MIHICTEPCTBO OXOPOHU 3[10POB’Al YKPAIHU
HAKA3

KuiB

15 rpygHsa 2022 poky N2 2258

IIpo fAep)kaBHY peecTpamnil0 Ta BHeCEeHHs 3MiH /0 peecTpaIjiiHUX MarepiaiiB
JMKapCbKHX 3aco0iB, AKi 3apeecTpoBaHi KOMIEeTeHTHUMH opraHaMu CriosydeHHX
IIltatrie Amepuxku, IIIBeiinjapcbkoi Koudepeparniii, Ascrpanii, Kanaju,
€pponeiicbKoro Cor3sy

BignoBigHo mo crarri 9 3akoHy Ykpainu «IIpo Jsikapcbki 3acobu»,
nyHKTiB 5, 7 TlopsiiKy Aep>kaBHOI peectparliii (mepepeectpatiii) Jikapcbkux 3acobiB,
3aTBep/KeHOro MocTaHoBow Kabinety MiHicTpiB Ykpainu Bif 26 TpaBHsi 2005 poky
Ne 376, abz3aily [BaflATb ChOMOrO THAMYHKTY 12 mnyHKTY 4 Ilo/io)KeHHS TIpO
MiHicTepcTBO OXOpOHH 37I0pOB’Sl YKpaiHHW, 3aTBep/pKeHOro I0CcTaHOBOH KabiHeTy
MinictpiB Ykpainu Big 25 6epe3ns 2015 poky Ne 267 (B pezakiiii mocraHoBu KabiHeTy
MinictpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), nyHkTy 5 po3zginy II Ta myHkTy 12
po3ainy III TTopsiaKy po3rnsiay peecTpaliiiHUX MaTepiasiiB Ha JIiKapCchkKi 3acobu, IIo
TOJal0ThCS Ha Jlep)KaBHY peecTpallito (rmepepeecTpallilo), Ta MaTepiasiiB IIPO BHECEHHS
3MiH [0 peecTpalliiHUX MaTepia/iB MPOTIrOM Jii peecTpaljiiHOrO MOCBiJUeHHs Ha
niKapceKi 3acobu, siKi 3apeecTpoBaHi KomreTeHTHUMU opraHamul Criosyuenux IlltatiB
Awmepuky, lIBeliniapcekoi Kongepepauii, fAnonii, Asctpanii, KaHagu, mikapcbKHUX
3aco0iB, 1110 3a LIeHTPaTi30BaHO0 TIPOLIe/[yPOI0 3apeeCTPOBaHi KOMIIETEHTHUM OpPraHOM
€porneiickkoro Coro3y, 3aTBep[)KeHOro Haka3oM MiHicTepcTBa OXOPOHM 3/0pOB's
Ykpaiuu Big 17 mucromaza 2016 poky Ne 1245, 3apeectpoBaHoro B MiHicTepcTBi
roctuljii Ykpainu 14 rpyaas 2016 poky 3a Ne 1619/29749, Ha miacTaBl CKIafeHUX
[ep>kxaBHUM TTiANPUEMCTBOM «/lep>KaBHUU eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU
3[0pOB’sl YKpaiHW» BHUCHOBKIB 3a pe3yJ/ibTaTaMH PO3IJIsi[ly PeeCTpalliMHUX MaTepialis,
MOIAHNX Ha JIep)KaBHY PpeeCTparjifo JTiKapchbKux 3acobiB, $Ki 3apeecTpoBaHi
KomrieTeHTHUM  opraHoM  Cnonyuenux  IlltatiB  Amepuku, IlIBelijapcbkoi
Kondepepaiiii, Apctpanii, Kanaau, €pormeiicbkoro Cor3y, i BHCHOBKIB MpoO
pe3yabTaTyh PO3rJisily MaTepiasiB MpO BHECEHHS! 3MiH [0 PeeCcTpaLliiHUX MaTepialiB
MiKapchKUX 3aco0iB, siKi 3apeecTpoBaHi KomrieTeHTHUM opraHoM Criosmyuenux IlltatiB
Awmepuky, IlIBeliiapcekoi Kongeneparii, ABcrpanii, Kanagu, €sponeiicekoro Corosy,

HAKA3YIO:



1.

2.

3apeecTpyBati Ta BHECTU A0 [lep)XaBHOro PEECTPY NiKapCbKMX 3acobiB
YKpaiHu nikapcbKi 3acobm 3rigHo 3 goaaTtkom 1.

BHecT 3MiHM [0 peecTpauiHux MatepianiB Ta [lep)XaBHOro peecTpy

NiKapcbKunx 3aco6iB YKpaiHM Ha nikapcbKi 3acobu 3rigHoO 3 A04aTKOM 2.

3. KOHTpO/ib 32 BUKOHAHHAM LbOro HakKasy 3a/imatro 3a coboto.

Meplunit 3acTynHUK MiHicTpa
Onekcanagp KOMAPIOAA

NMEPENIK

Jopatok 1

[0 Hakaly MiHictepcTBa OXOpPOHM 3[40pOB’SA
YkpaiHn  «[po  pep)kaBHy peecTpauito  Ta
BHECEHHS 3MiH [0 peecTpaLiHUX MaTtepianis
NiKapCbKNX 3acobis, AKi 3apeecTpoBaHi
KOMMEeTEHTHUMK opraHaMu CnosydeHux LUTaTiB
AMepuKn, LLIBeruapcbKoi KoHdenepalii,
AscTpanii, KaHagu, €sponeiicbkoro Cotosy»

Big 15 rpyaHa 2022 pok N2 2258

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX
IMYHOBIONOIN4YHNX NMPEMAPATIB),
AKI BHOCATBLCA A0 AEP>XXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB
YKPAIHU, AKI 3BAPEECTPOBAHI KOMNETEHTHUMUN OPFAHAMU
CMOJTYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALL,
ANOHII, ABCTPATII, KAHAQW, NMIKAPCbKNX 3ACOBIB, LLO 3A
LEHTPANISOBAHOKO NPOUEAYPOK SAPEECTPOBAHI
KOMMNETEHTHUM OPFAHOM EBPOMENCBLKOIO COIO3Y

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina Pe
n/n JliKapcbK020 (nikapcbka ¢hopma, n
3acoby ynakoska)
1. ABIPATEPOH TabneTkun, BKpUTI NNiBKOBOKO ToBapucTBo 3 YkpaiHa [103BiN Ha BUNYCK cepiii: CnoseHis/ pee
CAHAO03® o060n0Hkoto, no 500 mr, no obmexeHoto Nek ®apmavueBTUYHa Kinp
14 TabneTok y 6nicTtepi, no 4 | BiANOBIAAILHICTIO KomnaHisa 4.4., CnoseHis
6nicTepy y KapTOHHiIl "CaHp03 YkpaiHa"
KopoobLi BMPOGHMLTBO in bulk,
nepBUHHe Ta BTOPUHHE
nakyBaHHS, TECTYBaHHS,
[03BiN Ha BUNYCK cepiii:
Pemegika /ita., Kinp
2. ABIPATEPOH TabneTkun, BKpUTI NNiBKOBOKO ToBapucTeo 3 YKpaiHa [103BiN Ha BUNYCK cepiii: CnoseHis/ pee
CAHAO03® 060/10HKO10, M0 250 Mmr, no 06MEXEHO ek ®apmaueBTUyHa Kinp
10 TabneTok y 6nicTepi, no BiANOBIAA/IbHICTIO KoMnais g.4., Cnosexis
12 6nicTepiB y KAPTOHHIi "CaHfo3 YkpaiHa"
Kopo6u,i BMPOGHMLTBO in bulk,
nepBUHHe Ta BTOPUHHE
nakyBaHHs, TeCTyBaHHS,
[03BiN Ha BMMNYCK Cepiii:
Pemegika /ita., Kinp
3. A3ALUTUNANH MOPOLLIOK AN15 cycneHsii Ans CaHpo3 CnoseHis BUMNYCK cepil: CnoseHis/ pee
CAHAO3® iH'exuii, 100 mr; o 1 dapmacbloTikans Nek ®apmaueBTUyHa Himeuunna/
(hNakoHy 3 MOPOLLUKOM Y o.a. KoMnaHia g.4., CnoBseHis; IHais/
KapTOHHI KOpO6Li BUMNYCK cepil: MasibTa




KniHiwe LWneyjansnpenaparte
M.6.X, HimeuuunHa;
BMPOBHMLTBO NiKapCbKOro
3aco6y, NepBUHHE NaKyBaHHS,
BMNPOBYBaHHA/KOHTPOSb
AKOCTI:

