MIHICTEPCTBO OXOPOHH 3/J0POB’Al YKPAIHU
HAKA3

Kuis

02 rpyaug 2020 p. Ne 2771

I[Ipo pAep)kaBHY peecTpanil0 Ta BHeCeHHs 3MiH /0 peecTpaljiiHUX MarepiaiiB
JMKapCchbKHUX 3aco0iB, AKi 3apeecTpoBaHi KOMIIETeHTHUMH opraHaMu CHo/TyUeHHX
IIITtaTtiB Amepuxku, ABcrpanii, IlIBeinapcbkoi KonHdepnepanii, €BponeiicbKkoro
Coro3y

BignoBigHo mo crarri 9 3akoHy Ykpainu «IIpo Jikapcbki 3acobu»,
nyHkty 5 Ilopsinky pepskaBHOi peecTpaljii (riepepeecTpaliii) iKapCchbKux 3acobiB,
3aTBep/KeHOro MocTaHoBow KabineTy MiHicTpiB Ykpainu Bif 26 TpaBHs 2005 poky
Ne 376 «IIpo 3arBepmxkeHHsi Ilopsigky [Jep>kaBHOiI peectpauii (repepeectpariii)
nMiKapCchKUX 3aco0iB i po3mipiB 300py 3a iX [ep)KaBHY peecTpallito (IepepeecTpaiiito)»,
ab3a1ly JBaJIATb CbOMOTrO MMANYHKTY 12 myHKTy 4 ITosoxxeHHs mpo MiHicTepcTBO
OXOPOHHU 3/I0pPOB’ST YKpaiHW, 3aTBepPIPKeHOro IIoCTaHOBOW Kabinety MiHicTpiB
Yxpainu Bifg 25 6epe3nst 2015 poky Ne 267 (B pefakiiii mocraHoBu Kabinety MiHicTpis
Ykpainu Big 24 ciunsa 2020 poky Ne 90), nyHkTy 5 po3ainy II Ta nyHkTy 12 po3ainy 111
[TopsiaKy po3r/siiy peecTpaljiiHuX mMaTepiaiB Ha JIiKapchKi 3acobu, 1110 TIOJAr0ThCS Ha
Jlep>KaBHY peecTpalito (repepeecTpaljif0), Ta MarepiajiB MNpO BHECEHHS 3MiH [0
peecTpaliiHAX MarepiaaiB MPOTArOM Jii peecTpaliiHOrO MOCBiJUEHHSI Ha JIiKapChbKi
3acobwu, siKi 3apeeCcTpoBaHi KoMrieTeHTHUMHU opraHamu Crionyyenux LltaTiB Amepukwy,
[Isetiniapcekoi Kondenepatiii, AAnowii, ABctpanii, Kanazau, mikapcbkux 3acobiB, 110 3a
L[eHTpa/1i30BaHOI0 TpoLelyporo 3apeeCcTpoBaHi KOMIIETEHTHUM OpraHoM
€Bporeiickkoro Coro3y, 3aTBep[)KeHOTro Haka3oM MiHicTepcTBa OXOPOHM 3/]0pOB's
Ykpainu Big 17 mucronaga 2016 poky Ne 1245, 3apeectpoBaHoro B MiHicTepCTBi
roctulfii Ykpainu 14 rpyaas 2016 poky 3a Ne 1619/29749, Ha mifacTaBl CKIafeHUX
[ep>kxaBHUM TIiANPUEMCTBOM «/lep)KaBHUU eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU
3[I0pOB’sl YKpaiHW» BHUCHOBKIB 3a pe3y/ibTaTaMH PO3IJIsi[ly PeeCTpalliMiHUX MaTepialis,
MOIAHNX Ha JIep)KaBHY PpeeCTparjifo JTiKapchbKux 3acobiB, sKi 3apeecTpoBaHi
KOMIeTeHTHUM opraHoM Crnonyuenux llltatiB AMepukuy, ABcTpasii, €BponencbKoro
Coro3y, 1 BUCHOBKIB TIpO pe3y/ibTaTH pO3IJIAYy MaTepiasiB IPO BHECEHHS 3MiH [0
peecTpalifHuX MaTepiaiB iKapcbKuX 3aco0iB, SIKi 3apeecTpoBaHi KOMIIETEHTHUM
opraHoM IIIBenjapcekoi Kondenepauii, €poneiicbkkoro Coro3y, I[IpoTokoasHOTO
piteHHst 3acigadds Ne 14 TlocTiiiHOT pobouoi rpymu 3 po3risAy Mpob/eMHUX MUTaHb
Jlep>KaBHOI peecTpaliil likapchbKUx 3aco6iB Bif 24 muctorazia 2020 poky



HAKA3Y1O:

1. 3apeecTpyBaTy Ta BHeCTH [0 Jlep>KaBHOTO peeCTpy JiKapCchbKUX 3acobiB YKpaiHu
niKapceKi 3acobu 3riHO 3 repesiikoM (foAaToK 1).

2. BHectn 3MiHM [0 peecTpaliiHMX MarepiasiB Ta [lep)KaBHOTO PpeecTpy
JiKapChKHUX 3aco0iB YKpaiHH Ha JliKapChKi 3aC00M 3rifiHO 3 repesikoM (I0AaToK 2).

3. KoHTposib 3a BUKOHAHHAM 1[bOI'0 Haka3ly IIOK/IAaCTU Ha 3acTynHuUka MiHicTpa 3
MUTaHb €BPONENCHKOI iHTerpauii IBaenka 1. A.

MinicTp Makcum CTEITAHOB



3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUNYHUX IMYHOBIO/TIOMN4YHUX MPEMNAPATIB),
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SAKI BHOCATLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPA'I'HI/I,"HKI 3APEECTPOBAHI
KOMIMNETEHTHNMUN OPIrAHAMIU CNONYYEHUX LUTATIB AMEPUKIN, LWUBENULAPCBKOI KOH®EAEPALLIL, AMOHII,

ABCTPAII, KAHAQW, NIKAPCbKNX 3ACOBIB, LLO 3A LEHTPAMIBOBAHOIO MNMPOLEAYPORO SAPEECTPOBAHI
KOMMNETEHTHUM OPIrAHOM EBPOMENCBLKOIO COKO3Y

peyenma

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, npoyeoypa Bionycky HHS peecmpayitiHo
3acoby ynakoska) 20
nocsio4YeHHs1
1. NoTEN Kpanni o4Hi, cycnexsis, TOB «bayw YkpaiHa B1po6HMLTBO NiKapcbkoro 3acoby, CnonydyeHi | peecTpauis Ha 5 3a He nionsizae | UA/18426/01/01
0,5%/0,3%, no 5 mny Xenc» nakyBaHHs!, MapKyBaHHs, MkonepauiiHnii Wratn pokiB peyenmom
nAsAWLi 3 KpanesbHULEH, KOHTPO/b, @aHaJTITUYHWIA, MiKpOGioNoriYHNiA Amepuku
no 1 naswui 3 KOHTPO/b JIiKapCbKOro 3acoby Ta
KpanenbHULe y eKCUMNIEHTIB, AOCNIAKEHHS CTabINIbHOCTI.
KapTOHHI KOpooLi BignoBigansHuii 3a Bunyck cepii 13:
Bayw eHg Slom6 IHKopropeiiTes,
CnonydeHi WtaTtn Amepuku;
AnbTepHaTMBHA [iTbHULA, Ha SAKI
NPOBOAATLCA aHANITUYHWIA,
MiKpOG6i0NoriYHNiA KOHTPOb Ta
LOCNiMpKEHHs cTabiNbHOCTI:
Bayw eHg Slom6 IHKopropeiiTes,
CnonydeHi WtaTtn Amepuku;
CTepwnisauist KOMMOHEHTIB YNaKOBKU:
Icomegikc OnepeiilmnHa, IHK., CnosyyeHi
LTatn Amepukun
2. MyMNIPOLUVH Kpem 2%, no 15r a6o 30 r neHmapk IHais neHmapk ®apmacbioTukans /1ta. IHais peecTpauis Ha 5 3a He nidnsieae | UA/18427/01/01
Kpemy y Ty6i, no 1 Ty6i 'y dapmacbloTUKan pokiB peyenmom
KapTOHHI ynakosL,i, No 3 ITa,.
42,51 Kpemy y
KOHTeliHepi, no 1
KOHTelHepy 3 HacCoCoM-
[03aTOPOM, 3aKPUTUM
KOBMAYKOM, Y KapTOHHIl
ynakoBLyj
3. HIKOPETTE® | cnpeii gns poToBoi MakHin Ab Lsewis BMPOGHULITBO rOTOBOIO NPOAYKTY Lsewis peecTpauis Ha 5 6e3 nionsieae UA/18446/01/01
PPYKTOBO- NMOPOXHWHW, A030BaHWi, 1 (BK/IHOYAOYUM KOMMIEKTALLH0, KOHTPO/Tb pokiB




Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHuUK

KpaiHa

Bupo6HuK

KpaiHa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo
20
nocsioYyeHHs

M'ATHAN

mr/gosa, no 150 gos
cnpeto y prakoHi Nel a6o
Ne2; no 150 go3 cnpeto y
MET- dpnakoHi emHicTio 15
M. MET- chnakoH 3
MeXaHIYHUM
po3nuoBaYeM i
3aXMCHUM KnanaHoMm
NOMILLYOTb Y
nnacTyKoBuWiA chyTnsp i3
noninponineny. Mo 1 aéo
2 NNacTUKoBMX hyTNAPU Y
n1acTUKoBOMy
KOHTYPHOMY KOHTelHepi i3
KapTOHHOK OCHOBOIO

AKOCTI, BUNYCK cepil):
MakHin Ab

OriBPI

NMOPOLLIOK Niodini3oBaHwmi
0151 BHYTPILLHBOBEHHOT
iHcpysii, no 420 wr; 1
6araTtof030Bu1it hNakoH 3
niocpinizoBaHNM
NMOPOLLKOM A5
BHYTPILUHbOBEHHOT iHQDY3il
no 420 mr pasom 3 1
h1aKOHOM PO3UMHHMKA MO
20 mn (6eH3nnoBwWi cnnpT,
BOAA NS iH'eKLii) B
KapTOHHI Kopoo6Lli

M.BIOTEK
NIMITEL

Benuka
BpuTaHis

BiokoH Bionogxikc IHajs MlimiTeq

IHais

peecTpauisi Ha 5
pokiB

3a
peyenmom

He nionsizae

UA/18308/01/02

OriBPI

NOPOLLIOK NiodinizoBaHwmi
0151 BHYTPILLHBOBEHHOT
iHcpysii, no 150 mr; 1
OfHOA,030BWIA hNaKoH 3
niocpinizoBaHnm
MOPOLLIOKOM A5
BHYTPILUHbOBEHHOT iH(y3ii
no 150 Mr B KapTOHHiIlA
Kopoo6Li

M.BIOTEK
NIMITEL

Benuka
BpuTaHis

BiokoH Bionogxikc IHAia Mimiteq,

IHAjiA

peecTpauis Ha 5
pokiB

3a
peyenmom

He nionsieae

UA/18308/01/01

MAHTACAH

TabneTku, BKPUTI
060/10HKOIO,
KMLLKOBOPO3UMHHi No 40
mr, 10 TabneTok y
6nictepi, no 3 6nictepu B
KapTOHHI KOPOOL

CaH
dapmacbloTUKan
IHoacTpi3
NimiTeq

IHais

CaH ®apmacbloTukan IHgacTpi3 Jlimites

IHais

peecTpauis Ha 5
pokis

3a
peuyenmom

He nionsieae

UA/18448/01/01




6nictepi, no 3 6nicTepu B
KapTOHHiiA KOpo6Ll

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamysa Howmep
n/n NliKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy HHS peecmpayiliHo
3acoby ynakoska) 20
nocBi0YeHHs

7. MAHTACAH TabneTkn, BKpUTI CaH IHAis CaH ®apmacbioTvkan IHgacTpis Nimites, IHAis peecTpauisi Ha 5 3a He nidnsizae | UA/18448/01/02
060/10HKOI0, dapmacbloTukan pokiB peyenmom
KMLIKOBOPO34MHHI 1o 20 IHoacTpi3
mr, 10 TabneTok y Nimiteq

FeHepanbHUW AUpeKTop
AnpekToparty thapmaueBTUYHOro 3ab6e3neyeHHs

OnekcaHgp KOMAPIAA
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NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOIN4YHUX MPENAPATIB), LLOAO AKX BY/TIM BHECEHI 3MIHU
A0 PEECTPALJIAHNX MATEPIANIB, AKI BHOCATbLCHA A0 AEP)XABHOIO PEECTPY NNIKAPCbKNX 3ACOBEIB
YKPAIHWU, AKI 3BAPEECTPOBAHI KOMMNETEHTHUMUN OPFAHAMUW CMNOJTYYEHUX LUTATIB AMEPUKW,
LUBENUAPCBLKOI KOH®EAEPALLL, ANOHII, ABCTPAJII, KAHAAWN, MNIKAPCbKNX 3ACOBIB, LLO 3A
LLEHTPA/TI30OBAHOIO MPOLEAYPOLO 3APEECTPOBAHI KOMMETEHTHMM OPFAHOM EBPOMENCLKOIro

COo3y

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
AQXoBI™ pO34uH ONs iH'eKUi, 225 TOB Ykpaina BMPOGHULITBO NiKapCbKoro 3acoby, Himeuunxa/ B.l.b.2.e — Change in test 3a UA/17822/01/01
mr/1,5 mn; no 1,5 mn "TeBa NnepBUHHE NakyBaHHA, BTOPUHHE YroplumHa/ procedure for AS or starting peyenmom
pO34MHY y nonepesHbo YkpaiHa" naKyBaHHs!, KOHTPO/Tb SIKOCTI CLIA/ material/reagent/intermediate —
HanoBHEHOMY LUNPUL; NO nikapcbKoro 3acoby: Bettep ®apma- HigepnaHan Other changes to a test

1 a6o no 3 wnpuum B
KapTOHHIA KopoobLi

®eptiryHr F'm6X Ta Ko. K,
HimeuyumHa; KOHTPO/b SKOCTI
nikapcbKoro 3acoby: Bettep ®apma-
®eptiryHr F'm6X Ta Ko. K,
HimeuyumHa; KOHTPO/b SKOCTI
nikapcbKoro 3acoby: Bettep ®apma-
®eptiryHr F'm6X Ta Ko. K,
HimeuyumHa; KOHTPO/b SKOCTI
nikapcbKoro 3acoby (uvwe cuna
3CyBY Ta Cuia KOB3aHHs nicns
BTOPVHHOIO NakyBaHHSA): BeTTep
dapma-depTiryHr 'm6X ta Ko. K,
HimeyumnHa; KOHTPOsb SKOCTI
nikapcbkoro 3acoby (BMNpobyBaHHS
KNITUHHOT aKTUBHOCTI NiKapCbKOro
3aco6y): AT ®apmaleBTUYHUIA 3aBOA,
TEBA, YropLiyHa; KOHTPOsb SKOCTi
nikapcbKoro 3acoby (LiicHICTb
cmcTemu
KOHTelHep/3aKynoptoBasibHUIA 3aci6
nicns BTOPUHHOIO NakyBaHHS):
BaliTxay3 AHaniTikan JlabopaTopis,
JI/1IC, CLUA; BTOPMHHE NakyBaHHSA:

procedure (including
replacement or addition) for the
AS or starting
material/intermediate, Type 1B
To replace the undiluted to 10-
fold diluted sample in the
residual DNA testing by gPCR of
the active substance
Fremanezumab.
The MAH took the opportunity to
do some editorial changes in
sections 3.2.5.4.2 and 3.2.5.4.3.




