NEP)KABHA CJYKFBA 3 JIKAPChBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

mpocrekt Banepis Jlobanorcrkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHUCHOBOK
NPO AKICTh BBE3€HOr0 B YKpAaiHy JiKapchbKOro 3acody

07.06.2023 Ne 25491/23/10

I'IIOKOPAK®

(HaliMeHyBaHHS TiIKapCHKOTO 3ac00Y 3TiHO 3 peecTpaliAHAM MMOCBI AYCHHAM)
Ta0JIeTKH, BKPHUTI IUTIBKOBOI 000/10HK010, 10 1000 Mr; mo 15 Tabaerok y 6uaicTepi; mo 2
0s1icTepH y KapTOHHIH KopoOIi

(opma BHITYCKY, JO3YBaHHS, BII IIAKYBAaHHS JiKapPCHKOT0 3ac00y)
Homep peectpaniitnoro mocsimaenns UA/3994/01/03 crpox gii peectpamiitioro noceimaerma 01.01.2099
Cepis nikapcekoro 3acoby Ne £212102 KinbKicTh BBE3€HOTO JiKapchkoro 3acofy 26648

Bupo6aux Mepk, CJI, Icnanis

(naliMeHyBaHHS BIPOOHHKA JIIKapCHKOTO 3ac00y, KpaiHa IOXOMKEHHS)

Bseseno B Ykpainy ToBapucTBO 3 06MexkeHo010 BitnoBiganbHicTIo "ACIHO VKPAIHA",
iment. xox: 42274733

(nafimenyBanns Ta xox 3a €/IPTIOY ropuauaHol ocobu abo mpi3smie, iM's, Mo 6aThKOBI (i3mHOT
ocobu - mignpueMns, ii MicIle IPOXKUBAHHA Ta PeECTPaliiHIH HOMep 00MiKOBOI KAPTKY INTATHUKA
noaaTkiB abo cepisd Ta HOMep IacIIopTa)

Iporokon Bisyaasnore koarpoimo Bix 05.06.2023 Ne 1683/8.

3a pesynbTaTaMH JIep)KaBHOTO KOHTPONIO BCTAHOBIEHO, IO JKapchkuil 3aci0 BBeseHO B YKpaiHy 3

JOTPHMAHHSAM BHMOT 3aKOHOJABCTBA 10710 3a6e3MeYeHHA AKOCTi TKapChKHX 3ac00iB.
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Batch Release Certificate / Ceptudikar BunyweHoi Cepii
Certificate of GMP Compliance / Ceptudikar signosigHocti GMP

Name of the Product: / GLUCOPHAGE®, film-coated tablets 1000 mg N230 (16x2) in blisters / -
Haasa Mpogykry: - IMIOKODAXK®, TabneTku, expuTi nniskosoto o6onoxkoio, no 1000 mr Ne30 (15x2) y
6nictepax
Material Code: / Batch Number Bulk: /
Homep Marepiarny: HaB0S400N2 Homep Cepii in bulk: E200034541
-Batch Number Finished £ . .
Produect: / Batch size (in packs): /
Homep Cepii roToBoro E212102 Poamip Cepil (B ynakoBKax): 266848
NpoayKTy: o
Manufacturing Date: / [laTa supobHuLTBa: 11.01.2023
Expiry Date: / TepMiH npnaaTHOCTi: 31.12.2026
Importing Country: / Kpaiha -Imnoprep: Ukraine/ Ykpaina :
Strength / Potency: / One tablet contains 1000 mg of metformin hydrochloride which
. , corresponds to 780 mg of metformin'/
Cuna git / AKTUBHICTS: OpHa Tabnetka MicTute 1000 Mr MeThOPMiHY rigpoxnopuay, akuii
- BianoBigae 780 mr metdopmiHy
Dosage Form: / Film-coated tablets 1000 mg/
Jlikapcbka Popma: TabneTxu, BKpUTI NNiBkoBolo o6orioHkolo, no 1000 mr
Package Size and Type: / 15 tablets In blister; 2 blisters in carton box /
Poamip Ta Tn NakyBaHHSA: 15 TabneTok y GnicTepi; 2 GricTepyn y KapToHHii Kopobui

Marketing Authorization Number: / .
Homep PeecTpaujitioro MocBiAYeHHs:
Name, Address and License Numberof - Merck, SL, Spain N

Manutfacturer, which is Responsible for Poligon Merck, 08100 Mollet del Valles, (Barcelona), Spain

UA/3994/01/03

Batch Release: / No. 0308 /

Hasea, Aapeca i Homep Jliyenail Bupobhnka, Mepk, CJl, lcnanls - :

KOTpwiA Brnyckae cepilo B ofir: Mpomaona Mepk, 08100 Monnet gens Bannec (bapcenota), lcnais
Ne 0308

Country of Origin: / Kpafta-BupobHuk. Spain / IcnaHisa

Certification Statement: / 3asBa npo ceprudikaLjio:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
Including packaging / labeling 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. / .