OHkoTek Papma NpoaakiiH

Ne Hassa dopma sunycky 3asasHuUK KpaiHa Bupo6Huk KpaiHa Pe
n/n JliKapcbKo20 (nikapcbka ¢hopma, m
3acoby ynakoska)
Cantotac dPapma 'm6X,
HimeuunHa,
BMPOBHMLITBO
Hepo3dacoBaHOro NPOAYKTY,
nepBUHHe Ta BTOPUHHE
nakyBaHHS, TECTYBaHHS:
MCH Na6opaTopic MNMpaiiBat
NimiTeq, 1HAis;
TeCcTyBaHHS:
Papmagokc Xenckep /ta,
MaibTa
4. BECIMOH3A NMOpPOLLOK NiodpinizoBaHuin Mdpaiizep CWA BUPOBHMLTBO, TECTYBaHHSA Npu CLWA pee
[ANs po34nHy AN iHAY3iiA, Eiiu.Ci.Mi. BWMYCKY Cepii, TECTyBaHHS Npu
0,9 wr; no 0,9 Mr y chnakoHi; KopnopeiiH [ocnimKeHHi cTabinbHOCTI,
no 1 donakoHy y KapTOHHIl 36epiraHHs:
KOpoo6Li BaeTt ®apmacbioTikan [iBixH
o BaeT Xongixrc /11C, CLUA;
TECTYBaHHS Ha Lji/liCHICTb
YyNakoBKM (Npu AOCAigKEHHI
cTabinbHOCTI):
Bect ®apmacbtoTikan
Cepgicec, IHk., CLLUA,;
nakyBaHHs1, MapkyBaHHS,
36epiraHHs, BUMYCK Cepii:
dapmauis i AngxoH KomnaHi
NNC, CWA
5. AEKATUNEH cnpeii HazanbHWiA, No 10 mn TOB «TeBa YkpaiHa Mepkne M'moX HimeuunHa pee
PVHO AYO Crnpeto HasasibHoro y YkpaiHa» (BMpOGHMLTBO
hnakoHi 3 posnuatsayem Hepo3dracoBaHO! NPoAYKLi,
Ta KOBMaYKOM, SIKNIA nepBrHHA Ta BTOPYHHA
3axuLae posnuatosad, no 1 ynakoBka, A,03BiN Ha BUMYCK
(h/1aKOHY B KapTOHHii cepir;
KOpOoO6Li KOHTpOsb cepii)
6. EBEPO/IIMYC Tabnetku no 10 mr; no 7 Ckalt dapma B3- O6'egHaHi BiokoH ®apma JlimiTeq, IHais pee
TAB/IETKU 10 Tabnetok y 6nictepi; no 4 TOB ApabCbki
mr 6nicTepa B KApTOHHIl Emipatu
KOpoo6Li
7. EBEPO/IIMYC Tabnetku no 2,5 mr; no 7 Ckalt dapma B3- O6'egHaHi BiokoH ®apma JlimiTeq, IHais pee
TABJIETKU 2,5 Tabnetok y 6nictepi; no 4 TOB Apabcbki
Mr 6nicTepa B KapTOHHii Emipatu
KopooLi
8. EBEPONIMYC Tabnetkn no 5 mr; no 7 Ckali dapma B3- O6'egHaHi BiokoH ®apma Nimites IHAjis pee
TABNETKW 5 MI Tabnetok y 6nictepi; no 4 TOB Apabebki
6nicTepa B KapPTOHHii Emipatu
KOpOoO6Li
9. KNIKC renb, No 45 r rento B 3aHgpa Navid IHais BCi CTagii BUPO6HMLTBA i IHais pee
naMiHOBaHii Ty6i 3 CaiieHci3 MNpaiiBeT BWMYCK cepil:
BIAKVMAHOI NNACTUKOBOIO Nimiteq EHK'to6 ETikans Mpaisit
KPULLKOHO, LLO He NpoTikae, Nimiteq
no 1 Ty6i B KAPTOHHiiA
KopoobUi
10. TAMOKCU®DEH TabneTku, BKpUTI NNiBKOBOO TOB "CaHpo3 Ykpaina NOBHUIA LMK BUPOGHMLTBA; HimeyunHa pee
CAHAO03® 060/10HKO10, 20 Mr, no 10 YkpaiHa" BTOPUHHE NaKyBaHHA:
TabneTok, BKPUTUX Cantotac Papma M'moX
NNiBKOBOK 060/I0HKOIO, Y
6nictepi; no 3 a6o no 10
6nicTepiB B KAPTOHHI
KOpo6Li
11. TPEKOHAI NMOPOLLOK AN151 PO34YNHY AN1A Mepak HimeuunHa MapkKyBaHHA Ta BTOPUHHE HimeuunHa pee
iHQpy3in, no 1 1; 1 abo 5 esenbladT drop nakyBaHHs,
(h1aKoHIB 3 NOPOLLKOM B KNiHiwe BMNPO6YBaHHA/KOHTPO/b
KapTOHHI Kopobuj LWneujansnpenapa AKOCTI, BUNYCK cepil:
Te M6X Megak NesenbliadT drop




Ne Hassa ®dopma sunycky 3asasHUK Kpaina Bupo6HuK Kpaina Pe
n/n JliKapcbKo20 (nikapcbka ¢hopma, m
3acoby ynakoska)
m6X, HimeyunHa
12. TPEKOHAI NOPOLUOK AN15 PO3YUHY A/1A Mepak HimeyunHa MapKyBaHHA Ta BTOPUHHe HimeyunHa pee
iHpy3in, no 51; 1 abo 5 lesenbadT rop nakyBaHHs,
th/1aKOHIB 3 MOPOLLKOM B KiHiwe BMNPOOYBaHHA/KOHTPO/b
KapTOHHIlA KopooLi Lneuianbnpenapa SIKOCTI, BUNYCK cepil:
Te M6X Megak Nesenbliadt drop

kniHiwe LWneuianbnpenaparte
M.6.X, HimeyuunHa;
BMPOGHMLITBO NiKapCbKoro
3aco0y, NepBrHHE NakyBaHHS,
BUNPOBYBaHHS/KOHTPONb
AKOCTI:
OHkoTek ®apma MNpogaxLiH
'M6X, HimeuynHa

B.o. l'eHepanbHOro gupekropa
dapmaLeBTUYHOrO AnpeKkToparty
IBaH SAABOPHUX



NMEPENIK

Jopatok 2

[0 Haka3sy MiHictepcTBa OXOpPOHM 3[0pPOB’S
YkpaiHn  «lpo pep)kaBHY peecTpauito  Ta
BHECEHHS 3MiH [0 peecTpauiHuX MaTtepianis
NiKapCcbKnx 3aco6iB, aKi 3apeECTpoBaHi
KOMMNETEHTHUMM opraHamu CnonyyeHux LTtaTie

AMepUKH,

LLIBeuapcbKoi

KoHdeaepaliji,

AscTpanii, KaHagun, €sponeicbkoro Cotosy»
Big 15 rpyaHsa 2022 poky N2 2258

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOINYHUX NMPEMAPATIB), LLOAO AKX BY/I BHECEHI
3MIHU 4O PEECTPALINHNX MATEPIANIB, AKI BHOCATbLCA 40 AEP)XABHOIO PEECTPY NIKAPCbKUNX
3ACOBIB YKPAIHU, AKI BAPEECTPOBAHI KOMNETEHTHUMN OPIFAHAMUW CMNOJTYYEHUX LUTATIB
AMEPVIKW, LUBENLUAPCbKOI KOH®EAEPALLJI, ANOHII, ABCTPA/II, KAHALW, NIKAPCbKMX 3ACOBIB, LLIO

3A LEHTPANI3OBAHOLO NMPOLEAYPOK 3APEECTPOBAHI KOMNETEHTHAM OPITAHOM
EBPOINENCBKOIO COHO3Y

Ne Ha3ssa dopma sunycky 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu gionycky Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, peecmpayitiHo2o
3acoby YNaKkoBKa) nocsio4YeHHs1
1] AOBENUT MOPOLLIOK Ta PO3UYNHHUK Bakctep Al ABCTpis BTOpPWHHE NaKyBaHHS Benebrisi/ 3miHa B.1.b.1.(f), Il Po3wmpeHHs 3a UA/16801/01/01
AN PO34MHY ANns roTOBOrO /liKapCbKoro Lseliuapis/ rPaHNYHNX 3Ha4YeHb NokasHuka N- peyernmom
iH eKuiii, mo 250 MO; 1 3ac06y Ta po34MHHNIKA, AscTpisi/ glycan (HPLC) y cneumndikauii npn
h/1aKOH 3 MOPOLLKOM Y 4aCcTKOBUI KOHTPO/Ib HimeyunHa BUMYCKY Ta Ha TEPMiH NPUAATHOCTI

