JTEPKABHA CJIYXKBA 3 JIKAPCHBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU V KUIBCLKIN OBJIACTI

npos. Ceitnuunoi Hagii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo sIKiCTL BBE3€HOr0 B YKpaiHy Jikapcbkoro 3acofy

29.11.2024 Ne 61298/24/10

MET®OPMIH CAHIO3®

(HaliMeHYBaHHS JTiKapChKOTO 3acoby 3TiAHO 3 peecTpalliifHiM MOCBIAICHHAM)
Ta0JIeTKU, BKPUTI NJIIBKOBOIO 060J10HK0¥0, 110 500 Mr, no 10 TaGaerok y Gaicrepi; mo 12
OJicTepiB y KapTOHHIii Kopo6ui

(thopma BuMyCKy, HO3YBaHHSA, BUE NaKyBaHHs AiKapcbkoro 3acoby)
Howmep peecrpauiitnoro nocsiguenns UA/9477/01/01 crpox xii peectpauiitnoro mocsimuenns 01.01.2099
Cepis nikapcbkoro 3aco6y Ne PD9260 KinekicTs BBE3€HOTO Nlikapchkoro 3acoby 13840

Bupobunk Jlex C.A., [lonsnia

(mailiMenyBaHHs BUpOOHHKa JikapchKOro 3aco0y, KpaiHa TOXOKEHHS)

Baeseno B Ykpainy ToBapucrso 3 00MexxeHo010 BinnosigaabuicTio "Canno3 Ykpaina',
inenTt. xox: 38419586

(naiiMenyBaHHA Ta koJ 3a €IPTIOY ropumnuHoi 0cobu abo mpi3Buile, iM'A, 10 6aThKOBI (BizuuHOl
ocobH - mianpreMus, if Micle TPoXUBaHHs Ta peecTpallitHui HoMep 06MiKOBOT KapTKH MIaTHHKA
nojatkis abo cepis Ta HOMEp nacrnopra)

IpoToxoa Bizyansnoro konrpomo six 22.11.2024 Ne 3680/1.

3a pesynpTaTaMM  JIEpXKaBHOIO KOHTPOJIO BCTAHOBIIEHO, IO JIiKapcbkuit 3aci6 BBeseHo B VYkpainy 3

AOTPUMAHHAM BuMor 3aKOHONABCTBA 1010 3a0€3MeYeHH: AKOCTI JIKapChKkuX 3acobiB.

/‘/ w Ouvra CPLOMEHKO
[
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®opma: Ceptudixar cepii N3
Bepcin: 44094751.150124-76.6 BuaaHo:

NEK C.A., Monblua

V B npoueci BUpoBHULTBA Ta nakyBaHHA He Oyro BiaXuieHb, siki MOXyYTb
BMNNNHYTU Ha BANYCK NPOAYKTY.

B npoueci BupobHuuTBa Ta l'laKyBaHHﬂ 6yno Sad)IKCOBaHO HaCTyFIHI
BUOXUIEHHS!, OUB. HWKYe (peecTpaLiiinii HoOMep BiOXWUMNEHHS B
enekTpoHHIA cucTemi obniky):

Binxunenus Ne (GX_QEM):

Lium nigTeepikyto HOCTOBIPHICTL Ta TOMYHICTL BUlleHaBefeHol iHopMauii. Ls cepis nikapcbkoro 3acoby 6yna
BUrOTOBNEHA, BKITOYHO 3 YNakKoBKOK/MapKyBaHHSAM Ta KOHTPOMEM SIKOCTI Ha BULLeHaBeAeHUX BUPOBHUUMX AinbHULSAX
y noBHin BignosigHocTi Ao Bumor GMP micueBux perynatopHux opraHie, a Takox Ao cneuudikauii PeecTpallinHoro
. Docke kpaiHu imMnopTepa abo dainy cneuudikadii gocnigxysaHoro nikapcbkoro 3acoby. [Jaui npo BUrOTOBIEHHS,
’ ynaKOBKy Ta aHanisu cepn 6yno nepeslpeHo Ta mmaep,qmeHo ix Bl,qnosmmcm CTaH,u.apTaM GMP. '

10.11.2024

Krzysztof Poszwinski

/EnekmponHutll nidnuc/  14.11.2024 07:44:13 +01°00"

Cyoplura 2 2 4




®opma: Ceptudikar cepii M3
Bepcia: 44094751.150124-76.6

BugaHo:

GC-MS/MS

N-HiTpo3OAUMETUN- Makc. 0,032 ppm

amiH (NDMA)***
Mﬁ(po.ﬁibnoril'ma'quc'rd'ra** BignosiaHo o €ap.®. 5.1.4
TAMC
TYMC

< 1000 KyOIlr
€sp.P. 2.6.12 +
2613 <100 KYOIr

Escherichia coli BiacyTHi/r

NpumMiTKK:

* » HepyTUHHMUIT TECT, NPOBOAUTLCA MIHIMYM 0AMH pa3 Ha pik
** _ HepyTUHHMI TecT, 30INCHIOETLCA ANA KOXHOI 25-i cepii MiniMyM oduH pas Ha pik
*** . HepyTHHHUM TecT, 3RINCHIOETLCA ANA KoxHOT 10-1 cepii

Cyopisea 4 3

- 17.10.2024

NEK C.A., IMonblu

09/2027

He TecTyBanocs

bpm

He TectryBanock | KYO/r
He TecTtyBanoc KYOIr

He TecryBanochb

' Pawlak Renata / Krzysztof Poszwinski.

Fedochenko
Tetiana

4

/EnekmpoHnHull nidnuc/  14.11.2024 07:45:44 +01'00'

Digitally signed by Fedochorko Tetiona
DN: de=com, dc=novariis, ou=pouple,
wus$Z, soralNumbers2116816,
en=Fedochanko Trlara

Reason: Sandaz Ukraine QP on import
Dato: 2024,11.18 16:11:12 +0200'




Form: FDF Batch certificate
Version: 44094751.150124-76.6 Issued by:
LEK S.A,, Poland

BATCH CERTIFICATE OF CONFORMITY

larketing AUthorization:
UA/9477/01/01

LEK S.A.

