HEPXIJIIKCIIYXXBA
JAEPKABHA CJIIYXKBA 3 JIIKAPCBI{I;IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npocnekT Banepis Jlo6anoscekoro, 51, m. Kwuig, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox CIIPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBe3eHOro B YKpainy JIKapcbKOro 3acody

20.09.2021 Ne 51259/21/10

MET®OPMIH CAH/IO3®
(naiimenyBanus nikapenkoro 3acoy 3rigHo 3 peecTpauiiH1M NMOCBi(uenHAM)
Ta0JIeTKH, BKPHMTI ILTIBKOB 010 060.10HK010, 110 500 Mr; mo 10 Taderox y 6aicrepi; mo 3
OsicTepiB y KapTouHiii Kopo6ui
(opma sunycky, nosysanns, Bujx nakysanns nikapcekoro 3aco6y)

Homep peecrpauiiinoro nocsinuenns UA/9477/01/01 CTPOK Aif peectpauiiinoro nocsiguenns 01.01.2099
Cepis nikapcbkoro saco6y Ne LM0656 KinekicTb BBE3CHOrO NiKapeskoro zacoby 4128

BHpoGHuK Jlex C.A., Ilonsina
(naiimMenyBanns BupoGHuKa nikapcekoro 3acofy, kpaita MIOXOJIKCHHA)

BaeseHo B Yipaiky ToBapucrso 3 06meskenoro BixnoBinaabnicTIo " Canos Ykpaina",

inenr. kox: 38419586

(HaiMeHyBanHa Ta koa 3a €JIPIIOY 10puiiuHol 0cobu abo npizsuue, im's, no 6aTekoBi hiznunoi

0co6H - miinpuem, i Micle nposkusanus Ta peecrpauifinuit HomMep 061iKOROT KaPTKK NuaTHUKA
nozaTkis abo cepis Ta Homep nacnopra)

IpoTokon Bisyansuoro xourpomo six 09.09.2021 N 3137/3.

3a  pesynpTatamMm  JepKaBHOroO KOHTPOJIIO  BCTAHOBJIEHO, IO JiKapchkuit  3aci6  BeeseHo B Vkpainy 3
AOTPHUMAHHSAM BHMOT 3aKOHOJABCTBA o0 3abe3neyenns fxocri JiKapCLKUX 3ac06is.
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s AN Do A Novartis ®opma: Ceprudikar cepii M3
Division Bepcia:  44019693.090617-0627.2 BupaHo:
NEK C.A., Nonbwa

CEPTUDIKAT BIOMOBIOHOCTI CEPII

Toprosa Ha3Ba NiKapcbKkoro 3acoby:

- MET®OPMIH CAHOO3®

PeecTpauiiiHe nocBia4YeHHA: ApTtukyn '3 Ne: KpaiHa npuaHayeHHs:
UA/9477/01/01 44019693 | YkpaiHa

Cuna giilAKTUBHI pe4oBUHU:
MeTdopmiHy rinpoxnopuay 500 mr

Jlikapceka chopma:

- TabneTtkun, BKpUTi NNiBKOBOO 06ONOHKOO, No 500 mr

Tun Ta PO3MIip YNakoOBKMW:

no 10 TabneTok y GnicTtepi; no 3 6Gnictepm B KaApTOHHIN KOpoG Ui

Ne cepii Ha ynakoBui: Ne cepii BupoGHUKa: BunyueHa Kinskicts (yn):

LM0656 : LMO0656 ‘ 12510
Hata BupoOHUUTEA: MpuwoaTHun no:

27.06.2021 05/2024

Bunyck cepit: Anpeca:

Tex C.A. Byn. flomaHieBcbka 50 C, Bapwasga, 02-672, Nonbwa
Bupo6Huua niuensis Ne:  064/0095/15

Cropivka 134




s AN Do A Novartis ®opma:  Cepudikat cepil N3
Division Bepcin:  44019693.090617-0627.2 BuaaHo:
NEK C.A., Nonbuwa

BupobHuk «in bulk» npogykry: Anpeca:

ek C.A. 956-010 Crpukos, Byn. MNoaninie, 16, Monbwa
MNepBUHHEe NakyBaHHA: Appeca:
Nek C.A. Byn. [lomaHieBckka 50 C, Bapwaga, 02-672, Nonbuwa

BTopuHHE NakyBaHHA: Appeca:

INek C.A. Byn. lomaniesckbka 50 C, Bapwaga, 02-672, Nonbwa

KomeHTapi:

/ B npoueci BupobHuuTBa Ta NnakysaHHs He Byno BigXUneHb, siki MOXYTb
- BNAWHYTU Ha BUNYCK NPOAYKTY.

