NMEPENIK

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

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

KOMOETEHTHUMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbHKOI KOH®EAEPALLIT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
€EBPOINENCBLKOIO COHO3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4eHHs
1 NO3APTAH TabneTku, BKPUTI CaHpo3 CnoseHis BMPOBHULITBO Typeyunna/ | B.l.a.l1.f- Type IA - Changes to 3a UA/18672/01/01
CAHAO3® nNiBKOBOO dapmacbHoTi Hepo3dacoBaHoro npoaykty: | HimeuunHa/ quality control testing peyenmom
LOSARTAN 0060/10HKOH0, Mo 50 Kans a.Aa. CaHpgos 'pyn Carnvk CnogeHisl/ arrangements for active
SANDOZ® Mr, no 14 TabneTok, YpyHnepi Inaknapi CaH. Be PymyHis substance-replacement or

BKPUTWX M/1IBKOBOKO
060JI0HKOK Y
6nictepi, no 2 abo 7
6nictepiB y
KapTOHHI kopobLi

Tik. A.C., TypeuunHa,;
BMPOGHULITBO
Hepo3hacoBaHOro NPOAYKTY,
NnepBrHHE Ta BTOPVHHE
nakyBaHHS, TECTYBaHHS:
Cantotac apma 'vbX,
HimeuyunHa; nepBrHHe Ta
BTOPVIHHE NakKyBaHHS,
TecTyBaHHs, A03BiN Ha
BUNYyCK cepii: Jlek
dapmaueBTNYHA KOMNaHis
A.4., CnoBeHist; nepBuHHE Ta
BTOPVHHE NakyBaHHSA, [03BiN
Ha BMNyck cepii: Jlek
dapmavueBTUYHA KOMMNaHis
A.4. , CnoseHis;
BMPOGHULITBO
Hepo3(hacoBaHOro NPOAYKTY,
nepBrHHE Ta BTOPVHHE
nakyBaHHS, TECTYBaHHS:
leHBeoH lnak CaHaii Be
TikapeT A.C., TypeyunHa,;
TecTyBaHHs: C.K. CaHpf03
C.P.N., PymyHis

addition of a site where batch
control/testing takes place
Novartis Saglik, Gida ve Tarim
Urunleri Sanayi ve Ticaret A.S.,
Turkey
as microbiological testing site
for testing the active
pharmaceutical ingredient
B.ll.b.2.a - Type IA -
Replacement or addition of a
site where barch control/testing
takes place
Novartis Saglik, Gida ve Tarim
Urunleri Sanayi ve Ticaret A.S.,
Turkey
as microbiological testing site
for testing the finished product
A.5.b - Type IA - Update of rhe
postal code in the address of
the site responsible for bulk
manufacture of the finished
product.

The address of the bulk
manufacturing site Sandoz
Grup Saglik, Turkey
B.l.a.1.f - Type IA - Changes to
the quality control site for the
active substance Losartan
potassium - addition of a site
where batch control or testing
takes place




Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi04YeHHs1

Justification for the addition of
the already approved Novartis
Saglik, Gida ve Tarium Urunleri
Sanayi ve Ticaret A.S., TR-
Istanbul as MB-X testing site
for the API losartan potassium.
B.l.a.1.f - Type IA - Changes to
the quality control site for the
active substance Losartan
potassium - addition of a site
where batch control or testing
takes place
Justification for the addition of
Lek Pharmaceuticals d.d., SI-
Ljubljan as LAD-X testing site
for the API losartan potassium

NO3APTAH
CAHAO3®
LOSARTAN
SANDOZ®

TabneTkn, BKPUTI
nNiBKOBOO
060n0HKot0, no 100
Mr, no 14 TabneTok,
BKPUTUX M/1IBKOBOKO
060/IOHKOK Y
6nictepi, no 2 abo 7
6nictepiB y
KapTOHHI KopoobLi

CaHpo3
PapmacbHoTi
Kan3 a.a.

CnoBeHis

BMPOGHULITBO
Hepo3(hacoBaHOro NPOAYKTY:
CaHpos IN'pyn Carnuk
YpyHnepi Inaknapi CaH. Be
Tik. A.C., TypeuunHa,;
BMPOBGHULITBO
Hepo3(hacoBaHOro NPOAYKTY,
nepBrHHE Ta BTOPUHHE
nakyBaHHS, TECTYBaHHSA:
Cantotac ®apma 'vbX,
HimeuunHa; nepeBuHHe Ta
BTOPVHHE NakKyBaHHS,
TecTyBaHHS, [03BiN Ha
BUNYyCK cepii: Jlek
dapmaueBTNYHa KOMNaHis
A.4., CroseHis; nepsuHHe Ta
BTOPVIHHE NakKyBaHHS, [03BiN
Ha Bunyck cepii: Jflek
PapmaueBTUYHa KOMNaHiA
4.4. , CnoseHis;
BMPOGHULITBO
Hepo3hacoBaHOro NPOAYKTY,
nepBrHHE Ta BTOPVHHE
nakyBaHHs, TECTYBaHHA:
leHBeoH Inak CaHaii Be
TikapeT A.C., TypeyuuHa;
TectyBaHHA: C.K. CaHfo3
C.P.N., PymyHia

TypeuunHa/
HimeuunHa/
CnoseHis/
PymyHis

B.l.a.1.f - Type IA - Changes to
quality control testing
arrangements for active
substance-replacement or
addition of a site where batch
control/testing takes place
Novartis Saglik, Gida ve Tarim
Urunleri Sanayi ve Ticaret A.S.,
Turkey
as microbiological testing site
for testing the active
pharmaceutical ingredient
B.Il.b.2.a - Type IA -
Replacement or addition of a
site where barch control/testing
takes place
Novartis Saglik, Gida ve Tarim
Urunleri Sanayi ve Ticaret A.S.,
Turkey
as microbiological testing site
for testing the finished product
A.5.b - Type IA - Update of rhe
postal code in the address of
the site responsible for bulk
manufacture of the finished
product.

The address of the bulk
manufacturing site Sandoz
Grup Saglik, Turkey

3a
peuerimom

UA/18672/01/02




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

B.l.a.1.f - Type IA - Changes to
the quality control site for the
active substance Losartan
potassium - addition of a site
where batch control or testing
takes place
Justification for the addition of
the already approved Novartis
Saglik, Gida ve Tarium Urunleri
Sanayi ve Ticaret A.S., TR-
Istanbul as MB-X testing site
for the API losartan potassium.
B.l.a.1.f - Type IA - Changes to
the quality control site for the
active substance Losartan
potassium - addition of a site
where batch control or testing
takes place
Justification for the addition of
Lek Pharmaceuticals d.d., SI-
Ljubljan as LAD-X testing site
for the API losartan potassium




