JAEPKABHA CJIVIKBA 3 TIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUIBCbKIN OBJIACTI

npos. Ceimmunoi Hapuii, 3, m.Kuis, 02099, reii/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Ko CAPIOY 37078774

BUCHOBOK
npo sKicTh BBE3€HOro B YKpainy jJikapchbKkoro 3acody

14.11.2024 Ne §7962/24/10

MET®OPMIH CAH103®

(HaiiMenyBans NKapChkoro 3acofy 3rifno 3 peccTpaLiiiHUM TOCRITICHTIM)
Tab1eTKH, BKPHUTI IIiBKOBOIO 060/101K010, 110 500 Mr, o 10 Tadaerox y Guicrepi; no 3
OJlicTepu y KapTOHHIN KopoOui

((hopma BHIYCKyY, 103yBaHHA, BHA MAKYBaHHs AiKapchKkoro 3acofy)
Homep peecrpauiitnoro nocsiguenns UA/9477/01/01 crpox aii pecerpauiiinoro nocsiguers 01.01,2099
Cepis nikapcikoro 3acofy Ne PC4549 Kinbricth rreaenioro sgikapenkoro sacody 2704

Bupobuuk Jlex C.A., [lonbiua

(naliMcHYRAHHS RUPOBHMKA JITKAPCHLKOTO 3acoBy. KpaiHa 1MOX0/UKeHHS)

Baescewo B Ykpainy Toeapucrso 3 o6mexkenoro BitnopiaanbHicTio ""Cangos Ykpaina'",
inent. kox: 38419586

(HaiiMeHyBanns Ta koa 3a CAPTIOY ropuaitinoi ocobu abo npissuiile, iM's, 110 6aThkoBI (izHiHOT
ocobu - MAMpPUCMIL, 11 Micle TPOIKUBAHHS TA PECCTPAILHHIIT HOMEP 08MIKOROT KAPTKH MAATHINKA
1101aTKIB abo cepist Ta HOMEp 11actiopTa)

Iporokos sisyansuoro xowrpodio sin 08.11.2024 Ne 3458/3.

3a  pesynbTaTaMM  IPXKABHOTO  KOHTPOJIO  BCTAHOBNEHO, 10 JKApChKWid  3acib  BReseno B Ykpainy 3

AOTPUMAHHSAM BHMOr 3aKOHOLABCTBA MO0 3a0e3IICHCHNS SKOCT] JKApChKHX 3acobiB.
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g;ff» ég%)‘ o % - 2 dopma: Ceptudpikat cepii N3
w4 g‘%% K %ﬁi} Bepcin: 44094750.150124-76.5 BunaHo:

NEK C.A. Nonblia

CEPTU®IKAT BIANOBIOHOCTI CEPII

MET®OPMIH CAHOO3®

UA/9477/01/01 44094750 Ykpaina

MeTtdopminy rigpoxnopuay 500 mr

TabneTku, BKpUTi nniBkoBoto 060noHKoro, no 500 mr

5 i

no 10 Tabnetok y 6nicTepi; no 3 Gnictepu B KAPTOHHIN KOPOOB L

PC4549 PC4549 2704

11.07.2024 06/2027

Jlek C.A.

95-010 Ctpukos, Byn. lNoaninie, 16, Monbwa

Bupo6bHuua niueHsia Ne: 064/0095/15



®dopma: Ceptudpikat cepii N3
Bepcis: 44094750.150124-76.5 BupaHno:
NEK C.A., Monblua

5
©
St
Ty, s
P
RN

ek C.A. 95-010 Ctpukos, Byn. Noaninie, 16, Nonbua

Nek C.A. 95-010 Ctpukos, Byn. [Mogninie, 16, Nonkuia

Nek C.A. 95-010 Crpukos, Byn. lMoaninie, 16, NMonbwa

‘/ B npoueci BUpoGHMLITBA Ta NakyBaHHs He BYNo BigxXuneHb, ki MOXYTb
BANUHYTU Ha BUMYCK NPOAYKTY.

