NMEPENIK

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,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
3acoby YnakoBsKa) nocsio4YeHHs1
1. OHKACINAP® MOPOLLIOK A5 po3unHy | Jle Jlabopatyap PpaHLin BUNPOGYBaHHSA CLUA/ B.ll.f.1.e, IB - Stability of FP - 3a UA/18776/01/01
ONS iH'eKUiR/iHY3iN, CepB'e CTabiNbHOCTI Himeuunna/ Change to an approved stability peyenmom
750 MO/mn; no 3750 (BnpobyBaHHsA Ha PpaHuin protocol - Changes to the approved

MOy chnakoHi; no 1
chnakoHy B KOpobL,i 3
KapToHy 3
MapKyBaHHAM
YKpaiHCbKO MOBOIO;
no 3750 MO y
donakoHi 3
MapKyBaHHSM
iHO3EMHOK MOBOH; NO
1 donakoHy B
cTaHgapTHO-
€KCMOPTHIi ynakoBLi 3
MapKyBaHHAM
iHO3EMHOI0 MOBOIO,
Ka MiICTUTbCA B
KOpo6Li 3 KapTOHY 3
MapKyBaHHSM
YKpPaiHCLKOK MOBOIO;
no 3750 MOy
donakoHi 3
MapKyBaHHSAM
iHO3EMHOIO MOBOIO; N0
1 chnakoHy B Kopobu,i 3
KapToHy 3
MapKyBaHHAM
iHO3EMHOIO MOBOIO 3i
CTiKepoM yKpaiHCbKOH
MOBOIO

NMPOHUKHEHHSA 6apBHUKA):
ABicTa ®apma CostoLHC,
IHK., CLUA; KoHTpOsb
AKOCTI Nig, yac BUNycky
MPOAYKTY 3a NOKa3HUKOM
yac BiAHOB/IEHHS,
Npo30piCTb, 30BHILLHIl
BUrNAg4, pH, foMilku,
BM3HayeHHsa TNBS,
KOHLeHTpaLis 6inka, cuna
Aii/aKTUBHICTb,
cneundiyHa(nuToma)
aKTUBHICTb, OHOPIAHICTb
[1030BaHVX OAVHWLb,
BMICT BOJIOTM, YNCTOTA,
iAEHTUYHICTb:
Enua6n’'toBai dapma
Cepgices 'M6X,
HimeuuunHa,;
BMNPOOGYBaHHS
CTabiNIbHOCTI, KOHTPO/b
AKOCTI Nig, yac BUNycky
NPOAYKTY, MapKyBaHHs Ta
BTOPVHHE MaKyBaHHS:
Ekcenig, IHk., CLUA,
KOHTPO/b SKOCTI Mif Yac
BUNYCKY NPOAYKTY 3a

NOKasHUKOM CTepI/IJ'IbHiCTb,

MeXaHiYHi BK/THOYEHHS
(HeBMAMMI YacTku),
6akTepiasibHi
eHA0TOoKCMHK: labop /IC
CE & Ko. KI', HimeuunHa;
MapkyBaHHSl, BTOPUHHE
nakyBaHHs1, BUNycK cepii
roToBOrO NikapCbKoro
3acoby: SlabopaTtopii

stability protocol of the finished
product to includethe following
modifications (consecutive to
EMEA/H/C/003789/1B/0014/G and
EMEA/H/C/003789/1B/0030
procedures previoucly approved by
CHMP:
- To change 25°C from long term to
accelerated conditions.

- To remove the 30 months
intermediate stability time point at 5°C
long term conditions. Timepoint at 36

months is taken instead.

- To remove time points after 6
months; 9, 12, 18, 24, 30 and 36
months, from the Stability Protocol at
25°C accelerated condition.
B.ll.d.2.d, IB - Change in test
procedure for the finished product -
Other changes to a test procedure
(including replacement or addition)
- To replace the High Pressure Liquid
Chromatography (HPLC) test
procedure with Ultrahigh Pressure
Liquid Chromatography (UPLC) for
Potency (activity) testing of active
substance pegaspargase for IPC and
release testing.

B.l.b.2.e, IB - Change in test
procedure for AS or starting
materiallreagent/intermediate -
Other changes to a test procedure
(including replacement or addition)
for the AS or a starting
materiallintermediate - To replace
the High Pressure Liquid
Chromatography (HPLC) test




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs

Ceps'e IHgacTpi, PpaHuis;
BUPOGHMLITBO, KOHTPO/b
AKOCTI Nig, yac BUNycKy
NPOAYKTY 3a MOKa3HUKOM
BMicT Boau: JliocpinizeliuH
Cepsices oh H'to IHrneHg,
IHK., CLUA; MapkyBaHHs,
BTOPVHHE MaKyBaHHS:
[lepe NoxicTik, PpaHuisa

procedure with Ultrahigh Pressure
Liquid Chromatography (UPLC) for
Potency (activity) testing of active
substance pegaspargase for IPC and
release testing.
In addition, the applicant has taken the
opportunity to include editorial change
in sections affected by the variation to
fulfil the commitment from
EMEA/H/C/003789/I1B/0047 procedure
to delete the information of the
pharmaceutical form Oncaspar
solution for injection/infusion in Module
3.