- Manufacturing Licens

Page T of4




Form: FDF Batch certificate
Version: 44094751.150124-76.6 Issued by:

LEK S.A., Poland

| Bulkman
LEK S.A.

e

AR
-v>

V ' ' During the course of manufacturing and packaging there were no
devratrons that may mfluence the release of the product

During the course of manufacturmg and packagmg the followmg devuatlons
were reported see below (devratlon reference N° in electronlc system) :

/-

R Sratoment

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the |
importing country or product specification file for Investigational Medicinal Products. The batch processmg packaglng
and analysn records were reviewed and found to be in comphance with GMP -

Qualified (Authorized) Person Krzysztof Poszwinski

Digitally srgned by Poszwrnskr
Krzysztof :
Date: 2024, 11 14 07:44:13 +01'00":

Page 2 of 4




Form: FDF Batch certificate
Version: 44094751.150124-76.6 Issued by:

LEK S.A, Poland —

CERTIFICATE OF ANALYSIS

PD9260 42032239 PD2274 17.10.2024 09/2027

Appearance - Round, white, double radius film-coated Conforms
B i tablet, embossed ,M 500“on one side and
plain on the reverse side.
Mean Weight - 524.6 mg + 5% (498.4 — 550.8 mg); 520.2 mg
(n=20)
Uniformity of Dosage Ph.Eur. 2.9.40, mass L1: max. 15 or L2: max. 25 Conforms
Units variation ' : '
Disintegration ~~ Ph.Eur. 2.9.1 < 30 min _ 7 .. | min
Dissolution Ph.Eur. 2.9.3 > 75% (Q) after 15 minutes 97.7 %
(basket, 100 rpm + 2 rpm) ‘ ) . : _ 957 |- 98.8. | %
Identification: HPLC or TLC Positive Conforms
Metformin HCI
|dent.|f|cat|on: Chemical reaction Positive Not tested
Chlorides*
{dentification: C i i iti
ent Ion ' hemical reaction Positive Not tested
Titanium dioxide*
Assay: HPLC or UV 500.0 mg + 5 % / tablet 495.5 mg/tablet
Metformin HCI (corresponding 475.0 - 525.0 mg/tablet)

Related substances

Cyanoguanidine HPL.C, in-house £0.02% < 0.004 %
Single unknown HPLC, in-house £0.1% < 0.040 %
impurilies

Sum of impurities HPLC, in-house $0.3% < 0.040 %




N-Nitrosodimethyl-
amine (NDMA)***

Y

Form:
Version:

o

FDF Batch certificate
44094751.150124-76.6

GC-MS/MS§

PD2274

Issued by

LEK S.A., Poland

max. 0.032 ppm

Microbial Limit Test** according to Ph. Eur. 5.1.4

TAMC
TYMC

- Escherichia coli -

Notes:

Ph.Eur. 2.6.12 + 2.6.13

* - not routinely determined,: at least once a year
** - not routinely determined, every 25th. batch or at least once a year

*** . not routinely determined, every 10th. batch

06.11.2024

<1000 CFU/g
<100 CFU/g
Absent/g

F 4 of 4

0
£2

N3

Poszwinski

Pawlak Renata

Not tested ppm
Not tested CFU/g
Not tested . CFU/g
Not teste_d s

Digitally signed by Poszwinski

Krzysztof
Date: 2024.11.14 07:45:44 +01'00":




TIEPKABHA CJIVIKBA 3 JJIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUiBCHKIA OBJACTI

npos. Citmuawot Hanii, 3, m.Kuis, 02099, ren/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
npo sAKicTh BBe3eHoro B Ykpainy jlikapcsKoro 3acody

31.12.2024 Ne 68418/24/10

MET®OPMIH CAHAO3®

(naiiMenyBanus TiKapcbkoro 3acoly 3rixHO 3 peecTpauifnuM MOCBI4EHHAM)
ta6J1eTKH, BKPUTI IUIIBKOBOIO 06010HK0¥0, 110 SO0 MT, o 10 Tabnerox y Gaicrepi; no 12
oaicrepis y kapToHHiil KopoOui

((hopMa BATTYCKY, 03yBaKHs, BT NAKyBAHHA JKapebKoro 3acoty)
Howmep peecrpautiiinoro nocsiguenns UA/9477/01/01 crpox nii peectpauiiinoro nocsinuentis 01.01.2099
Cepis nikapcbkoro 3acoby Ne PE4689 KinbkicTs BBE3€HOTO Nikapebkoro 3acoby 13955

Bupobink Jlex C.A., Tlonpma

(HaitMeryBaHHA BUPOGHMKA JTiKapchKoro 3aco6y, kpaina MOXO/DKCHHS)

Bsescro B Ykpainy Tosapucrso 3 06Mexenolo Bixnosigansuictio "Cangos Yrpaina”,
inent. wox: 38419586

(HaitmcHyBarHs Ta ko 32 CJIPTIOY ropuauuroi ocobn abo npissuiue, iM's, o GaTbKoBI (isniHOl
0coBH - nixnmprems, Ti Mictie NPOXUBAHHS Ta peecTpalliiinuit Homep 0611iKOBOT KAPTKY MaTHHKA
onatkis abo cepis Ta HOMep nacropTa)

TIpoToko Bisyansuoro koutposio sin 26.12.2024 Ne 4120/3.

3a pesynbTaTaMH  JIEpXKaBHOTO KOWTPOJIO  BCTAHOBIENO, IO nikapchkui  3aci6  BBeseno B Ykpaimy 3

AOTPUMAHHSIM BHMOT 3aKOHOAABCTBA LIOJ10 3a6E3NCUEHHS AKOCTI NiKAPCHKMX 3ac00iB.