B npoueci sBupobrHuuTBa Ta nakyBaHHs Byno 3adikcoBaHO HACTYMHI
BUAXUNEHHS, ANB. HWXYe (PeEcTpauinHuiA HOMEp BIAXUITEHHA B
enNeKTPOHHIk cucTemi obniky):

BiaxuneHHa Ne (GX_QEM): -/-

Lium nigTeepaxylo AOCTOBIPHICTL Ta TOYHICTL BUleHaBedeHo! iHdopmauii. Lis cepis nikapcbkoro 3acoby Byna
BUrOTOBNEHA, BKIMIOYHO 3 YNakoBKOK/MapKyBaHHSIM Ta KOHTPOMNEM AKOCTI Ha BULLIEHABEASHUX BUPOBHUUMUX AiNbHULAX
y MOBHii BignosigHocTi Ao BuMor GMP MiclleBUX perynsTopHUX opraHiB, a Takox Ao cheuudikauii PeecTpauirHoro
Hocbe kpaiHu iMnopTepa abo danny cneundikalii gocnimkyBaHoro nikapcbkoro 3acoby. [aHi npo BUroTOBNEHHS,
yNakoBKy Ta aHaniau cepii 6yno nepeegipeHo Ta nigTepmxeHo ix BigNosigHicTs cTaHaapTam GMP.

CEPTUDIKALIA CEPII 22.10.2024

YnoBHoBaXeHa ocoba Krzysztof Poszwinski

/EnekmponHult nidnuc/  22.10.2024  11:25:20 +02'00'




PC4549

®opma: Ceprudikat cepii M3
Bepcin: 44094750.150124-76.5

CEPTU®IKAT AHANI3Y

NW9564

11.07.2024

BupaaHo:

NEK C.A., NonsLia

06/2027

30BHIiWHIN BUrnan

CepeaHsa maca

OaHopigHicTL

AO030BaHUX OAUHULL

PosnagaHHa

Po34yuHHicTL

laeHTudikauin:
MeTdbopmin HCI

lneHTUdikauin:
Xnopuawn*

laeHTudikauin:
TutaHy giokeua™

KinskicHe
BU3HavYeHHA:

MeTdopmin HCI

CynyTHi AoMmillKu

LiiaHoryaHignH

OanHUYHI HeBigoMi

LOMiLLIKK

Cyma Aomiwok

E€8p.®. 2.9.40
(po3paxyHKoBO-
Barosut MeToa)

€sp.P. 2.9.1

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

BEPX abo TLIX

Ximiyna peakuis

XimivyHa peakuis

BEPX abo Yo

BEPX, snacHui

BEPX, snacHuit

BEPX, snacHuii

Kpyrni, 6ini, nsosunykni Tabnertku, BKpUTI
nniskoBoto obonoHkoto, 3 Biabutkom “M 500"
Ha OfHIV CTOPOHI i rnajki 3 iHWOT CTOPOHK

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

MNoauTueBHO

No3auTueHO

[No3uTuBHO

500,0 mr + 5 % / Tabnerka

(signoginae 475,0 — 525,0 mr/tabneTtka)

<0,02 %
0,1 %

<0,3%

Bignosigae
518,6 Mr
Bignosinae
7 T,xa
96,6 %
935 | -~ | 988 | %
Bianoeinae
.-
afs
4955 | wrirasn.
< 0,004 %
< 0,040 %
< 0,040 %




B BB P 5%, ®dopma: Ceprudpikar cepii M3
S\ éw N
S5 AN LOL Bepcin: 44094750.150124-76.5 BuaaHo:

NEK C.A., Monblua

CEPTUDIKAT AHANI3Y

PC4549 42033490 NW9564 11.07.2024 06/2027

N-HiTpo3oaumeTUn- GC-MS/MS Makc. 0,032 ppm < 0,010 ppm
amiH (NDMA)*** . R e

MikpoGionoriyHa yucrorta** BignosinHo go €sp.d. 5.1.4

TAMC < 1000 KYO/r -/- KyOir

TYMC CEpBLZ6ALE o on VO - KYOIr
2.6.13

Escherichia coli BigcyTHi/r =

MpumiTku:

