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 Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4eHHs
1 MET®OPMIH- | Tabnetku, BKpUTI TOB «TeBa YkpaiHa BMPOOHULITBO 3a MNOBHUM Yecbka B.lll.1.a.2 IA 3a UA/18723/01/01
TEBA nNiBKOBOO YkpaiHa» ymknom: Teea Yex IHgacTpi3 Pecny6nik | The Certificate of Suitability |peyenmom
060/10HKO10, N0 500 C.p.0., Uecbka Pecnyb6nika; al Ingisa/ R1-CEP 2008-043 has
Mmr, no 15 Tabnetok BMPOGHMLITBO 3@ NOBHUM YropwmHa been updated from

y 6nictepi, no 2 abo
no 4 6nictepn 'y
KopooLi

uukiom: Mikpo Jla6e Nimiten,
IHAjs;
nepBrHHA Ta BTOPVHHA
yrnaKoBKa, KOHTPOJ1b AKOCTI,
[03BiN Ha BUNyck cepii: AT
dapmaLeBTMYHNK 3aBOS TeBa,
YropwmHa

Revision 05 to Revision 07.
« Performed changes CEP
R1-CEP 2008-043 version
05-06
- Updated Certificate of
Suitability R1-CEP 2008-
043-Rev 06 was issued on
the 13th January 2021.
New manufacturing site
(Yangkou Chemical
Industry Park) was
introduced within this
revision and added to the
CEP (see CEP update-List
of changes in M1 Add-Info).
- Drug substance
manufacturer Shouguang
Fukang Pharmaceutical
CO., Ltd. confirmed that the
drug substance
manufactured according to
CEP version R1-CEP 2008-
043-Rev 06 will not be
supplied to Teva (see
Statement Funkang in M1
Add-Info).

- Furthermore the drug
product manufacturer Teva
Czech Industries s. r. 0.
confirms that the drug
substance according to R1-




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ghopma,
ynakoska)

3asaBsHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi04YeHHs1

CEP 2008-043 Rev-06 was
not used for production,
therefore the submission of
this CEP version was
ommitted.

« Performed changes CEP
R1-CEP 2008-043 version
06-07
- Updated Certificate of
Suitability R1-CEP 2008-
043-Rev 07 was issued on
the 21th February 2022.
Manufacturing site
(Yangkou Chemical
Industry Park) was
removed.

- All changes in updated
CEP version R1-CEP 2008-
043-Rev 07 are minor in
nature and the applicant
confirms that it does not
have any impact on the
finished product or to the
registered API specification
or related methods (see
CEP update-List of changes
in M1 Add-Info).

- The applicant also
confirms that all the
required conditions for the
above variation are fulfilled.
Lirova:
Metformin hydrochloride ex
Shouguang Fukang:
CEP R1-CEP 2008-043-
Rev 05
lMponoHoBaHa:
Metformin hydrochloride ex
Shouguang Fukang:
CEP R1-CEP 2008-043-
Rev 07

MET®OPMIH-
TEBA

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOt0, No 850
Mmr, no 15 TabneTok

TOB «TeBa
YkpaiHa»

YkpaiHa

BMPOGHULITBO 3a MOBHUM
uuknom: Teea YUex IHaacTpi3
C.p.0., Uecbka Pecnybnika;

BMPOGHULITBO 3a MOBHUM

Yecbka
Pecny6nik
al Inpis/
YropuinHa

B.lll.1.a.2 1A
The Certificate of Suitability
R1-CEP 2008-043 has
been updated from

3a
peyenmom

UA/18723/01/02




Ne

Hassa

Popma suUnycKy

3asaBsHUK

o KpaiHna Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

y 6nictepi, no 2 abo
no 6 6nictepis y
KopooLi

uukiom: Mikpo Jlabe Nimiten,
IHAjs;
nepBuHHa Ta BTOPUHHA
yrnaKoBKa, KOHTPO/1b AIKOCTI,
[03BiN Ha BUNyckK cepii: AT
dapmaLeBTMYHK 3aBoS TeBa,
YropwmHa

Revision 05 to Revision 07.
« Performed changes CEP
R1-CEP 2008-043 version
05-06
- Updated Certificate of
Suitability R1-CEP 2008-
043-Rev 06 was issued on
the 13th January 2021.
New manufacturing site
(Yangkou Chemical
Industry Park) was
introduced within this
revision and added to the
CEP (see CEP update-List
of changes in M1 Add-Info).
- Drug substance
manufacturer Shouguang
Fukang Pharmaceutical
CO., Ltd. confirmed that the
drug substance
manufactured according to
CEP version R1-CEP 2008-
043-Rev 06 will not be
supplied to Teva (see
Statement Funkang in M1
Add-Info).