P AT

N A
AKX, 4
Hauasns WG %7y, Biktop CTEDOKIBCHLKHHN

(initiaing Ta npilsse)

ol o
AOKYMEHTyp ) 22
e



®opma: Ceprudikar cepii M3
Bepcin: 44094751.150124-76.6 BuaaHo:
NEKC.A., Monblua

CEPTU®IKAT BIAMNOBIAHOCTI CEPII

o

o il ai i

0 mr, wo sianosigae 390 Mr meTOpPMiHY

i TSR TG

Byn. [lomaHieBcbka 50 C, Bapwaga, 02-672, [onblua

Bupo6Huua niueHsis Ne:  064/0095/15

/

j)p.s@u ~ LF g l:

e Oy 7’4’7“(sz




®opma: Ceprudikar cepii 13
Bepcisi: 44094751.150124-76.6 BunaHo:
NEK C.A., Monblua

el

Jlek C.A. Byn. [lomaHieBcbka 50 C, Bapwasa, 02-672, lNonbuwa

£ S 2 i
V B npoueci BUpOBHULITBA Ta NakyBaHH:A He Byno BiaxuneHb, ski MOXYTb
BMIMHYTU Ha BUNYCK NPOAYKTY.

B npoueci BUpoBHUUTBA Ta NakyBaHHA 6yno 3adikcoBaHO HACTYMNHI
BUAXUMEHHSA, AUB. HUXKYe (peecTpaliiHnil HoMep BIAXUNEeHHA B
eNeKTPOHRIA cucTemi obniky):

Biaxunenns Ne (GX_QEM):  -/-

Lium nigTBepaXylo AOCTOBIPHICTL Ta TOMHICTL BUlleHaBefeHoi iHopmauii. Lia cepis nikapcbkoro sacoBy Gyna
BUrOTOBNEHA, BKITIOYHO 3 YNaKOBKO/MapKyBaHHAM Ta KOHTPOMEM SIKOCTI Ha BULLLeHaBeAeHNX BUPOGHUUMX SiNbHULAX
y NOBHiil BiANOBIAHOCTI A0 BUMOr GMP MicueBUX perynaTopHUX opraHis, a Takox Ao cneuudikauii PeectpauiiiHoro
. [ocke kpainu iMnopTepa abo dainy cneuudikauii gocniaxysaHoro nikapcekoro 3acofy. [laHi npo BUroTOBNEHHS,
~ ynakoBky Ta aHaniau cepii 6yno nepesipeHo Ta NATBEPKEHO X BiANOBIgHICTL cTaHaapTam GMP.

Ewa Oleksiak

/Enexmponrull nidnuc/  29.11.2024 14:31:43 +01'00'

I




®opma: Ceprudikar cepii M3
Bepcin: 44094751.150124-76.6

Buaano:

NEK C.A., MonsLya

CEPTUDIKAT AHANI3Y

PE4689

30BHiWHKIM BUrNag

CepeaHsa Maca

OaHopiaKicTL

[030BaHUX 0AUHNLb

Po3napaHHsa

PO34YUHHICTL

lneHTUDiIKaLia:
MeTdopmin HCI

lneHTUdikauin:
Xnopuau*

lneHTHikalia:

TuTaHy giokeuna*

KinbkicHe
BU3Ha4YeHHA:

MeTdpopmin HCI

CynyTHi AOMiLLKK

LliaHoryaHiauH

OOUHUYHI HegiaoMi

AOMILLKK

Cyma AOoMiLLoK

3%%%: VI

08/2027

42033490 PCO0727

23.09.2024

A ik v

- Kpyrni, 6ini, psosunykni Tabnetku, BKpUTi Bianosinae

nniskosoto oBonoHkoto, 3 Biabutkom “M 500"

Ha ofHIll CTOpOHI i rnaaki 3 IHWOT CTOPOHU
- 5246 Mr + 5%; (498,4 — 550,8 mr); (n=20) 522,9 Mr
€sp.®. 2.9.40 L1: makc. 15 abo L2: makc. 25 Bignosinae
(po3paxyHkoso-
Baroewuii metod)
€sp.d. 2.9.1 < 30 xBUNUH 7 XB
Ph.Eur. 2.9.3, 275 % (Q) 3a 15 xsunuH 95,5 %
kopaurka, 100 o,
06/x8. + 2 0b/x8 93,7 - | 97,3 °
BEPX abo TLUX Mo3uTnBHO Bignosinae
XimivHa peakuisa MoanTuBHO

He TectyBanochn
XimiyHa peakuis Mo3uTNBHO
He TecTyBanocn

BEPX a6o Yo 500,0 mr + 5 % / Tabnetka 499,3 Mmritaén.

(Bignosipae 475,0 — 525,0 mr/TabneTka)
BEPX, BnacHuii <0,02 % < 0,004 %
BEPX, Bnacimit 0,1 % < 0,04 %
BEPX, BnacHwit <0,3% < 0,04 %




. ®opma: Ceprudikar cepii N3
- Bepcin: 44094751.150124-76.6 BupaHo:

NEK C.A., Monklua

PE4689 42033490 PCO0727 23.09.2024 08/2027

N-HiTpO30,ﬂ,HMeTMn- GC-MS/MS Makc. 0,032 ppm He TecTyBanocs ppm
. amiH (NDMA)***

: MixpoSionori'qHa YyuctoTa** BiANOBIQHO 40 €‘Bp.¢. 5.1.4

TAMC < 1000 KYOIr He tectyBanoce | KYOIr
- TYMC eBp';’é‘Q‘gﬂ T <100 kYOI He TecTyBarnoc | KYOIr
' Escherichia coli BiacyTHi/r He TectyBanock
Mpumitku:

i ¥ - HepyTuHHUI TecT, NPOBOAUTLCA MIHIMYM OAUH pa3 Ha pik
** _ HepyTUHHUI TecT, 38iNCHI0ETLCA AN KOXHOT 25-1 cepil MiHIMYM oAuH pa3 Ha pik
*** . HepyTUHHUW TecT, 34INCHIETLCA ANA KoxHol 10- cepil

