC-5)
(oumLLeHwiA Bipyc nicns iHakTuBaw,ii) Ans «BMICTy
aHTureHy renatuty A 3a gonomorot ELISA» 3 «nignarae
KifIbKICHOMY BM3HAUYEHHIO» Ha «He MeHLe 288 ELU Ha
0,1 mn».

286.

XABPUKC™
720
BAKLHA
ons
NPO®INAKT

cycneHsia gns
iH'ekuini 720 O[,
ELISA; no 0,5 mn (1
[o3a gns pitein) y
donakoHi; no 1

nakcoCmiTKn
ANH EkcnopT
Nimiteq

Benwvka
BputaHis

nakcoCmiTKna
1iH Bionogxikan3s
C.A.

Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
UMy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs
Ta/abo agpecy 3asBHVKa (B/laCHMKa peecTpaviiiHoro
nocBig4eHHs)- 3MiHa agpecu 3asBHUKa (BNacHuKa
peecTpaLiinHoro NoceigYeHHs)

3a
peyenmom

UA/16497/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KU
FENATUTY A

ch1akoHy B
KapTOHHiI kopobu,j 3
MapKyBaHHSIM
YKpaiHCbKOH
MoBoto; no 0,5 mn (1
fo3a ans piteid) B
nonepeHbLo
HarnoBHEHOMY
LUINpUL Y KOMMNEKTI
3 T10/1KOtO; Nno 1
LUMPULLY B KAPTOHHIiA
Kopobui 3
MapKyBaHHSAM
YKpaiHCLKOH
MoBoto; no 0,5 mn (1
[o3a gns gitei) y
hnakoHi; no 1
h1akoHy B
KapTOHHI kopobu,j 3
MapKyBaHHSAM
iHO3EMHUMK MOBaMM
3i CTKepom
YKpaiHCLKO
MoBoto; no 0,5 mn (1
[o3a ons gitei) B
nonepeaHbLO
HarnoBHEHOMY
LINpUL Y KOMMEKTI
3 10/1KOt0; no 1
LUMPULY B KAPTOHHIiA
Kopoo6u;i 3
MapKyBaHHSAM
iHO3EMHUMW MOBaMM
3i CTKepom
YKpPaiHCLKOH MOBOKO

287.

XABPUKC™
720
BAKLHA
ans
NMPO®IIAKT
VKM
FEMATUTY A

cycneHsis ans
iH'ekuih 720 O[,
ELISA; no 0,5 mn (1
[o3a gns giten) y
thnakoHi; no 1
hNakoHy B
KapTOHHiI kopobu,j 3
MapKyBaHHSAM
YKpaiHCLKOH
MoBoto; no 0,5 mn (1
[o3a ons gitei) B
nonepeaHbLO
HarnoBHEHOMY

nakcoCmiTKn
AiH EkcnopT
Nimiteq

Benvka
BputaHis

nakcoCmitTKns
1iH Bionopxikana
C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
Tuny - 3miHK 3 skocTi. A®I. CTabinbHicTb. 3miHa nepiogy
NOBTOPHUX BUNPOBYyBaHb/nepiogy 36epiraHHA abo ymMoB
36epiraHHa A®| (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCHE
cepTudikaTa BignNoBigHOCTI EBponeiickkiin hapmakoner,
LLIO BK/IHOYAE nepios NOBTOPHOrO BUNPOGYBaHHS) (3MiHa

y 3aTBEPKEHOMY NPOTOKOANI CTabiNbHOCTI) - 3MiHM A0
CXBa/IEHOr0 MPOTOKO/Y CTabiNIbHOCTI Ai040i peyYoBUHM,

a came — BHECEHHS MPUMITKN «Byab nacka, 3BEpHITb

yBary, L0 KpUTepii NPUAHATHOCTI «He MeHLwe 288
ELU/0.1 mn» 6yae BUKOPUCTOBYBATUCb B MalibyTHLOMY
0151 NofanbLIoro KOHTponto ctabinbHocTi HAV
inactivated bulks. 3minu | Trny - 3miHu 3 AkocTi. API.