KOMNAEKTi 3 1
dnakoHoM 3
PO34MHHKKOM (BOAa s

iH'ekyin) no5mntano 1

NpUCTOCYBaHHIO ANst
po3BefEeHHS
BAKCIDKEKT Il'y
Kopoo6Li

AIKOCTi FOTOBOrO
nikapcbKoro 3acooby,
BWMNYCK Cepii roToBOro
nikapcbKoro 3acoby Ta
PO3UYMHHYIKA:
Bakcanta Bengxiym
MaHydekTypiHr CA,
Benbris
BMPOGHMLTBO
Hepo3ghacoBaHOro
NpoAyKTy, NepBUHHE
nakyBaHHS roTOBOro
nikapcbKoro 3acoby Ta
4acTKOBWIA KOHTPO/b
AKOCTi FOTOBOTO
niKkapcbKoro 3acoby:

ons ADVATE Bulk Drug
Substance.
TepMmiH BBEZIEHHS 3MiH - MPOTArom
6-Tn micsauiB 3 gatu
3aTBEPIKEHHS.




Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
yrnakoska)

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayjitiHo2o
nocsioYeHHs

Bakcanta
ManydbakTypunr Capn,
LLiBeiiuapis
BMPOGHMLTBO
Hepo3dacoBaHOro
NpoAYyKTY, NepBUHHE
nakyBaHHS TOTOBOrO
nikapcbKoro 3acoby Ta
4acTKOBWIN KOHTPO/Ib
SAKOCTi rOTOBOrO
nikapcbKoro 3acoby:
Takena MaHyhek4vypiHr
AscTpis Al', ABcTpis
4aCcTKOBUI KOHTPO/Ib
AIKOCTi FOTOBOr0O
niKkapcbKoro 3acoby:
Takepa MaHydekuypiHr
ABcTpist Al', ABCTpis
BMPOGHULITBO, NEPBUHHE
nakyBaHHS Ta KOHTPO/b
AKOCTi PO3YMHHMKA:
3irdopig XamensH MvéxX,
HimeuynHa

ALBENT

MOPOLLIOK Ta PO3UYNHHUK
AN PO3UMHY ANs

iH ekuii, no 500 MO; 1
h/1aKoH 3 NOPOLLKOM Y
KomnekTi 3 1
d1akoHOM 3
PO34MHHKKOM (BOAA AN
iH'ekyin) no5mntano 1
NPUCTOCYBaHHIO AN
po3BefeHHs
BAKCIDKEKT Il'y
Kopoo6Li

Bakctep Al

ABCTpIs

BTOPWHHE MakKyBaHHSA
roTOBOrO NiKapCbKOro
3aco0y Ta PO3UMHHUKA,
4acTKOBUIN KOHTPO/Ib
AIKOCTi rOTOBOrO
nikapcbKoro 3acoby,
BUMNYCK cepii roToBOro
nikapcbKoro 3acoby Ta
PO3YMHHYIKA:
Bakcanta benmxiym
MaHydhekTypiHr CA,
Benbris
BUPOGHMLTBO
Hepo3cacosaHoro
NpoAYyKTY, NepBUHHE
nakyBaHHS1 FOTOBOro
niKkapcbKoro 3acoby Ta
4acTKOBUI KOHTPO/1b
AIKOCTi FOTOBOrO
nikapcbKoro 3acoby:
Bakcanta
ManydaktypuHr Capn,
LLiseiuapis
BUPOGHMUTBO

Benebrisi/
Lsenuapis/
ABcTpisi/
HimeuunHa

3miHa B.1.b.1.(f), Il Po3wupeHHsa
rPaHNYHNX 3HaYeHb nokasHuka N-
glycan (HPLC) y cneuudikauii npu
BMNYCKY Ta Ha TEPMIH NpUAATHOCTI
nns ADVATE Bulk Drug
Substance.
TepMiH BBEEHHS 3MiH - NPOTATOM
6-Tn micsauiB 3 gatn
3aTBEPAKEHHS.

3a
peyenmom

UA/16801/01/02




Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
yrnakoska)

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayjitiHo2o
nocsioYeHHs

Hepo3cacosaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS r0TOBOro

nikapcbKoro 3acoby Ta
4acTKOBWI KOHTPO/1b
AKOCTi FOTOBOr0O
nikapcbKoro 3acoby:
Takepa MaHydekuypiHr
ABcTpist Al', ABCTpis
4acTKOBUIA KOHTPO/Ib
AKOCTi FOTOBOrO
nikapcbKoro 3acoby:
Takega MaHydekuypiHr
AscTpis Al', ABcTpis

BYPOGHULITBO, NEPBUHHE

nakyBaHHS Ta KOHTPO/b
AKOCTi PO3YMHHMKA:
3irdopig, XamenbH M6X,
HimeyunHa

AOQBENT

NOPOLUOK Ta PO3YNHHUK

[N po3unHy Ans

iH ekuii, no 1000 MO; 1
b/1aKoH 3 MOPOLLUKOM Y
KOMnNNekTi 3 1
¢nakoHoOM 3
PO34MHHKKOM (BOAa st
iH'ekyin) no5mntano 1
NpUCTOCYBaHHIO ANst
po3BeAeHHs
BAKCIDKEKT Il 'y
Kopoo6Li

Bakctep Al

ABCTpIs

BTOPWHHE MaKyBaHHSA
roTOBOrO /liKapCbKOro
3acoby Ta PO3YMHHUKA,
4acTKOBUI KOHTPO/1b
AIKOCTi FOTOBOrO
nikapcbKoro 3acooby,
BWMNYCK Cepii roToBOro
nikapcbKoro 3acoby Ta
PO3UYNHHYIKA:
Bakcanta Bengxiym
MaHydekTypiHr CA,
Benbris
BMPOGHMLTBO
Hepo3ghacoBaHOro
NpoAyKTy, NepBUHHE
nakyBaHHS r0TOBOro
nikapcbKoro 3acoby Ta
4acTKOBWIA KOHTPO/b
AKOCTi rOTOBOr0O
nikapcbKoro 3acoby:
Bakcanta
ManycbakTypuHr Capn,
LLiBeiiuapis
BVMPOGHMLTBO
Hepo3dacoBaHOro
NpOAYKTY, NePBUHHE
nakyBaHHs rOTOBOrO
NiKapcbKoro 3acoby 1a

Benbrisi/
LLBeiiuapis/
AscTpisi/
HimeuunHa

3wmiHa B.1.b.1.(f), Il Po3wmpeHHs
rPaHNYHNX 3Ha4YeHb NokasHuka N-
glycan (HPLC) y cneuudpikanii npu
BWMYCKy Ta Ha TEPMIH NPUAATHOCTI
ons ADVATE Bulk Drug
Substance.
TepMmiH BBEZIEHHS 3MiH - MPOTArom
6-Tn micsauiB 3 gatu
3aTBEPIKEHHS.

3a
peyenmom

UA/16801/01/03




Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
yrnakoska)

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayjitiHo2o
nocsioYeHHs

4acTKOBUIA KOHTPO/Ib
AKOCTi FOTOBOrO
nikapcbKoro 3acoby:
Takega MaHydekuypiHr
AscTpis Al', ABcTpis
4acTKOBWIN KOHTPO/Ib
SAKOCTi rOTOBOrO
nikapcbKoro 3acoby:
Takena MaHyhek4yypiHr
AscTpis Al', ABcTpis
BUPOGHWLITBO, NEPBUHHE
nakyBaHHS Ta KOHTPO/b
AKOCTI PO3YMHHUKA:
3irdopig XamensH MvbX,
HimeyunHa

ALBENT

MOPOLLIOK Ta PO3UYNHHUK
AN PO34NHY ANs

iH ekuiid, no 1500 MO; 1
b1aKOH 3 MOPOLLKOM Y
KomnnekTi 3 1
NakoHOM 3
pO34nHHKKOM (BOAA ANA
iH'ekyin) no5mntano 1
NpUCTOCYBaHHIO AN
po3BefeHHs
BAKCO)KEKT Il'y
KopoobLi

