AEPKABHA CIYKBA 3 JITIKAPCHKUX 3ACOBIB TA KOHTPO.JTIO 3A
HAPKOTUKAMM Y KMIBCBHKIN OBJIACTI

npok. Ceitnwarol Hauil, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@gdls.gov.ua, Ko CAPHOY 37078774

BUCHOBOK
npo sAKiCThL BBE3¢HOro B YKpainy jJikapchKkoro 3acody

14.11.2024 Ne §7962/24/10

MET®OPMIH CAH/IO3®

(HalMCEHYBaHIS NIKAPChKOTO 3ac0BY 3TN0 3 peceTpatliitHiM NOCRIZICHTSIM)
TabaeTK, BKPUTI IIIBKOBOI0 06010HK010, 10 500 Mr, o 10 Taduerox y Gaicrepi; no 3
OJlicTepu y KapTOHHIi Kopo6ui

((hopMa BHTTYCKY, O3YBAHHS, BU/ MAKYBaHHs JiKapchkoro 3acofy)
Homep peecrpaniitnoro nocsiguenns UA/9477/01/01 erpox aii pecerpauiiinoro nocsizmenus 01.01,2099
Cepis aikapebkoro zacofy Ne PC4549 KisnkicTh BReenoro stikapenkoro racody 2704

Bupobuuk Jex C.A., [Nonsiia

(HaiMCHYRAHHA RUPOOHUKA JITKAPCHLKOTO 3acoby. KpaiHa 10X0/UKeHHS)

Baesero B Vipainy Toeapuerso 3 o6mesxenoro BinopiaanehicTio "'Cangos Ykpaina'",
iment. kon: 38419586

(HaitMenyBanus Ta kol 3a CAPTIOY ropuaninoi ocobu abo npissuiie, iM'a, 1o 6athkosi (izHaHol
ocobu - MiANpHCMILA, Ti Miclie MPOKUBAHHS TA PeCcCTPAILiiHIiT HOMEP 0BJIIKOROT KAPTKH NAATHHKA
1101aTKIB ab0 cepisi Ta HOMEp TactiopTa)

Hporokoea Bisyausuoro konwrposo sig 08.11.2024 Ne 3458/3.

3a pesynbTaTaMM  QEPKABHOTO  KOHTPONIO  BCTAHOBIEHO, 1O JiKapchkuii  3aci®  Beeseno B Ykpainy 3

AOTPUMAHHHAM BUMOT 3aKOHOAABCTBA MIOAO 3a6e3MICHCHHS SIKOCTT JliKapehKHX 3acobiB.
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®opma: CeptudikaT cepii M3
Bepcin: 44094750.150124-76.5 BunaHo:
NEK CA. Nonblia

CEPTU®DIKAT BIANOBIOHOCTI CEPII

MET®OPMIH CAHOO3®

UA/9477/01/01 44094750 YkpaiHa

MeTtdopmiHy rinpoxnopuay 500 mr

TabneTkn, BKpUTi NNiBKOBOIO 060M0HKO, No 500 Mr

no 10 Tabnetok y bnictepi; no 3 6nictepn B KAPTOHHIN KOpoOb L

PC4549 PC4549 2704

11.07.2024 06/2027

Jlek C.A.

95-010 Ctpukos, Byn. lNMoaninie, 16, Nonbla

Bupob6Huua niueHsisa Ne: 064/0095/15



1 ®opma: Ceptucpikat cepii N3
o Bepcis: 44094750.150124-76.5 Bupano:
NEK C.A., Monbua

Nexk C.A. 95-010 Crpukos, Byn. Moaninie, 16, Nonblya

Nek C.A. 95-010 Ctpukos, Byn. lNogninie, 16, Nonsuwa

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

‘/ B npoueci BupoOHULTBa Ta naKkyBaHHs He BYNo BIOXWUITEHb, SKi MOXYTh
BAMUHYTY Ha BUMYCK NPOAYKTY.

B npoueci BupobHuuTBa Ta nakyBaHHs Byno 3adikcoBaHo HACTYMHI
BUAXUNEHHSA, OUB. HUKYe (peecTpauinHuin HoMep BIOXWINEHHS B
eneKTPOoHHIN cucTemi obniky):

Biaxunennsa Ne (GX_QEM): -/~

Livm niaTBepmXyr0 AOCTOBIPHICTH Ta TOWHICTH BUlleHaBeneHo! iHdopmauii. Lia cepis nikapcekoro sacoby 6yna
BUrOTOBMEHA, BKMIOYHO 3 YMakoBKOK/MapKyBaHHSAM Ta KOHTPOIEM AKOCTI Ha BULLIEHABEAEHUX BUPOBHUUUX AiNbHULAX
y MOBHii BignosigHocTi Ao BumMor GMP MiclieBUX perynaTopHux opraHie, a Takox Ao cneuudikalii PeecTpauiiHoro
Hocbe kpaiHu iMnoptepa abo canny cneuudikauii gocnigkysaHoro nikapcbkoro sacoby. [ari Npo sUroTOBNEHHS,
yNakoBKy Ta aHanisu cepii 6yno nepesipeHo Ta NATBEpAKEHO X BiANO8IAHICTL cTandapTamM GMP,

CEPTU®IKALIA CEPII 22.10.2024

YnoBHoBaxeHa ocoba Krzysztof Poszwinski

/Enekmponnut nidnue/  22.10.2024  11:25:20 +02'00"