Ne
n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
yrnakoska)

3asasHuUkK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsio4yeHHs

Mepkne Mv6X, HimeuunHa; BTOpUHHE
nakyBaHHs: TpaHcdhapm JloricTik
'M6X, HimeuyuunHa; [03BiN Ha BUNYCK
cepii: Mepkne MM6X, HimeuunHa;
[,03Bi/T Ha BUMYCK cepii: TeBa
dapmacbioTrkans Koepon b.B.,
HigepnaHngm

IMYHAT

MOPOLLIOK Ta PO3UYUNHHUK
NS PO3YMHY NS iH EKUlA
no 250/190 MO; 1 cnakoH
3 MOPOLLKOM Y KOMM/IEKTI 3
1 dhnakoHOM pO3UMHHKKA
(Bofa Ans iH'exuid) no 5
M Ta Habopom ans
PO3YMHEHHS | BBEAEHHS Y
Kopobui

Bakctep
Al

ABCTpist

Bunyck cepii /13 Ta po34MHHYMKa:
BakcTep All, ABCTpisi; BUpo6HULTBO,
nepBrHHe nakyBaHHs /13, BTOpUHHE

nakyBaHHs /13 Ta po34MHHUKA,

KOHTpONb AkocTi [N13: BakcTtep Arl,

AscTpist; KoHTponb sikocTi [13:
Bakctep Al', ABcTpisi; Bupo6HMLUTBO,
nepBUHHE NakyBaHHSA Ta KOHTPO/Ib
AKOCTI po34mHHUKa: 3irdppig XamenoH
M6X, HimeuunHa

AscTpisi/
HimeuunHa

B.1.6.1. 6), IA 3BYXeHHS
[OMYyCTUMMX MEX A/191 NOKa3HMKa
AKOCTI «BioHaBaHTaXeHHs» B
cneuudikauii ons
XpomatorpagiyHoi cmom
PpakrTorens, WO
BUKOPVCTOBYETLCA AN
KOMMNEKCHOI aacopbuii dhakTopa
VII/VWF y BUpOGHMLTBI Aitoyol
peyoBMHWN: 3aTBEpPAKEHO:
BioHaBaHTaxeHHA < 100
KYO/mn. 3anponoHoBaHo:
BioHaBaHTaxeHHs. 3arasibHa
KiNbKICTb aepobHMX
MikpoopraHismis < 20 KYO/mn.
3arasibHa KinbKicTb APDKIKOBUX
i uBineBux rpubis < 20 KYO/MA.
B.1.6.1. 6), IA 3BYX€eHHS
[OMYCTUMMX MEX A/15 NOKa3HMKa
SAKOCTi «34aTHICTb 3B'A3yBaHHSA
6inka» B cneuudikauii 4ns
XpomaTorpadiyHoi cMonu
dpakrorens, Wo
BMKOPWCTOBYETLCA A/15
KOMM/IEKCHOT aacopbuii dpakTopa
VII/VWF y BUPOGHULTBI Ajtouoil
peyoBunHW: 3aTBepaKEHO:
3paTHicTb 3B'A3yBaHHsA binka 80-
120 mr/mn. 3anponoHOBaHo:
3paTHicTb 3B'A3yBaHHs binka 70-
105 mr/mn. B.1.6.1. B), IA
[onoBHeHHs cneumdikauii
HOBVIM MOKa3HWKOM SKOCTi
«|OHHEe HaBaHTaXKEHHs» 3
Bi4NOBIAHMM METOA0M
BMNPOGYBaHHA ANS
XpomaTorpadpiyHoi cMonu
dpakrorens, Wo
BMKOPUCTOBYETLCA Y
BMPOGHULTBI Ai04OT PEYOBUHY.
PepakuiiiHi npaBkn B po3aini
3.2.5.2.3 Moayns 3.

3a
peyenmom

UA/16963/01/01




Ne
n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
yrnakoska)

3asasHuUkK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

IMYHAT

NOPOLLIOK Ta PO3YUHHUK
AN PO3YMHY ANS iH'eKUii,
no 500/375 MO; 1 dnakoH
3 MOPOLUKOM Y KOMM/IEKTi 3
1 dhnakoHOM pPO3UMHHMKA
(Bofa Ana iH'ekuiid) no 5
M/ Ta Habopom Ans
PO3YMHEHHS | BBEAiEHHS Y
KopoobLi

Bakctep
Al

ABCTpist

Bunyck cepii [N13 Ta po34nHHMKa:
Bakctep Al', ABcTpisi; Bupo6HMLTBO,
nepBuHHE nakyBaHHA 13, BTOpUHHE

nakyBaHHs /13 Ta po34MHHUKA,

KOHTpOsb skocTi [N13: BakcTtep Al

ABcTpisi; KoHTponb sakocTi [N13:
Bakctep Al', ABCTpisi; BUpo6HMLTBO,

NMepBUHHE NakyBaHHA Ta KOHTPO/Ib

AKOCTi po3unHHMKa: 3irdopig XamensH
'm6X, HimeuyunHa

AscTpis/
HimeuunHa

B.1.6.1. 6), IA 3BYXeHHSA
[OMYCTUMMX MEX A5 NOKa3HMKa
AKOCTi «BbioHaBaHTaXeHHs» B
cneuudikauii ans
XpomaTorpadiyHoi cMonu
dpakrorens, Wo
BUKOPWCTOBYETLCA NS
KOMM/IEKCHOT aacopbuii dpakTopa
VII/VWF y BUpOGHMLTBI Aitoyoi
peyoBUHU: 3aTBepiKeHo:
BioHaBaHTaxXeHHs < 100
KYO/mn. 3anponoHoBaHo:
BioHaBaHTaxeHHs. 3arasibHa
KINIbKICTb aepobHUX
MikpoopraHiamis < 20 KYO/Mn.
3arasnibHa KifbKiCTb APDKAKOBUX
i uBineBux rpubis < 20 KYO/mn.
B5.1.6.1. 6), |A 3BYXeHHs
[OMYCTUMMX MEX A/151 NOKa3HMKa
SAKOCTi «3[aTHICTb 3B’A3yBaHHS
6inka» B cneuugikawii ons
XpomatorpagiyHoi cmom
®pakToresb, LWO
BUKOPVCTOBYETLCA AN
KOMMNEKCHOI agcopbuii dhakTopa
VII/VWF y BUpOGHMLTBI Aitoyoi
peyoBUHMN: 3aTBEPAKEHO:
3paTHICTb 3B'A3yBaHHSA Ginka 80-
120 mr/mn. 3anpornoHoBaHo:
3paTHiCTb 3B’A3yBaHHA binka 70-
105 mr/mn. B.1.6.1. B), IA
[lonoBHeHHs crneumdikavi
HOBUM MOKa3HNKOM SIKOCTi
«|OHHEe HaBaHTaXeHH:A» 3
BigNoBigHMM METOA0M
BUMNPOOYBaHHA Ans
XpomartorpagiyHoi cmom
®pakToresb, LWO
BUKOPVCTOBYETLCA Y
BMPOBHULTBI 4it040T PEYOBUHN.
PepakuiiiHi npaBkn B po3aini
3.2.5.2.3 Moayns 3.