Bakctep Al

ABCTpis

BTOPWHHE MaKyBaHHS
rOTOBOrO /liKapCbKOro
3aco6y Ta pO34MHHUKA,
4YacTKOBWIA KOHTPO/b
AKOCTi rOTOBOr0O
nikapcbKoro 3acoby,
BWMNYCK Cepii roToBOro
nikapcbKoro 3acoby Ta
PO3YMHHYKA:
Bakcanta Bengpxiym
MaHydhekTypiHr CA,
Benbris
BVMPOGHMLTBO
Hepo3dacoBaHOro
NPOAYKTY, NePBUHHE
nakyBaHHS! TOTOBOrO
nikapcbKoro 3acoby Ta
4acTKOBWIN KOHTPO/Ib
AIKOCTi rOTOBOrO
nikapcbKoro 3acoby:
Bakcanta
MaHydaktypuHr Capn,
LLiseiiuapis
BUPOGHMLTBO
Hepo3cacosaHoro
NpoAYyKTY, NepBUHHE
nakyBaHHS rOTOBOro
niKkapcbKoro 3acoby Ta
4aCcTKOBUI KOHTPO/Ib
AIKOCTi FOTOBOrO
nikapcbKoro 3acoby:
Takeaa MaHydekyypiHr

Benbrisi/
LLBefiuapis/
AscTpisi/
HimeuunHa

3wmiHa B.1.b.1.(f), Il Po3wmpeHHs
rPaHNYHNX 3Ha4YeHb NokasHuka N-
glycan (HPLC) y cneuudpikauii npu
BWMYCKY Ta Ha TEPMIH NPUAATHOCTI
ons ADVATE Bulk Drug
Substance.
TepMmiH BBELEHHS 3MiH - NPOTArom
6-Tn micsauiB 3 Aatu
3aTBEPAKEHHS.

3a
peyerimom

UA/16801/01/04




Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
yrnakoska)

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayjitiHo2o
nocsioYeHHs

AscTpis Al', ABcTpis
4acTKOBWI KOHTPO/1b
AIKOCTi rOTOBOr0O
niKkapcbKoro 3acoby:
Takepa MaHydekuypiHr
ABcTpist Al', ABCTpis
BMPOGHULITBO, NEPBUHHE
nakyBaHHS Ta KOHTPO/b
AKOCTi PO3YMHHMKA:
3irdopig XamensH MvéX,
HimeuynHa

ALBENT

MOPOLLIOK Ta PO3UYNHHUK
AN PO3UMHY ANns

iH ekuii, no 2000 MO; 1
h/1aKoH 3 NOPOLLKOM Y
KomnekTi 3 1
d1akoHOM 3
PO34MHHKKOM (BOAA AN
iH'ekyin) no5mntano 1
NPUCTOCYBaHHIO AN
po3BefeHHs
BAKCIDKEKT Il'y
Kopoo6Li

Bakctep Al

ABCTpIS

BTOPWHHE MakKyBaHHSA
roTOBOr0 NikapCbKOro
3aco0y Ta PO3UMHHUKA,
4acTKOBWIN KOHTPO/Ib
AIKOCTi rOTOBOrO
nikapcbKoro 3acoby,
BUMNYCK cepii roToBOro
niKkapcbKoro 3acoby Ta
PO3YMHHYIKA:
Bakcanta benmxiym
MaHydhekTypiHr CA,
Benbrisa
BUPOGHMLTBO
Hepo3cacosaHoro
NpOAYyKTY, NepBUHHE
nakyBaHHS rOTOBOro
niKkapcbKoro 3acoby Ta
4aCcTKOBUI KOHTPO/Ib
AIKOCTi FOTOBOrO
nikapcbKoro 3acoby:
Bakcanta
ManydaktypuHr Capn,
LLiseiuapis
BMPOGHMLTBO
Hepo3ghacoBaHOro
NpoAyKTy, NepBUHHE
nakyBaHHS roTOBOro
nikapcbKoro 3acoby Ta
4acTKOBWIA KOHTPO/b
AKOCTi rOTOBOrO
nikapcbKoro 3acoby:
Takega MaHydekuypiHr
ABcTpis Al', ABcTpis
4acTKOBWIN KOHTPO/Ib
AIKOCTi rOTOBOrO
NiKapcbKoro 3acooby:

Benebrisi/
Lsenuapis/
ABcTpisi/
HimeuunHa

3miHa B.1.b.1.(f), Il Po3wupeHHsa
rPaHNYHNX 3HaYeHb nokasHuka N-
glycan (HPLC) y cneuudikauii npu
BMNYCKY Ta Ha TEPMIH NpUAATHOCTI
nns ADVATE Bulk Drug
Substance.
TepMiH BBEAEHHS 3MiH - NPOTANOM
6-Tv micsauiB 3 gatn
3aTBEPAKEHHS.

3a
peyenmom

UA/16801/01/05




KOMNNekTi 3 1
¢nakoHoOM 3
PO34MHHKKOM (BOAa AN
iH'ekyin) no5mntano 1
NpUCTOCYBaHHIO ANst
po3BefieHHs
BAKCO)KEKT Il'y
Kopoo6Li

AIKOCTi FOTOBOrO
nikapcbKoro 3acooby,
BWMNYCK Cepii roTOBOro
nikapcbKoro 3acoby Ta
PO3UYNHHYIKA:
Bakcanta Bengxiym
MaHydekTypiHr CA,
Benbris
BMPOGHMLTBO
Hepo3ghacoBaHOro
NpoAyKTy, NepBUHHE
nakyBaHHS r0TOBOro
nikapcbKoro 3acoby Ta
4acTKOBUIA KOHTPOb
AKOCTi rOTOBOrO
niKkapcbKoro 3acoby:
Bakcanta
ManycbakTypuHr Capn,
LLiBeiiuapis
BVMPOGHMLTBO
Hepo3dacoBaHOro
NpOAYKTY, NePBUHHE
nakyBaHHs rOTOBOrO
nikapcbKoro 3acoby Ta
4acTKOBUIN KOHTPO/Ib
AIKOCTi rOTOBOrO
nikapcbKoro 3acoby:
Takeaa MaHyhekuypiHr
AscTpisa Al', ABcTpis
4acTKOBUI KOHTPO/1b
AIKOCTi FOTOBOrO
nikapcbKoro 3acoby:
Takepa MaHydekuypiHr
ABcTpist Al', ABCTpis
BMPOGHULITBO, NEPBUHHE
nakyBaHHSA Ta KOHTPO/b

ons ADVATE Bulk Drug
Substance.
TepMmiH BBEZIEHHS 3MiH - MPOTArom
6-Tn micsauiB 3 gatu
3aTBEPMKEHHS.

Ne Hasga ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, peecmpayitiHo2o
3acoby yrnakoska) nocsio4YeHHs1
Takega MaHydekuypiHr
AscTpis Al', ABcTpis
BUPOGHMLITBO, NEPBUHHE
nakyBaHHS Ta KOHTPO/b
AKOCTi PO3YMHHMKA:
3irdopig, XamenbH MM6X,
HimeyunHa
6. ADBENT MOPOLLIOK Ta PO3UYNHHUK Bakctep Al ABCTpis BTOpPWHHE NaKyBaHHS Benebrisi/ 3miHa B.1.b.1.(f), Il Po3wmpeHHs 3a UA/16801/01/06
AN PO34MHY ANns roTOBOrO /liKapCbKoro Lseliuapis/ rPaHNYHNX 3Ha4YeHb NokasHuka N- peyernmom
iH eKuiii, no 3000 MO; 1 3ac06y Ta po34MHHNIKA, AscTpisi/ glycan (HPLC) y cneumndikauii npn
h/1aKOH 3 MOPOLLKOM Y 4acTKOBUI KOHTPO/Ib HimeyunHa BUMYCKy Ta Ha TEPMiH NPMAATHOCTI