LM nigTBepAXyio, WO BWljesasHayeHa iHdopMalif € AOCTORIPHOW i TOUHOIO. Dana cepis BupobneHa, Bniovaoum
ynakoeKy/MapKyBaHHA Ta KOHTPOSIb SIKOCTi, Ha BULYe3a3HAYEHI AiNbHALi | B NoBHilk BianosigHocti 3 Bumoramu GMP
nokanbHux KonTponiolounx OpraHiB, a Takox 3i cneuvdikaliamu peecTpaljiHoro aocke KpalHu-imnoprepa abo [ocke
AocrigxkyeaHoro nikapcbkoro sacoby. Mpotokornu BUPOGHMLTBA, yNakoBKu Ta aHanisy Gynu nepernisHyTi i BCTaHoBMNeHa
signosigHicte GMP. )

Qualified Person Signature: / Maria Angeles Andreu Lleal/ ( é 53

Mianuc ynosHosaxeHoT ocobu: Mapis Angxenec AHapey Jinean
Released Date: / laTa sunycky: 28.03.2023

In the event of any discrepancies or doubt between English and Ukrainiqn |2 agevérsions, the English language version shall
_prevail. / ¥ pasi 6yas-skix poabixHocTeil ao cymHiBiB MbK BepcisiMM aHTIACHKOIO Ta YkpalHCHKOI MOBaMM niepesaxHy cuny Mae Bepcia
aHrnilickkolo MOBOIO. : 5 - ¢

Merck, S.L. — Espaiia . Saciedad Unipersonal. Inscrita en el
Poligono Merck s/n : Registro Mercantil de Maddd, hojan®
08100 Mollet del Vallés (Barcelona) . M-438818, folio n.° 161, tomo n.° 24396,
Tel.: +34.93.565.55.00 - archivo libro n.° 0, seccidén 8,

Fax. +34.93.544.00.00 2 inscripcién 2.

www.merck.es . N.LF. B08078195
N ‘Maria de Molina, 40
28006 Madrid



Name of the Product: /

Certificate of Analysis / Ceptudikat AHanisy
GLUCOPHAGE®), film-coated tablets 1000 mg Ne30 (15x2) in blisters /

MRRCTK

Hassa Mpogykry: FMIOKODAXK®, TabneTku, BKpUT nsliBkoBOK 060510HKoI0, No 1000 mr Ne30 (15x2) y
6nicrepax ;
Packaging Batch Number: / E212102 Batch size (in packs): / 26 648
Homep Cepii Ha ynaxoBry: Poamip Cepii (B ynakoBkax):
Expiry Date: / Tepmin npugatHocTi:  31.12.2026 Manufacturing Date: / [laTa. 11.01.2023
BupoGHULTRA:

Tests items/ ‘Requirements / Resuilt/ .
Moka3HWKKM siKocTi Bumorn MKA Peasynerar
Appearance / White, oval, biconvex, film-coated tablet, with a Complies /
Onuc score line on both sides and “1000” engraved on Bianosigae

one side / TabneTtkv oBanbHOl hopMu 3 ABOONYKIOK

noeepxHeto, 6inoro KoNLopy, BKPUTI NSIBKOBOIO

000J10HKOI0, 3 pUCKOIO 3 060X 6OKIB Ta rpasipyBaHHAM

«1000» 3 ogHoro Goky
Identification: / IneHTudikauia IR-spectrophotometry / I-cnekrpodoTomeTpis Positive /
Metformin Hydrochloride / MosuTuBHUA
MetdopmiHy rigpoxnopuay IR spectrum should be similar to reference

spectrum / [M-cnekTp nornvHaHHA BunpoGysaHoro

3pa3ska NoBUHeH Bignosiaat IY-cnekTpy craHgapTHoro

3paska
Average mass / 1018 — 1124 mg/tablet / 1079 mg/tablet /
CepepaHs maca 1018 — 1124 mrfrabn. Mmr/tabn.
Mass uniformity / According with Eur. Ph. / Complies /
QaHopiasicTe Macn MNoeuHHa BignosigaTu Bumoram €sp. Gapm. Bignosigae.
Assay / KinbkicHe BU3Ha4YeHHs .
Metformin Hydrochloride / 960 - 1060 mg/tablet (X 6%) / 9956 mg/tablet/
MeTdopminy rigpoxnopuay 950 - 1050 mr/rabn. (& 5%) Mr/rabn.

Dissolution / PoaunHeHHa

Not less than 76% (Q) at 46 min /

Complies at 81/

He meHLwe 75% (Q) yepes 45 xB Bignogigae Ha S1

Non-routine tests! / He pyTunsi Tecti’

Related substances’ /

BusHayeHHs aomiLok’ HPLG/ BEPX .

