NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO0 AKNX 3ABEPLLUEHO PO3rNa4 PEECTPALINHNX MATEPIANIB NPO BHECEHHA 3MIH 40

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBW, AKI 3APEECTPOBAHI

KOMMETEHTHAMW OPFAHAMU CMOJTYYEHUX LUTATIB AMEPUKW, LUBENLAPCBHKOI KOH®ELEPALLN, ANOHII, ABCTPAI,

KAHAAW, NIKAPCbKUX 3ACOBIB, WO 3A LEHTPANISOBAHOIO NPOLEEAYPOKO SAPEECTPOBAHI KOMMNETEHTHUM OPIrAHOM

EBPOMENCbLKOro CO3y

Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6HuUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
1. 3IPABEB KOHLeHTpaT Ans Mdpaitzep CLUA 36epiraHHa AP, BUPO6GHMLTBO, CLUA/ B.ll.d.1.e —Il. Change in the 3a UA/18148/01/01
pO34uHy ANs iHQy3il, Eiiy.Ci.Mi. nepBUHHE NakyBaHHS, Ipnangjs/ specification parameters and/or peyenmom
25 mr/mn, KopnopeiiLuH TeCTyBaHHS Npu BUMYCKY, Benbris limits of the finished product -
no 100 mr/4 mny BTOPWHHE NakKyBaHHS Ta Change outside the approved
chnakoHi; no 1 MapKyBaHHs, BUMyCK cepil: specifications limits range.
(h/1aKOHY Y KapTOHHilA dapmauis i AngpxoH KomnaHi To change the release and shelf
Kopobui 3 NNC, CWA; life specifications for the finished
MapKyBaHHSAM TeCcTyBaHHS NpuW BUMYCKY cepii, product — tighten specification
YKpaiHCbKOI MOBOIO; TEeCTyBaHHA Npu AOCIMKEHHI for charge heterogeneity by
no 400 mr/16 mny CTabifIbHOCTI: imaged electrophoresis.
chnakoHi; no 1 Baet bio®apma [iBixH ogp BaeT Revised release limits proposed
(h/1aKOHY Y KapTOHHilA dapmaceyTtukanc JI1C, CLA; as acidic species 20.3 to 35.6%,
Kopobui 3 TEeCTyBaHHS Npu BUMNYCKy cepil, main species > 53.9% and basic
MapKyBaHHSAM TeCTyBaHHS Npu AOCNiSKEHHI species < 17.8%.
YKpaiHCbKO MOBOIO; cTabinbHoCTI: Revised shelf life limits proposed
no 100 mr/4 mny Mdpaiizep Ipnangis as acidic species 20.3 to 39.8%,
chnakoHi; no 1 dapmacbloTikans, lpnaHgis; main species > 49.6% and basic
(h/1aKOHY Y KapTOHHilA BMNYCK cepil: species < 18.1%.
Kopoo6Li 3 Mdpaiizep Cepsic Komnani
MapKyBaHHAM BEBEA, Benbris
iHO3eMHOI0 MOBOIO 3
HaHeCeHHsIM CTUKepy
YKpaiHCbKOK MOBOIO;
no 400 mr/16 mny
dnakoHi; no 1
h1aKoHy Y KapTOHHIiA
Kopobui 3
MapKyBaHHSM
iHO3eMHOI0 MOBOIO 3
HaHeCeHHAM CTuKepy
YKpParlHCbLKOK MOBOIO
2. OHKACNAP® MOPOLLIOK A/15 po3ynHy | Jle NlabopaTtyap PpaHuis BMNPOGYBaHHS CTabiNIbHOCTI CLlA/ TexHiYHa NoMuKa CTOCy€eTbCA 3a UA/18776/01/01
ANs iH'eKUii/iHdy3ilA, CepB'e (BUNpPO6GYBaHHA Ha NPOHVKHEHHS HimeyuunHa/ Ha3BW PYHKLiT BUPOBHMKA: peyenmom
750 MO/mn; no 3750 6apBHYVIKa): ®paHujsa Ekcenig, IHk., CLLUA/Exelead,
MO y donakoHi; no 1 ABicta ®apma ContoLHc, IHK., Inc., USA (BunpobyBaHHs
dhnakoHy B KOpobLi 3 CUA; CTabiNbHOCTI, KOHTPO/b AKOCTI