Digitelty signed by Fedochenko Teiona

Fedochenko  ox . scnovris, ouspoarin,

0u=S2, serilNumbser=2116816,
en=Fedochanko Yatinna

Tetiana Rungon: Santaz Uktaina QP on port
Data: 20241299 12:16.44 <0200
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Form: FDF Batch certificate
Version:  44094751.150124-76.6 Issued by:

LEK S.A., Poland

BATCH CERTIFICATE OF CONFORMITY

E

' Film-coated tablets, 500 mg

LEK S.A. ul. Domaniewska 50C, Warszawa, 02-672, Poland

Manufacturing License Ne:  064/0095/15




Form: FDF Batch certificate
Version: 44094751.150124-76.6 Issued by:

LEK S.A., Poland

525 S k%‘} Rl ‘ %ﬁm \\ R . A i ‘
LEK S.A. ul. Domaniewska 50C, Warszawa, 02-672, Poland

i . G ; ; ; i i . L
‘/ During the course of manufacturing and packaging there were no

deviations, that may influence the release of the product.

i
i

During the course of manufacturing and packaging the following deviations
were reported, see below (deviation reference Ne in electronic system):

Deviation Ne (GX_QEM): -/

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
. importing country or product specification file for Investigational Medicinal Products. The batch processing, packaging
- and analysis records were reviewed and found to be in compliance with GMP.

Ewa Oleksiak

Diéiléﬂy signe&. byvOIeksiak E\;va

. DN: de=com, de=novartis, ou=people, ou=GX,
O | e kS l a k EW serialNumber=886358, cn=Oleksiak Ewa

Reason: | am the author of this document




Form: FDF Batch certificate
Version: 44094751.150124-76.6 Issued by:

LEK S.A., Poland

CERTIFICATE OF ANALYSIS

PE4689 42033490 PC0727 23.09.2024 08/2027

Appearance - Round, white, double radius film-coated Conforms
tablet, embossed ,M 500“on one side and
plain on the reverse side.
Mean Weight - 524.6 mg + 5% (498.4 — 550.8 mg); 522.9 mg
(n=20)
Uniformity of Dosage Ph.Eur. 2.9.40, mass L1: max. 15 or L2: max. 25 Conforms
Units variation
Disintegration Ph.Eur. 2.9.1 < 30 min 7 min
Dissolution Ph.Eur. 2.9.3 2 75% (Q) after 15 minutes 95.5 %
(basket, 100 rpm % 2 rpm) 937 |-| 973 %,
Identification: HPLC or TLC Positive Conforms
Metformin HCI
Identification: Chemical reaction Positive Nt tested
~ Chlorides*
Identification: Chemical reaction Positive
: N -y Not tested
. Titanium dioxide*

Assay: HPLC or UV 500.0 mg + 5 % / tablet 499.3 mg/tablet
Metformin HCI (corresponding 475.0 — 525.0 mg/tablet)

Related substances

Cyanoguanidine HPLC, in-house £0.02% < 0.004 %
Single unknown HPLC, in-house <0.1% < 0.04 %
impurities

Sum of impurities HPLC, in-house <03 % < 0.04 %




Form: FDF Batch certificate
Version: 44094751.150124-76.6 Issued by:

LEK S.A,, Poland

AR

PE4689 42033490 PC0727 23.09.2024 08/2027

N-Nitrosodimethyl- GC-MS/MS max. 0.032 ppm & Not-tested
amine (NDMA)***

ppm

Microbial Limit Test** according to Ph. Eur. 5.1.4

- TAMC <1000 CFU/g Not tested CFU/g
TYMC Ph.Eur. 2.6.12+2.6.13 <100 CFU/g Not tested CFU/g
i Escherichia coli Absent/g Not tested
Notes:

* - not routinely determined, at least once a year
** . not routinely determined, every 25th. batch or at least once a year
*** . not routinely determined, every 10th. batch

Zi ATk

Ewa Oleksiak

Digitally signed by Oleksiak Ewa

. DN: dc=com, dc=novartis, ou=people, ou=GX,
O | e k S | a k EW a serialNumber=886358, cn=Oleksiak Ewa
Reason; | am approving this document
Date: 2024,11.29 14:32:23 +01'00




JIEPKABHA CJTVIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU ¥ KHATBCBKIA OBJIACTI

npos. Ceitnvanof Haxii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
npo sIKicTh BBE3¢HOTO B Yxpainy AikapcsKoro 3ac00y

31.01.2025 No 2289/25/10

MET®OPMIH CAHJIO3®

(WaliMeryBaHHs NiKapChKOTO 3aco6y 3TN0 3 PCECTpALiHHyM TTOCBIAEHHAM)
Ta6JieTKy, BKPUTI IUIBKOROI0 000J10HK010, 110 500 mr, io 10 TabjaeToKy Gnicrepi; no 12
gnicrepis y KapToHHIiH Kopooui

((popma BHITYCKY, 103YBAKHA, BUJL MAKYBAHH nikapcbkoro 3acoby)
Homep peceTpaLtiifioro mocBiaieHNs UA/9477/01/01 crpox i peccTpaulifinoro nocsitietns 01.01.2099
Cepist nikapchkoro 3acoby Ne PF5530 KinsKicTh BBE3EHOTO TiKAPCHKOTO 3300y 13835

Bupobumk Jlex C.A., Honplua

(HaiiMeHyBaHHs BUPOGHHKA nikapcbkoro 3acoby, kpaika TOXOIVKCHHS)

Baesero B Ykpainy ToeapucTBO 3 00MEKEHOIO signosinansuicrio " Cannos Yxpaina",
inent. won: 38419586

(HaiiMeHyBaHHs Ta KOA 33 CLPTIOY topumnHHoi ocobu ao TpizBAIle, iM's, IO Barbkori diznmol
0COBH - THATIPHEMLL, Ti MiCLE ITPOXHBAHHA Ta peecrpaniitnmii HoMEp 06J1ik0BOT KapTKH 1JIaTHAKA
HonaTKis abo cepis Ta HOMEP HacropTa)

[1poTOKOJI Bi3yalLUOr0 KOUTPOIIO sin 27.01.2025 Ne 0167/1.

