NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

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

KOMOETEHTHUMW OPFAHAMW CMONYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCbLKOIo CO3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
1 MAW/TOTAP | nopoLiok ans Mdpaiizep CLIA BTOPVHHE NakKyBaHHS, CWA «This Prior Approval sBLA 3a UA/18298/01/01
r KOHLeHTpaTy A/1A Eiiu.Ci.Mi. MapKyBaHHs, 36epiraHHs, BUMYyCcK provides for the following  |peyenmom
PO34nHy ANs iHdya3il, KopnopeiiwH cepii: changes:
45mr,n04,5mry dapmauis i AngkoH Komnai - Site transfer and scale-up
donakoHi, no 1 donakoHy NNC, CWA; of gemtuzumab antibody

Y KapTOHHIli Kopobu,i

BMPOGHMLTBO, NEPBUHHE
nakyBaHHs, TeCTyBaHHA npu
BUMNYCKY cepii, TeCTyBaHHA npu
OOCNifKeHHi cTabinbHOCTI,
36epiraHHs:

BaeT ®apmacbioTikan [iBbkH o)
BaeT Xongjnrc /I1C , CLUA,;
TeCTyBaHHA Ha LiNicHICTb
YyNakoBKN (Npy AOCNIOKEHHI
cTabinibHOCTI):

BecT ®apmacktoTikan Cepsicec,
IHK., CLUA

intermediate manufacture at
Wyeth BioPharma Division of
Wyeth Pharmaceuticals LLC,
Andover, MA (FEI:
1222181)

- Changes to gemtuzumab
antibody intermediate
manufacturing process to
reduce
amino acid substitution
(AAS)

- Comparability protocol to
support the replacement of
Lipid Supplement 1 (LS1)
used in the gemtuzumab cell
culture process
- Comparability protocol to
support the new product
introduction for drug
substance manufacture at
Wyeth BioPharma Division of
Wyeth Pharmaceuticals
LLC, Andover, MA (FEI:
1222181)»