3a
peyerimom

UA/16964/01/01

IMYHAT

MOPOLLIOK Ta PO3YUHHUK
AN PO34MHY ANS iH'eKUii,
no 1000/750 MO; 1
h/1aKOH 3 NOPOLLKOM Y
KommnnekTi 3 1 oiakoHOM
po34MHHMKa (BoAa ANns
iH'ekuiin) mo 10 mn Ta

Bakctep
Al

AscTpis

Bunyck cepii [[13 Ta po34mHHMKa:
Bakctep Al', ABcTpisi; Bupo6HMLUTBO,
nepBuHHE nakyBaHHA 13, BTOpUHHE

nakyBaHHs /13 Ta po34MHHUKA,

KOHTpOsb skocTi [N13: BakcTep Al

ABcTpist; KoHTponb sakocTi [N13:
Bakctep Al', ABcTpisi; Bupo6HMLUTBO,

AscTpis/
HimeuunHa

B.1.6.1. 6), IA 3BYX€eHHS
[OMYCTUMMX MEX A/151 NOKa3HMKa
AKOCTI «BioHaBaHTaXeHHsA» B
cneuudikauii ons
XpomaTorpadiyHoi cMonu
dpakrorens, Wo
BUKOPWCTOBYETLCA N5

3a
peyerimom

UA/16964/01/02




Ne
n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
yrnakoska)

3asasHuUkK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

HabopOM A1 PO3YMHEHHS
i BBEAEHHSA Y KOPOOLi

nepByHHE NakyBaHHA Ta KOHTPO/1b

AKOCTI po34MHHUKa: 3irdppig XamensH

'M6X, HimeuunHa

KOMMNEKCHOI agcopbuii dhakTopa
VII/VWF y BUpOGHMLTBI Aitoyoi
peyoBMHWN: 3aTBEPAKEHO:
BioHaBaHTaxeHHA < 100
KYO/mn. 3anponoHoBaHo:
BioHaBaHTaxeHHsA. 3arasibHa
KINIbKICTb aepoBHUX
MikpoopraHi3mis < 20 KYO/mn.
3arasibHa KinbKicTb APDKIKOBUX
i uBinesux rpubis < 20 KYO/mn.
B.1.6.1. 6), IA 3BYXeHHS
[OMYCTUMMX MEX 419 NOKa3HMKa
AKOCTI «3[aTHICTb 3B’A3yBaHHSA
6inka» B cneuudikauii 4ns
XpomatorpadiyHoi cmom
PpakrTorens, WO
BUKOPVCTOBYETLCA AN
KOMMEKCHOI agcopbuii dhakTopa
VII/VWF y BUpO6GHMLTBI Aitoyol
peyoBUHN: 3aTBEPAXKEHO:
3paTHiCcTb 3B’A3yBaHHA binka 80-
120 mr/mn. 3anponoHOBaHo:
3paTHicTb 3B'A3yBaHHA binka 70-
105 mr/mn. 6.1.6.1. B), 1A
[lonoBHeHHs crneumdikavi
HOBMM MOKa3HUKOM SIKOCTi
«lOHHEe HaBaHTaXKEHHs» 3
BiANOBIAHMM METOL0M
BUMNPOOYBaHHA ANS
XpomatorpadiyHoi cmom
PpakTorens, WO
BUKOPVCTOBYETLCA Y
BUPOBHULTBI Ait040T pevyOBUHN.
Pepakujiini npasku B po3gini
3.2.5.2.3 Moagyns 3.

HIMEHPUKC®

MOPOLLIOK Ta PO3UYUHHUK
AN PO3YMHY ANS iH'eKUii;
no 1 dp1akoHy 3 NOPOLLKOM
(1 po3a) B KOMNAEKTi 3
PO3YMHHMKOM (HaTpito
X/10pvA, BoAa ANs iH EKLNA)
no 0,5 mn y nonepeaHL0
HanoBHEHOMY LUMPUL Ta
[BOMa rofikamu
3anakoByloTb y 61icTep Ta
BK1a4atlTb Yy KAPTOHHY
KOpPOO6Ky; Mo 1 chriakoHy 3
nopotukom (1 gosa) B
KOMMEKTI 3 PO3YNMHHUKOM

NOANIEP
EAY.CLO

KOPMOP
EVLLH

CWA

BUNYCK cepii pO34MHHKKA:

nakcoCmiTKnsiiH Bionogxikanc CA,

Benbrist; popMyBaHHS BakLUMHK,

HanoBHEHHS h1akoHiB, niodpiniszauis,

nakyBaHHs/MapKyBaHHS, KOHTPO b
AKOCTi; NaKyBaHHA/MapKyBaHHS
po3umnHHuKa: MnakcoCMiTKnsAiH

Bionogxikanc CA, benebris;
nakyBaHHsA/MapKyBaHHS MOPOLLKY:

nakcoCmiTKnaiiH Bionogxikanc CA,

PpaHLis; hopMmyBaHHsA Ta
HamnoBHEHHS PO3UYMHHIIKA,
MapKyBaHHs1, KOHTPO/Ib AKOCTI
po3unHHuKa: KataneHT benbmxiym

Benbrisi/
PpaHuis

B.l.z, Ib Y3rogxeHHs
peecTpauiiHux maTepiasnis 3
BUPOGHNYMMU JOKYMEHTaMM

Pfizer Grange Castle. BHeceHo
3MiHM Ao po3sginy 3.2.5.2.5.
Process Validation and/or
Evaluation - Filter Validation
Summary Report - Pfizer
Grange Castle - a came
He3HauHi KopuryBaHHs
TemnepartypHux napameTpis Ans
KOXHOT [1il040i peyoBuHM
(MenAAH-TT, MenCAH-TT,
MenW-TT, MenY-TT) Ta

3a
peyenmom

UA/16901/01/01




Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, gionycky | peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(hatpito xnopwug, Boga ans CA, benbrisi; nakyBaHHs NMOPOLLIKY: 6ydepHoro po3umHy NaCl/Tric
iH’ekuiii) no 0,5 mny H.B. KPHA C.A., Benbris; nig, Yac TeCcTyBaHHS 3a
nonepegHbLO HanoBHEHOMY hOopMyBaHHS, HaNOBHEHHS, nokasHukom Bacteria viability
LNpuLi 6e3 ronku niochinizauisi, KOHTPONb SKOCTI, test.
3anakoByloTb y 6nictep; 10 nakyBaHHs/MapKyBaHHS, BUMyCK cepii
6nicTepiB Bk1agalTb y roTOBOrO NPOAYKTY;
KapTOHHY KOpPOOKY nakyBaHHsA/MapKyBaHHs, BUMYCK cepii
po3unHHuKa: MNdarizep
MeHtodekuypuHr benbris HB, benbris
HIMEHPUKC® MOPOLLIOK Ta PO3UYNHHUK NMeANIEP CLIA BWMYCK Cepii PO3YMHHUKA: Benbrisa/ B.l11.2.b (IA) - 3miHn o 3a UA/16901/01/01
AN PO34MHY ANS iH'eKUii; EMY.CLMI nakcoCmiTKnsiiH Bionomkikanc CA, ®paHuis cneundikauii Ta MeTogais peyenmom
no 1 dpnakoHy 3 NOPOLLKOM . Benbris; hopmyBaHHA BaKLMHA, KOHTPOJTH0 SIKOCTi CKMIAHUX
(1 po3a) B kOMNAEKTi 3 KOPINOP HanoBHEHHS oN1akoHiB, niocpinizayis, LINPULiB, L0 BUKOPUCTOBYIOTLCS
PO3YMHHMKOM (HaTpIto ENLLIH nakyBaHHs/MapKyBaHHS, KOHTPO b AnsA po3unHHrka 0,9% NaCl y
X/10pyA, Bofa ANs iH eKLlA) SAKOCTIi; NaKkyBaHHA/MapKyBaHHs nonepeaHbL0 3anoBHEHUX
no 0,5 mn y nonepeaHL0 po3uMHHMKa: FnakcoCMITKNAnH Lwnpuuax, skuii BUpobaseTbeA
HarnoBHEHOMY LUNpULi Ta Bionogxikanc CA, benebris; Ha BUPOGHMYIN AiNbHULI
[BOMa rofnkamu nakyBaHHs/MapKyBaHHS NOPOLLKY: KaTaneHt, Benbris, 3 MeToo
3anakoByloTb y 6ricTep Ta nakcoCmiTKnaiiH Bionogxikanc CA, npvBefeHHsA A0 NOTOYHUX BUMOT
BK1afaloTb Y KapTOHHY ®paHLis; hopMyBaHHs Ta €Bponeiicbkoi hapmakonel
KOpo6Ky; no 1 donakoHy 3 HanOBHEHHS PO3UYMHHUKA, LSO CKNAHUX KOHTelHepiB
nopowkom (1 gosa) B MapKyBaHHS!, KOHTPO/Ib AKOCTI (ckno Tuny 1) gns
KOMMN/IEKTi 3 PO3UMHHUKOM po3unHHuKa: KataneHt benbmpxiym dhapmaL,eBTU4YHOro
(HaTpito xnopua, Boga ans CA, benbrisi; nakyBaHHA NMOPOLLKY: BukopuctaHHs (Ph. Eur.3.2.1).
iH’ekuiii) no 0,5 mny H.B. KPHA C.A., Benbris; [lofaTkoBO 3aABHUK
nonepegHb0 HarNoBHEHOMY dhopMyBaHHS, HaNOBHEHHS, CKOPUCTaBCA MOX/IMBICTIO Ta
wnpuui 6e3 ronku niocpinizauis, KOHTPOJ/Ib SAKOCTI, BHIC HE3HaYHI pefaKuiiiHi 3MiHu,
3anakoBytoTb y 6nictep; 10 naxkyBaHHs/MapKyBaHHS, BUMYCK cepii 3 METOK BUMpPaB/IEHHA MOMWUSIOK
6nicTepiB BK1agalTb y rOTOBOrO NPOAYKTY; y mogyni 3.2.P.7.
KapTOHHY KOPObKY nakyBaHHs/MapKyBaHHs, BUMyCK cepii
po3unHHuKa: MNdarizep
MeHtodekuypuHr Benbrist HB, Benebris
PIKCYBIC NMOPOLLOK Ta PO3UYUHHUK Bakcanta | ABcTpis MapKyBaHHS, BTOPUHHE NakKyBaHHA Ta Benbrisi/ BHECEHHS 3MiH 40 3a UA/16879/01/01
AN PO3YMHY 4115 iH EKUIN, IHHOBEL BMNYCK cepii 13 Ta po34nHHYKa: CLIA/ peecTpauiiHnx matepianis: peyenmom
no 250 MO, 1 ¢nakoH 3 H3 TM6X Bakcanta bBengxiym MaHydekTypiHr ABcTpisi/ B.1.a.1.n, Ib BBegeHHs HOBOT
MOPOLLUKOM Yy KOMMNAeKTi 3 1 CA, benbrist; BUPOOGHMLTBO, KOHTPO/Ib HimeyunHa OinbHUL ons 36epiraHHsA 6aHky

