MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI
KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,
KAHAAN, NIKAPCbKUX 3ACOBIB, LWO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOIO BAPEECTPOBAHI KOMMNETEHTHUM OPIrAHOM
EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HuUK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. OHKACIMAP® MOPOLLOK A/19 PO3UNHY e PpaHLis BMNPOGYBaHHA CTabiNIbHOCTI CLUA/ Type IA, A.7 - Administrative 3a UA/18776/01/01
ONS iH'eKUiR/iHY3iN, Nab6opatyap (BMNpPObGYBaHHA Ha NMPOHVMKHEHHSI HimeuunHa/ change - Deletion of peuyenmom
750 MO/mn; no 3750 Ceps'e 6apBHYKa): PpaHuis manufacturing sites — To delete
MOy chnakoHi; no 1 AsicTta ®apma ConoLHc, IHk., CLUA; Fisher BioServices, 14665
chnakoHy B KOpobL,i 3 KOHTpPO/b SIKOCTi Nig, yac BUNyCKy Rothgeb Drive, 20850 Rockuville,
KapToHy 3 NPOAYKTY 3a NOKa3HWKOM Yac Maryland (MD) USA as a site
MapKyBaHHAM BiJHOB/IEHHS1, NPO30PICTb, 30BHILLHIl responsible for secondary
YKpalHCbKOI MOBOIO; BUrNsA4, pH, LOMILKM, BUSHAYEHHS storage site of the master cell
no 3750 MOy TNBS, koHUeHTpauia 6inka, cuna bank.
hnaKoHi 3 Aii/akTUBHICTb, cneundivHa(nMToma) Type IB, B.l.a.1.k - Change in
MapKyBaHHSIM AKTMBHICTb, OQHOPIAHICTb [030BaHNX the manufacturer of AS or of a
iHO3eMHOK MOBOIO; NO OAVHWLb, BMICT BOJIOTM, YNCTOTA, starting materiallreagent/
1 donakoHy B iAEHTUYHICTb: intermediate for AS - New
CcTaH4apTHO- Enufla6n’'ioBaii ®apma Cepsices storage site of MCB and/or
€KCMOPTHIi ynakoBLi 3 mM6X, HimevunHa; WCB - To add Charles River
MapKyBaHHAM BUNPOO6YBaHHA CTabiNbHOCTI, Laboratories, 334 South Street,
iHO3eMHOK MOBOH), KOHTPO/b SKOCTI Mif Yac BUMYCKy 01545 Shrewsbury,
Ka MiICTUTbCA B NPOAYKTY, MapKyBaHHA Ta BTOPUHHE Massachusetts (MA) USA as an
KOpo6Li 3 KapTOHY 3 nakyBaHHs: alternative site responsible for
MapKyBaHHSIM Ekcenig, IHK., CLUA; storage of the master cell bank.
YKpaiHCbKOI MOBOIO; KOHTPO/b AKOCTI Mif, Yac BUMYCKY Type IB, B.l.a.1.k - Change in
no 3750 MOy NPOAYKTY 3a MNOKa3HUKOM the manufacturer of AS or of a
hnakoHi 3 CTEPUSIbHICTb, MEXaHIYHi BK/IIOYEHHS starting materiallreagent/
MapKyBaHHAM (HeBMAMMI YacTku), bakTepiasibHi intermediate for AS — New
iHO3eMHOK MOBOIO; NO €HOO0TOKCUHU: storage site of MCB and/or
1 chnakoHy B Kopobu,i 3 JTabop /1IC CE & Ko. KI', HimeuunHa; WCB - To add Charles River
KapTOHY 3 MapkyBaHHs, BTOPUHHE NakyBaHHS, Laboratories, 334 South Street,
MapKyBaHHAM BWMNYCK Cepii roTOBOro NikapcbKoro 01545 Shrewsbury,
iHO3eMHOK MOBOIO 3i 3acoby: Massachusetts (MA) USA as an
CTiKepoM yKpaiHCbKOH Na6opaTopii Ceps'e IHaacTpi, alternative site responsible for
MOBOIO PpaHuis; storage of the master cell bank.
BMPOBGHULTBO, KOHTPO/Tb SAKOCTI Nifg, The MAH took opportunity to
yac BMNYCKy NPOAYKTY 3a introduce changes in section
NOKa3HNKOM BMICT BOAM: 3.2.5.2.5.
NiodpinizenwH Cepeices o H'to
IHrneHa, IHk., CLUA;
MapKyBaHHS, BTOPUHHE MaKyBaHHS:
[epe JloxicTik, PpaHuis