- Furthermore the drug
product manufacturer Teva
Czech Industries s. r. 0.
confirms that the drug
substance according to R1-
CEP 2008-043 Rev-06 was
not used for production,
therefore the submission of
this CEP version was
ommitted.

« Performed changes CEP
R1-CEP 2008-043 version
06-07
- Updated Certificate of
Suitability R1-CEP 2008-
043-Rev 07 was issued on
the 21th February 2022.
Manufacturing site
(Yangkou Chemical




Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asaBsHUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

Industry Park) was
removed.

- All changes in updated
CEP version R1-CEP 2008-
043-Rev 07 are minor in
nature and the applicant
confirms that it does not
have any impact on the
finished product or to the
registered API specification
or related methods (see
CEP update-List of changes
in M1 Add-Info).

- The applicant also
confirms that all the
required conditions for the
above variation are fulfilled.
[Oitova:
Metformin hydrochloride ex
Shouguang Fukang:
CEP R1-CEP 2008-043-
Rev 05
[ponoHoBaHa:
Metformin hydrochloride ex
Shouguang Fukang:
CEP R1-CEP 2008-043-
Rev 07

MET®OPMIH-
TEBA

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKOH0, NO
1000 wmr, no 10
TabneTok y
6nictepi, no 6 aéo
no 12 6nictepiB y
KopooLi

TOB «TeBa
YkpaiHa»

YkpaiHa

BMPOGHMLITBO 38 MOBHUM
ymknom: Teea Yex IHgacTpi3
C.p.0., Uecbka Pecnybnika;

BMPOGHULITBO 3a MOBHUM

ymknom: Mikpo Jlaée Nlimitenq,
IHAjs;

nepBrHHA Ta BTOPVHHA
yMnakoBKa, KOHTPOJIb SKOCTI,
[03BiNn Ha BUNyckK cepii: AT

dapmaueBTUYHWI 3aBOA, TeBa,

YropwmHa

Yecbka
Pecny6nik
al Inpis/
YropLinHa

B.lll.1.a.2 IA
The Certificate of Suitability
R1-CEP 2008-043 has
been updated from
Revision 05 to Revision 07.
» Performed changes CEP
R1-CEP 2008-043 version
05-06
- Updated Certificate of
Suitability R1-CEP 2008-
043-Rev 06 was issued on
the 13th January 2021.
New manufacturing site
(Yangkou Chemical
Industry Park) was
introduced within this
revision and added to the
CEP (see CEP update-List

3a
peyenmom

UA/18723/01/03




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

of changes in M1 Add-Info).
- Drug substance
manufacturer Shouguang
Fukang Pharmaceutical
CO., Ltd. confirmed that the
drug substance
manufactured according to
CEP version R1-CEP 2008-
043-Rev 06 will not be
supplied to Teva (see
Statement Funkang in M1
Add-Info).

- Furthermore the drug
product manufacturer Teva
Czech Industries s. r. 0.
confirms that the drug
substance according to R1-
CEP 2008-043 Rev-06 was
not used for production,
therefore the submission of
this CEP version was
ommitted.

« Performed changes CEP
R1-CEP 2008-043 version
06-07
- Updated Certificate of
Suitability R1-CEP 2008-
043-Rev 07 was issued on
the 21th February 2022.
Manufacturing site
(Yangkou Chemical
Industry Park) was
removed.

- All changes in updated
CEP version R1-CEP 2008-
043-Rev 07 are minor in
nature and the applicant
confirms that it does not
have any impact on the
finished product or to the
registered API specification
or related methods (see
CEP update-List of changes
in M1 Add-Info).

- The applicant also




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

confirms that all the
required conditions for the
above variation are fulfilled.
[Liroya:
Metformin hydrochloride ex
Shouguang Fukang:
CEP R1-CEP 2008-043-
Rev 05
lMponoHoBaHa:
Metformin hydrochloride ex
Shouguang Fukang:
CEP R1-CEP 2008-043-
Rev 07