3a
peyerimom

UA/16497/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1

LINpUL Y KOMMEKTI
3 10/1KOt0; no 1
LUMPULY B KAPTOHHIiA
Kopobui 3
MapKyBaHHSAM
YKpaiHCbKOI0
moBoto; no 0,5 mn (1
[o3a ons pitein) y
dhnakoHi; no 1
ch1akoHy B
KapTOHHIA KopoobLi 3
MapKyBaHHSIM
iHO3eMHMMKN MOBaMM
3i CTUKEpPOM
YKpaiHCLKOI0
moBoto; no 0,5 mn (1
[o03a ons giteit) B
nonepeaHbLO
HarnoBHEHOMY
LINPpULi Y KOMNAEKTI
3 T0/IKoto; no 1
LUNPULLY B KAPTOHHIi
Kopobu,i 3
MapKyBaHHSIM
iHO3eMHUMKN MOBaMM
3i CTUKEpPOM
YKpaiHCLKOK MOBOIO

Brpo6HMLUTBO. 3MiHM BUNPO6yBaHb abo AoNyCcTUMKX
MeX y npovreci BUpobHuuTBa AdI, L0 BCTAHOBMEH Y
cneuudikalisix (4ofAasaHHA HOBOro BUNpobyBaHHA Ta
[OMyCTUMMX MeX) - [loaaHHsA TecTy Ha «BMICT aHTureHy
renatuTy A 3a gonomorot ELISA» 3 kputepiem
NPUAHSATHOCTI «He MeHwe 353 ELU/0.1 mMn», siKk HOBWIA
TecT y npoueci BUPOBHMLTBA fil0H0T PEYOBUHN, K TeCT
NpoLecHOro MoHiTopuHry HAV Ha eTani nicas dinbtpauii
npouecy oUnULLEeHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLUTBO. 3MiHM BUNPO6yBaHb abo AoNyCTUMKX
MeX y npoueci BUpobHuuTBa AdI, L0 BCTAHOBMEH Y
crneundikayisx (aogasaHHA abo 3aMiHa BUNPO6yBaHHS
3a pesynbTaTtaMmu JocnifpkeHb 3 6e3nekn abo AKOCTi) -
[onaeTtbecsa TeCT BHYTPILLUHBLOTO KOHTPO/IHO «BMmicT 6Ginka
3a uBCA», 1110 BUKOPUCTOBYETLCS SK NPOLECHWIA
KOHTPO/b Mif, Yac eTany OYMLLEHHS NPV BUPOBHMLTBI
Ait040T peYOBUHM, BUKOHYHOUM Or0 [0 OYMLLEHHS Ta
nicns ounleHHs. 3MiHu | Tuny - 3MiHu 3 axkocTi. AdL.
Brpo6HMLUTBO. 3MiHM BUNPO6yBaHb abo AoNyCcTUMKX
MeX y npovreci BUpobHuuTBa AdI, L0 BCTAHOBMEH Y
cneuudikayisx (iHLwi 3miHW) - 3amiHa meToay
BHYTPILLHBOrO KOHTPOJIH0 «CTEpPUnbHiCTb FTM 3a
Aonomorot MembpaHHoi inbTpadii (npy 30-35°C)» i
«BUMPOBYBaHHA Ha CTepusbHICTL TSB 3a Aonomorot
Mem6paHHoi doinbTpadii (npm 20-25°C)» Ha
«BbioHaBaHTaxeHHs (3a TSA Ta SDA)» 3 KpuTepiem
npuitHATHOCTI «Less than 1 CFU per 10 ml», sik HOBWA
TECT y NpoLeci BUPOBGHULTBA, KNI 3aCTOCOBYETLCA
npotarom eguHoro etany HAV single harvest step Ha
OYMLLEHI Maci NPOMIXKHOrO NPOAYKTY Nif yac npouecy
OQUMLLEHHS Ait0YOT peYOBUHN. 3MiHM | TUny - 3MiHK 3
AKOCTi. A®I. KoHTponb A®L. 3miHa y napameTpax
cneumdikauiii Ta/abo fONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKa3HMKa
AKOCTi (Hanpuknag, BUly4eHHs 3acTapisioro nokasHuka))
- BunyuyeHHsi napameTpy «extraneous agents by
inoculation of human amnion cells» 3i cneundikav,i
Bunycky QC (KOHTPO/b SKOCTI) A1 MPOMiXXHOIO
npopykty renatuty A (MRC-5) (single harvest Hepatitis
A (MRC-5) bulk). 3minu | Trny - 3miHu 3 akocTi. API.
KoHTponb A®l. 3miHa y napameTpax crneuudikaviii
Ta/abo foMYyCTUMUX MEX, BUSHAYEHUX Y cneundikaLlisx
Ha A®I, a6o BUXiAHWA/NPOMIKHUIA NPOAYKT/peareHT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTea Ad|
(BMlyYEHHA HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/YYEHHS 3acTapifioro nokasHuka)) - BunyyeHxs
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0YeHHs

