NEPENIK

NIKAPCbKUX 3ACOBIB LLOAO0 AKUX 3ABEPLUEHO PO3IMNAA PEECTPALINHNX MATEPIAJIB NPO BHECEHHSA 3MIH A0
PEECTPALINHUX MATEPIA/IIB NPOTArOM Ali PEECTPALIAHOMO NOCBIAYEHHSA HA NIKAPCBKI 3ACOBW, SAKI
3APEECTPOBAHI KOMNETEHTHUMW OPFAHAMM CMNOJTYYEHUX LUTATIB AMEPUKW, LUBENLUAPII, ANOHII, ABCTPA/II,
KAHAAWU, NIKAPCbKUX 3ACOBIB, WO 3A LEHTPATIISOBAHOIO NMPOLEAYPOKO 3APEECTPOBAHI KOMMNETEHTHUM

OPIrAHOM EBPONENCBLKOIrO COO3Y

ECT]

ynakoBka:
MateoH Itanis C.MN.A,,
ITanis;
BMPOOHMLITBO
Hepo3acoBaHoro
NPOAYKTY, KOHTPO/b
AKOCTI, NepBUHHA
ynakoBka:
BetTep ®apma-
®eptiraHr MM6X i
Ko.KT, HimeuunHa;
KOHTPO/b SIKOCTI:
BioCnpiHr M'm6X,
HimeuunHa,
BTOPUHHE MaKyBaHHS:
ApBato [icTpibblowH
M6X, HimeuunHa
BTOPUHHE NaKyBaHHS,
BUWMYCK Cepii:
OYDKUNPIIM [iocuHC
BioTekHonoaxic
Jenmapk AnC, faHis
abo
BUWMYCK Cepii:
BioreH HigepnaHnac bi.
Bi., Higepnangu

release of the finished product, from
Biogen (Denmark), Manufacturing
ApS, Biogen Alle |, DK - 3400
Hillerod, Denmark to FUJIFILM
Diosynth Biotechnologies Denmark
ApS, Biotek Alle 1, DK-3400 Hillerod,
Denmark. There is no change in the
location of the site.
B.ll.b.2.c.1, type IAin
To add Biogen Netherlands B.V.,
Prins Mauritslaan 13, 1171 LP
Badhoevedorp, The Netherlands as
a site responsible for batch release
of the finished product.

In addition, the marketing
authorisation holder took the
opportunity to align the PI to the
latest QRD template (version 10.2).
B.II.f. 1.b. 1, type IB
To extend the shelf-life of the
finished product as packaged for
sale from 3 to 4 years when stored
at 2°C - 8°C.

The European Commission shall
adopt a decision within 12 months in
accordance with the procedure laid
down in Article 23(1a) (b) of
Commission Regulation (EC) No.
1234/2008.

Ne Hassa dopma suUrnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka popma, BionycKy peecmpayjiliHo2o
3acoby ynakoska) NocBi0YeHHs1
1. CNIHPA3A PO34UH AN151 iH'EKLLNA, BioreH HigepnaHan BMPOBGHULITBO ITania/ A.5.a type IAin 3a UA/17852/01/01
2,4 mr/mn, no 5 mn (12 HigepnaHzac Hepo3gacoBaHOro HimeuuunHa/ To update the name and the peuyenmom
Mr) y donakoHi, no 1 Bi.Bi. NPOAYKTY, KOHTPO/b [Lanis/ address of the site responsible for
chnakoHy y KapTOHHIl SKOCTi, NepBUHHA Higepnanan secondary packaging and batch