®opma: Ceprudikar cepil M3
Bepcina: 44094750.150124-76.5 BunaHo:

NEK C.A., Monsiia

CEPTUDIKAT AHANI3Y

PC4549 42033490 NW9564 11.07.2024 06/2027

3oBHiwWHI BUrNAA - Kpyrni, 6ini, gsosunyxni TaBrietku, BKpuTI Bignosigae
nniskosoto obonowkoto, 3 BigButkom “M 500"
Ha OAHIV CTOPOHI i rNagki 3 HWOT CTOPOHN

CepeaHsi maca - 524,6 mr + 5%; (498,4 — 550,8 wmr); (n=20) 518,6 Mmr
OpHopigHicTs €8p.®. 2.9.40 L1: makc. 15 abo L2: makc. 25 Bianosinae
A030BaHUX oAUHULbL (po3paxyHkoBO-~

Barosut MeToa)

Po3nagaHHa €ap.®. 2.9.1 < 30 XBUNUH 7 T XB

PO34UHHICTEL Ph.Eur. 2.9.3, 275 % (Q) 3a 15 xBUNUH 96,6 %
Kop3uHka, 100 y
06/xB. + 2 06/x8 93,5 ) 98,8 °

laeHTudikauis: BEPX a6o TLIX MoanTNEHO Bignoeinae

MeTchopmin HCI

lneHTudbikauin: XimiuHa peakuis Mo3uTneHO /
Xnopuaun*
laenTudikauin: XimiuHa peakuist MosuTtuBHO /
TutaHy giokcng*
|
KinbkicHe BEPX a6o Y& 500,0 mr + 5 % / TabneTka 495,5 | Mmr/taén.
BU3HAUEHHA: (signosinae 475,0 — 525,0 mritatneTka)
MeTdopmin HCI
CynyTHi gomiwku
UiaHoryaHiguu BEPX, BnacHuii 0,02 % < 0,004 %
OanHuyHi Hesigomi BEPX, BrnacHuit <0,1% < 0,040 %

LOMILIKK

Cyma AoMiloK BEPX, BracHuit £0,3% < 0,040 %




dopma: Ceprudikar cepii M3
Bepcin: 44094750.150124-76.5 BupaHo:
NEK C.A., Monbla

CEPTUDIKAT AHANI3Y

MET®OPMIH CAHOO3®, TabneTku, BKpUTI NniBkoso 060n0HKo0, no 500 mr

PC4549 42033490 NW9564 11.07.2024 06/2027

N-HiTpo3oguMeTUn- GC-MS/MS Makc. 0,032 ppm < 0,010 ppm
amiH (NDMA)***

MikpobGionoriyna yuctora** BignosiaHo go €ep.®. 5.1.4

TAMC < 1000 KYO/r wfw KYOIr

TYMC €8p.®. 2612+ _ 00 kvorr -l KYOIr
2.6.13

Escherichia coli BiacyTHi/r /-

MpumiTku:

* - HepyTUHHUIA TecT, NPOBOAUTLCA MiHIMYM OgMH pa3 Ha pik
** - HepyTuHHUIA TecT, 3AIWCHIOETLCS ANS KOXHOT 25-1 cepii MiHIMyM 0aUH pa3 Ha pik
*** - HepyTUHHUI TecT, 3RINCHIOETLCA ANA KOXHOT 10+ cepil

18.10.2024 Renata Pawlak / Krzysztof Poszwiriski

/EnekmporHul nidnuc/  22.10.2024 11:37:31 +02°00"

Fedochenko »
Tetiana e, Sims Ui 0 o oo



& Ny% g\s g Form: FDF Batch certificate
' WANL .
w &% 0N 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



P W Form: FDF Batch certificate
i 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.

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.

BATCH CERTIFICATION 22.10.2024

Qualified (Authorized) Person Krzysztof Poszwirski

: Poszwinski Digitally signed by Poszwinski

Krzysztof

Krzysztof Date: 2024.10.22 11:25:20 +02'00'



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

LEK S.A., Poland

CERTIFICATE OF ANALYSIS

PC4549 42033490 NW9564 11.07.2024 06/2027

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 mq); 518.6 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 l min

Dissolution Ph.Eur. 2.9.3 2 75% (Q) after 15 minutes 96.6 %
(basket, 100 rpm % 2 rpm) 93.5 . 98.8 A

Identification: HPLC or TL.C Positive Conforms

Metformin HCi

Identification: Chemical reaction Positive /

Chlorides*

ldentification: Chemical reaction Positive /

Titanium dioxide*

Assay: HPLC or UV 500.0 mg + 5 % / tablet 485.50 ‘ mgltablet
Metformin HCI (corresponding 475.0 - 525.0 mg/tablet)

Related substances

Cyanoguanidine HPLC, in-house <0.02 % < 0.004 %s
Single unknown HPLC, in-house <0.1% < 0.040 %

impurities

Sum of impurities HPLC, in-house <0.3% < 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 o= CFUlg
TYMC Ph.Eur. 2.6.12 + 2.6.13 <100 CFU/g - CFU/g
Escherichia coli Absent/g I }
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

oszwinski Digitally signed by Poszwinski

Krzysztof
rzysztof Date: 2024.10.22 11:37:31 +02'00"