napameTpy «Hepatitis A antigen content by ELISA» 3i
cneuunagikauii sunycky QC (KOHTpoNb AKOCTI) A1s
oumnweHoi macu renatuty A (MRC-5). 3miHu | Tuny -
3miHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHM BUNpo6yBaHb
abo fonycTMux Mex y npoueci BupobHuutea Adl, wo
BCTaHOB/EHI Y crneumndikayisx (4ofasaHHs abo 3aMiHa
BUNPOOYBaHHA 3a pesynibTatamu AocimKeHb 3 6e3neku
a6o akocTi) - JopaeTbes TecT «Hepatitis A antigen
content by ELISA» sik HOBUIA BUPOGHUUMIA TECT, L0
3aCTOCOBYETLCA Mif YaC BUPOOGHULITBA AjiH0HOT PEUOBHUHMY,
SIK BUPOGHMUMIA MOHiITOpuHT HAV nicnsa dinbTpauii Ha
eTani ouMLEeHHS. TakoX, BHECEHHSI pefakLiiHiX npaBoK
[0 p.3.2.5.2.4, p.3.2.S.4. 3minu | TUNYy - 3MiHN 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo [ONYCTUMUX MEeX, BUHAYEHUX Y cneundikaLlisx
Ha A®|, abo BMXigHWIA/MPOMIXHWIA NpoAYKT/peareHT, Lo
BMKOPWCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(monoBHeHHA crieymdikaLii HOBUM NOKa3HUKOM SKOCTI Ta
BiANOBIAHMM METOA0M BMNPOOYBaHHS) -3BY)XXEHHS MeX
cneuudikauii inakTnsoaHoro renatnty A (MRC-5)
(ounLLeHwiA Bipyc nicnsa iHakTuBaLii) 4nst «BMICTY
aHTureHy renatuty A 3a gonomoroto ELISA» 3 «nignsrae
KiNIbKICHOMY BU3HAUYEHHI0» Ha «He MeHLwe 288 ELU Ha
0,1 MI».

288.

289.

XonicAan

renb Ans poTosoil
NOPOXHUHW, Mo 10 r
ren y Ty6i; no 1
Ty6i B KQPTOHHIA
Kopoou,i

TOB «BAYLL
XENC»

YkpaiHa

dapm3asof
Enbha A.T.

MonbLa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX JaHnxX npo cuctemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cUcTeMy
hapmakoHarniagy, 3MiHa ynoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A dhapmakoHarnsagy;
KOHTaKTHOI 0c0o6u 3 chapMakoHarnagy 3asBHuKa Ans
3fjiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOB&XeEHOI 0C06M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarisay (BK/IUYaUM KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaina
cmucTemMu chapmakoHarnagy). 3miHa ynoBHOBaXKeHOoT
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 38 hapmakoHarnsg.
[litova pepakuin: BapmiHa MaHHa OnekcaHgpiBHa.
lMponoHoBaHa peaakuisi: NpokoneHko IpyHa
MuikonaiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBAXEHO!
0co6U 3asBHVKA, BifNOBiAaILHOI 3a thapmakoHarnsag.

