MEPENIK
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,
KAHAAN, NIKAPCbKUX 3ACOBIB, LWO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOIO BAPEECTPOBAHI KOMMNETEHTHUM OPIrAHOM
EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 PUKCATOH KOHLeHTpaT A/1A CaHpo3 ABCTpis BMPOOHUK, LLLO BiANOBIJAE 3a ABcTpis/ B.ll.b.3.a, type IB - Change in 3a UA/17421/01/01
PO34uHy Ans rv6X Bunyck cepii: CaHgo3 Nv6X - | HimeyunHa/ the manufacturing process of |peyenmom
iHQoy3iiA, 10 mr/mn; BisHec nigpo3ain LWsenuapis/ the finished or intermediate
no 10 mn (100 wmr), TEeXHOsI0r4YHa po3pobka Ta CnoBeHist product - Minor change in the
a6o no 50 mn (500 BMPOGHULTBO GiONOTYHKX manufacturing process:
Mr) y dps1akoHi; no 2 nikapcbkmx 3acobis Minor changes in the
a60o 3 dhnakoHn no WadreHay (6TAM AMC), manufacturing process of the
10 M1 B KAPTOHHIN ABCTpIsi; BAPOOHNLITBO finished product to increase the
KopooL; Hepo3dacoBaHOi NPOAYKLUIT, manufacturing capacity of the
no 10 mn (100 wmr), nepBuHHe Ta BTOPUHHE Bosch line, updating the
a60 no 50 mn (500 nakyBaHHS, TECTYBaHHS, currently authorized batch size
Mr) y chniakoHi; no 1 [03Bif1 Ha BMNYyCK cepiit: Jlek range of the Bosch line (150 to
a60 2 hnakoHu no dapmaueBTUYHA KOMNaHiA 200 kg) to handle any scale
50 M1 B KapTOHHIl 4.4., CNoBeHis; TeCTyBaHHSA: within the batch size range
KopooLi Nek ®apmaueBTUYHa authorised in the site Lek
KoMmnaHisa g.4., CrnoBeHis; Pharmaceuticals d.d.
€spodiiHc PACT M'mbX, in Ljubljana (150 to 500 kg).
HimeuunHa; HoBapTtic ®apma Furthermore, the MAH has
Al Leeiiuapis taken the opportunity to

implement editorial changes as
listed in the present/ proposed
document, including (1)
correction of information in
3.2.5.2.1 for the activities
performed at the site Sandoz
GmbH Schaftenau,
Biochemiestrasse 10, 6336
Langkampfen, Austria in
implementation of outcome of
procedure 1B/0061, adding the
activity of storage of MCB, (2)
update in 3.2.A.1 of the list of
other products manufactured
on a multipurpose line in Lek
Pharmaceuticals d.d. in




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

Ljubljana to replace “vaccines
(e.g. MRNA vaccines)” with
“inactivated vaccines”, and (3)
addition of the new (duplicate)
manufacturing line 4 for the
active substance with
information added in 3.2.A.1,
without a change to the
manufacturing process of the
active substance and no impact
in 3.2.S, under the same quality
assurance system as the
current line 3 and covered by
the company’s quality
management system.