3a  pesyaTaTaMi  JEpXKaBlioro  KOHTPOIIO BCTANOBNENO, MO  Jikapcbkui  3acib  BBEseHo B Vkpaiy 3

)IOTpI/lMaHHﬂM BUMOT 3aKOHO/ABCTRA OO 3a0¢3neUeHHs AKOCTI JliKapchbkux 3acobiB.
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Form: FDF Batch certificate

Version: 44094751.150124-76.6 Issued by:

LEK S.A., Poland

BATCH CERTIFICATE OF CONFORMITY

hich corresponds to 390 mg of metformin

Metformine hydrochloride 500 mg w

i

i

10 tablets in blister; 12 blisters in carton

LEK S.A.

Manufacturing License N

P s NETICR
{505 A




Form: FDF Batch certificate
Version:  44094751.150124-76.6 Issued by:
LEK S.A., Poland

LEK S.A. " ul. Domaniewska 50C, Warszawa, 02-672, Poland

‘/ During the course of manufacturing and packaging there were no
~ deviations, that may influence the release of the product.

- During the course of manufacturing and packaging the following deviations
were reported, see below (deviation reference Ne in electronic system):

'}L/;

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
importing country or product specification file for Investigational Medicinal Products. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP,

02.01.2025

Katarzyna Ejzenchart-Brzyska

. Digitally signed by Ejzenchart-Brzyska Kalarzyna
EJze n Cha rt- DN: de=com, de=novartis, ou=people, ou=S2,
serialNumber=2276757, cn=Ejzenchart-Brzyska
Katarzyna

B rZyS ka Ka ta rZy N & Reason: | am the author of this document

Date: 2025.01.02 12:55:11 +01'00"




. ﬁ% % @ :gg Form: FDF Batch certificate
i%ﬁ } = s Version: 44094751.150124-76.6 Issued by:

LEK S.A., Poland

CERTIFICATE OF ANALYSIS

PF5530 42033490 PE4074 , 09.11.2024 10/2027

Appearance - Round, white, double radius film-coated Conforms
tablet, embossed ,M 500"on one side and
plain on the reverse side.

Mean Weight e 524.6 mg * 5% (498.4 — 5650.8 mg); 521.0 mg
(n=20)

Uniformity of Dosage Ph.Eur. 2.9.40, mass L1: max. 15 or L2: max. 25 Conforms

Units variation

Disintegration Ph.Eur, 2.9.1 < 30 min 8 ] min

Dissolution Ph.Eur. 2.9.3 2 75% (Q) after 15 minutes 97.7 Y,
(basket,100 rpm £ 2 rpm) 96.8 | -] 99.0 %

Identification: HPLC or TLC Positive Conforms

Metformin HCI

identification: Chemical reaction Positive
. Not tested
Chlorides*
Identification: Chemical reaction Positive

o . Not tested i
Titanium dioxide* J
Assay: HPLC or UV 500.0 mg + 5 % / tablet 502.4 mg/tablet
Metformin HCI (corresponding 475.0 ~ 525.0 mg/tablet)
Related substances
Cyanoguanidine HPLC, in-house <0.02% < 0.004 %
Single unknown HPLC, in-house <01 % < 0.040 %
impurities
Sum of impurities HPLC, in-house £0.3% < 0.040 J %

Page Job d :




Form: FDF Batch certificate
Version:  44094751.150124-76.6 Issued by:

LEK S.A., Poland

METFORMIN SANDOZ®, film-coated tablets, 500 mg

g 3 LIiFE N

| 42033490  PE4074  09.11.2024  10/2027

N-Nitrosodimethy!- GC-MS/MS max. 0.032 ppm < Not tested T
amine (NDMA)*** ppm

Microbial Limit Test* according to Ph. Eur. 5.1.4

TAMC <1000 CFU/g Nottested | CFU/g

TYMC Ph.Eur. 2.6.12 + 2.6.13 s 100 CFU/g Not tested CFU/g

Escherichia coli Absent/g Not tested }
¢ Notes:

! *-not routinely determined, at least once a year

** - not routinely determined, every 25th. batch or at least once a year

*** - not routinely determined, every 10th. batch

’{g@

17.12.2024 i Marta Skowronska

. Digitally signed by Ejzenchart-Brzyska Kalarzyna
EJZe n Ch a rt.. ON: de=com, de=novartis, au=people, ou=S2Z,

serialNumber=2276757, cn=Ejzenchart-Brzyska
Katarzyna

B rZyS ka Kata rzyn a Reason: | am the author of this document

Date: 2025.01.02 13:03:38 +01'00"




dopma: Ceptudikat cepii m3
Bepcin: 44094751.150124-76.6
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BupoGHuua niyensia Ne:  064/0095/15

Buaado:
NEK C.A,, Nonbuia

ek C.A. syn. JomanieBckka 50 C, Baplwasa, 02-672, Monbiua




®opwma: CepTudikat cepii 113
Bepcina: 44094751.150124-76.6 Bugano:
NEK C.A., MNonbuwa

Nek C.A. 95-010 Crpukos, Byn. Nopninie, 16, Monbwa

4

ek C.A. Byn. lomaniescbka 50 C, Bapwaga, 02-672, NMonbuwa

Byn. lomanieBcbka 50 C, Bapwaga, 02-672, MNonbLa

L ‘/ B npoueci Bupo6HuuTBa Ta nakysaHHs He Byno sipxuneHs, siKi MOXyTL
A ) - BIUIMHYTU Ha BUNYCK NPOAYKTY.