* - HepyTUHHUIA TecT, NpoBOAUTLCA MiHIMYM oguH pa3 Ha pik
** - HepyTUHHUIA TecT, 3AINCHIOETLCS ANS KOXHOI 25-i cepil MiHIMYM oauH pa3 Ha pik
*** < HepyTUHHUM TecT, 30INCHIOETLCA ANS KOXHOT 10+ cepii

18.10.2024 Renata Pawlak / Krzysztof Poszwiriski

/EnekmpoHrul nionuc/  22.10.2024 11:37:31 +02'00'

Fedochenko
Tetiana el

ggy




& A %g T g%? ?3 Form: FDF Batch certificate
Y% & Version:  44094750.150124-76.5 Issued by:

LEK S.A., Poland

BATCH CERTIFICATE OF CONFORMITY

METFORMIN SANDOZ®

UA/9477/01/01 44094750 Ukraine

Metformine hydrochloride 500 mg

Film-coated tablets, 500 mg

10 tablets in blister; 3 blisters in carton

PC4549 PC4549 2704

11.07.2024 06/2027

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

Manufacturing License Ne: 064/0095/15




i Form: FDF Batch certificate
L Version: 44094750.150124-76.5 Issued by:

LEK S.A., Poland

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

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

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.

iy

S

BATCH CERTIFICATION 22.10.2024

Qualified (Authorized) Person Krzysztof Poszwiniski

Digitally signed by Poszwinski
Krzysztof
Date: 2024.10.22 11:25:20 +02'00'
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fest Version:
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CERTIFICATE OF ANALYSIS

Form:

FDF Batch certificate
44094750.150124-76.5

METFORMIN SANDOZ®, film-coated tablets, 500 mg

Issued by:
LEK S.A., Poland

PC4549

42033490

NW9564 11.07.2024

06/2027

Appearance

Mean Weight

Uniformity of Dosage
Units

Disintegration

Dissolution

ldentification:
Metformin HCI

Identification:
Chlorides*

Identification:
Titanium dioxide*

Assay:
Metformin HCI

Related substances
Cyanoguanidine

Single unknown
impurities

Sum of impurities

Ph.Eur. 2.9.40, mass
variation

Ph.Eur. 2.9.1

Ph.Eur. 2.9.3
(basket, 100 rpm + 2 rpm)

HPLC or TL.C

Chemical reaction

Chemical reaction

HPLC or UV

HPLC, in-house
HPLC, in-house

HPLC, in-house

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

524.6 mg * 5% (498.4 — 550.8 mg):
(n=20)

L1: max. 15 or L2: max. 25

< 30 min

2 75% (Q) after 15 minutes

Positive

Positive

Positive

500.0 mg £ 5 % / tablet
(corresponding 475.0 - 525.0 mg/tablet)

£0.02 %
<01 %

<03 %

Conforms
518.6 mg
Conforms
7 l min
96.6 %,
935 |- 98.8 %
Conforms
-l-
=l
49550 | mgitablet
< 0.004 %
< 0.040 %
< 0.040 %




Form: FDF Batch certificate
Version: 44094750.150124-76.5 Issued by:
LEK S.A.. Poland

METFORMIN SANDOZ®, film-coated tablets, 500 mg

PC4549 42033490 NW9564 11.07.2024 06/2027

N-Nitrosodimethyl- GC-MS/MS max. 0.032 ppm < 0.010

ppm
amine (NDMA)***
Microbial Limit Test** according to Ph. Eur. 5.1.4
TAMC <1000 CFU/g “l- CFU/g
TYMC  PhEur.26.12+2613 <100 CFU/g “I- CFUlg
Escherichia coli Absent/g /- }
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

18.10.2024 Renata Pawlak

Digitally signed by Poszwinski
Krzysztof
Date: 2024.10.22 11:37:31 +02'00'
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