Ne Hasga ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, peecmpayitiHo2o
3acoby yrnakoska) nocsio4YeHHs1
AKOCTI PO3YMHHUKA:
3irdopig XamensH MvbX,
HimeyunHa
7. IMYHAT NMOPOLLOK Ta PO3UYNHHUK Bakctep Al ABCTpist Bunyck cepii 13 Ta ABcTpisi/ B.Il.d.2(a) IA 3miHn y meTogi 3a peyenmom UA/16963/01/01
AN PO34NHY ANs PO3YMHHYIKA: HimeyunHa BUNPO6OBYBaHHA AN151 BUSHAYEHHS
iH ekuili no 250/190 MO, Takeaa MaHyhek4yypiHr BMICTy @30Ty 3a METOA0M
1 donakoH 3 NOPOLLKOM Y AscTpisa Al', ABCTpis; K'enbgans, a came: 3amiHa
KomnekTi 3 1 Bnpo6HuuTBO, NPSAMOro BU3HAYEeHHS BMICTY a30Ty
h/1TaKOHOM PO3UMHHUKA nepBUHHE NMakKyBaHHS Ha HenpsiMe BU3HaYeHHs. TepMmiH
(Boga ans iH'exuin) no 5 N3, BTOpPUHHE BBE/EHHS 3MiH - NPOTArom 6
M/ Ta Habopom Ans nakyBaHHs 113 Ta MiCALIB MIiCNSA 3aTBEPIKEHHS.
PO3YMHEHHS | BBEAEHHSA PO3YMHHWKA, KOHTPO/Ib
y Kopo6Li akocTi MN3:
Takepa MaHydekuypiHr
ABcTpist Al', ABCTpis;
KoHTponb sikocTi [N3:
Takepa MaHydekuypiHr
ABcTpist Al', ABCTpis;
Brpo6HMUTBO,
nepBUHHE NakyBaHHsA Ta
KOHTPO/b AKOCTI
PO3YMHHYKA:
3irdopig XamensH MvbX,
HimeyunHa
8. IMYHAT NMOPOLLOK Ta PO3UYNHHUK Bakctep Al ABCTpis Bunyck cepii [/13 Ta ABcTpisi/ B.Il.d.2(a) IA 3miHn y meTogi 3a peyenmom UA/16964/01/01
ANA PO34MHY ANA po3unHHuKa: Takega HimeuunHa BMNPO6OBYBaHHA N5 BUSHAYEHHS
iH ekuili no 500/375 MO, MaHydekuypiHr ABCTpis BMICTy @30Ty 3a METOA0M
1 donakoH 3 NOPOLLKOM Y Al, ABCTpis; K'enbgans, a came: 3amiHa
KomnnekTi 3 1 Bnpo6HuuTBO, NPSAMOro BU3HAYEHHS BMICTY a30Ty
h/1TaKOHOM PO3UMHHUKA nepBUHHE MakKyBaHHS Ha HenpsiMe BU3HaYeHHs. TepMmiH
(Boga ans iH'exuin) no 5 N3, BTOpUHHE BBEEHHS 3MiH - NPOTArom 6
M/ Ta Habopom Ans nakysaHHsa 13 Ta MiCAILiB MicNs 3aTBEPKEHHS.
PO3YMHEHHS | BBEL,EHHS PO3YMHHWKA, KOHTPO/Ib
y kopo6ui akocTi MN13: Takega
MaHydekuypiHr ABCTpis
ATl’, ABCTpisi; KOHTpO/b
skocTi [N13: Takega
MaHydekuypiHr ABCTpis
Al, ABCTpisi;
Brpo6HMUTBO,
nepBUHHE NakyBaHHsA Ta
KOHTPO/b AKOCTI
po3unHHMKa: 3irdpia
XamernbH Mv6X,
HimeyunHa
9. IMYHAT MOPOLLOK Ta PO3UYNHHUK Bakctep Al ABCTpIs Bunyck cepii [/13 Ta ABcTpisi/ B.Il.d.2(a) IA 3miHn y meTogi 3a peyenmom UA/16964/01/02
AN PO34MHY ANs po3unHHuKa: Takega HimeyunHa BMNPO6OBYBaHHA N5 BUSHAYEHHS




Ne Hasga ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, peecmpayitiHo2o
3acoby yrnakoska) nocsio4YeHHs1
iH ekuili no 1000/750 MaHydekuypiHr ABCTpis BMICTy @30Ty 3a METOA0M
MO, 1 chnakoH 3 Al, ABCTpisi; K'enbgans, a came: 3amiHa
MOPOLLKOM Y KOMMNJIEKTi 3 Bnpo6HuuTBO, NPSAMOro BU3HAYEHHS BMICTY a30Ty
1 donakoHoOM nepBrYHHE NakyBaHHSA Ha HenpsiMe BU3HAYeHHs. TepMmiH
po3unHHYKKa (Boga A1 N3, BTOPUHHE BBE/IEHHS 3MiH - NPOTAroM 6
iH'ekyjin) no 10 mn Ta nakysaHHsa N3 Ta MiCAILiB nicns 3aTBEPKEHHS.
Habopom AnA PO3YUHHYIKA, KOHTPOb
PO3YMHEHHS | BBEAEHHS sKocTi [13: Takega
y Kopobuj MaHydekuypiHr ABCTpis
ATl’, ABCTpisi; KOHTpO/b
sKocTi [13; Takega
MaHydekuypiHr ABCTpis
Al, ABCTpisi;
Brpo6HMUTBO,
nepBMHHE NakyBaHHS Ta
KOHTPO/Ib AKOCTI
po3unHHMKa: 3irdpia
XamenbH Mv6X,
HimeyunHa
10. NEHANIAOMI | kancynwu TBepai no 2,5 KPKA, ao.4., CnoBeHis BMPOGHULITBO, MEPBMHHA XopsarTisi/ C.1.3.z —Change(s) in the SPC, 3a peyenmom UA/19062/01/01
A KPKA Mr; 0 7 Kancyn TBepanx | HoBo mecTo Ta BTOPVHHA yNakoBka, CnoseHis/ Labelling or PL intended to
y 6nicTepi, no 3 KOHTPO/1b Ta BUMYCK HimeyunHa implement the outcome of a
6nictepun y kopobui cepii: KPKA-®APMA procedure concerning PSUR or
[.0.0., XopBarisi; PASS or the outcome of the
KOHTPO/b Ta BUMYCK assessment done under A 45/46 —
cepii: KPKA, a.4., HoBo Other variation. To update section
MecTo, CroBeHis; 4.4 of the SmPC to update a
BTOPVIHHA yNakoBKa: warning on tumour lysis syndrome
KPKA, a.a., HoBo mecTo, in view of available date from
CnoBeHis; spontaneous reports in
Mikpo6iosioriuHe myelodysplastic syndrome
BMNpOGYBaHHSA (y indication assessed for parent
BMNafKy KOHTPOIO cepil product Revlimid. BBefieHHS 3MiH
TAL dapma M'm6X): NpoTSArom 6-Tn MicAuiB nicas
Na6op N1C CE & Ko. KT, 3aTBEPKEHHS.
HimeyunHa; BTOpUHHA
ynakoBka, BUNycK cepil:
TAL ®apma 'M6X,
HimeuunHa; KOHTponb
cepii (hi3nyHi Ta XimiyHi
MeToau KoHTposio): TAL,
dapma N'vbX,
HimeyunHa
11. NEHANIAOMI | kancynu TBep4i no 5 mr; KPKA, a.4., CnoseHis BMPOGHULITBO, MEPBMHHA Xopsaris/ C.1.3.z —Change(s) in the SPC, 3a peyenmom UA/19062/01/02
A KPKA no 7 kancyn TBepamx y HoBo mecTo Ta BTOPVHHA yNakoBka, CnoseHis/ Labelling or PL intended to
6nictepi, no 3 6nictepu KOHTPO/1b Ta BUMYCK HimeuunHa implement the outcome of a

