NMEPENIK

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

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

KOMOETEHTHAMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLI, ANOHII, ABCTPANII,

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

Ne Hassa dopma surnycky 3assHukK Kpaina Bupo6HuUK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2
3acoby ynakoska) 0 NOCBIOYEHHSs
1 TPEKOHAI NMOPOLLOK A/19 PO3YUHY Megpak HimeuunHa MapKyBaHHs Ta Himeuun | A.4, type IA - Administrative change 3a peyenmom UA/
Ans iHdoysin, nolr; 1 lesenswadt BTOPWHHE NakyBaHHS, Ha - Change in the name and/or 19579/01/01

ab60 5 chnakoHiB 3

NOPOLUKOM B KAPTOHHIl

Kopo6Li

dorop KniHiwe
LWneujianbnpen
apate M6X

BUNPOOYBaHHS/KOHTP
0/1b SIKOCTi, BUNYCK
cepii: Mepak
lesenbwadT drop
KniHiwe
LWneuianbnpenapaTe
M.6.X, HimeyuunHa;
BMPOBGHULITBO
nikapcbKoro 3acoby,
nepBrHHE NakyBaHHS,
BUMNPO6YBaHHA/KOHTP
0Nb AKOCTi: OHKOTEK
®apma MpopgakLuH
mM6X, HimeyunHa

address of: a manufacturer
(including where relevant quality
control testing sites); or an ASMF
holder; or supplier of the active
substance, starting material,
reagent or intermediate used in the
manufacture of the active substance
(where specified in the technical
dossier) where no Ph. Eur.
Certificate of Suitability in part of the
approved dossier; or a manufacturer
of a novel excipient (where specified
in the technical dossier).
Change in the address of an ASMF
holder Fermion Oy to Koivu-
Mankkaan tie 6 A FI-02200 Espoo
Finland from P.O.Box 28 FI-02101
Espoo Finland. Furthermore, the
email address of the ASMF holder
has been updated.
B.l.a.2.e, type IB - Changes in the
manufacturing process of the active
substance. Minor change to the
restricted part of an Active
Substance Master File.

- Minor change to the restricted part
of an ASMF to update the
snformation on batch yields
(theoretical and actual yield) which
is provided in section 3.2.5.2.2 to
bring the data in alignment with the

information in the GMP master




Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2
0 Mocsi04YeHHs

batch records.

6 micauiB 3 faTty 3aTBEPOKEHHSA
3anponoHoOBaHKX 3MiH.
B.l.d.1.a.4, type IB - Re-test
period/storade period. Extension or
introduction of a re-test
period/storage period supported by
real time data.

- Extension of the re-test period for
the active substance treosulfan from
36 to 60 months (5 years) supported
by real time stability data.
Consequently, the ASMF holder has
reduced the testing frequency by
deleting 3-, 6-, 9- and 18-months’
time points.

6 MmicAuiB 3 faTty 3aTBEPL)KEHHSA
3anponoHOBaHUX 3MiH.

TPEKOHAI

MOPOLLIOK A/151 PO3UNHY
Ans iHdoysiin, no5r; 1
ab6o 5 chnakoHiB 3
NMOPOLLKOM B KApTOHHIl
KopooLi

Mepak
lesenbiagt
dotop KniHiwe

LWnevjiansnpen
apate mM6X

HimeuunHa

MapKyBaHHA Ta
BTOPUMHHE NaKyBaHHS,
BUNPOOYBaHHA/KOHTP
0/b SIKOCTi, BUMYCK
cepii: Megak
lesenbwadT drop
KniHiwe
Wneuianbnpenapate
M.6.X, HimeyuuHa;
BMPOGHULITBO
nNikapcbKoro 3acoby,
nepBUHHE NaKyBaHHS,
BMNPOOYBaHHA/KOHTP
0/1b AKOCTi: OHKOTEK
Papma NMpogakLH
M6X, HimeyunHa

Himeuun
Ha

A.4, type IA - Administrative change 3
- Change in the name and/or
address of: a manufacturer
(including where relevant quality
control testing sites); or an ASMF
holder; or supplier of the active
substance, starting material,
reagent or intermediate used in the
manufacture of the active substance
(where specified in the technical
dossier) where no Ph. Eur.
Certificate of Suitability in part of the
approved dossier; or a manufacturer
of a novel excipient (where specified
in the technical dossier).
Change in the address of an ASMF
holder Fermion Oy to Koivu-
Mankkaan tie 6 A FI-02200 Espoo
Finland from P.O.Box 28 FI-02101
Espoo Finland. Furthermore, the
email address of the ASMF holder
has been updated.

B.l.a.2.e, type IB - Changes in the

a peyenmom

UA/
19579/01/02




Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2
3acoby ynakoska) 0 NOCBIOYEHHs

manufacturing process of the active
substance. Minor change to the
restricted part of an Active
Substance Master File.
- Minor change to the restricted part
of an ASMF to update the
snformation on batch yields
(theoretical and actual yield) which
is provided in section 3.2.5.2.2 to
bring the data in alignment with the
information in the GMP master
batch records.

6 micALiB 3 AaT 3aTBEPKEHHS
3anponoHOBaHNX 3MiH.
B.l.d.1.a.4, type IB - Re-test
period/storade period. Extension or
introduction of a re-test
period/storage period supported by
real time data.

- Extension of the re-test period for
the active substance treosulfan from
36 to 60 months (5 years) supported
by real time stability data.
Consequently, the ASMF holder has
reduced the testing frequency by
deleting 3-, 6-, 9- and 18-months’
time points.

6 MmicsuUiB 3 faTy 3aTBEPLKEHHS
3anponoHOBaHMX 3MiH.