B npoueci Bupo6HuLTBa Ta nakyBaHHs Byno sadikcoBaHo HacTynHi
- BUAXWUNEHHS, AUB. HKYe (peecTpauiiiHuit HOMep BIAXUMEHHS B
ENEeKTPOHHIU cucTemi obniky):
‘Bigxunexns Ne (GX_QEM): -/

LUum nigteBepmxyio AOCTOBIpHICTL Ta TOYHICTS BullleHaBe/leHol iHdopmaii. Lis cepis nikapcbkoro 3acoby Gyna
BUIOTOBNEHA, BKMHOYHO 3 YNaKoBKOK/MapKyBaHHAM Ta KOHTPOMEM SIKOCTi Ha BULLleHaBeAeHUX BUPOBHUYMX AiNbHUUAX
y MoBHIlt BiANOBIAHOCTI A0 BUMOr GMP Micuesux PErynaTopHUX opraHis, a Takox 4O cneuwudikayi PeectpauiiiHoro
Hocbe kpaiku imnoprepa abo daiiny cneyudikauii gocnigxysaHoro nikapcbkoro 3acoby. flaHi Npo BUroToBNEHHS,
Yynakoeky Ta aHaniau cepii 6yno nepesipeHo Ta NiATBEPAXEHO X BiANOBIARICTL ctaHgaptam GMP.

CEPTUDIKALIA CEPI| 02.01.2025

YnoBHOBaxxeHa ocoba Katarzyna Ejzenchart-Brzyska

/Enekmpornull nidnuc/  02.01.2025 12:55:11 +01'00'




dopma: Ceprudikar cepii [M3
Bepcin: 44094751.150124-76.6

CEPTU®DIKAT AHANI3Y

Buaaro:

NEK C.A., MNonkiia

PF5530

42033490

30BHilWHIK BUrNAA

CepeaHn Maca

OpHopiaHIicTb

[O30BaHUX OiHULb

Po3nagaHHA

PO34UHHICTh

lpeHTUdikauis:
MeTdopmin HCI

lnenTudikalis:
Xnopuan*

lneHTUdikauia:
TuTtaHy aiokeua*

KinbkicHe
BU3HAYEHHSA:

MeTdopmin HC!

CynyTHi AoMiliKku
LliaHoryaHignH

OAUHKYHI HeBigoMi
JLOM{LLIKV

Cyma AOMILLOK

€sp.®. 2.9.40
(po3paxyHKoBO-
BaroBuiA MeToa)

€sp.®. 2.9.1

Ph.Eur. 2.9.3,
Kopaurka, 100
0b/x8. + 2 06/x8

BEPX a6o TWX

XimiuHa peakuis

Ximiuna peakuis

BEPX abo YO

BEPX, BnacHwit

BEPX, snacHui

BEPX, BiacHu

Kpyrni, 6ini, aBoBUNykni  Tabnetku, BKpUTI

nniskosolo 0BONOHKOD, 3 ginButkom "M 500"

Ha ofHiil CTOPOHI | rnaaki 3 iHWoT CTopoHK

524.6 wr £ 5%; (498,4 — 550,8 mr); (n=20)

L1: maxc. 15 abo L2: makc. 25

< 30 xBUNUH

275 % (Q) 3a 15 xBunuH

MNosutuaHo

MosuTueHO

Mo3uTUBHO

500,0 mMr £ 5 % / TabneTka
(sianosigae 475,0 — 525,0 Mr/TabneTka)

<0,02 %
<01 %

<£0,3%

Bignosigae

r 521,0

T

Bignosipnac

T e

r 97,7 %

99,0 | %

Bianosinae

He TecTyBanochb

He TtectyBanocke

J mritabn.

%

Y
< 0,004
< 0,040
< 0,040

%




®opma: Ceptudikat cepii M3
Bepcia: 44094751.150124-76.6 Bugauo:
NEK C.A., Nonbuwa

PE4074 10/2027

N'HiTp030AMMeTMﬂ- ‘ GC-MS/MS Makc. 0,032 ppm He TecTyBanocs ppm
. amiH (NDMA)***

Mikpo6ionoriyHa yucrota** BianosigHo fo €sp.d. 5.1.4
TAMC < 1000 KYO/r He Tectysanoce | KYOIr

- TYMC eap.;3.621.(212 T <100 kvOIr He TectyBanoc Kyorr
- Escherichia coli BigcyTHi/r He TectyBanock T
Npumitku:

* - HepyTUHHUI TecT, npoBoaAUTLCA MiHiMyM ofiuH pa3 Ha pik
** - HepyTUHHUII TecT, 38iNcHIOETLCS Ana koxHol 25-1 cepii MiHIMyM oguH pas Ha piK
¢ ™ < HepyTuUHHUM TecT, 3giiicHIoeTbES AnsA KoxHoi 1041 cepii

Marta Skowronska

/EnekmporHud nidnuc/  02.01.2025 13:03:38 +01'00'

Digit SN Fo eoko Felinng
Fedochenko g e o

mialNuning i

o L h316,
Tetiana e T I




NEP)KABHA CJYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU YV KHIBCBHKIN OBJIACTI

npos. Ceimimunol Hauii, 3, M. Kuis, 02099, ten/ake: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
npo AKicTh BBE3EHOT0 B YKpainy JikapcbKoro 3acody

29.11.2024 Ne 61299/24/10

MET®OPMIH CAHAO3®

(HaliMeHYBaHHS NKAPCHKOTo 3acofy 3rifHo 3 peccTpalliiinuM NMocBiguCHHAM)
TAGJETKH, BKPUTI MJIiBKOBOI0 060J10H K00, 10 500 Mr, mo 10 Tabierok y 6aicrepi; no 12
oJicTepiB y kapToHHiN Kopob6ui

