NMEPENIK

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

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

KOMOETEHTHUMU OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®EAEPALLT, ANOHII, ABCTPANII,

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

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HuUK Kpaina PeecmpayjitiHa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, npoyeoypa Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsioyeHHs1
1. NO3APTAH TabneTky, BKPUTI NNIBKOBOIO CaHpo3 CnoseHisa BUPOBHMLTBO Hepo3dhacoBaHOro TypeuunHa/ BHECEHHS 3MiH A0 3a UA/18672/01/01
CAHAO3® 060/10HKO0, No 50 mr, no 14 dapmacbtoTikan NPOAYKTY: HimeuunHa/ peecTpauinHnx peuyenmom
LOSARTAN TabneTok, BKPUTUX 34.4. CaHpo3 M'pyn Carnuk YpyHnepi CnoseHisa MaTepianis: 3miHn |
SANDOZ® NNiBKOBOK 0OOIOHKOIO Y Inaknapi CaH. Be Tik. A.C., TMNy: AOMiHICTpaTUBHI

6nictepi, no 2 abo 7
6nicTepiB y KAPTOHHIl
Kopoo6Li

TypeuuunHa,
BMPOGHMULITBO HEpO3hacoBaHOro
NPoOAyKTY, NEPBNHHE Ta BTOPUHHE

naKyBaHHs, TECTYBaHHS:
Cantotac ®apma 'm6X, HimeuunHa;
[l03BiN Ha BUNYyCK cepii:
ek ®apmaueBTMYHa KOMMaHia 4.4.,
CnoseHis;
nepBrHHE Ta BTOPMHHE NakyBaHHS,
[03BiN HA BMMNYCK cepil:
ek ®apmaveBTMYHa KOMNaHisa A.4.,
CnoseHis;
BMPOBHMLTBO HEpo3thacoBaHOro
NpoAyKTY, NepPBNHHE Ta BTOPUHHE
nakyBaHHs, TeCTyBaHHS:
'eHBeoH Inak CaHaii Be TikapeT
A.C., TypeyuunHa;

TeCTyBaHHS:

C.K. CaHpgos C.P.J1., PymyHis;
MiKpo6ionoriyHe TeCTyBaHHS:
Hosaprtic Carnwk, lNga se Tapim
YpyHnepi CaHali Be TikapeT A.C.,
TypeyumnHa

3MiHW. BunyyeHHs
BMPOBHNYOI AinbHAL
(BKNtOYAOUUN AiNbHALL
ons A®l, npoMixXHoro
npoaykTy abo rotoBoro
NiKapcbKoro 3acooby,
OinbHULI oNs
NpOBELeHHS NaKyBaHHs,
BMPOGHMKA,
BignoBiAa/IbHOrO 3a
BUMYCK cepiid, micue
NpOBeAEHHS KOHTPOSIO
cepii) abo
nocTtavasnbHuka
BMXigHOro matepiany,
peareHTy abo
[LOMOMDKHOT peYOBUHMN
(AKLLLO 3a3HaYeHo Y
nocbe)(A.7., 1A),
Deletion of sites for the
manufacture of an active
substance, intermediate
or finished products, for
packaging, for quality
control, for batch release
or of sites of
suppliers/manufacturers
of a starting material,
reagent or excipient
(provided these are
listed in the dossier
Module 3)The Applicant
proposes to remove the
currently registered site
Lek Pharmaceuticals
d.d., Ljubljana, Slovenia




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

as it is no longer
responsible for sality

control, primary

packaging and

secondary packaging of
the drug product. The
applicant confirms all
conditions, and the
documents set under
change code A.7 are
fulfilled.

Please note that the
batch release function
will continue to be
performed at Lek
Pharmaceuticals d.d.
Ljubljana, Slovenia with
post code 1526.
The applicant has also
taken the opportunity to
update section 3.2.P.3.1
for some editorial
changes which consist
of the following:

- the addition of the word
‘ulica’ in the address of
Lek Pharmaceuticals
d.d., Ljubljana, Slovenia,
as per GMP
- the correction of the
address 'Lek
Pharmaceuticals d.d.,
Trimlini 2 D' to 'Lek
Pharmaceuticals d.d.,
Trimlini 2d', as per GMP.
- the addition of "y" in
the spelling for country
Germany in the address
of Sandoz
Pharmaceuticals GmbH,
Bruckmuhl, Germany.
We hereby confirm that
the changes proposed
as editoriai do not
change the content of
the concerned parts of
the dossier beyond the
scope of the variation
submitted within which
the editorial changes are




Ne

n/:_1

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

NO3APTAH

being submitted.
BBeneHHst 3MiH
npoTArom 6-Tn MicAuis
nicnsa 3aTBepKEHHS.
3MiHu 3 aKocTi. AdI.
Brpo6HMUTBO. 3MiHa
BMPOGHUKaA
BUXIAHOrO/NPOMIXHOro
npoAayKTy/peareHTy, WO
BUKOPVCTOBYHOTBLCH Y
BMPOBGHUYOMY MpoLieci
A®l, abo 3miHa
BMPOGHMKa (BK/THOYAOYM,
e HeobxigHo, micue
NpOBeLEHHS KOHTPOSIO
akocTi) APl (3a
BiACYTHOCTI cepTudikata
BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei y
3aTBEPLKEHOMY [1OCHE)
(BBEAEHHSA HOBOI
OinbHuU, fe
3[iiCHI0ETLCA
MmikpoHizauis)(b.l.a.1.
(x), I1A), Changes to
quality control testing
arrangements for the
active substance-
replacement or addition
of a site where batch
control/testing takes
place - Addition of
"Sandoz Grup Saglik
Urunleri llaclari Sanayi
(Sandoz - Gebze 2)" as
an alternative testing
site for testing LADX
impurity.

nocsioYyeHHs

CAHAO3®
LOSARTAN
SANDOZ®

TabneTku, BKpUTI NIIBKOBOKO
060/10HKO0, No 100 mr, no
14 TabneToK, BKPUTUX
N/1iBKOBOK 06O/OHKOIO Y
6nictepi, no 2 abo 7
6nicTepiB y KAPTOHHIN
Kopoo6Li

CaHpo3
dapmachbioTikan
34.4.