KapToHYy 3
MapKyBaHHSIM

KoHTponb skocTi nig vac
BUMYCKY NPOAYKTY 3a&

nig yac BUMyCKy NpoayKTy,
nepBKHHE Ta BTOPUHHE




PO3UMHY ANS iH EKLiA
no 500 Of,.; nopoLLokK
y thnakoHax Ta
pO34nHHKK (BOogda AN
iH exuiii) no 10 mn a6o
no 20 Mn y dpnakoHax.
Mo 1 conakoHy 3
MOPOLLKOM Y
KomnekTi 3 1
hnakoHoM 3
PO3YMHHVKOM Ta 3
NpYCTOCYyBaHHAM ANA
po3BefeHHs
BAXJECT Il Xaii ®noy
Ta Habopom ans

cTepunisalisi, KOHTPOsIb SKOCTI,

nepBUHHE NaKyBaHHs, BTOPUHHE

nakyBaHHs1, BUpO6HULTBO N13:

BakcTep All, ABCTpis;
Bnpo6HMLITBO roTOBOrO
nikapcbKoro 3acoby: bakctep
Al, ABcTpisi; BionoriuHe
TecTyBaHHS:

BakcTep Al', ABCTpis;
B1po6HMLTBO PO3UNHHMKA:
3irdopig XamesnbH MvoX,
HimeuunHa

- AofaBaHHA HOBOro 06'eMy
HanoBHEHHA ANs
3aTBEPAKEHOIO

Hepo3dracoBaHOro PO3UNHY

66000 U/[l FEIBA NF drug

solution ans Bupo6HuuTBa 500
U/10 mn;

- 3MiHM Y MapameTpax in-process
control Ha eTani freez-drying
step npu niodinisauii gns 500
U/10 mn.

TepMiH BBEAEHHS 3MiH -
npoTArom 6 micAuis nicns
3aTBEPMAKEHHS.
PeecTpallis anbTepHaTMBHOrO

Ne Hassa dopma sUMyCKY 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
YKPaiHCbKOI0 MOBOIO; NOKa3HUKOM Yac BijHOBMEHHS, nakyBaHHS), KW € MPOMKHUM
no 3750 MOy NPO30piCTb, 30BHILLHIl BUTNAA, BMPOGHUKOM NpU BUPOOHULITBI
onakoHi 3 pH, AOMILLKN, BUSHAYEHHS rOTOBOTO JliKapCbKOro 3acoby B
MapKyBaHHAM TNBS, koHUeHTpauia 6inka, peecTpauiiiHoMy NOCBiAYEHHI Ta
iHO3EMHOIO MOBOIO; N0 cuna fji/akTuBHICTb, TUTYNbHIN cTOpiHL MKA.
1 cbnakoHy B cneundivyHa(nnuToma) 3rigHO [OKYMEHTIB, SiKi
cTaHJapTHO- aKTUBHICTb, O4HOPIAHICTb HaJaBa/ICb Ha peecTpauiio, a
€KCMOPTHIlA ynakoBL,i 3 [,030BaHVX OANHULb, BMICT came Mogynb 3 yacTuHa
MapKyBaHHSIM BOJIOMM, YACTOTA, iAEHTUYHICTDb: 3.2.P.3- BMPOGHUKM Ta fiLeHsii
iHO3EMHOI0 MOBOIO, Eiiy[abn’oBain dapma Ha BUPOGHULITBO (CKPIHLLOT 3
SKa MICTUTbCS B Cepsice3 'M6X, HimeuunHa; cavity FDA) doyHkuji
KOpo6L,i 3 KAPTOHY 3 BMNPOGYBaHHS CTabiNIbHOCTI, BYLLLE3a3HAYEHOIO BUPOGHMKA
MapKyBaHHAM KOHTPO/b SKOCTI Mif, Yac BUMYCKy 3a3HayeHi aHrNilicbko MOBOLO
YKPaiHCLKOK MOBOIO; NpoAyKTYy, MapKyBaHHA Ta AK NpefCTaBNEHO HXKYE, a
no 3750 MO y BTOPVHHE NakyBaHHS: came:
donakoHi 3 Ekcenig, IHk., CLUA; Mpu nepeknagi Ha yKpaiHCbKy
MapKyBaHHAM KOHTPONb AKOCTI Mif Yac BUMYCKY MOBY Ha3BU (PyHKLT
iHO3eMHOI0 MOBOIO; MO NPOAYKTY 3a NOKa3HUKOM BULLE3a3HauYeHoro BUpPobHuKa, a
1 donakoHy B Kopoo6Li 3 CTEepWSIbHICTb, MEXaHiYHi came aHrnincbKy Ha3By QOYHKLT
KapToOHY 3 BK/IIOUYEHHSA (HEBUAMMI YaCTKM), "labeling" 6yno nepeknageHo sk
MapKyBaHHAM 6GaKTepiasibHi €HA0TOKCUHN: "NnepBuHHE nakyBaHHSA".
iHO3eMHOK MOBOIO 3i Na6op NC CE & Ko. KT, KopekTHuii nepeknag faHoi
CTiKEPOM YKpaiHCbKO HimeuuunHa; OYHKLT - "MapKyBaHHS".
MOBOIO BMNYCK Cepii rOTOBOro
nikapcbkoro 3acoby:
Na6opatopii Ceps'e IHgacTpi,
dpaHuis;
BUPOGHMULITBO, KOHTPO/Tb SKOCTI
nif Yac BUMYCKY NPOAYyKTY 3a
MOKa3HWKOM BMICT BOAM:
NiodpinizeiiwH Cepeices o H'to
IHrneHg, IHK., CLUA
3. PENBA MOPOLLIOK Ta Bakctep Al ABCTpist Bunyck cepii: Bakctep AT, AscTpis/ 3MiHM BHOCATBLCA 40 Npouecy 3a UA/16954/01/01
PO3YMHHUK ANs ABCTpisi; bionoriyHe TeCTyBaHHS, HimeyunHa BUpOGHMLTBA: peyenmom