Cyanoguanidine / Not more than 0.02% / Not performed

LliaHoryaHiguH He 6Ginbwe 0,02% ° He BusHayanoch

Each other impurity / Not more than 0.10% / Not performed

Byab-Aka iHwa goMiluka He 6inblie 0,10% He BusHavanoco

Total of Impuritles / Not more than 0.60% / Not performed

Cyma BOMILLIOK He 6inblwe 0,50% He Busxavanocb

Dissolution Profile (%)? / Mpodinb

poaunHeHrHs (%)?

6 min / 5 xsunnH Not less than § % / He meHwie 5 % Not performed
He BusHavaroch

10 min / 10 xBunuH Not less than 24 % / He meHwe 24 % Not performed
He BusHavanoch

16 min/ 15 xBunuH Not less than 38 % / He meHwe 38 % Not performed
He BusHauanoch

26 min / 25 xeunuH Not less than 60 % / He meHwe 60 % Not performed

He BusHavanoch

Subdivislon of tablets? /
PoanineHHa Tabnetok®

According with Eur. Ph. /
MoBuHHI BignosigaTu BuMoram €sp. Papm

Not performed

He Busnavanocs

Merck, S.L. — Espaiia Sociedad Unipersonal. Inscrita en el

Poligono Merck sin Registro Mercantil de Madrid, hojan®
08100 Mollet del Vallés (Barcelona) M-438818, folio n.° 161, tomo n.° 24396,
Tel.: +34.93.565.55.00 archivo libro n.° 0, seccién 8,
Fax. +34.93.544 00.00 inscripcién 2.
www.merck.es N.LF. B08070195

Maria de Molina, 40

28006 Madrid



| NMERRUK
Certificate of Analysis / Ceprudikat AHanisy '

Name of the Product: / GLUCOPHAGE®), film-coated tablets 1000 mg Ne30 (15x2) in blisters /

Hasea Mpogyxry: FMIOKO®ANK®, TabrieTkn, BKpUTi nniBkosoto o6osioHkoio, no 1000 mrNe30 (15x2) y

‘ Gnicrepax
Packaging Batch Number: / E212102 Batch size (in packs): / 26 648
Homep Cepil Ha ynakoBLyj: Poamip Cepii (B ynakoexax):
Expiry Date: / TepmiH npugatHocTi:  31.12.2026 Manufacturing Date: / [lata . 11.01.2023

BupoGHULTBA:

Tests Items/ Requirements / Result /
MokasHUKU AKOCTI Bumoru MKHA - Peaynstar
Microbiological quality! /
MikpoGionoriuna uuctoTa *
Total aerobic microbial count Not more than 10° CFU/g / Not performed
(TAMC) / 3aranbHa KinbKicTb .| He 6inblee 103 KYO /T He BusHavanocs
aepo6Hux Mikpoopratismie (TAMC)
Total combined yeast/ mould Not more than 102 CFU/g / Not performed
(TYMC) / 3aranbHa KinbKicTb He 6inble 102 KYO /r He BuaHavanoch
nniceHeBux i ApixakoBux rpybis
(TYMC) .
E. Coli/ Absencein1g/ : Not performed
Escherichia Coli BigcytHictbB 1T He BuaHavanocs

1 The test is performed on the request and at least once a year. / BunpoGysaHHs NpOBOASTL Ha 3anuT, He MeHLLe 1 pasy B pik.
2 Complete dissolution profile is performed in case of modification of the manufacturing process / Bunpo6ysars npoBoaATb Y
; BUNaAKy NponosuLiiit Gy AL-AKMX CYTTEBUX 3MIH Y BUpOGHUOMY npoLieci. .

3 The test is performed once a month / BunpoGysaHHa npoBoasTs 1 pas B pik. ’ \

Released Date / [lata Bunycky: 23 .03.2023 Signature: / Mignuc Stamp: / MeyvaTka
Quality Assurance / 3aGeaneqeHHs AKOCTI /

Qualified Person / YnosHosaxeHa ocoba

L. Ripodas / 1. Pinopac ~ P. Duque/ I. yki . Y.Garcia/l.Fapcin  A.Andreu/A Angapey  A. Cuadrado Ucar/A. Kyagpago Ykap

" T. Belmonte Cairascosa / T. BensmoHTe Kappackoca

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version

shall prevail. / Y pasi 6yab-akux poabikHocTell a6o cymHiBiB MiX BEpCisIMU aHIMIRCLKOIO Ta YKPaTHCLKOI0 MOBaMU fiepeBaxHy cury
Mae Bepcis aHMiNcLKoI0 MOBOIO

Merck, S.L.— Espafia . Sociedad Unipersomal. Inscrita en el
Poligono Merck s/n - Registro Mercantil de Madrid, hoja n.°
08100 Moilet del Vallés (Barcelona) - M-438818, folio n° 161, tomo n.° 24396,
Tel.: +34.93,565.55.00 archivo libro n.° 0, seccién 8,
Fax, +34.93.544.00.00 inscripcién 2.
www.merck es N.LF. B08070195

Maria de Molina, 40

28006 Madrid
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