6e3
peyenma

UA/7298/01/01

LEPE3NM®
400 O,

MOPOLUOK A5
NPUroTyBaHHs
KOHLleHTpaTy ans
PO34nHY Ans
iHdpy3iin no 400 Of;

no 1 a6o 5 dnakoHis

CaHodpi B.B.

HigepnaH
an

Brpo6HMUTBO
KiHLLeBOro
NpOAyKTY
(fillAfinish),

KOHTPONb cepil,
nakyBaHHs,

IpnaHgis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO B TEKCT
MapKyBaHHS1 NepBUHHOI YNaKkoBKW NiKapCbKoro 3acoby y
n. 6 .»IHWE». BBefeHHA 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepAKeHHS.

3a
peyenmom

UA/8659/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3 MOPOLLKOM Y MapKyBaHHS,
KapTOHHIlA KopooLi MicLe3Haxomxe
HHS
YNOBHOBaXXeHOT
ocobu, BUNycK
cepii: [xeH3zainm
IpnaHg, Nivitea,
IpnaHgis
290. | LE®PENIM MOPOLLIOK AN TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHux marepianis: 3MiHu | 3a UA/18635/01/01
ACTPA PO3uunHy Ans iH'ekuin | "ACTPADAPM "ACTPA®APM", UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
no 500 mr, chnakoH 3 " YkpaiHa KOHTpPO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3MiHa y
nopoLukom; no 1 abo (nakyBaHHs i3 MeTo4ax BUNpobyBaHHSA rOTOBOTO JliKapCbKOro 3acoby
no 10 chnakoHiB y dopmu in bulk (He3HauHa 3MiHa y 3aTBepAKeHMX MeToax
KapTOHHIlA KopooLi HCIC Xeb6eit BUNPOOYBaHHS) BHECEHHSI HE3HAYHUX 3MiH 40 MeTofiB
XyamiH KOHTponto /13 3a nokasHnkamun «CynpoBifHi AOMILLKV»,
dapmacbloTikan «KinbkicHe BU3HaueHHs Ledenimy», «N-
Komnawi MEeTWINIPONiANH», a came YTOYHEHO XpomaTorpadiuHy
NimiTea, Kutait) KOJIOHKY Ta Ha3By ped)epeHTHOro CTaHA4apTHOro 3paska,
BUMpPaBIeHo NOMW/IKY B CKagi pyxoMmoi chasu.
BBeneHHs 3MiH NpoTarom 3-x micsAuis nicns
3aTBEPAKEHHS.
291. | UE®ENIM NMopoLoK AN TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/18635/01/02
ACTPA pO3uunHy ans iH'ekuin | "ACTPA®APM "ACTPA®APM", UMy - 3MiHM 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peuenmom
no 1000 wmr, chnakoH " YkpaiHa KoHTposb roToBoro fikapcbkoro 3acoby. 3miHa 'y
3 MOPOLLKOM; Mo 1 (nakyBaHHs i3 mMeToAax BUNpPo6yBaHHSA rOTOBOrO JliKapCbKOro 3acoby
a60 no 10 dhnakoHis ¢opmum in bulk (He3HauyHa 3MiHa y 3aTBEepMKEHNX MeToAax
Y KapTOHHIil kopobu,i HCIC Xebeit BMNPOOYBaHHSA) BHECEHHS HE3HAYHMX 3MiH A0 METOZIB
XyamiH KOHTponto /13 3a nokasHnkamy «CyrnpoBifHi JOMILLK/»,
dapmacbloTikas «KinbkicHe BU3HaueHHs uedenimy», «N-
Komnai METUANIPONIAUH», & caMe YTOYHEHO XpomaTorpadiuHy
Nimiten, Kutai) KOJIOHKY Ta Ha3BY ped)epeHTHOro CTaHA4apTHOro 3paska,
BUMpaB/eHo NOMWU/IKY B CKNagi pyxoMmoi chasu.
BBefeHHs1 3MiH NpoTArom 3-x MicsAuiB nicas
3aTBEPAKEHHS.
292. | LE®ENIM MoOpPOLLIOK My6niuHe YkpaiHa LLieHxeH KnTaii BHECEHHS 3MiH 10 peECTPaLiiHNX MaTepianiB: TEXHIUHA - UA/17611/01/01
FAPOX/TIOPU | (cybeTaHuis) y akuioHepHe Cantobpic nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460),
A1 L-APIrHIH | ctepunibHux TOBapUCTBO dPapmacbroTuKan 3riHO 3 NYHKTOM 2.4.2 «noMusiku, y MKA T1a PI
CTEPUNbHU | anomiHieBux "Haykoso- 3 Ko., iTa. noe’sa3aHi 3 nepeknafomM abo nepeHeceHHs iHopmalit
n 6apabaHax s BUPOGHMUNI o0 Ha3su ADI: 3 aHrNINCbKOI MOBM Ha YKPAIHCbKY, a
dhapmavL,eBT14HOro LleHTp came: HeBipHO BKka3aHe HaliMeHyBaHHA NikapCbKoro
3acTocyBaHHA "BopLyariscbk 3ac06y YKpaiHCbKOK MOBOO».
WA XiMiKO- [MponoHoBaHa pegakuis
thapmaueBTuy PEECTPALIVHE NOCBIAYEHHSA HA NIIKAPCbLKWI
HWiA 3aBog" 3ACIb