h/1aKOHOM 3 PO3UNHHUKOM
(Boga ans iH'ekuiin) no 5
mMaTanol
NpUCTOCYBaHHIO AN1s
po3ssegeHHA BAKCIXKEKT
Il'y kopobui 3
MapKyBaHHAM YKpPaiHCbKOIO
MOBOIO

AKOCTI Ta NepBMHHE nNakyBaHHsA /13:
Bakcanta FOC IHk, CLUA; yacTkoBwii
KOHTpONb AkocTi N13: BakcTtep Arl,

ABCTPIfl; 4YACTKOBUI KOHTPOSIb SKOCTI

'N3: bakcTtep Al, ABCTpisi; YaCcTKOBUIA

KOHTPOsIb AKoCTi [N13: Odpi

TexHONomAXM eHf IHHOoBeMLWIoH MvbX,

ABCTpISl; BAPOGHULITBO, KOHTPO/1b
SAKOCTI Ta NEPBUHHE NaKyBaHHs
po3uunHHuKa: 3irdpig XamensH MvbX,
HimeyunHa

KniTuH - Shire Human Genetic
Therapies, Inc. (33 Brighton
Street, Belmont, MA 02478,

USA).
b.1.a.1.n, Ib BBeeHHs HOBOI
OinbHUL ons 36epiraHHsA 6aHky

KniTuH - Shire Human Genetic

Therapies, Inc. (200 Riverpark
Drive, North Reading, MA,

01864, USA).
b.1.a.1.n, Ib BBeeHHs HOBOI
OinbHUL ons 36epiraHHsA 6aHky
KNiTUH - Lonza Biologics, Inc.




MOPOLLUKOM Yy KOMMNAEKTi 3 1
h/1aKOHOM 3 PO3UNHHUKOM
(Boga ans iH'ekuiin) no 5
mMaTanol
NpUCTOCYBaHHIO AN1s
po3ssegeHHA BAKCIXKEKT
Iy kopobui 3
MapKyBaHHAM YKpPaiHCbKOIO
MOBOIO

AKOCTI Ta NepBMHHE nNakyBaHHsA /13:
Bakcanta FOC IHk, CLUA; yacTkoBwii
KOHTpONb AkocTi N13: BakcTtep Arl,
ABCTPIfl; 4YACTKOBUI KOHTPOSIb SKOCTI
'N3: bakcTep Al, ABCTpisi; YacTKOBUIA
KOHTPOsIb AKoCTi [N13: Odi
TexHONomAXM eHf IHHOoBeMLWIoH MvbX,
ABCTpISl; BAPOGHULITBO, KOHTPO/1b
SAKOCTI Ta NEPBUHHE NaKyBaHHs
po3uunHHuKa: 3irdpig XamensH M'méX,

KniTuH - Shire Human Genetic
Therapies, Inc. (33 Brighton
Street, Belmont, MA 02478,

USA).

b.1.a.1.n, Ib BBeeHHs HOBOI

OinbHUL ons 36epiraHHsA 6aHky

KniTuH - Shire Human Genetic

Therapies, Inc. (200 Riverpark

Drive, North Reading, MA,
01864, USA).

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, gionycky | peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(1978 West Winton Avenue,
Hayward, CA 94545, USA).
b.1.a.1.4, Ib BBefeHHA HOBOI
AiNbHULI BignoBiganbHOT 3a
Bioburden Testing ans gitouoi
PeyvoBMHN HOHaKOT ramma B
npoveci BupobHuLTBa - Baxter
AG (Lange Allee 24, 1221
Vienna, Austria)
PIKCYBIC MOPOLLOK Ta PO3UYUHHUK Bakcanta | ABcTpis MapKyBaHHs, BTOPUHHE NakKyBaHHA Ta Benbrisa/ BHECEHHS 3MiH 0 3a UA/16879/01/02
AN PO3YMHY NS iH EKUIN, IHHOBELW BMNYycCK cepii 13 Ta po34nHHYMKa: CLIA/ peecTpauiiHnx MaTepianis: peyenmom
no 500 MO, 1 ¢pnakoH 3 H3 TM6X Bakcanta Benmxiym MaHydekTypiHr ABcTpisi/ B.1.a.1.n, Ib BBegeHHs HOBOT
MOPOLLKOM Y KOMMNeKTi 3 1 CA, benbrisi; BUpOGHNLTBO, KOHTPO/Ib HimeuunHa AiNbHULUI Ansa 36epiraHHa 6aHKy
(h/1aKOHOM 3 PO3YNHHUKOM AKOCTi Ta NepBMHHE NakyBaHHs /13: KniTuH - Shire Human Genetic
(BoZa Ans iH'ekuiid) no 5 Bakcanta HOC IHk, CLUA; yacTkoBuii Therapies, Inc. (33 Brighton
M Tanol KOHTpOsb sikocTi [N13: BakcTtep Al Street, Belmont, MA 02478,
npucTocyBaHHO ANns ABCTPiIsl; 4YACTKOBUIN KOHTPOSIb SKOCTI USA).
po3sefeHHs BAKCOXKEKT 'N3: BakcTep Al, ABCTpIsi; YaCcTKOBUIA b.1.a.1.u, Ib BeegeHHs HOBOI
1y kopobu;i 3 KOHTPOsIb AKOCTI [N13: Odpi OinbHUL oNns 36epiraHHsa 6aHky
MapKyBaHHSIM YKpaiHCbKO TexHonomxu eHa IHHoBelWIoH MM6X, KniTuH - Shire Human Genetic
MOBOIO ABCTpIsi; BUPOOHULTBO, KOHTPO/Ib Therapies, Inc. (200 Riverpark
SKOCTi Ta MEPBUHHE MaKyBaHHSA Drive, North Reading, MA,
po3uunHHKKa: 3irdpig XamensH MvbX, 01864, USA).
HimeyunHa b.1.a.1.u, Ib BeegeHHs HOBOI
AiNbHULUI Ansa 36epiraHHa 6aHKy
KMiTUH - Lonza Biologics, Inc.
(1978 West Winton Avenue,
Hayward, CA 94545, USA).
b.1.a.1.4, Ib BBegeHHs HOBOI
LOinbHULI BiANOBIJabLHOI 3a
Bioburden Testing ans gitouoi
PeyoBMHN HOHAKOT ramma B
npoueci BMpobHuLTBa - Baxter
AG (Lange Allee 24, 1221
Vienna, Austria)
9. PIKCYBIC NMOPOLLOK Ta PO3YUHHUK Bakcanta | ABcTpis MapKyBaHHS, BTOPMHHE NakKyBaHHA Ta Benbrisi/ BHECEHHS 3MiH 0 3a UA/16879/01/03
AN PO3YMHY AN15 iH EKUIN, IHHOBEL BMNYCK cepii 13 Ta po3unHHYKa: CLIA/ peecTpauiiHnx matepianis: peyenmom
no 1000 MO, 1 chnakoH 3 H3 TM6X Bakcanta Bengxiym MaHydekTypiHr AscTpisi/ B.1.a.1.n, Ib BBegeHHs HOBOT
CA, benbrist; BUPOOGHMLTBO, KOHTPO/Ib HimeyunHa OinbHUL ons 36epiraHHsA 6aHky




Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, gionycky | peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
HimeuunHa b.1.a.1.u, Ib BeefeHHs HOBOI
AinbHUUI Ans 36epiraHHsa 6aHky
KNiTWH - Lonza Biologics, Inc.
(1978 West Winton Avenue,
Hayward, CA 94545, USA).
b.1.a.1.4, Ib BBeAeHHA HOBOI
AiNbHULI BignoBiganbHOT 3a
Bioburden Testing ans gitouoi
PeyoBMHN HOHaKOT ramma B
npoveci BupobHuLTBa - Baxter
AG (Lange Allee 24, 1221
Vienna, Austria)
10. PIKCYBIC MOPOLLOK Ta PO3UYUHHUK Bakcanta | ABcTpis MapKyBaHHs, BTOPUHHE NakKyBaHHA Ta Benbrisa/ BHECEHHS 3MiH [0 3a UA/16879/01/04
AN PO3YMHY NS iH EKUIN, IHHOBELW BMNYyCK cepii 13 Ta pO34MHHYMKa: CLA/ peecTpauiiHnx MaTepianis: peyenmom
no 2000 MO, 1 chnakoH 3 H3 TM6X Bakcanta Benmxiym MaHydekTypiHr ABcTpisi/ B.1.a.1.n, Ib BBegeHHs1 HOBOT
MOPOLLKOM Y KOMMNeKTi 3 1 CA, benbrisi; BUpOGHNLTBO, KOHTPO/Ib HimeuunHa AiNbHUUI Ansa 36epiraHHa 6aHKy
(h/1aKOHOM 3 PO3UYNHHMKOM AKOCTi Ta NepBMHHE NakyBaHHs /13: KniTuH - Shire Human Genetic
(Bofa Ans iH'ekuiid) no 5 Bakcanta HOC IHk, CLUA; yacTkoBuii Therapies, Inc. (33 Brighton
M Tano 1l KOHTpOsb skocTi [N13: BakcTtep Al Street, Belmont, MA 02478,
npucTocyBaHHIO ANns ABCTPisi; 4YACTKOBUIN KOHTPOSIb SKOCTI USA).
po3sefeHHs BAKCOXKEKT 'N3: BakcTep Al, ABCTpisi; YaCcTKOBUIA b.1.a.1.u, Ib BeegeHHs HOBOI
1l'y kopobuji 3 KOHTPOsIb AKOCTI [N13: Odpi OinbHUL oNns 36epiraHHsa 6aHky
MapKyBaHHSIM YKpaiHCbKO TexHonomxu eHa IHHoBelWIoH MM6X, KniTuH - Shire Human Genetic
MOBOIO ABCTpisi; BUPOOHULTBO, KOHTPO/b Therapies, Inc. (200 Riverpark
SKOCTi Ta MEPBUHHE MaKyBaHHS Drive, North Reading, MA,
po3uunHHKKa: 3irdpig XamensH MvbX, 01864, USA).
HimeyunHa b.1.a.1.u, Ib BeegeHHs HOBOI
AinbHULUI Ansa 36epiraHHa 6aHKy
KMiTUH - Lonza Biologics, Inc.
(1978 West Winton Avenue,
Hayward, CA 94545, USA).
b.1.a.1.4, Ib BBegeHHs HOBOI
LOinbHULI BiANOBIAabHOI 3a
Bioburden Testing ans gitouoi
PeyvoBMHN HOHAKOT ramma B
npoueci BMpobHuULTBa - Baxter
AG (Lange Allee 24, 1221
Vienna, Austria)
11. PIKCYBIC NMOPOLLOK Ta PO3UYUHHUK Bakcanta | ABcTpis MapKyBaHHS, BTOPUHHE NakKyBaHHA Ta Benbrisi/ BHECEHHS 3MiH 40 3a UA/16879/01/05
AN PO3YMHY 4115 iH EKUIN, IHHOBEL BMNYCK cepii 13 Ta po34nHHYKa: CLIA/ peecTpauiiHnx matepianis: peyenmom
no 3000 MO, 1 chnakoH 3 H3 TM6X Bakcanta bBengxiym MaHydekTypiHr ABcTpisi/ B.1.a.1.n, Ib BBegeHHs HOBOT
MOPOLLUKOM Yy KOMMNAEKTi 3 1 CA, benbrisi; BUpOOGHMLTBO, KOHTPO/Ib HimeyunHa OinbHUL ons 36epiraHHsA 6aHky

h/1aKOHOM 3 PO3UNHHUKOM
(Boga ans iH'ekuiin) no 5
mMaTanol
NpUCTOCYBaHHIO AN1s
po3ssegeHHA BAKCIXKEKT
Iy kopobui 3
MapKyBaHHAM YKPaiHCbKOO

AKOCTI Ta NepBMHHE nNakyBaHHsA /13:
Bakcanta FOC IHk, CLUA; yacTkoBwii
KOHTpONb AkocTi N13: BakcTtep Arl,
ABCTPIfl; 4YACTKOBUI KOHTPOSIb SKOCTI
'N3: bakcTep Al, ABCTpisi; YacTKOBUIA
KOHTPOsIb AKoCTi [N13: Odi
TexHONoMKM eH IHHOoBeLWIioH MvbX,

KniTuH - Shire Human Genetic
Therapies, Inc. (33 Brighton
Street, Belmont, MA 02478,

USA).
b.1.a.1.n, Ib BBeeHHs HOBOI
OinbHUL ons 36epiraHHsA 6aHky
KniTuH - Shire Human Genetic




Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, gionycky | peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MOBOIO ABCTPIsl; BAPOOHULITBO, KOHTPOS1b Therapies, Inc. (200 Riverpark
SKOCTi Ta NEPBMHHE NaKyBaHHS Drive, North Reading, MA,
po3unHHKKa: 3irdopig XamensH MvbX, 01864, USA).
HimeuunHa b.1.a.1.u, Ib BeefeHHs HOBOI
AinbHUUI Ans 36epiraHHsa 6aHky
KNiTWH - Lonza Biologics, Inc.
(1978 West Winton Avenue,
Hayward, CA 94545, USA).
b.1.a.1.4, Ib BBefeHHA HOBOI
AiNbHULI BignoBiganbHOT 3a
Bioburden Testing ans gitouoi
PeyoBMHN HOHaKoT ramma B
npoveci BupobHuLTBa - Baxter
AG (Lange Allee 24, 1221
Vienna, Austria)
12. PIKCYBIC MOPOLLOK Ta PO3UYUHHWUK Bakcanta ABcTpis MapKyBaHHs, BTOPUHHE NakKyBaHHA Ta Benbrisa/ 3mina B.ILI.7.6 IA, 3amiHn 3a UA/16879/01/01
AN PO3YMHY NS iH EKUIN, IHHOBELL BMNYycK cepii 13 Ta po34nHHYMKa: CLIA/ noctavasibHvKa NpuUcTpoto ANs peyenmom
no 250 MO, 1 nakoH 3 H3 TM6X Bakcanta Benmxiym MaHydekTypiHr ABcTpisi/ pO3BeEHHS NiKapCbKoro 3acoby
MOPOLLKOM Y KOMMNeKTi 3 1 CA, benbrisi; BUpOGHNLTBO, KOHTPO/Ib HimeuunHa BAKCTO)KET Il, skuit BXoAMTb B
dp/1aKOHOM 3 PO3YMHHUKOM AKOCTI Ta NepBuHHe nakyBaHHA [N13: KOMMNEKT 40 BTOPUHHOT
(Bofa Ana iH'ekuiid) no 5 Bakcanta HOC IHk, CLUA; yacTkoBuii ynakoBKU, a came 3amiHa
mnTano 1 KOHTpOsb skocTi [N13: BakcTtep Al Baxalta US Inc., Westlake
npucTocyBaHHO AN ABCTPisl; 4YAaCTKOBWIN KOHTPOSIb SKOCTI Village CA 91362 (USA), Ha
po3sefeHHs BAKCOXKEKT 'N3: BakcTep Al, ABCTpisi; YaCcTKOBUIA nocravanbHuka Shire Humana
Il'y Kopobui KOHTpO/b skocTi MN13: Odoi Genetic Therapies Inc.,
TexHonomxu eHa IHHoBelWIoH MM6X, Lexington MA 02421 (USA). Ans
ABCTpISl; BAPOGHULITBO, KOHTPO/b HOBOrO nocTayanbHUKa
SAKOCTi Ta NEPBMHHE NakKyBaHHS NPUCTPOIO AN1A PO3BEAEHHS
po3uunHHKKa: 3irdpig XamensH MvbX, nikapcbkoro 3aco6y (Shire
HimeyunHa Humana Genetic Therapies Inc.,
Lexington), B po3gini 3.2.R.2.1
HafaHuii OHOBNEHNA
ceptudpikat CE (CE-679519). B
Hacnigok 3amiHm
noctavasibHuka, norotun Baxter
He BifobpaxaeTbCcs Ha NpUCTpoi
[0/15 pO3BEeAEHHS NiKapCbKOro
3acoby, sk 6yno paHiwe
onucaHo B po3gini 3.2.R.2.2. Ak
HacnifoK OHOB/IEHO PO3ainu:
3.2.R.2.1,32R.22,32R.23.2.
3miHa B.I1.I'.7.6 IA cxBaneHa B
EMA - 02.09.2020.
13. PIKCYBIC NMOPOLLOK Ta PO3YUHHWK Bakcanta ABCTpIA MapKyBaHHs, BTOPMHHE NakyBaHHA Ta Benbrisi/ 3MmiHa B.IL.I.7.6 IA, 3amiHn 3a UA/16879/01/02
AN PO3YMHY [AN1S iH EKUIN, IHHOBELL Bunyck cepii M3 Ta po3YnHHUKA: cuwaA/ nocrtavyanbHuKa NpUcTporo 4N peyernmom
no 500 MO, 1 dhnakoH 3 H3 TM6X Bakcanta bengpxiym MaHydekTypiHr ABcTpisi/ PO3BEAEHHS NiKapCbKOro 3acoby
MOPOLLUKOM Y KOMMNEKTi 3 1 CA, benbrisi; BUpOGHNLTBO, KOHTPO/Tb HimeyunHa BAKCTKET Il, skvii BXOAUTb B

h1aKOHOM 3 PO3YMHHUKOM
(Boga ans in'ekuin) no 5

SAKOCTi Ta NepBUHHE NakyBaHHsA [N13:
Bakcanta FOC Ik, CLUA; yacTkoBuii

KOMMEKT 40 BTOPUHHOT
yrnakoBkK, a came 3aMiHa




Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, gionycky | peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
mnTano 1l KOHTpOsb skocTi [N13: bakcTtep Al Baxalta US Inc., Westlake
NpUCTOCYBaHHIO A5 ABCTPIsl; 4YACTKOBWIN KOHTPOSIb SKOCTI Village CA 91362 (USA), Ha
po3sefeHHs BAKCOXKEKT 'N3: bakcTtep Al, ABCTpisi; YaCcTKOBUIA nocravanbHuka Shire Humana
Il'y Kopobui KOHTpO/b sikocTi MN3: Odoi Genetic Therapies Inc.,
TexHonomxu eHa IHHoBelWIoH MM6X, Lexington MA 02421 (USA). Ans
ABCTpISl; BAPOGHULITBO, KOHTPO/b HOBOrO nocTayanbHUKa
AIKOCTi Ta NEPBUHHE NaKyBaHHS NPUCTPOIO ANA PO3BEAEHHS
po3uunHHKKa: 3irdpig XamensH MvbX, nikapcbkoro 3aco6y (Shire
HimeyunHa Humana Genetic Therapies Inc.,
Lexington), B po3gini 3.2.R.2.1
HafaHuii OHOBNIEHNIA
ceptudikat CE (CE-679519). B
Hacnigok 3amiHn
noctavasibHuka, norotun Baxter
He BifobpaxaeTbcs Ha NpUcTpoi
[O/15 PO3BEAEHHS NiKapCbKOro
3acoby, sik 6yno paHiwe
onucaHo B po3gini 3.2.R.2.2. Ak
HacnifoK OHOBIEHO PO3Ainu:
3.2.R.21,32R.22,32R.23.2.
3MmiHa B.I1.I'.7.6 IA cxBaneHa B
EMA - 02.09.2020.
14. PIKCYBIC MOPOLLIOK Ta PO3YMHHUK Bakcanta | ABCTpia | MapKyBaHHs, BTOPVHHE MakyBaHHS Ta Benbris/ 3miHa B.IL.I.7.6 IA, 3amiHn 3a UA/16879/01/03
NS PO3YMHY NS iH EKUIN, IHHOBELL Bunyck cepii M3 Ta po3YnHHUKA: cuA/ nocrtavyasnbHuKa npucTporo 4ns peyernmom
no 1000 MO, 1 cnakoH 3 H3 TM6X Bakcanta bBengpxiym MaHydekTypiHr ABcTpisi/ PO3BEAEHHS NiKapCbKoro 3acoby
MOPOLLKOM Y KOMMNeKTi 3 1 CA, benbrisi; BUpOGHNLTBO, KOHTPO/Tb HimeuunHa BAKCTO)KET Il, skvii BXOAUTb B

dh/1laKOHOM 3 PO3YMHHUKOM
(BoAa Ana iH'exuid) no 5
maTanol
NpUCTOCYBaHHIO ANs
po3sefeHHss BAKCOXKEKT
1l'y Kopobui

SAKOCTi Ta NepBUHHE NakyBaHHsA [N13:
BakcanTta KOC IHK, CLUA; yacTkoBuii
KOHTpOsb skocTi [N13: BakcTep Al

