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 Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 TPEKOHAI NOpPOLLOK ANs Mepak HimeuunHa MapKyBaHHS Ta BTOPVHHE HimeyunHa B.l.b.2.a- Change in test 3a UA/19579/01/01
PO34uHy Ans lesenbwadt nakyBaHHS, procedure for AS or starting  |peyenmom
iHQoy3it, no1r; 1 orop KiHiwe BUNPOOYBAHHA/KOHTPO/Tb material/reagent/intermediate-
ab60 5 chnakoHiB 3 LWneujanbnp SIKOCTI, BUMYCK Cepii: Minor changes to an approved
NOPOLLKOM B enaparte Mepak esenbwadT drop test procedure, Type IA.
KapTOHHI KopoobUi M6X KniHiWwe To correct the concentration of
Lneuianbnpenapate M.6.X, the ammoniumacetate buffer,
HimeuunHa from 18 mM NH4Ac to 180 mM
BMPOGHULITBO J1iKapPCbKOro NH4Ac, in the analytical HILIC-
3aco0y, nepBuUHHE HPLC method used during
nakyBaHHS, analysis of impurities. The
BUNPOOYBAHHSA/KOHTPO/Tb update reflects only the
AKOCTI: correction of the method
OHKoTek ®apma MNpoJakLluH decription, the actual
'M6X, HimeuunHa concentration and method
remain the same.
B.l.d.1. a. 4-Stability of AS-
Change in the re-test period/
storage period-Extention or
introduction of a re-test period/
storage period supported by
real time data, Type IB.
To extend the re-test period of
th active substance treosulfan
manufactured by Fermion Oy
from 24 month to 36 months.
2, TPEKOHAI NOpPOLLOK ANs Mepak HimeyuunHa MapKyBaHHs Ta BTOPVHHE HimeuunHa B.l.b.2.a- Change in test 3a UA/19579/01/02
PO34unHy AN lesenbwadT nakyBaHHS, procedure for AS or starting  |peyenmom
iHdhysiii, no 5r; 1 dorop KniHiwe BMNPOOYBaHHA/KOHTPOS1b material/reagent/intermediate-
a60 5 ¢hnakoHiB 3 LWneujansnp AKOCTI, BUNYCK cepil: Minor changes to an approved
NOPOLLKOM B enapare Mepak ezensadT rop test procedure, Type IA.
KapTOHHiI kopobui M6X KniHiwe To correct the concentration of
LWneuianbnpenapate M.6.X, the ammoniumacetate buffer,
HimeuunHa from 18 mM NH4Ac to 180 mM

BMPOGHULITBO NiKapCbKoro

NH4Ac, in the analytical HILIC-




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3acoby, NnepBrHHE HPLC method used during

nakyBaHHS,
BUNPOGYBaHHA/KOHTPOS1b
AKOCTI:
OHkoTek ®apma MNpofakLlH
'M6X, HimeuunHa

Change in the re-test period/

introduction of a re-test period/

To extend the re-test period of
th active substance treosulfan

analysis of impurities. The
update reflects only the
correction of the method
decription, the actual
concentration and method
remain the same.
B.l.d.1. a. 4-Stability of AS-

storage period-Extention or
storage period supported by

real time data, Type IB.

manufactured by Fermion Oy
from 24 month to 36 months.