LIE®EMIM MAPOXI0OPUA, |
L-APTIHIH CTEPU/IbHUIA,
nopoLuok (cybcTaHLis)
METOAW KOHTPOJIHO AKOCTI IIKAPCBbKOIo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
3ACOBY
CEFEPIME HYDROCHLORIDE AND
L-ARGININE STERILE
LIE®ENIM MAPOXNOPUA |
L-APTIHIH CTEPWNbHWM
NopoLLOK (Cy6CTaHLisl) Y CTEPUNBHUX aUTHOMIHIEBUX
6apabaHax A1 papMaLeBTUYHOIO 3aCTOCYBaHHS
293. | LUE®ENIM- NopoLUoK ANs MicTtpan AHrnis ALC JOB®AP ITania BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/19839/01/01
BICTA PO3UMHY ANS iH'EKL Kenitan C.N.A. TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro peyenmom nionsiea
abo iHdysii no 1000 | MeHemXMeHT 3acoby €
Mr o 10 dpnakoHis 3 Nimiteq 3MiHM BHECEHO LLOA0 Ha3BU NikapCbKoro 3acoby.
NOPOLLKOM Y 3aTBepakeHo:
KapTOHHIli KopoobLi MONILE® (POLICEF)
3anponoHoBaHo:
LIE®ENIM-BICTA (CEFEPIME-VISTA)
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPMAKEHHS
294. | UE®PTPIAKC MOPOLLIOK ANs NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/6126/01/02
OH pO3umnHy ANns iH'ekuin | "KviBmegnpen "Kuismegnpenap TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
nol,0r, 10 apatr” at" thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
pNakoHiB 3 3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
MOPOLLKOM Y NOCBIAYEHHS, BKtoYatoun MnaH ynpasiHHSA pu3nkamu
KOHTYPHIlA (3acTocyBaHHS TEKCTY, KW NOroKEHWA 3
YapyHKOBIl KOMMETEHTHVMM OpraHoM). 3asBHMKOM HagaHo
ynakosLi; no 1 OHOB/EHUI MnaH ynpaBniHHA pu3nkamu Bepcis 2.1.
KOHTYPHIit 3MiHV BHECEHO A0 YacTuH: | «3arasibHa iHchopmavis» I
YapyHKOBIli ynakoBLyi «Cneuundikauis 3 6esnekn» V «3axoam 3 MiHimizawi
B nauuj; pnakoHu 3 pu3ukiB» VI «Pe3tome nnaHy ynpasniHHA pusvkamu» VIl
NOPOLUKOM «[opatkn» (popatku 1-8) y 3B’A3Ky 3 OHOBNIEHHSIM
iHhopmauii 3 6e3nekn Ailoyoi pevyoBUHM LedTpiakcoH
BiAMNOBIAHO A0 aKkTyanbHOI pedhepeHTHOT iHchopmadii, a
TakoX Y 3B'A3Ky i3 3MiHOIO chopmaTy BiANOBIAHO A0
Bumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human Medicines).
Pe3stome MnaHy ynpasniHHA pu3nkamn Bepcis 2.1
[0A3€ETbCA.
295. | LE®DTPIAKC MopoLOK ANs MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx MmaTtepiasiB: 3MiHn | 3a UA/6126/01/01
OH pO3umnHy Ans iH'ekuin | "KviBmeanpen "KuiBmegnpenap TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peuyenmom
no0,5r, 10 apar” ar" hapmakoHarnsgy. BHeceHHst abo 3miHa(v) fo
oNakoHiB 3 3000B'AA3aHb Ta YMOB B/Jadi peecTpauiiiHoro
MOPOLLIKOM Y NOCBIAYEHHS, BKoYatoun MNnaH ynpasiHHSA pu3nkamu
KOHTYpHIlA (3acTocyBaHHS TEKCTY, KW NOroKEHWA 3
YapyHKOBIl KOMNETEHTHUM OpraHoMm). 3asaBHUKOM HaJaHo
ynakosLi; no 1 OHOB/eHUIA MnaH ynpaBniHHA pu3nkamu Bepcis 2.1.
KOHTYPHIlA 3MiHU BHECEHO [0 YacTuH: | «3aranbHa iHdhopmais» Il