y Kopooui

cepii: KPKA-OAPMA

procedure concerning PSUR or




Ne Hasga ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, peecmpayitiHo2o
3acoby yrnakoska) nocsio4YeHHs1
[.0.0., XopBarTis; PASS or the outcome of the
KOHTPO/b Ta BUMYCK assessment done under A 45/46 —
cepii: KPKA, a.4., HoBo Other variation. To update section
mecTo, CrnoBeHis; 4.4 of the SmPC to update a
BTOPUHHA yrnakoBKa: warning on tumour lysis syndrome
KPKA, a.4., HoBo mecTo, in view of available date from
CnoseHis; spontaneous reports in
MikpobiosoriyHe myelodysplastic syndrome
BMNPOBYBaHHs (Y indication assessed for parent
BMNaAKy KOHTPOtO cepii product Revlimid. BBefeHHS 3MiH
TAL dapma M'vM6X): npoTArom 6-Tu MicauiB nicns
Na6op NIC CE & Ko. KT, 3aTBepKeHHS.
HimeuunHa; BTOpMHHA
yrnakoBka, BUMycK cepil:
TAL dapma 'M6X,
HimeuunHa; KOHTpOsb
cepil (i3nyHi Ta XimiyHi
MeToau KoHTponto): TAL
dapma N'vbX,
HimeuynHa
12. NEHANIAOMI | kancynu TBepgi no 7,5 KPKA, a.4., CnoseHis BMPOOHULITBO, NEPBUHHA Xopsaris/ C.1.3.z —Change(s) in the SPC, 3a peyenmom UA/19062/01/03
A KPKA Mr; no 7 kancyn Teepgux | Hoso mecto Ta BTOPVIHHA ynakKoBKa, CnoseHis/ Labelling or PL intended to
y 6nicTepi, no 3 KOHTPO/b Ta BUMYCK HimeuunHa implement the outcome of a
6nictepun y Kopobui cepii: KPKA-OAPMA procedure concerning PSUR or
4.0.0., XopBarTis; PASS or the outcome of the
KOHTPO/b Ta BUMYCK assessment done under A 45/46 —
cepii: KPKA, a.4., HoBo Other variation. To update section
mecTo, CroBeHis; 4.4 of the SmPC to update a
BTOpPUHHA yMnaKoBKa: warning on tumour lysis syndrome
KPKA, a.4., HoBo mecTo, in view of available date from
CnoseHis; spontaneous reports in
MikpobiosoriyHe myelodysplastic syndrome
BMNPOBGYBaHHs (Y indication assessed for parent
BMMNaAKy KOHTPOtO cepii product Revlimid. BBegeHHS 3MiH
TAL d®apma M'M6X): npoTArom 6-Tu MicauiB nicns
Nab6op /IC CE & Ko. KT, 3aTBepXeHHs.
HimeuunHa; BTOpMHHA
yrnakoBka, BUMycK cepil:
TAL dapma 'M6X,
HimeuunHa; KOHTpOsb
cepil (i3nyHi Ta XimiyHi
MeToamn KoHTponto): TAL
dapma N'vbX,
HimeuynHa
13. NEHANIAOMI | kancynu Teepgi no 10 KPKA, a.4., CnoseHis BMPOGHULITBO, NEPBUHHA XopsarTisi/ C.1.3.z —Change(s) in the SPC, 3a peyenmom UA/19062/01/04
A KPKA Mr; no 7 kancyn TBepaux | Hoso mecto Ta BTOPVIHHA ynakKoBKa, CnoseHis/ Labelling or PL intended to
y 6nicTepi, no 3 KOHTPO/b Ta BUMYCK HimeyunHa implement the outcome of a




Ne Hasga ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, peecmpayitiHo2o
3acoby yrnakoska) nocsio4YeHHs1
6nictepu y kopobuj cepii: KPKA-®APMA procedure concerning PSUR or
[.0.0., XopBarTisi; PASS or the outcome of the
KOHTPO/b Ta BUMYCK assessment done under A 45/46 —
cepii: KPKA, a.4., HoBo Other variation. To update section
mecTo, CroBeHis; 4.4 of the SmPC to update a
BTOPVHHA ynakoBKa: warning on tumour lysis syndrome
KPKA, a.4., HoBo mecTo, in view of available date from
CnoBeHis; spontaneous reports in
Mikpo6iosoriyHe myelodysplastic syndrome
BUNpoGYBaHHSA (y indication assessed for parent
BMMNaAKy KOHTPOStO cepii product Revlimid. BBegeHHS 3MiH
TAL ®apma M'M6X): NpOTArom 6-Tu MicAuiB nicns
Na6op NC CE & Ko. KT, 3aTBEPKEHHS.
HimeyunHa; BTOpUHHA
ynakoBka, BUMYyCK cepii:
TAL ®apma 'M6X,
HimeyunHa; KOHTpONb
cepii (i3nyHi Ta XiMiuHi
MeToAu KOHTponi): TA
dapma 'M6X,
HimeyunHa
14. NEHANIAOMI | kancynw TBepai no 15 KPKA, a.4., CnoBeHis BMPOGHMLITBO, NEPBMHHA XopsarTisi/ C.1.3.z —Change(s) in the SPC, 3a peyenmom UA/19062/01/05
A KPKA Mr; o 7 kancyn TBepaux | Hoso mecto Ta BTOPVIHHA YMaKoBKa, CnoseHis/ Labelling or PL intended to
y 6nicTepi, no 3 KOHTPONb Ta BUMYCK HimeyunHa implement the outcome of a
6nictepun y kopobuj cepii: KPKA-®APMA procedure concerning PSUR or
[.0.0., XopBarTis; PASS or the outcome of the
KOHTPONb Ta BUMYCK assessment done under A 45/46 —
cepii: KPKA, a.4., HoBo Other variation. To update section
mecTo, CroBeHis; 4.4 of the SmPC to update a
BTOPVHHA ynakoBKa: warning on tumour lysis syndrome
KPKA, a.4., HoBo mecTo, in view of available date from
CnoBeHis; spontaneous reports in
Mikpo6iosioriuHe myelodysplastic syndrome
BMNpOGYBaHHSA (y indication assessed for parent
BMMNaAKy KOHTPOSO cepii product Revlimid. BBegeHHS 3MiH
TAL dapma M'M6X): NpoTArom 6-Tu MicAuiB nicns
Na6op NNC CE & Ko. KT, 3aTBEPKEHHS.
HimeyunHa; BTOpUHHA
ynakoBka, BUMNYCK cepii:
TAL ®apma 'M6X,
HimeyunHa; KOHTpONb
cepil (i3nyHi Ta XiMiuHi
MeToAu KOHTponio): TA
dapma 'v6X,
HimeyunHa
15. NEHANIAOMI | kancynwu TBepai no 20 KPKA, a.4., CnoBeHis BMPOGHMLITBO, MEPBMHHA XopsarTisi/ C.1.3.z —Change(s) in the SPC, 3a peyenmom UA/19062/01/06
A KPKA Mr; Mo 7 Kancyn TBepanx | HoBoO mecTo Ta BTOPVHHA yNakoBka, CnoseHis/ Labelling or PL intended to




Ne Hasga ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, peecmpayitiHo2o
3acoby yrnakoska) nocsio4YeHHs1
y 6nicTepi, no 3 KOHTPO/b Ta BUMYCK HimeyunHa implement the outcome of a
6nictepu y kopobui cepii: KPKA-®APMA procedure concerning PSUR or
[.0.0., XopBarisi; PASS or the outcome of the
KOHTPO/b Ta BUMYCK assessment done under A 45/46 —
cepii: KPKA, a.4., Hoso Other variation. To update section
MecTo, CnoBeHis; 4.4 of the SmPC to update a
BTOPVHHA ynakoBKa: warning on tumour lysis syndrome
KPKA, a.4a., HoBo mecTo, in view of available date from
CnoBeHis; spontaneous reports in
MikpoGiosioriuHe myelodysplastic syndrome
BMNpOGYBaHHSA (y indication assessed for parent
BMNaAKy KOHTPOO cepii product Revlimid. BBefeHHS 3MiH
TAL dapma M'm6X): nNpoTSArom 6-Tu MicayiB nicns
Na6op N1C CE & Ko. KT, 3aTBEpPKEHHS.
HimeyunHa; BTOpUHHA
ynakoBka, BUNyck cepil:
TAL ®apma 'M6X,
HimeyunHa; KOHTponb
cepii (i3nyHi Ta XimiyHi
MeToau KoHTposio): TAL,
$apma 'vbX,
HimeyunHa
16. NEHANIAOMI | kancynw TBepai no 25 KPKA, ao.4., CnoBeHis BMPOGHULITBO, MEPBMHHA XopsarTisi/ C.1.3.z —Change(s) in the SPC, 3a peyenmom UA/19062/01/07
A KPKA Mr; 0 7 Kancyn TBepanx | HoBo mecTo Ta BTOPVHHA yNakoBka, CnoseHis/ Labelling or PL intended to
y 6nicTepi, no 3 KOHTPO/1b Ta BUMYCK HimeyunHa implement the outcome of a
6nictepun y kopobui cepii: KPKA-®APMA procedure concerning PSUR or
[.0.0., XopBarisi; PASS or the outcome of the
KOHTPO/b Ta BUMYCK assessment done under A 45/46 —
cepii: KPKA, a.4., HoBo Other variation. To update section
MecTo, CroBeHis; 4.4 of the SmPC to update a
BTOPVIHHA yNakoBKa: warning on tumour lysis syndrome
KPKA, a.a., HoBo mecTo, in view of available date from
CnoBeHis; spontaneous reports in
MikpoGiosioriyHe myelodysplastic syndrome
BMNpoGYBaHHSA (y indication assessed for parent
BMNafKy KOHTPOIO cepil product Revlimid. BBefieHHS 3MiH
TAL dapma M'm6X): NpoTSArom 6-Tu MicAuiB nicas
Na6op N1C CE & Ko. KT, 3aTBEPKEHHS.
HimeyunHa; BTOpUHHA
ynakoBka, BUNyck cepil:
TAL ®apma 'M6X,
HimeuunHa; KOHTponb
cepii (i3nyHi Ta XimiyHi
MeToau KoHTposnio): TAL,
dapma N'vbX,
HimeyunHa
17. OHKACIMAP® | nopoLloK Ana po3ynHy Ie Nabopatyap PpaHuin BMNpPOOYBaHHSA CcLa/ C.l.4 - Change(s) in the SPC, 3a peyenmom UA/18776/01/01