pO34UHY A8 iH ekt
no 1000 Of.; NopoLLOK
y hniakoHax Ta
pO34MHHYKK (BoAa ANA
iH"€ekuiid) no 20 mn y
chnakoHax; no 1
chnakoHy 3 NOPOLLKOM
y KoMnekTi 3 1
ch1akoHOM 3
PO3YMHHVKOM Ta 3
NpUCTOCYBaHHAM ANA
po3BefeHHs
BAXJECT Il Xaii ®noy
Ta Habopom ans
BBeAeHHs (1
0/iHOpa30BUIA WNpUL,
1 ogHopa3oBa ronka,
1 ronka-metenuk) y
KopooLi

cTepwisauisi, KOHTPO/b AKOCTI,

nepBUHHE NakyBaHHs, BTOPUHHE

nakyBaHHs1, BUpo6HMLTBO 13!

BakcTep Al', ABCTpisi;
B1po6HMLTBO roTOBOrO
nikapcbKoro 3acoby: bakctep
A, ABcTpisi; BionoriyHe
TECTYBaHHS:

Bakctep Al', ABCTpis;
B1pPO6GHMLTBO PO3UYMHHUKA:
3irdopig, XamenbH MvoX,
HimevunHa

- A0AaBaHHA HOBOTO 06'eMy
HanoBHEHHA ANs
3aTBEPAKEHOI0

Hepo3ghacoBaHOro PO3UMHY

66000 U/ FEIBA NF drug

solution ans Bupo6HuLTBa 500
U/10 mn;

- 3MiHM Y napameTpax in-process
control Ha eTani freez-drying
step npu niodpinizauii gns 500
U/10 mn.

TepMmiH BBEEHHS 3MiH -
npoTsArom 6 micsuis nicns
3aTBEPKEHHS.
PeecTpauis anbTepHaTMBHOIO
KOHTeliHepa (h1akoH iHWworo
po3mipy Ta ckniagy) ans
po3umHHKKa no 10 mn ans
[o3yBaHHs 500 Opf,. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6
MiICALIB MiCNSA 3aTBEPAKEHHS.
[ofasaHHa anibTepHaTUBHOT
yMNakoBKM1 3 PO3YNHHMKOM (10 mn
BOAM ANS iH'eKLiin) ons
[o3yBaHHs 500 Opf,. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6
MiICALIB MiCNSA 3aTBEPAKEHHS.
3MiHM BHOCATbCA 0 Product