(hopma BHITYCKY, JI03yRAHHSA, BHJL AKYBAHHS JIKAPCHKOFO 3ac00Y)
Homep pecerpauiitnoro nocsiguenns UA/9477/01/01 crpox aii peccrpaniitnoro nocsiguenns 01.01.2099
Cepis nikapcbkoro 3aco6y Ne PD9272 KinukicTs BBE3EHOTO Nikapehkoro 3acoby 13510

Bupobumk Jlex C.A., Tlonbua

(HaliMeHyBaHHs BHpOBHMKa NikapehKoro 3acoby, kpaiHa MoXoJUKeHH)

Baeseno B Yxpainy ToeapucTBO 3 00MekeHO0I0 BianosigaaeuicTio "Cannos Ykpaina',
inent. kon: 38419586

(raiiMeHyBarHs Ta ko 3a CAPITIOY 1opuitnol ocobn abo npisuie, IM's, 110 0uThKOBI (PI3HUHOI
0Cco6H - MANPHEMILS, iT MiclIC TPOXKUBAHHS Ta peecTpalliifHit HoMep 06M1iKoBOT KapTKY NMAaTHUKA
nojiaTkis abo cepis Ta HOMEP NacopTa)

[IpoToxkou Bisyansnoro kourpesio Bix 22.11.2024 Ne 3680/2.

3a  pesyabTaTaMW  JIepXKaBHOro  KOHTPOIO  BCTAHOBNEHo, (0 Jikapchkuii  3aci®  meezeno B Ykpainy 3

JOTPUMAHHAM 81MOI 3aKOHOMABCTBA U010 3a0C311CUCHIA HKOCTI JIIKAPCHKUX 3aC00iB.

Boo navas Yanea CPHON RO

HUHRA CaVIHDY

{110 HOTE KOO0 ) (AR (iseingioati 18 gpisiad

Py
.



®opma: Ceptucikar cepii MN3
Bepcina: 44094751.150124-76.6 BuaaHo:
NEK C.A., Monbua

CEPTU®IKAT BIANOBIOHOCTI CEPII

UA/9477/01/01 44094751 YkpaiHa

PD9272 PD9272 13510

18.10.2024 09/2027

ek C.A.

95-010 Ctpukos, Byn. Noaninie, 16, NMonbiya

Bupo6Huya niueHsia Ne:  064/0095/15




®dopwma: Ceptudikar cepii M3
Bepcis: 44094751.150124-76.6 BupaHo:
NEK C.A., Monblua

@ﬁs
;‘%Z;g@
£
{

Nek C.A. 95-010 Ctpukos, Byn. Noaninie, 16, MNonbla

INek C.A. 95-010 Ctpukos, Byn. Moaninie, 16, NMonbwa

Nek C.A. 95-010 Ctpukos, Byn. lMoaninie, 16, Nonbuwa

t/ B npoueci BUpobHULITBA Ta NakyBaHHs He Oyno BigxuneHb, SKi MOXYTb
BRAMUHYTW Ha BUNYCK NPOAYKTY.

B npoueci BMpobHULTBa Ta NakyBaHHs Byno aadikcoBaHO HaCTyMHi
BUOXUNEHHSI, AUB. HKYE (peecTpaLliiHuin HoMep BIAXUNEHHA B
€NeKTPOHHI cucTemi obniky):

Bigxunenus Ne (GX_QEM):  -/-

Lnm nioTeepaxytd OOCTOBIPHICTE Ta TOYHICTL BUlleHaBedeHo! iHdopmauil. La cepia nikapcekoro sacoby 6yna
BUTOTOBNEHA, BKNHOYHO 3 YNAKOBKOK/MapKYyBaHHSAM Ta KOHTPOMEM SIKOCTI Ha BULLLleHaBeAeHUX BUPOBHUYUX AiNbHULISAX
y NoBHIiA BignosigHocTi 4o suMor GMP Micuesux perynaTopHuUxX opraHis, a Takox Ao cneuudikadlii PeectpadinHoro
Hocke kpaiHu iMnopTepa abo dainy crneuundikauii gocnigxysaHoro nikapckkoro 3acoby. [JaHi Npo BUrOTOBMEHHS,

ynakoBKy Ta aHaniau cepil 6yno nepesipeHo Ta nigTeepaxeHo iX BignosiaHicTe cTargaptam GMP.

CEPTU®IKALIA CEPII 10.11.2024

YnosHoBaxeHa ocoba Krzysztof Poszwinski

EnexmporHuli nionuc/  14.11.2024 09:29:58 +01'00°




dopma: Ceptudikat cepii 113
Bepcisn: 44094751.150124-76.6

CEPTU®DIKAT AHANI3Y

BupaHo:

NEK C.A., Nornblua

PD9272

42032239

PD2317

18.10.2024

09/2027

30BHIWHIK BUrNAL

CepepnHs maca

OaHopiAHICTL
A030BaHUX OAUHULb

PoasnagaHHnA

PO34KHHICTL

laeHTudikauin:
MeTtdopmix HCI

IneHTudikauin:
Xnopugu*

lgenTudikauia:
TuTaHy giokeua*

KinkkicHe
BU3HAYEHHS:

MeTtdopmin HCI

CynyTHi AOMIlLKK
LliaHoryaHiguH

OAnHUYHI HeBigomi
OOMILLKY

Cyma A0oMILLOK

€sp.®. 2.9.40
(po3paxyHKkoso-
Barosuii Metog)

€8p.®. 2.9.1

Ph.Eur. 2.9.3,
Kop3auHka, 100
06/xB. = 2 06/xB

BEPX abo TtUX

XimivHa peakuis

XimiyHa peakuis

BEPX a6o Y&

BEPX, BnacHui

BEPX, BnachHuit

BEPX, BnacHuw

Kpyrni, 6ini, nBoBunykni

TabneTku,

BKPUTI

nnigkoso 0o6onoHkow, 3 Biabutkom “M 500"
Ha OfHI# CTOPOHI i rNaaki 3 IHLWOT CTOPOHU

524.6 mr + 5%; (498,4 — 550,8 mr); (n=20)