B npoueci BupoGHuLTBa Ta nakysaHHs 6yno 3achikcoBaHO HacTyNHi
BUAXUNEHHA, AWB, HWKYe (peecTpauiiHuili Homep BiAXUNEeHHs B
- ENEeKTPOHHIN cuctemi obniky):

BinxuneHus Ne (TrackWise):  -/-

lNonoxeHHs npo cepTudikauliro:

Livm nigTeepaXylo AOCTOBIPHICTE Ta TOYHICTL BULLEHABEAEHOT iHcbopmalii. Lis cepis nikapcbkoro 3acoby byna
BUrOTOBIEHA, BKMIOYHO 3 yNaKOBKOI/MapKyBaHHAM Ta KOHTPONEM AKOCTI Ha BULEHaBEAEHUX BUPOBHUYMX AiNbHULUAX
Yy noeHii signosigHocTi Ao sBumor GMP MicueBnx perynsTopHux opraHis, a Takox Ao cneuudikalii PeecTtpauiiiHoro
Aocke kpaiu iMnoptepa abo daiiny cneyudikayii gocnipkysaHoro nikapcekoro 3acoby. [aHi Nnpo BUroToBAEHHS,
ynakoBKy Ta aHaniau cepii 6yno nepesipeHo Ta NigTBEPAKEHO X BiANOBIAHICTL cTaHaapTam GMP.

Twyn BUNyCKY: [ara Bunycky cepii:
ANA PUHKY 25.08.2021

Bunyck cepii 3aTBepaxeHo: Im’s:

YnoeHoBaxeHa ocoba Ewa Oleksiak

/Enekmponnud nidnuc/  25.08.2021 11:51:17 +02°00"

Cropivka 23 4




Dopma:
Bepcin:

CepTtuddikaT cepii (N3
44019693.090617-0627.2

A Novartis
Division

SANDOZ

BugaHo:
NEK C.A., Nonbwa

CEPTUDIKAT AHATI3Y

- MET®OPMIH CAH1O3®, TabneTku, BKPUTI NNiBKOBOI 060M0HKO, No 500 Mr

Ne cepii Ha yn.:

LMO0656 42022335 LK8572 27.06.2021 05/2024
|
Tect j Meton Bumoru Peaynbrar
3oBHiWHIK BUrNAg - Kpyrni, 6ini, psosunykni TaBnetkw, BKpWTI Bignosigae
nniexoBoto oBonoHko, 3 Biadutkom “M 500"
Ha OAHIN CTOPOHI i rNagki 3 IHWOT CTOPOHM

CepenHa maca - 524,6 Mr £+ 5%; (498,4 — 550,8 mr); (n=20) 518,8 T mr |
OpHopiaHicTb €ep.®. 2.9.40 L1: makc. 15 abo L2: makc. 25 Bignoeigae
AO030BaHUX OAUWHULUb (po3paxyHkoBo-

BaroBwii MeTogd)
Poanapganus €Esp.®. 2.9.1 < 30 xBunuH 7 XB
Po3uunHHiCTL Ph.Eur. 2.9.3, 275 % (Q) 32 15 xBUNWH 94,5 %

Kop3auHka, 100 %

06/xB. + 2 0b/xB 93,5 = 95,4
laenTudikauis: BEPX abo TWX MosuTUBHO Bignosigae
MeTdopmin HCI
lpenTudikauin: XiMiuna peaxuis MoanTusHo p
Xnopugn* i
lpenTudikayin: XimiuHa peakuis MoauTmeHO ’
TwTtany aiokeug* -
KinekicHe BEPX abo Yo 500,0 Mr + 5 % / TabneTka 500,40 mriTaén,
BU3HAYEHHRA: (sinnoBinae 475,0 — 525,0 mr/rabneTka)
MeTtdopmin HCI

CynyTHi AoMiwKK

LliaHoryaHianx BEPX, snacHuit =0,02%
OAanHuYHI Hesigomi BEPX, BnacHui <01%
LOOMiLLKu

Cyma gomiwok BEPX, snacHuii £0,3%

Aptukyn in bulk Ne:

_ Cepisi in bulk Ne: | [ata BUpoGHULTBA:

| MpupaTHUA Oo:

Cropitka 3z 4




s AN Do A MNovartis Dopma:  CepTudikar cepii M3
Division Bepcisi:  44019693.090617-0627.2 BugaHo:

NEK C.A., Nonbwa

CEPTUDIKAT AHANI3Y

Jlikapcbkui 3acio:

- MET®OPMIH CAHLO3®, TabneTtku, BKpUTi NNiBKOBOIO 0o60onoHKo, no 500 mr

Ne cepil Ha yn.: A N in bulk Ne: _ Cepis in bulk Ne: | [lata Bupo6HuuTBa:  lMpuaaTtHun Ao:
LMO0656 : 42022335 | LK8572 27.06.2021 05/2024
Tect Meton Bumorm | Peaynerart