Ne Hassa dopma sUMyCKY 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BBefEHHs (1 KOHTeliHepa (thnakoH iHWworo
0/IHOpa30BUIA WNpUL, po3mipy Ta cknagy) Ans
1 ofHOpa3oBa ronka, po3unHHKKa no 10 mn ans
1 ronka-meTenuk) y no3yBaHHs 500 Opf,. TepMiH
Kopo6Li BBE/IeHHS 3MiH - NPOTAroM 6
MiCAILiB MiC/1s 3aTBEPAXKEHHS.
[oaasaHHs anibTepHaTUBHOT
YMakoBKM 3 PO3YMHHMKOM (10 mn
BOAVW NS IH'EKU) ans
no3yBaHHs 500 Opf,. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6
MiCAILiB MiC/1s 3aTBEPAXKEHHS.
3MiHV BHOCATbCA A0 Product
information wopno foaasaHHA
a/IbTEPHATUBHOIO NakyBaHHS
PO34MHHMKA Y dhnakoHi no 10 mn
Ansa posysaHHsa 500 Of. TepMiH
BBEJIeHHS 3MiH - NPOTAroM 6
MiCSLIB MiCNs 3aTBEPAXKEHHS.
4, DENBA MOPOLLIOK Ta Bakctep Al ABCTpis Bunyck cepii: Bakctep AT, AscTpis/ 3MiHM BHOCATbCA A0 npolecy 3a UA/16954/01/02
PO3YUHHVIK A5 ABCTpisi; BionoriyHe TecTyBaHHs, HimeuyunHa BMPOGHMLTBA: peyenmom




PO34nHY A1 iH EKLii
no 2500 Of.; NopoLLOK
y thnakoHax Ta
pO34MHHYK (BOAA ANA
iH ekuili) no 50 mn 'y
thnakoHax; no 1
chnakoHy 3 NOPOLUKOM
y KOMMAekTi 3 1
dhnakoHoM 3
PO3YMHHVKOM Ta 3
NpUCTOCYyBaHHAM ANA
po3BeAeHHS
BAXJECT Il Xaii ®noy
Ta Habopom ans
BBEefeHHs (1
0fIHOPa30BUiA WNpUL,
1 ogHOpa3oBa ronka,

1 ronika-meTenuk) y
Kopoo6ui

cTepunisauisi, KOHTPOsb SKOCTI,

nepBUHHE NaKyBaHHS, BTOPUHHE

nakyBaHHs, BUpo6HMLTBO N13:

Bakctep Al', ABCTpis;
B1po6HMLTBO roTOBOrO
nikapcbKoro 3acoby: bakctep
Ar, ABcTpis; bionoriyHe
TeCTyBaHHS:

BakcTep All, ABCTpis;
B1po6GHMLTBO PO3UMHHMKA:
3ircopig XamenoH Mvobx,
Himeuunna

- fofiaBaHHA HOBOTO 06'eMy
HanoBHEHHA ANa
3aTBEPIKEHOrO

Hepo3acoBaHOro PO3ynHYy

66000 U/, FEIBA NF drug

solution ansa sBupo6HULTBa 500
U/10 mn;

- 3MiHM Y NapameTpax in-process
control Ha eTani freez-drying
step npu niodpinisauii gns 500
U/10 mn.

TepMmiH BBELEHHS 3MiH -
npoTsArom 6 micsAuiB nicns
3aTBEPAKEHHS.
PeecTtpauis anbTepHaTUBHOIrO
KOHTelHepa (h1akoH iHWworo
po3Mipy Ta ckniagy) ans
po3yrHHKKa no 10 mn ans
[o3yBaHHa 500 Op,. TepmiH
BBEJEHHSA 3MiH - NpOTArom 6
MiCALiB NiCNsA 3aTBEPAYKEHHS.
[JoaasaHHa asibTepHaTUBHOT
YyNakoBKU 3 PO3UYNHHUKOM (10 mn
BOAW AN1A iH'eKUN) ana
[o3yBaHHa 500 Op,. TepmiH
BBEJEHHSA 3MiH - NpOTArom 6
MiCALiB NiCNsA 3aTBEPAYKEHHS.
3MiHM BHOCATbCA Ao Product
information wopo foaaBaHHA
albTEPHATUBHOIO NakyBaHHS
PO34MHHYKKA Y thriakoHi no 10 mn
ans posyBaHHsA 500 Of. TepMmiH
BBE/IEHHS 3MiH - NPOTArom 6
MicsILiB Nic/1s 3aTBepAKEHHS.

Ne Hassa dopma sUMyCKY 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
information wopo fonaBaHHA
a/lbTEPHATUBHOIO NakyBaHHSA
PO3UMHHMKA Y donakoHi mo 10 mn
ons posyBaHHA 500 Of. TepmiH
BBE/IEHHS 3MiH - NPOTArom 6
MiCsILiB Mic/1s 3aTBEPAKEHHS.
5. DENBA NMOPOLLOK Ta Bakctep Al ABCTpIst Bunyck cepii: Bakctep Arl, ABcTpisi/ 3MiHM BHOCATbLCSA A0 npoLecy 3a UA/16954/01/03
PO3UMHHUK AN ABCTpist; BionoriyHe TecTyBaHHs, HimeuunHa BMPOGHMLTBA: peyenmom