CnoseHisa

BUPOGHULITBO HEPO3(hacoBaHOroO

NpOAYKTY:

CaHpo3 N'pyn Carnuk YpyHnepi
lnaknapi CaH. Be Tik. A.C.,

TypeyuunHa;

BMPOGHMLITBO HEPO3hacoBaHOro
NpoAyKTY, NEPBUHHE Ta BTOPUHHE

nakyBaHHA, TECTYBaHHA:

Cantotac dapma 'm6X, HimeuunHa;

[03BiN Ha BUMNYCK cepii:

Jlek ®apmaLeBTMyHa KoMNaHisa 4.4.,

TypeyunHa/
HimeuunHa/
CnoseHis

BHECEHHSA 3MiH [0
peecTpauiitHnx
MaTepianis: 3miHn |
TMNy: AOMIHICTpaTUBHI
3MiHW. BunyyeHHs
BMPOBHMNYOI AinbHUL
(BKIKOYAIOYUM OiNbHALL
ons A®l, npomixHoro
npoAayKTy abo rotoBOro
nikapcbKkoro 3acoby,

OinbHULI ANs

3a
peyenmom

UA/18672/01/02




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
CnogeHis; NPOBEAEHHs NakKyBaHHS,

nepBUHHE Ta BTOPVMHHE NakKyBaHHS,
[03BiN Ha BUNYyCK cepii:
ek ®apmaueBTMYHa KOMMaHisa A4.4.,
CnoseHis;
BMPOGHMLTBO HEPO3(hacoBaHOrO
NPOAYKTY, NEPBUHHE Ta BTOPVHHE
nakyBaHHS, TECTYBaHHS:
'eHBeoH Inak CaHali Be TikapeT
A.C., TypeyunHa,
TECTyBaHHS:

C.K. Cangos C.P.J1., PymyHis;
MiKpob6ionoriyHe TeCTyBaHHS:
Hosaprtic Carnwk, lNga se Tapim
YpyHnepi CaHali Be TikapeT A.C.,
TypeyunHa

BUPOGHMKA,
BiANOBIAa/IbHOIO 3a
BMNYCK Cepiii, Micue

NpOoBeeHHS KOHTPOSO
cepii) abo
noctavasibHuKa
BUXIAHOrO MaTepiany,
peareHTy abo
[L0MOMIXHOT pevyoBUHU
(AKLWO 3a3HaYeHo y
pocee)(A.7., 1A),
Deletion of sites for the
manufacture of an active
substance, intermediate
or finished products, for
packaging, for quality
control, for batch release
or of sites of
suppliers/manufacturers
of a starting material,
reagent or excipient
(provided these are
listed in the dossier
Module 3)The Applicant
proposes to remove the
currently registered site
Lek Pharmaceuticals
d.d., Ljubljana, Slovenia
as it is no longer
responsible for sality
control, primary
packaging and
secondary packaging of
the drug product. The
applicant confirms all
conditions, and the
documents set under
change code A.7 are
fulfilled.

Please note that the
batch release function
will continue to be
performed at Lek
Pharmaceuticals d.d.
Ljubljana, Slovenia with
post code 1526.
The applicant has also
taken the opportunity to
update section 3.2.P.3.1




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

for some editorial
changes which consist
of the following:

- the addition of the word
‘ulica’ in the address of
Lek Pharmaceuticals
d.d., Ljubljana, Slovenia,
as per GMP
- the correction of the
address 'Lek
Pharmaceuticals d.d.,
Trimlini 2 D' to 'Lek
Pharmaceuticals d.d.,
Trimlini 2d', as per GMP.
- the addition of "y" in
the spelling for country
Germany in the address
of Sandoz
Pharmaceuticals GmbH,
Bruckmuhl, Germany.
We hereby confirm that
the changes proposed
as editoriai do not
change the content of
the concerned parts of
the dossier beyond the
scope of the variation
submitted within which
the editorial changes are
being submitted.
BBegeHHs 3MiH
NpOTArom 6-Tu MicsiLiB
nicns 3aTBepipkKeHHs.
3MiHu 3 skocTi. AdI.
Bupo6bHMLTBO. 3MiHa
BMPOGHUKaA
BUWXi4HOro/MpOMiXHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY NpoLieci
A®l, abo 3miHa
BMPOGHMKA (BK/IHOYAOYM,
[Oe HeobxiaHo, micue
NpOoBeeHHA KOHTPOS0
akocTi) APl (3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI
€Bponeicbkii
thapmakornei y
3aTBEPAKEHOMY [10ChE)




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

(BBEAEHHSA HOBOI
OinbHuU, fe
3LiiCHI0ETLCA
MmikpoHizauis)(b.l.a.1.
(x), 1A), Changes to
quality control testing
arrangements for the
active substance-
replacement or addition
of a site where batch
control/testing takes
place - Addition of
"Sandoz Grup Saglik
Urunleri llaclari Sanayi
(Sandoz - Gebze 2)" as
an alternative testing
site for testing LADX
impurity.




