MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI
KOMMNETEHTHAMM OPITAHAMW CMONYYEHUX LUTATIB AMEPUKU, LUBENLAPCbBKOI KOH®ELEPALLI, ANOHII, ABCTPANII,
KAHAAN, NIKAPCbKUX 3ACOBIB, WO 3A LEHTPA/TISOBAHOIO NMPOLUEAYPOIO 3APEECTPOBAHI KOMMNETEHTHAM OPIrAHOM
EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsioyeHHs1
1. NAM3EAE MOPOLLOK A1 PO3YMHY K'esi ABcCTpis BUPOGHNLITBO ITanis/ CTuncnunii onnuc 3miH: 3a UA/18519/01/01
Ans iHdoysiii, 10 mr; no 10 | dapmac'toTike nikapcbKoro 3acoby, ®paHLisa B.Il.b.3 Change in the peyenmom
Mr Yy do/1aKoHi 3 n3 rm6x BMMNPOBYBaHHSA Mpu manufacturing process of the
MapKyBaHHSM BUMNYCKY, BUNPOOYBaHHSA finished product, including an
aHrNicbKoO MOBOIO; MO Ha cTabiNbHICTb, intermediate used in the
1 donakoHy B KApTOHHIl nepBUHHE NakyBaHHSA: manufacture of the finished
Kopo6L,i 3 MapKyBaHHAM MateoH Itania C.n.A., product - B.1l.b.3.a Minor
HiMEeLbKOI0 MOBOIO 3i ITanis; BUNpobysaHHA change in the manufacturing
CTUKEPOM YKPATHCbKOO npn BUMNYCKY, BUMYCK process - type IB:
MOBOO cepii, BTOPUHHE Minor changes in the
nakyBaHHs1, 36epiraHHs manufacturing process of the
Ta auctpubyuis: K'esi finished product to update
dapmaueytuui C.n.A., the filtration pressure
ITanis; acceptance criteria from 200
BMNPOGYBaHHA Npu - 4000 mbar to < 4000 mbar.
BUMYCKY: NNLLE HEBUANMI
yacTku: KoHghapma B.Il.b.3 Change in the
®paHuisa - Fombypr, manufacturing process of the
dpaHuis; JIAN-Tecr, finished product, including an
HEBMAMMI YaCTKK: intermediate used in the
€podpiHc Bionab Cpn, manufacture of the finished
ITania product - B.ll.b.3.a Minor
change in the manufacturing
process - type IB:
Minor changes in the
manufacturing process of the
finished product to update
the sterilization of the freeze
dryer holding time from" The
cycle is a saturated steam
cycle. The sterilization of the
freeze dryer is valid for 72
hours." to "The holding time
after sterilization is defined
based on the results of




KapTOHHIA kopobLi; No
100 ry Ty6i, no 1 Ty6i B
KapTOHHI Kopoobui

cTabinbHocTi: Bayw Xenc
KomnaHic IHK., KaHaga;
AnbTepHatmMBHa
JiNbHUUSA, Ha KR
NPOBOAATLCA BUMYCK
cepii Ta AOCNIAXKEHHS
ctabinsbHocTi: Bayw Xenc
Amepukac IHK.,
CnonyueHi WtaTtn
Amepukn;
AnbTepHatmMBHa
JiNbHUUSA, Ha KR
NnpoBOAATLCA
MiKpOBIONOriyHi
pocnigxeHHs: Macudik
Bio/la6e (MBN),
CnonyueHi WtaTtn
Amepuku; dinbHnuA, Ha
SKi NpoBOAATLCA
BUNPOBYBaHHA PO3Mipy
Kpanesib eMynbCil:
MapTukan TekHonomku
Na6c¢ (MT/), CnonyyeHi
LTatn Amepuku;
AnbTepHaTUBHI AiNbHUL,
Ha KX NPOBOAATLCA
BMNPOGYBaHHSA
[ONOMDKHUX PEYOBWH:
EnemeHT Maripianc
TekHonogxu KaHaga

Williams Ha nak PE-1090-21
Sherwin Williams.

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs
aseptic process simulations
(APS), which are performed
periodically to confirm the
validated conditions for
equipment usage. The
validated holding time is
applied in accordance with
the results of the most recent
APS and is documented in
the relevant manufacturing
batch record (MBR)".
2. OYOBPII™ nocoiioH, 0,01%/0,045%; TOB "BAYLU Ykpaina Bupo6HuLTBO, Kanapa/ 3MiHa naky, akuii 3a UA/18956/01/01
no 45 ry 1y6i, no 1 Ty6i B XENC nakyBaHHs, MapKyBaHHS, CnonyueHi BVKOPWCTOBYETLCA B peyernmom
KapTOHHI KopobLi; no 60 YKPAIHA" BUMNYCK cepii Ta Ltatn NepBUHHIA ynakosL, (Ty6ax)
ry Ty6i, no 1 1y6i B LOCNIMKEHHS AmMepukn 3 naky 20-136-CF Sherwin




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs

IHK., KaHaga; EcxIEc
KaHapa IHK., KaHana;
EcOxiEc KaHaga IHk.,
KaHapa; Heothapm flabe
IHK., KaHaga