YapyHKOBIl ynakoBL,i

«Cneundikauis 3 6e3nekn» V «3axoam 3 MiHiMisauji
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
B nauuj pu3ukiB» VI «Pe3tome nnaHy ynpasniHHA puankamu» VI
«[opatkn» (fopatku 1-8) y 3B'A3Ky 3 OHOBIEHHSIM
iHchopmauii 3 6e3nekn Ailo4oi pevyoBUHM LiedTpiakcoH
BiANOBIAHO [0 akTyasnbHOI peddepeHTHOI iHhopmauii, a
TakoxX Y 3B'A3Ky i3 3MiHOIO chopmaTy BiANOBIAHO A0
Bumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human Medicines).
Pestome MNnaHy ynpasniHHA pusnkamuy Bepcis 2.1
[0A3€ETbCA.
296. | UMMPONET® | Ttabnetku, BKPUTI [O-p Peppj'c IHAiA [-p Peggi'c IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/2034/02/02
MN/1iBKOBOIO Na6opatopic NabopaTtopic BunpaBneHHs TeXHIYHOT MOMUIKK, 3rigHo N.2.4. po3giny peyenmom
060/10HKO10, N0 500 nth nta, ®TO -1, VI Haka3zy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y
mr; no 10 TabneTok IHAis; O-p pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p. Ne 460)
y 6nicTepi; no 1 Pepgi'c Cneuudpikauii Ta meTogax koHTposato MKA /13 3a
6nictepy y nauui Nab6opaTtopic NoKa3HNKOM «MiKkpOBGioNoriYHa YNCTOTa» Yy KpUTEPIax
Nimite, Haia npuiiHaTHocTi ana TAMC ta TYMC, a came npu
nepekniagi opuriHa/ibHUX MaTepianis y BUMOrax 3a
nokKasH1koMm «MikpobionoriyHa ymctota» 6yno
nNoMW/IKOBO 3a3HayeHo «TAMC 500 KYO/r; TYMC 50
KYO/r» 3amicTb kopekTHOro « TAMC He 6inbLue Hix 500
KYO/r; TYMC He 6inbLue Hix 50 KYO/r» 3aszHavyeHe
BMNPaB/IEHHS BigNOBiAAE MaTepiaiaMm peecTpauinHoro
[ocbe, AKi npeacTaBneHi B apxisi (po3gin 3.2.P.5.1.
Cneuumcpikaulisi)
297. | UANPONET® | Tabnetku, BKPUTI [-p Peppj'c IHAiA [-p Peggi'c IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/2034/02/01
NAiBKOBOO Na6opaTopic NabopaTtopic BunpasneHHsA TeXHIYHOI NOMW/IKK, 3rigHO N.2.4. po3gainy peyenmom
060/10HKO10, No 250 Nt nta, dTO - 11, VI Haka3zy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y
mr; no 10 TabneTok IHAis; O-p pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p. Ne 460)
y 6nicTepi; no 1 Pepai'c Creundpikauii Ta meTogax KoHTpono MKA /13 3a
6nictepy y nauui Nab6opaTtopic NoKasHNKOM «MiKpOoBGioNoriYHa YNCTOTa» Yy KpUTEPIAxX