ABCTpISl; 4YaCTKOBWI KOHTPO/b AKOCTI

'N3: bakctep Al, ABCTpIsl; 4aCTKOBUIA

KOHTpO/b sikocTi [N13: Odoi

TexHoNoaAxun eHs IHHoBelLWIoH TM6X,

ABCTPpisi; BAPOOHMLITBO, KOHTPOS1b
AKOCTi Ta NEPBVHHE NaKyBaHHSA
po3unHHKKa: 3irdopig XamensH MvbX,
HimeuunHa

KOMMEKT 40 BTOPUHHOT
yrnakoBku, a came 3amiHa
Baxalta US Inc., Westlake

Village CA 91362 (USA), Ha
noctavasibHmka Shire Humana

Genetic Therapies Inc.,

Lexington MA 02421 (USA). ina
HOBOrO nocTayasibHuKa
NPVCTPOIO 4151 PO3BEAEHHS
nikapcbkoro 3acoby (Shire
Humana Genetic Therapies Inc.,
Lexington), B po3gini 3.2.R.2.1
HafaHuii OHOBNEHNIA
ceptudcpikat CE (CE-679519). B
HacnigokK 3amiHn
noctavasibHuka, norotun Baxter
He BijobpaxXaeTbCA Ha NPUCTPOI
01191 PO3BefieHHs NiKapCbKoro
3acoby, Ak 6y/10 paHille
onucaHo B po3aini 3.2.R.2.2. Ak
HacnifoK OHOB/IEHO pO3ainu:
3.2.R.2.1,3.2.R.2.2,3.2.R.2.3.2.
3miHa B.11.1'.7.6 |A cxBaneHa B




Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, gionycky | peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
EMA - 02.09.2020.
15. PIKCYBIC MOPOLLIOK Ta PO3YMHHUK Bakcanta | ABCTpia | MapKyBaHHs, BTOPVHHE MakyBaHHS Ta Benbris/ 3miHa B.IL.I.7.6 IA, 3amiHn 3a UA/16879/01/04
NS PO3YMHY NS iH EKUIN, IHHOBELL Bunyck cepii M3 Ta po3YnHHUKA: cuwA/ nocrtayasnbHuKa NpucTporo 4nA peyernmom
no 2000 MO, 1 cnakoH 3 H3 TM6X Bakcanta bengxiym MaHydekTypiHr ABcTpisi/ PO3BEAEHHS NiKapCbKOro 3acoby
MOPOLLKOM Y KOMMNEeKTi 3 1 CA, benbrisi; BUpOGHNLTBO, KOHTPO/Tb HimeuunHa BAKCTO)KET Il, skvii BXOAUTb B
oN1aKOHOM 3 PO3YNHHUKOM SAKOCTi Ta NepBUHHE NakyBaHHsA [N13: KOMMAEKT 40 BTOPUHHOT
(BoAa Ana iH'exuid) no 5 BakcanTta FOC IHk, CLUA; yacTkoBuii yrnakoBku, a came 3amiHa
mnTano 1 KOHTpOsb skocTi [N13: BakcTep Al Baxalta US Inc., Westlake
NPUCTOCYBaHHIO A1 ABCTPIsi; YaCTKOBWIA KOHTPOSIb SIKOCTI Village CA 91362 (USA), Ha
po3sefeHHs BAKCOXKEKT 'N3: bakctep Al, ABCTpIsi; 4aCTKOBUIA noctavanbHuka Shire Humana
1l'y Kopo6ui KOHTpO/b sikocTi [N13: Odoi Genetic Therapies Inc.,
TexHoNoaAxun eHs IHHoBelLWIoH TM6X, Lexington MA 02421 (USA). ina
ABCTPisi; BAPOOHULITBO, KOHTPOS1b HOBOrO nocTavasibHuKa
AKOCTi Ta NEPBUHHE NakyBaHHSA NPVCTPOIO 4151 PO3BEAEHHS
po3unHHKKa: 3irdopig XamensH MvbX, nikapcbkoro 3acoby (Shire
HimeyunHa Humana Genetic Therapies Inc.,
Lexington), B po3gini 3.2.R.2.1
HafiaHuii OHOBMEHNI
ceptudikat CE (CE-679519). B
HacnigokK 3amiHn
noctavasnibHuka, norotun Baxter
He BijobpaxXaeTbCA Ha NPUCTPOI
0119 PO3BefieHHs NiKapCbKoro
3acoby, Ak 6y/10 paHille
onucaHo B po3aini 3.2.R.2.2. Ak
HacnifoK OHOB/IEHO pO3ainu:
3.2.R.2.1,3.2.R.2.2,3.2.R.2.3.2.
3miHa B.11.1.7.6 IA cxBaneHa B
EMA - 02.09.2020.
16. PIKCYBIC NMOPOLLOK Ta PO3UYUHHUK Bakcanta ABCTpist MapKyBaHHS, BTOPUHHE NakKyBaHHA Ta Benbrisi/ 3miHa B.IL.I.7.6 A, 3amiHn 3a UA/16879/01/05
AN PO3YMHY 4115 iH EKUIN, IHHOBEL BMNYCK cepii 13 Ta po3unHHYKa: CLIA/ rnocravasibHu1Ka nNpucTporo Ansa peyenmom
no 3000 MO, 1 chnakoH 3 H3 TM6X Bakcanta bBengxiym MaHydekTypiHr ABcTpisi/ po3BefeHHs likapcbkoro 3acoby
MOPOLLUKOM Yy KOMMNAEKTi 3 1 CA, benbrisi; BUpOOGHMLTBO, KOHTPO/Ib HimeyunHa BAKCTKET Il, siknit BXOAUTb B

h/1aKOHOM 3 PO3UNHHUKOM
(Boga ans iH'ekuiin) no 5
mMaTanol
NpUCTOCYBaHHIO AN
po3ssegeHHA BAKCIXKEKT
1y kopobuji

AKOCTI Ta NepBMHHE nNakyBaHHsA /13:

Bakcanta FOC IHk, CLUA; yacTkoBwii
KOHTpONb AkocTi [N13: BakcTtep Arl,

ABCTPIsfl; 4YaCTKOBUI KOHTPOSIb SKOCTI

'N3: bakcTep Al, ABCTpisi; YacTKOBUIA

KOHTPOsIb AKoCTi [N13: Odi

TexHONomAXKn eHf IHHoBeLWIoH Mv6X,

ABCTpISl; BAPOGHULITBO, KOHTPO/1b
SAKOCTI Ta NEPBUHHE NaKyBaHHs
po3uunHHuKa: 3irdpig XamensH MvbX,
HimeyunHa

KOMMEKT A0 BTOPUHHOT
ynakoBku, a came 3aMiHa
Baxalta US Inc., Westlake

Village CA 91362 (USA), Ha
noctavasibHmka Shire Humana

Genetic Therapies Inc.,

Lexington MA 02421 (USA). Ans
HOBOTO MnocTavyasibHuKa
NPUCTPOIO A71A PO3BEAEHHS
nikapcbkoro 3aco6y (Shire
Humana Genetic Therapies Inc.,
Lexington), B po3gini 3.2.R.2.1
HaJaHuii OHOBNEHW
ceptudikat CE (CE-679519). B
Hacnigok 3aMiHm
nocTtayasibHuka, norotmn Baxter




Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, gionycky | peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

He Bifjo6paxXaeTbCA Ha NPUCTPOI
N5 pO3BeEeHHA NiKapCbKoro
3acoby, siK 6yno paHille
onucaHo B po3aini 3.2.R.2.2. Ak
HacnifoK OHOB/IEHO pPO3ainu:
3.2.R.2.1,3.2.R.2.2,3.2.R.2.3.2.
3miHa B.11.1.7.6 IA cxBaneHa B
EMA - 02.09.2020.

FeHepanbHUW gnpeKkTop
AvpekTopaty chapmMaueBTUUHOIO 3a6e3neyYeHHsA

OnekcaHpgp KOMAPIOA
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