Ne Hasga ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, peecmpayitiHo2o
3acoby yrnakoska) nocsio4YeHHs1
ANs iH'ekuin/iHdpys3ild, CepB'e cTabinbHOCTI Himeuunna/ Labelling or PL due to new quality,
750 MO/mn; no 3750 (BnpobyBaHHsA Ha ®paHuis preclinical, clinical or
MO y chnakoHi; no 1 NPOHVUKHEHHSA pharmacovigilance data.

hnakoHy B KOPO6L 3
KapTOHY 3 MapKyBaHHAM
YKPaiHCbLKOI0 MOBOHO; MO
3750 MO y donakoHi 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO; MO 1
hnakoHy B CTaHO4APTHO-
€KCMOPTHI ynakoBLi 3
MapKyBaHHAM
iHO3EMHOIO MOBOIO, SIKa
MICTUTBCS B KOPOGL 3
KapTOHY 3 MapKyBaHHAM
YKparHCbKOI MOBOIO; M0
3750 MO y chnakoHi 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO; No 1
h1akoHy B KOpOO6L 3
KapTOHY 3 MapKyBaHHAM
iHO3EMHOIO MOBOIO 3i
CTiKEpPOM YKpaiHCbKO0
MOBOIO

6apBHYVKa): ABicTa
dapma ContoLHE, IHK.,
CLWA; KoHTponb AKOCTi
nig Yac BUMyCKy
NPOAYKTY 3a NOKa3HVKOM
yac BiJHOB/NEHHS,
NPO30pPiCTb, 30BHiLLHIl
BUrNsAg, pH, gomiluku,
BU3HauYeHHsa TNBS,
KOHLeHTpaLis 6inka,
cuna gji/akTuBHICTb,
crneundivyHa(nuToma)
aKTUBHICTb,
OHOPIZHICTb J030BaHMX
OAVHULb, BMICT BOJIOTH,
YNCTOTa, IAEHTUYHICTb:
Eliu[abn’'toBain dapma
Cepgices 'm6X,
HimeuunHa;
BMNPOOYBaHHSA
CTabiNbHOCTI, KOHTPO/b
AKOCTI Nif, Yac BUMYyCKy
NPOAYKTY, MapKyBaHHS
Ta BTOPMHHE MakKyBaHHS:
Ekcenig, IHk., CLUA;
KOHTPO/Ib SIKOCTi Mif Yac
BUMYCKY NPOAYKTY 3a
NOKa3HUKOM
CTEPW/TbHICTb, MeXaHi4Hi
BK/IIOYEHHS (HEBUAMMI
4yacTkn), bakTepiasibHi
eHAoToKcuHK: Jlabop J1IC
CE & Ko. KT,
HimeuunHa;
MapkyBaHHs, BTOPVHHE
nakyBaHHs, BUMYCK cepii
roTOBOro NikapCbKOro
3acoby: /labopaTtopii
Ceps'e IHpacTpi,
dpaHLis; BUPOGHULTBO,
KOHTPO/Ib SIKOCTi Mif Yac
BUMYCKY NPOAYKTY 3a
NMOKa3HWKOM BMICT BOAW:
JlioginizeriwH Cepsices

Update of sections 4.2 and 4.4 of
the SmPC in order to add advice
on premedication to reduce the
cases of hypersensitivity reactions
based on literature review and
guidelines. The Package Leaflet is
updated accordingly.
BBefeHHs 3MiH NpoTsArom 6-tv
MicAILiB nicns 3aTBEPOKEHHS.




Ne Hasga ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, peecmpayitiHo2o
3acoby yrnakoska) nocsio4YeHHs1
oh H'to IHrneng, IHk.,
CLA; MapkyBaHHs,
BTOPWHHE MaKyBaHHS:
[Jepe JloxicTik, PpaHuis
18. MIKPEN TabneTkn, BKpUTI HoBaprTic LLiBefiuapis nepBUHHE Ta BTOPVHHE CnoseHis/ A.6 type |A — Administrative 3a UA/18778/01/01
NNiBKOBOK 060/1I0HKOIO, dapma Al nakyBaHHs: HimeyuunHa/ change - Change in ATC peuenmom
no 150 mr; 56 TabneTok; Nek ®apmacboTmKasc LLiseliyapis Code/ATC Vet Code
no 14 tabnetok y A.4., BUpo6Hnya C.1.4 type Il — Change(s) in the
6nictep-kapTi, no 4 AinbHUus NleHpasa, SPC, Labelling or PL due to new
6nicTep-kapTn y Kopobui CnoseHis quality, preclinical, clinical or
pharmacovigilance data
nepBrHHE Ta BTOPUHHE Update of section 5.1 of the SmPC
nakyBaHHs, BUNYyCK cepii: based of final results from study
ek ®apmacbloTukanc CBYL719C2301 (SOLAR-1) listed
4.4., CnoseHis as a PAES in the Annex II; this is a
phase lll, randomized, double-
BWMYCK Cepil: blind, placebo controlled study of
Hosaprtic ®apma N'vbX, alpelisib in combination with
HimeuunHa fulvestrant for men and
postmenopausal women with
BUPOBHULTBO, KOHTPO/Ib hormone receptor positive, HER2-
SAKOCTI: negative advanced breast cancer
HoBapTic ®apma LUTeiH which progressed on or after
AT, LWBeliyapis aromatase inhibitor treatment; the
Annex Il is updated accordingly. In
YacTKOBWIA KOHTPO/b addition, the MAH is updating the
AKOCTI: ATC code in the SmPC. The RMP
dapmaHanituka CA, version 5.0 has also been
LLiseiiuapis submitted.
BBefeHHs 3MiH NpoTAroM 6-Tn
MiCALIB MIiCNS 3aTBEPLKEHHS.
19. MIKPEN TabneTkn, BKpUTI Hosapric LLiBeiuapis nepBrHHE Ta BTOPUHHE CnoseHis/ A.6 type |A — Administrative 3a UA/18778/01/02
NNiBKOBOK 060/I0HKOIO, dapma Al nakyBaHHs: HimeyuunHa/ change - Change in ATC peuenmom
no 200 mr; 28 TabneTok; Nek ®apmacboTrKasc LLIseliapis Code/ATC Vet Code

no 14 tabneTtok y
6nictep-kapTi; no 2
6nicTep-kapTn y Kopoobui

A.4., BUpo6Huua
AinbHuus NleHpasa,
CnoseHis

nepBrHHE Ta BTOPUHHE
nakyBaHHs, BUNYyCK cepil:
Jlek ®apmacboTukanic
4.4., CnoseHis

BMNYCK cepil:
Hosaprtic ®apma N'vbX,
HimeuunHa

C.1.4 type Il — Change(s) in the
SPC, Labelling or PL due to new
quality, preclinical, clinical or
pharmacovigilance data
Update of section 5.1 of the SmPC
based of final results from study
CBYL719C2301 (SOLAR-1) listed
as a PAES in the Annex II; this is a
phase lll, randomized, double-
blind, placebo controlled study of
alpelisib in combination with
fulvestrant for men and
postmenopausal women with