Nimitea, Haia npuiiHaTHocTi ana TAMC ta TYMC, a came npu
nepeknagi opuriHasibHMX Matepianis y Bumorax 3a
nokKasH1koMm «MikpobionoriyHa umctota» 6yno
NoMW/IKOBO 3a3HayveHo «TAMC 500 KYO/r; TYMC 50
KYO/r» 3amicTb kopekTHoro « TAMC He 6inbLue Hix 500
KYO/r; TYMC He 6inbLue Hix 50 KYO/r» 3aszHavyeHe
BMNPAaB/IEHHS BiNOBiAAE MaTepiaiaMm peecTpauinHoro
[oCbe, AKi npeAcTasneHi B apxisi (po3gin 3.2.P.5.1.
Cneuumcpikaulisi)
298. | AHYBIA TabneTkn, BKPUTI Mepk LWapn i LLIseliyapi Bunyck cepii, HigepnaHgmn BHECEHHS 3MiH 40 peecTpaviiHnx MmaTtepiasis: 3MiHn | 3a UA/9432/01/03
NAiBKOBOO Joym IAEA a TEeCTyBaHHs npu / Benuka TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peuyenmom
06010HKO0, Mo 100 M6X BUNYCKY: BpuTtaHis/ thapmakoHarnsgy. BeegeHHs abo 3miHn Ao
Mr; Mo 14 TabneTok Mepk LWapn i ITanis y3araJlbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy
y 6nicTepi; no 2 Joym B.B., (BBEAEHHSA y3ara/ibHEHNX AaHUX Mpo cuctemy
6nictepn y HinepnaHgu; hapmakoHarnagy, 3MiHa ynoBHOBaXXEHOT 0cobu,
KapPTOHHI KOpOoObLii Bupo6HMLUTBO, BifnoBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
nepBuHHe Ta

BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
OpraHoH ®apma

KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHuKa A5
3[iiCHEeHHs1 hapmakoHarnagy B YKpaiHi, AKLL0 BoHa
BiAMiHHa Bif, yNOBHOB&XeHOI 0Co6W, BiANOBIAa/IbHOI 3a
3[jiCHeHHs1 hapMakoHarifaay (BK/IKUYauM KOHTaKTHI
OaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-thaiina

(Benvka cuctemu hapmakoHarnagy) 3miHa ynosHOBaXKeHoi
BpuTtaHis) 0co6u 3asBHMKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
NimiTen, Benvka [Oitova pepakuisn: Dr. Guy Demol. NMponoHoBaHa
BputaHis; pepakuis: Dr Peter De Veene. 3MiHa KOHTaKTHUX JaHWX
TecTyBaHHA Npu YMOBHOBaXEHOT 0C06VM 3a8BHWKa, BifNoBiga/IbHOT 3a
BUMYyCKy Ta dhapmakoHarnsg,.
TecTyBaHHs
CTabiNbHOCTI:
EypodiHc
Biona6 Cpn,
ITanisa

*y pa3i BHeceHHs1 3MiH 00 iIHCMPYKYii Npo meduYyHe 3acmocyBaHHs

B.o. HauaTLHUKA
dapManeBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PIHEHKO
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