L1: makc. 15 abo L2: makc. 25

< 30 xBUNUH

275 % (Q) 3a 15 xBunuH

Mo3uTtneHo

MNoauTtneHo

MoauTuBHO

500,0 Mr + 5 % / Tabnetka

(sinnosinae 475,0 — 525,0 mr/rabneTka)

<0,02 %
<0,1%

<03%

Bignosinae
522,9 Mr
Bianogipac
7 XB
96,2 %
94,5 - 99,3 %
Bignosinac
He TectyBanocs
He TtectyBanocn
496,7 Mr/Taén.
< 0,004 %
< 0,040 %
< 0,040 %,



®dopwma: Ceprudikart cepil M3
Bepcia: 44094751.150124-76.6 Bugaxo:
NEK C.A., Nonslua

PD9272 42032239 PD2317 18.10.2024 09/2027

:: N-HiTpO3OAUMETUN- GC-MS/MS Makc. 0,032 ppm He TectyBanocs| ppm
. amid (NDMA)***

‘ MiKpOGionori‘-lHaFHMCTOTa** BianosiaHo no €ep.®. 5.1.4

| TAMC < 1000 KYO/r He TectyBanoce | KYOIr
. TYMC €ep,;>.621.§12 T <100 KvOIr He TecTyranoc KYOIr
" Escherichia coli BigcyTHI/r He tectyBanoch

. MpumiTku:

i * . HepyTHHRWUIA TECT, NPOBOAUTLCA MIHIMYM OAMH pa3 Ha pik
** - HepyTUHHUIA TecT, 34iRCHI0ETLCA ANs KOXHOT 25-1 cepil MiHIMyM oAaUH pa3 Ha pik
*** . HepyTUHHWUW TecT, 3AINCHIOETLCA ANS KoxHo! 10-1 cepil

06.11.2024 Pawlak Renata / Krzysztof Poszwinski

/EnexkmponHutl nidnuc/  14.11.2024 09:39:56 +01'00"

Dttty signed by Faducheosa Teliaes

Fedochenko
Tetiana B e e




Form: FDF Batch certificate
Version: 44094751.150124-76.6 Issued by:

LEK S.A., Poland

BATCH CERTIFICATE OF CONFORMITY

UA/9477/01/01 44094751 Ukraine

10 tablets in blister; 12 blisters in carton

PD9272 PD9272 13510

18.10.2024 09/2027

LEK S.A. 16, Podlipie Str., 95-010 Strykow, Poland

Manufacturing License Ne: 064/0095/15




Form: FDF Batch certificate
Version: 44094751.150124-76.6 Issued by:

LEK S.A., Poland

LEK S.A. 16, Podlipie Str., 95-010 Strykow, Poland

LEK S.A. 16, Podlipie Str., 95-010 Strykow, Poland

LEK S.A. 16, Podlipie Str., 95-010 Strykow, Poland

G i i

V During the course of manufacturing and packaging there were no
deviations, that may influence the release of the product.

During the course of manufacturing and packaging the following deviations
were reported, see below (deviation reference Ne in electronic system):

Deviation Ne (GX_QEM): o=

+ | hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
- including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
importing country or product specification file for Investigational Medicinal Products. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP.

BATCH CERTIFICATION 10.11.2024

Qualified (Authorized) Person Krzysztof Poszwinski

Digitally signed by Poszwinski
Krzysztof
Date: 2024.11.14 09:29:58 +01'00'




Form: FDF Batch certificate
Version: 44094751.150124-76.6 Issued by:

LEK S.A., Poland

CERTIFICATE OF ANALYSIS

METFORMIN SANDOZ®, film-coated tablets, 500 mg

PD9272 42032239 PD2317 18.10.2024 09/2027

Appearance - Round, white, double radius film-coated Conforms
tablet, embossed ,M 500“on one side and
plain on the reverse side.

Mean Weight - 524.6 mg + 5% (498.4 — 550.8 mg); 522.9 mg
(n=20) l
Uniformity of Dosage Ph.Eur. 2.9.40, mass L.1: max. 15 or L2: max. 25 Conforms
Units variation
Disintegration Ph.Eur. 2.9.1 < 30 min 7 min
Dissolution Ph.Eur. 2.9.3 2 75% (Q) after 15 minutes 96.2 %
(basket, 100 rpm £ 2 rpm) 945 | .| 993 %

Identification: HPLC or TLC Positive Conforms
Metformin HCI
ldentification: Chemical reaction Positive Nt tasted
Chlorides*
Identification: Chemical ti Positi

efit o emical reaction ositive Not tested
Titanium dioxide*
Assay: HPLC or UV 500.0 mg = 5 % / tablet 496.7 mg/tablet
Metformin HCI (corresponding 475.0 — 525.0 mg/tablet)
Related substances
Cyanoguanidine HPLC, in-house <0.02% < 0.004 %
Single unknown HPLC, in-house £0.1% < 0.040 %

impurities

Sum of impurities HPLC, in-house s0.3% < 0.040 %




Form: FDF Batch certificate
Version: 44094751.150124-76.6 Issued by:

LEK'SA., Poland

METFORMIN SANDOZ®, film-coated tablets, 500 mg

PD9272 42032239 PD2317 18.10.2024 09/2027

N-Nitrosodimefi\*yl- GC-MS/MS max. 0.032 ppm Not tested | ppm
amine (NDMA)

Microbial Limit Test** according to Ph. Eur. 5.1.4

TAMC < 1000 CFU/g Not tested CFUlg
TYMC Ph.Eur. 2.6.12+2.6.13 =100 CFU/g Not tested CFU/g
Escherichia coli Absent/g Not tested

Notes:

* - not routinely determined, at least once a year

** . not routinely determined, every 25th. batch or at least once a year

*** . not routinely determined, every 10th. batch

06.11.2024 Pawlak Renata

Poszwinski Digitally signed by Poszwinski

Krzysztof

Krzysztof Date: 2024,11.14 09:39:56 +01'00'
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