Ne Hasga ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, peecmpayitiHo2o
3acoby yrnakoska) nocsio4YeHHs1
BMPOGHULITBO, KOHTPO/1b hormone receptor positive, HER2-
AKOCTI: negative advanced breast cancer
HoBapTic ®apma LUTeiH which progressed on or after
AT, Weeiiuapis aromatase inhibitor treatment; the
Annex Il is updated accordingly. In
4YacTKOBUIA KOHTPO/b addition, the MAH is updating the
AKOCTI: ATC code in the SmPC. The RMP
dapmaHanituka CA, version 5.0 has also been
LLiBeiiuapis submitted.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHS.
20. MIKPEN TabneTkn, BKPUTI Hosapric LLiBeiiuapis nepBrHHE Ta BTOPUHHE CnoseHis/ A.6 type |A — Administrative 3a UA/18778/01/03
NNIBKOBOK 060/TI0HKOIO, Papma Al nakyBaHHS: HimeyunHa/ change - Change in ATC peyernmom
no 50 mr Ta 200 mr; 56 ek ®apmacbloTukanc LlBeiiuapis Code/ATC Vet Code
Tabnetok (28 TabneTok 4.4., BupobHuya C.1.4 type Il — Change(s) in the
no 200 mr Ta 28 AinbHuus NleHgasa, SPC, Labelling or PL due to new
Tabnetok no 50 mr); no CnoBeHis quality, preclinical, clinical or
7 TabneTok [03yBaHHAM pharmacovigilance data
200 mr Ta no 7 TabneTok nepBrHHE Ta BTOPUHHE Update of section 5.1 of the SmPC
[03yBaHHAM 50 Mry nakyBaHHs, BUNyCK cepil: based of final results from study
6nictep-kapTi, no 4 ek ®apmacbioTuKasic CBYL719C2301 (SOLAR-1) listed
6nicTep-kapTy y Kopoobui a.4., CnoseHis as a PAES in the Annex II; this is a
phase lll, randomized, double-
BMNYCK cepil: blind, placebo controlled study of
Hosaprtic ®apma 'mbX, alpelisib in combination with
Himeuunna fulvestrant for men and
postmenopausal women with
BMPOGHWLITBO, KOHTPO/1b hormone receptor positive, HER2-
SAKOCTi: negative advanced breast cancer
HoBapTic ®apma LUTeiH which progressed on or after
AT, Wseiuapis aromatase inhibitor treatment; the
Annex Il is updated accordingly. In
4YacTKOBUIA KOHTPO/b addition, the MAH is updating the
AKOCTI: ATC code in the SmPC. The RMP
dapmaHanituka CA, version 5.0 has also been
LLiBeiiuapis submitted.
BBefeHHs 3MiH NpoTArom 6-t
MicsILiB Micnsi 3aTBEPAKEHHS.
21. PUKCATOH KOHUEeHTpaT ons CaHpo3 'M6X ABCTpIs BUPOGHMK, IO AscTpisi/ B.l.a.4.z type IB - Change to in- 3a UA/17421/01/01
po3unHy ans iHgysin, 10 BignoBigae 3a BMNycK CnoseHis/ process tests or limits applied peuyenmom
mr/mn; no 10 mn (100 cepii: CaHpo3 'm6X - HimeyuunHa/ during the manufacture of the AS -
mr), a6o no 50 mn (500 BisHec nigpo3gin Leiiapis Other variation.

Mr) y dp1akoHi; no 2 abo
3 donakoHu no 10 mn B
KapTOHHI kopobui; no 1
abo 2 dpnakoHu no 50
M/1 B KAPTOHHI Kopo6Li

TEeXHO/0riYHa po3pobdka
Ta BUPOOHNLTBO
6i0N0riYHNX NikapCbKMx
3acob6iB LLladyTeHay
(BTAM AMNC), AscTpis;

To remove the osmolality and pH
testing of MO5 feed solution
(solution of glucose in water for
injection (WFI) used in GP2013
active substance (AS) upstream




Ne Hasga ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, peecmpayitiHo2o
3acoby yrnakoska) nocsio4YeHHs1
BUPOGHMLTBO process (main stage cultivation))
Hepo3acoBaHoi
NPOAYKLUiT, NepBUHHE Ta
BTOPWHHE MaKyBaHHS,
TeCTyBaHHS, [03BiN Ha
BUMYCK cepiii: Jlek
dPapmaLeBTnyHa
KoMnaHis g.4.,
CnoBeHis; TeCTyBaHHS:
ek dapmaveBTUYHA
KoMnaHis g.4.,
CnoBeHis; €BpodiHC
®ACT TmbX,
HimeuuunHa; HoBaprTic
dapma Arl, LseiiLapis
22, COJNIKBA PO34nH ANS iH KL, TOB "CaHodi- Ykpaina CaHodi-ABeHTiC HimeuunHa B.11.f.1.b.5, IB - Stability of FP - 3a UA/16774/01/01
100 Opa./mn+50 MKr/m; ABEHTIC [oitunang Mo X Extension of the shelf life of the peyenmom
Ne3 a60 Ne5: no 3 Mny YkpaiHa" finished product -
KapTpuaXi, Biological/immunological medicinal
BMOHTOBaHOMY B product in accordance with an
0/lHOPa30BY LUNPULL- approved stability protocol:
pyuky; no 3 abo no 5 To extend the shelf-life of the
LLINPUL-PYYOK B finished product, Insulin Glargine/
KapTOHHI KopobL. Lixisenatide solution for injection
["0nKM B ynakoBKy He 100 U/mL with 33 pg/mL and 50
BKJIHOYUEHI pg/mL, in accordance with an
approved stability protocol, from
24 months to 36 months when
stored between 2 °C and 8 °C.
BBefeHHs 3MiH NpoTAroM 6-Tn
MiCALIB MIiCNS 3aTBEPLKEHHS.
23. CONIKBA PO34UH ANS iH EKLii, TOB "CaHodi- Ykpaina CaHocdhi-ABeHTiC HimeyunHa B.Il.f.1.b.5, IB - Stability of FP - 3a UA/16775/01/01
100 Opg,./mn+33 MKr/mn; ABeHTIC [Loiunang MmeX Extension of the shelf life of the peuenmom
Ne3 a6o Ne5: no 3 mny YkpaiHa" finished product -

KapTpuaxi,
BMOHTOBaHOMY B
0iHOPAa30BY LUNPULL-
pyuky; no 3 abo no 5
LUNPWL-PYYOK B
KapTOHHI kopooLj.
lonKM B yNakoBKy He
BK/IOYEHI

Biological/immunological medicinal
product in accordance with an
approved stability protocol:

To extend the shelf-life of the
finished product, Insulin Glargine/
Lixisenatide solution for injection
100 U/mL with 33 pg/mL and 50
pg/mL, in accordance with an
approved stability protocol, from
24 months to 36 months when
stored between 2 °C and 8 °C.
BBefeHHs 3MiH NpoTArom 6-tu
MiCALB MiCNA 3aTBEPMKEHHS.




Ne Hasga ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, peecmpayitiHo2o
3acoby yrnakoska) nocsio4YeHHs1
24. CO/IKBA PO3UMH ANA iH EKLi, TOB "CaHodi- YkpaiHa CaHodi-ABeHTiC HimeuunHa A.4, |A - Administrative change - 3a UA/16775/01/01
100 Opa./mn+33 MKr/m; ABEHTIC [oiiunang Mo X Change in the name and/or peyenmom
Ne3 a60 Ne5: no 3 Mny YkpaiHa" address of a manufacturer or an
KapTpuaXi, ASMF holder or supplier of the AS,
BMOHTOBaHOMY B starting material, reagent or
0/lHOPa30BY LUNPULL- intermediate used in the
pyuky; no 3 abo no 5 manufacture of the AS or
LLINPUL-PYYOK B manufacturer of a novel excipient:
KapTOHHI kopobuj. To update the name and the
["onKM B ynakoBKy He address of the site responsible for
BKJTOYEHI manufacturing, packaging and
quality control testing of the active
substance Lixisenatide, from
Sanofi-Aventis Deutschland
GmbH, Industriepark Hochst,
65926 Frankfurt am Main,
GERMANY, to Euroapi Germany
GmbH, Bruningstraf3e 50, 65926
Frankfurt am Main, GERMANY.
There is no change in the location
of the site.
25. CO/IKBA PO34nH ANS iH EKLii, TOB "CaHodi- Ykpaina CaHodi-ABeHTiC HimeuunHa A.4, |A - Administrative change - 3a UA/16774/01/01
100 Opa./mn+50 MKr/m; ABEHTIC [oitunang Mo X Change in the name and/or peyenmom
Ne3 a60 Ne5: no 3 mny YkpaiHa" address of a manufacturer or an

KapTpuaXi,
BMOHTOBaHOMY B
0/IHOPa30BY LUMPWLL-
pyuky; no 3 abo no 5
LUNPWLI-PYYOK B
KapTOHHI KopobL.
["0ONKM B ynakoBKy He
BK/THOYEHI

ASMF holder or supplier of the AS,
starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel excipient:
To update the name and the
address of the site responsible for
manufacturing, packaging and
quality control testing of the active
substance Lixisenatide, from
Sanofi-Aventis Deutschland
GmbH, Industriepark Hochst,
65926 Frankfurt am Main,
GERMANY, to Euroapi Germany
GmbH, Bruningstraf3e 50, 65926
Frankfurt am Main, GERMANY.
There is no change in the location
of the site.

B.o. l'eHepanbHOro gupekropa




dapmaLeBTUYHOIO AnpekTopary IBaH SAABOPHUNX
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