MikpoGionoriyna yucTtoTa* Bignosigvo ao €8p.®. 5.1.4

TAMC <1000 KYO/r -l- KYOIr
TYMC eap,::ézgnz ¥ <100 KyOIr &+ KyOlr
Escherichia coli Biacytrilr -/-

MpumiTku:

* - HepyTUHHUIA TecT, NpoBOAUTLCA MiHIMYM oauH pas Ha pik
** - HepyTUHHUWIA TeCT, 3AINCHIOETLCS ANS KOXHOT 25+ cepii MiHiMyM oauH pa3s Ha pik

TectyBanHHa BKA 3aBepiueHo: TectyBanHus BKA saTteepaxeHo:
25.08.2021 Ewa Oleksiak

/Enekmponrud nidnuc/ 25.08.2021 11:52:49 +02'00"

CropiHka 42 4




s AN Do A Novartis Form: FDF Batch certificate
Division Version:  44019693.090617-0627.2 Issued by:

LEK S.A., Poland

BATCH CERTIFICATE OF CONFORMITY

Trade Name of Medicinal Product:
METFORMIN SANDOZ®

Marketing Authorization Ne: FDF Material No: ;
UA/9477/01/01 44019693 Ukraine

Strength/Potency:
Metformine hydrochloride 500 mg

Dosage Form:
Film-coated tablets, 500 mg

Package Type and Content:

10 tablets in blister; 3 blisters in carton

Printed Batch Ne: Internal Batch Ne: Released Quantity
LM0656 LMO0656 12510

Manufacturing Date: Printed Expiry Date:

27.06.2021 05/2024

Batch Releasing Site: Address:

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

Manufacturing License Ne: 064/0095/15

Page 1 of 4




s AN Do A Novartis Form: FDF Batch certificate
Division Version:  44019693.090617-0627.2 Issued by:

LEK S.A., Poland

Bulk manufacturer: Address:
LEK S.A. 16, Podlipie Str., 95-010 Strykow, Poland
Primary packager: Address:
LEK S.A. ul. Domaniewska 50C, Warszawa, 02-672, Poland
Secondary packager: Address:

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

Comments:

/ 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 (TrackWise): -/

Certification statement:

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.

Release Type: Date of Batch Release:
RELEASE FOR MARKET 25.08.2021
Batch release authorized by: Name:
Qualified (Authorized) Person Ewa Oleksiak

Digitalty signed by Oleksiak Ewa

Oleksiak Ewa sreasss s

Signature:

Date: 2021.08.25 11:51:17 +02'00'
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s AN D oz A Novartis Form: FDF Batch certificate
Division Version:  44019693.090617-0627.2 Issued by:

LEK S.A., Poland

CERTIFICATE OF ANALYSIS

METFORMIN SANDOZ®, film-coated tablets, 500 mg
Printed Batch Ne: = Bulk Material Ne: | Bulk Batch Ne: = Manufacturing

LMO0656 42022335 LK8572 27.06.2021 05/2024
Test . Method : Requirements ' Results
Appearance - Round, white, double radius fiim-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); 518.8 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 L 7 ‘] min

Dissolution Ph.Eur. 2.9.3 2 75% (Q) after 15 minutes 94.5 %
(basket, 100 rpm + 2 rpm) 93.5 | & Ij5.4 %

Identification: HPLC or TLC Positive Conforms

Metformin HCI

Identification: Chemical reaction Positive /

Chiorides*

Identification: Chemical reaction Positive J

Titanium dioxide*

Assay: HPLC or UV 500.0 mg + 5 % / tablet L 500.40 —I mg/tablet

Metformin HCI (corresponding 475.0 — 525.0 mg/tablet)

Related substances

Cyanoguanidine HPLC, in-house £0.02%
Single unknown HPLC, in-house =01%
impurities

Sum of impurities HPLC, in-house <03%
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s AN Do A Novartis Form: FDF Batch certificate
Division Version:  44019693.090617-0627.2 Issued by:

LEK S.A., Poland

Medicinal Product:

METFORMIN SANDOZ®, film-coated tablets, 500 mg
Printed Batch Ne: | Bulk Material Ne: | Bulk Batch Ne: | Manufacturing
LM0656 ; 42022335 LK8572 27.06.2021 05/2024

Test ' Method Requirements | Results

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

TAMC <1000 CFU/g o= CFUIg
TYMC PhEur. 26.12+26.13 <100 CFU/g /- CFUIg
Escherichia coli Absent/g -f-

Notes:

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

QC Tests Completed on: QC Testing Results Approved by:
25.08.2021 Ewa Oleksiak

Signature: Digitally signed by Oleksiak Ewa

L DN: dc=com, de=novartis, ou=people, ou=TQ,
O I e k S | a k EW serialNumber=886358, cn=Oleksiak Ewa
Reason: | am approving this document
Date: 2021.08.25 11:52:49 +02'00"
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